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PREFACE

* Ministry of Health & Family Welfare vide order No, X11 035/53/2014-DQC
" dated: 16.09.2014 constituted a Commitice under the Chainnaﬁship of
Prof. C. K. Kokate, Vice-Chancallor, KLE University, Belgaum, Kamataka
for examining the safety é_nd efficacy of unapproved FDCs - which were
licensed by State Drug Licensing ‘Authorities without due approval of

DCG(l).

e After a series of meetings of the Committee, the Committee submitted its
first assessment report to the Ministry of Health & Family Weifare on
16.4.2015 categorizing FDCs into Rational, Irrational, Requiring further
deliberation and FDCs requiring generation of data, As desired, show-
cause notices wers issued in respect of FDCs which were considered as

Irrational to the concerned manufacturers.

* It was decided that replies received against show-cause notices w.rt.
“FDCs considered as Irrational under category ‘a’ shall be placed before
Prof. Kokate Committee for examination. It was decided to examine these
FDCs alongwith one expert of Internal Medicine and one relevant subject
expert in the respective field, wherever necessary.

* The Committee noted that legacy products are available in the market
which were licensed by SLAs without following due procedure as laid down
under Drugs and Cosmetics Rules have not been evaluated for their
rationality, safety and sfficacy which expose patients to unnecessary risk
of adverse drug reactions. F urther, Injudicious use of antibiotics can lead to
resistance which is a serious concern in the country.

* The Expert Committee discussed each FDC in detail and has put its full

wisdom in evaluating these FDCs in the inferest of public health so that
public health of people is not compromised. Commitiee discussed total

S



1083 such FDCs. While examining the replies to the Showcause notices of
such FDC, Committee considered following points:

a.

=

Se ™o ap >

Patient Safety .
Drug Toxicity /Adverse effect
Misuse of drug/ Prescription error

Abuse Potential
Pharmacokinetic and Pharmacodynamic interaction/Compatibility

Dosage compatibilities of FDCs vis-a-vis that of single ingredients

. Issue of antimicrobial Drug Resistance

Latest Standard Treatment Guidelines (STG)
Risk/Benefit ratio

- Patient- Compliance--

International status

The detailed recommendations of the Committee have been given against
each FDC in the report. The Committee is of the opinion that these FDCs
wherever recommended as Irrational should not be allowed for their

continued manufacturing and marketing in the country.

[

(Prof. C.K. Kokate and other members)



ﬁinal Recummenda-tlons of the Experts Committee during Ia.inmlnés held w.a.. 4th to Sth January, 2016 with respect to
applications of FDCs received by the 0/0 DCG(1). for proving safely and efficacy categorized under category "a”

S.No. [IName of FDC Stremgth  [Dosage |Categorization of the FDC by the Experts Final Recommendations by
:;ﬁn " |Formt |Committee as per Terms of references Committee
list
6{Nimesulids BP+ |100nig+2m Dispersib|a, ‘ : The replies /clarifications
Tizanidine HCL IP|g - le tablets |1. Nimesuiide in combination as a dispersible wherever available from firms
Eq. to Tizaridine dosage form has potential of misuse in children, and earlicr data submitted by
2. The FDC is pharmacokinetically incompatible as |them were thoroughly
both have different dosing schedule. - examined. The Committee
) _ : obesrved that data submitted
Rayasam SP et al, Int J Basic Clin Pharmacol, 201 3and available peer reviewed
Aug;2(4) : 452-457, scientific evidences do not
suppost the rationality of this |
FDC. Hence, the Committee
considered this FDC as '
irrational.
10{Aceclofenac 100mg+325|Enteric [a, ‘The replies /clarifications
[P+Paracetamol  mg+l0mg |Coated [I.There is pharmacokinetics incompatibility among wherever availabie from firms
[P+Rabeprazole tablets  |the three drugs, as the dosing intervals are BD for land earlier data submitted by
Sodium Ip- aceclofenac, OD for rabeprazole and TDS/QID for |them were thoroughly
‘ examined. Thé Committee

paracetamol. .
2.The FDC is not approved anywhere in the world obesrved that data submitted

3.The literature reganding safety and efficacy of thigand available peer reviewed

combination is ot available in Pubmed & Google |scientific evidences do not
scholar support the rationality of this
' FDC. Hence, the Committee
considered this FDC as
irrational.
12{Nimesulide BP+ |100mg+50 |Soft a, The replies /clarifications
Diclofenac Sodium|mg Gelatin fi. Nimesulide in combination has potential of wherever available from firms
P Capsules [misuse and have documanted safety concern, and earlier data submitted by
2. No additional advantage but hepatotoxic potentialthem were thoroughiy '
of nimesulide and adverse effects add up. exanined. The Committee
3.Pharmacodynamically irrationale FDC as both bave|obesrved that data submitted
same mechanism of action (both drugs acting on theland available peer reviewed
same enzyme). Thes, combining two NSAIDs does [scientific evidences do not
not and cannot improve the efficacy of treatment. It |suppart the rationality of this
only adds to the cost of therapy and more FDC. Hence, the Committee
importantly, to the adverse effects considered this FDC as
) irrational.
Chandler S. Gautam, Lekha Saha. Fixed dose drug
combinations (FDCS): rational or irrational: a w'e»#
point Br J Clin Pharmacol / 65:5 7 795796 '
Kasarla Raju, A Elumalai2, Eddla Srid,
NVRRATIONAL DRUG COMBINATIONS. Vol
I\Lssue 2] 2013 | 52-56.
13[Nimesulide BP+ [100mg+5m [Tablets [a, The réplies /clarifications
Cetirizine HCL  |g+30mg 1. Nimesulide in combination has potential of misuswherever available from firms
IP+Caffeine [P in indications for allergic conditions. and earlier data submitted by
2. Nimesulide has documanted safety concern, them were thoroughly
exanined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences donot
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

e



16| Mimesulide 100mg+2ra | Tablets

+Tizanidine g

al
mMisuse.

both have different dosing schedule.
3. Safety concern with Nimesulide

The replies /clarifications

1. Nimesutide in combination form has potential of|wherever available from firms

and earlier data submitted by

2. The FDC is pharmacokinetically incompaﬁble as {them were thoroughly ~

examined. The Committee
abesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationclity of this
FDC. Hence; the Committee
considered this FDC as
irrational. -

24|Paracetamol + 500mg+ 5 |Tablet

a,

The replies /clarifications

Nimesilide BP+  |mg#+ 10

Hyrochloride [P+ lmg+ 325

1 Pharmacodynamically and phamacokineﬁcally
irrational FDC,

cetrizine mg+ 15 mg 1. Pharmacokinetic incompatibility, as dosing wherever available from firms
hydrochloride + interval for paracetamol is TDS/QID and for and earlier data submitted by
caffeine -~ cetrizine it is OD/BD. N . them were thoroughty
{anihydrous) 2 No trial could be found in PUBMED and google examined. The Committee
schotar. obesrved that data submitted
3. An important safety debate concerning multi-  |and available peer reviewed
ingredient, multi-symptom relief products for scientific evidences do not
common cold and flu is that they commonly containjsupport the rationality of this
paracetamol (acetaminophen) and that users who |FDC. Hence, the Committee
may not be aware of this may accidentally overdose considered this FDC as
when they take fhe multi- ingredient product with irrational.
other medicines also containing paracetamol.
Eccles, R., Fieize, I and Rose, U-B. (2014)
Rationale for Treatment of Common Cold dnd Fiu
with Multi-Ingredient Combination Products Jor
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
29|Cetirizine : S mg+ 100 |Tablets- |a, ) The replies /clarifications

and earlier data submitted by

Paracetamot+ mgt+ 25 mg 2 Patients may need only one ingredient and use of |them were thoroughly
Phenylephrine FDC may lead fo misuse. examined. The Committee
hydrochloride+ 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted
Caffeine 4 Nimesulide-safety concem. and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
itrational.
39|Paracetamol 500mg+32 [Tablets |a, 'The replies /clarifications
_|TP+Caifeine mg+10mg Pharmacodynamically irrelevant - misuse and wherever available from firms
1P+Phenylephetine : overuse of one of the ingredient of FDC in case it is|and earlier data submitted by
HCl not indicated. them were thoroughly
examined. The Committee
Eccles, R., Fietze, I and Rose, U.-B. (2014) obesrved that data submitted

with Multi-Ingredient Combination Products Jor

Respiratory Diseases, 4, 73-82.

Rationale for Treatment of Common Cold and Flu |and available peer reviewed

scientific evidences do not

Multi-Symptom Relief in Adults. Open Journal of |support the rationality of this

FDC. Hence, the Committee
considered this FDC as
irrational.

——

wherever available from fimms |




42| Diclofenac Sodium|50mg+37.5 [film 8, - | The replies /clarifications
IP + Tramadol mg+250mg |coated ] 1. Tramado!l is an opold anaigesic with abuse wherever available from firms.
HCLBP+ tablets - |liability. and earfier data submitted by
Chlorzoxazone 2. The combination will lead to additive sedation. |them were thoroughly
usp : ' examined. The Committee
hiip:/ireference.medscape. corv/drug- obesrved that data submitted
interactionchecker, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC: Hence, the Committee
considered this FDC as
lrrahonal
43| Dicyclomine HCl [20mg+500 |Uncoated)a, The rephnlclanﬁwhons
IP+Paracetamol mg+10mg |Bilayered|1.Pharmacodynamic irrelevant as each ingredient hasvherever available from firms
[P+Domperidone Tablels different therapeutic use and FDC will lead to m:suse and carlier data submitted by -
BP - and foxicity. them were thoroughly
2. Combining can result in dangerous elevation of the exmamuf. The Committes
body temperature. obesrved that data submifted
and available peer reviewed
Chandler S. Gautam, Lekha Saha. Fixed dose drug |scientific evidences do not
combinations (FDCs): rational or irrational- a view support the rationality of this
point Br J Clin Pharmacol / 65:5 / 795796 FDC. Hence, the Committee
Eccles, R., Fietze, L. and Rose, U.-B. (2014} considered this FDC as
Rationale for Treatment of Common Cold and Flu |irrational.
with Multi-ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
44(Paracetamol {500mg+10 |{Uncoated|a, | The replies /clarifications
IP+Domperidone  |mg+10mg |Tablets }1.Pharmacodynamic imrelévant as each ingredient h+~hem=r.anilab!c from firms
Maleate BP Eq. to ' different therapeutic use and FDC will lead to misuse {and earlier data submitted by
Domperidone-+Dicy and toxicity. them were theroughly
‘| ctomine HCL IP 2. Combining can result in dangerous elevation of the exaniined. The Comimitics
body temperature. obesrved that data submitted
and available peer reviewed
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |scientific evidences do not
combinations (FDC5): rational or irrational: a view| support the rationality of this
nt Br J Clin Pharmacol / 65:5 / 795796 FDC. Hence, the Committee
Eccles, R., Fletze, I. and Rose, U.-B. (2014) considered this FDC as
ationale for Treatment of Common Cold and Fly |irrational.
with Multi-Ingredient Combination Products for
Multi-Symptom Reliefin Adults. Open Journal aof
Respiratory Diseases, 4, 73-82.
49| Diclofenac Sodium{50mg+325 [Uncoate {a, ' ‘ The replics /clarifications
IP+Paracetamol mg+100mg [Tablets [1.Pharmacodynamic irrelevant - 'each ingredient has{wherever available from firms
IP+Magnesium +4mg * jdifferent therapeutic use and FDC will lead to misuse [and eardier data submitted by
Trisilicate - ' and toxicity (hepato and rénal). them were thoroughly
IP+Chlorphenirami examined. The Committee
ne Maleate IP Eccles, R, Fietze, 1. and Rose, U.-B. (2014) obesrved that data submitted
Rationale for Treatment of Common Coid and Fin |and available peer reviewed
with Multi-Ingredient Combination Products for  |scientific evidences do not
Multi-Symptom Relief in Adulis. Open Journal of  |support the rationality of this
Respiratory Diseases, 4, 73-82. FDC. Henge, the Committee
considered this FDC as
irrational.
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51|Nimesulide 100mg/100 |Dispersibla, The replies /clarifications
BP+Paracetamol [P{mg+500mg/(le - -~ - |1. Nimesulide in combination as a dispefsiblc wherever available fromi firms
T |325mg tablets/U |dosage form has potential of misuse in children.  [and earlier data submitted by
’ ncoated |There are safety concerns with nimesuilide FDC with |them were thoroughly
tablets {paracetamol. ’ ' tevamined. The Committec
" |2. Pose of paracetamo’ 500mg not approved in FL(obesrved that data submitted
with NSAIDs - land available peer reviewed
scientific evidences do not
Chandler S, Gautam, Lekha Saha. Fived dose drug |support the rationality of this
combinations (FDCs): rational or irrational: a view FDC. Hence, the Committee
fmint BrJ Clin Pharmacol / 65:5 / 795796 considered this FDC as
: irrational.
57|Aceciofenact+ 100mg+ - [Capsules |a, The replies /ularifications
Paracetamol+ 325mg+ 1.There is  pharmacokinetics incompatibility among|wherever available from firms
Rabeprazole 10mg the three drugs, as the dosing intervals are BD for |and carier data submitted by
) _ |aceclofenac, OD for.rabeprazole and TDS/QID for [them were thoroughly
. |paracetamol. ’ examined. The Committee
2.The FDC is not approved anywhere in the world |obesrved that data submitted
3.The literature regarding safety and efficacy of thisjand available peer reviewed
combination is not available in Pubmed & Google |scientific evidences do not
scholar . support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
58(Nimesulide+ 100mg/100 |Tablets {a, The replies /clarifications
Serratiopeptidase |mg+10mg/1 1. Safety concemn with nimesulide wherever available from firms
Smg 2 No evidence to support that Serratiopeplidase offefand earlier data submitted by
Fany particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater |examined. The Committes
risk of gastrointestinal (G1) irritation and serious  [obesrved that data submitted
bleeding from unsuspected peptic ulceration. and avaitable peer reviewed
- scientific evidences do not
Chandler S. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this
combinations (FDCs): rational or irrational: a viewW FDC. Hence, the Commitiee
point Br J Clin Pharmacol / 65:5 / 795796 considered this FDC as
irrationat,
59|Diclofenac 50mg+ Tablets a, The replics /clarifications
sodium-+ : 500mg+ 1.Pharmacodynamic irrelevant - each ingredient has| wherever available from firms
Paracetamol+ 4mgt . |different therapeutic use and FDC will lead to misuse |and earlier data submitted by
ChlorpheniramineH100mg and toxicity (hepato and renal). ' them were thoroughly
Magnesium ' 2. dose of paracetamol is high. examined. The Committee
Eccles, R., Fiétze, I and Rose, U.-B. (2014) obesrved that data submitted
Rationale for Treatment of Common Cold and Flu |and available peer reviewed
with Multi-Ingredient Combination Products for  |scientific evidences do not
Multi-Symptom Relief in Adults. Open Journal of  |support the rationality of this
Respiratory Diseases, 4, 73-82. ' FDC. Hence, the Committee
considered this FDC as
irrational.
62 Tapentadol+Pmce1$0mg+325 Tablets |This FDC was discussed by previous Committee on |The replies /clarifications
Jamol mg 04.06.14- wherever available from firms
The firm did not turn up for the presentation. The |and earlier data submitted by
committee noted that the proposal had already been |them were thoroughly
" |discussed in NDAC on 17.03.2012 and the examined. The Committee
committee agreed with the recommendations of the |obesrved that data submitted
NDAC. Hence the committee did not recommend.  [and available peer reviewed
scientific evidences do not
i support the rationality of this
\ FDC. Hence, the Committee
considered this FDC as
irrational.

s




¥

68|Paracetamol + 500mg  {Oral 4, i - The replies /clarifications
Phenylephrine HCl|+10mg +  {Tablets Pharmacodynamically irrelevant - Awherever available from firms
+ Caffeine 32mg misuse and overuse of one of the ingredient of FD(JTaqd earlier data submitted by

in case it is not indicated. them were thoroughly

’ ' examined. The Committee

Eccles, R., Fieize, I and Kose, U.-B. (2014 obesrved that data submitted

Rationale for Treatment of Comnmon Cold and Flu |and available peer reviewed

with Multi-Ingredient Combination Products for  |scientific evidences do not

Multi-Symptors Relief in Adults. Open Journal of  |support the rationality of this

Respiratory Diseases, 4, 73-82. FDC. Hence, the Committee
considered this FDC as
irrational.

T4|Diclofenac 50mg+37.5 |[Film ° a, Fhe ruplies fclarifications
Sodium+Tramadol {mg+325mg [Coated | 1.Tramadol is itselfa potent opoid analgesic. FDC |wherever available from firms
HCL+Paracetamo? Tablets [is not rational as addition of Paracetamol and and earlier data submitted by
IP Diclofenac will not provide any additional benefit, themi were-thoroughly

' ’ " |examined. The Cominittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.

82|Diclofenac 50 mg+ 325 [tablets |a, . |The replies /clarifications
potassium+ mg+ 250 1. Pharmacodynamic irrelevant as each ingredient |wherever available from firms
paracetamol + mg+ 20 mg has different dosing shedule/dosing requirement.  [and earlier data submitted by
chlorzoxazone + 2. FDC will lead to misuse and toxicity. them were thoroughly
famotidine S examined. The Committee

obesrved that data submiited
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irvational.

85| Serratiopeptidase HI5 mg+ 100 [Tablets (e, The replies /clarifications
nimesulide *ng 1, Safety concern with nimesulide wherever available from firms

2.No evidence to support that Serratiopeptidase o d earlier data submitted by
any particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater [examined. The Committee
risk of gastrointestinal (GI) irritation and serious  [obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
. scientific evidences do not
Chandler S. Gauiam, Lekha Saha. Fized dose drug |support the rationality of this
combinations (FDC): rational or irvational: & view|FDC. Hence, the Committee
[point Br J Clin Pharmacol / 65:5 7 795796, comsidered this FDC as
irrational.

91 Paracetamol 500mg/325 |Tablets |a, The replies /clarifications
IP+-Phenylephrine {mg+10mg/s 1.Pharmacodynamically and phamacokinetically  |wherever available from firms
HCI IP+CafTeine IFjmg+32mg/3 irrational FDC. and earlier data submitted by

Omg 2 Patients may need only one ingredient and wse of |them were thoroughly

FDC may lead to misuse. examined. The Committee

3.Dosing shedule of the ingredients is incompatible.lobestved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as

immational,




98| Paracetamol IP+_. |500mg/650 |Tablets - |a, - - - . .| The replies fclarifications
DL-Methionine BP [mg/1000mg 1.Phanmacodynanmiically irrelevant - misuse and *  |wherever available from firms |~
/125mg/250 overuse of one of the ingredients of FDC in case it isand carlier data submitted by
mg/100mg+ not indicated. them weré thorough'y
50mg/50mg 2.There is no recent peer reviewed scientific data éxamined. The Committee
/100mg/12. regarding efficacy of Methionine il preventing obesrved that data submitted
5mg/25mg/ paracetamol toxicity in FDC {07.01.2016). and available peer reviewed
10mg ' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
109 |Naproxen+Paraceta 300mg/550 (Film "I This FDC was discussed by previous Committee ou| The replies Iclarifications
mol TP mg+325mg |Coated  |04.06.14- wherever available from firms
Tablets |There is no scientific justification, the only publishefind earlier data submitted by
literature of this combination has used Paracetamgl [them were thoroughly
4g/day which is much higher than the proposed dosgexamined. The Committee
in the FDC. Hence, the committee did not obesrved that data submitted
recommend. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as .
irrational.
116{Serratiopeptidase +|10 mgt+ tablets |[a, The replies /clarifications
nimesulide 100mg 1. Safety concern with nimesulide wherever available from firms
2.No evidence to support that Serratiopeptidase offefand carlier data submitted by
any particular advantage over Nimesulide, them were thoroughly
3. On the other hand, the patient is exposed to greater|examined. The Committee
risk of gastrointestinat (GI) irritation and serious obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
o scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this .
combinations (FDCs): rational or irrational: a view FDC. Hence, the Committee
| point Br J Clin Pharmacol / 65:5 / 795796, cansidered this FDC as
irational.
123|Nimesulide + 100mg+ 15 |film a, The replies /clarifications
serratiopeptidase |mg coated | 1. Safety concem with nimesulide wherever available from firms
tablet  |2.No evidence to support that Serratiopeptidase oﬁ+nd carlier data submitted by
any particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater[examined. The Committee
risk of gastrointestinal (GI) irritation and serious obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
: scientific evidences do not
Chandler S. Gautam, Lekha Saha. Fixed dose drug {support the rationality of this
combinations (FDCs): rational or irrational: a view FDC. Hence, the Committee
| point Br J Clin Pharmacol / 65:5 / 795796. considered this FDC as
irrational.




- 133{Paracetamol . |500mg+50 [Film a, : E ST - | The replies /clarifications
iP+Diciofenac mg+20mg {Coated - |1.Pharmacodynamic irrelevant as sach ingredient hgsvherevér available from fitms
Potassium Tabiets |different therapeutic use and FDC will lead to and earliez data submitted by
BP+Famotidine IP misuse. . them were thoroughly

' 2. Paracetamol dose is high examined. The Committee
3. Both diciofenac and paricetamol hepatotoxic  |obesrved that data'submitted
4. An important safety debate concemning multi-  |and available peer reviewed
ingredient, multi-symptom relief products for scientific evidences do not
common cold and fhu is that they commonly contain)support the rationality of this
paracetamol (acetaminophen) and that users who  |FDC. Hence, the Committee
may not be aware of this may accidentally overdose|considered this FDC as
when they take the multi- ingredient product with irrational.
other medicines also containing paracetamol.
Eccles, R., Fletze, I. and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
i49 Tapendole 50mg+325 |Film This FDC was discussed by previous Committee on|The teplies /clarifications
HCL+Paracetamol |mg Coated [04.06.14- wherever available from firms
1 d Tablet  |The firm did not turm up for the presentation. The |and earfier data submitted by
committee noted that the proposal had already been [them were thoroughly
discussed in NDAC on 17.03.2012 and the examined. The Cotamittee
committee agreed with the recommendations of the [obesrved that data submitted
NDAC. Hence the committee did not recommend. {and available peer reviewed
‘ scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
166|Paracetamol 325mg+15 |Uncoated|a, ‘ The replies /clarifications
TP+Caffeine mg+Smg |Tablets (Pharmacodynamically irrelevant. wherever available from fimms
IP+Codeine 1.Close Monitoring is required as codeine increases{and earlier data submitted by
Phosphate IP and caffeine decreases sedation. them were thoroughly
2.Effect of interaction is not clear, Potential for dru%exémined. The Committee
drug interaction. obesrved that data submitted
3. An important safety debate concerning multi-  |and available peer reviewed
ingredient, multi-symptom relief products for scientific evidences do not
common cold and fla is that they commeonly contain{support the rationality of this
paracetamol (acetaminophen) and that users who  [FDC. Hence, the Committee
may not be aware of this may accidentally overdose[considered this FDC as
when they take the mulfi- ingredient product with  |irrational.
other medicines also containing paracetamol.
http://reference. medscape.com/drug-
interactionchecker.
Eccles, R, Fietze, I and Rose, U.-B, (2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingrediemt Combination Products for
Multl-Symptom Relief in Adults. Open Journal of
| Respiratory Diseases, 4, 73-82.

/
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170 {Lomoxicam+Parac{8mg+325m [Tablets |This FDC was discussed by previous Committee on{The replies /clarifications
. letamot 1g+15mg - 04.06.14- wherever avsilable from firms
[P+Serratiopepti There is no scientific evidence as well as Justlﬁcatmu and earlier data submitted by
eIP ‘for use of this combination. Hence the committee difthem-were thoroughly
not recommend. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
_ irrational '

173 Paracetamol 500mg+50 |Tablets |a, The rephm Iclanficatlons
IP+Diclofenac mg+20mg 1.Pharmacodynamic irrelevant as each ingredient hawherever available from firms
Potassium different therapeutic use and FDC will lead to and earlier data submitted by

1BP+Famotidine I[P .|misuse. - . . them were thoroughly

2. Paracetamol dose is high examined, The Committeg
3. Both diclofenac and paracetamol hepatotoxic  jobesrved that data submitted
4. An important safety debate conceming multi-  {and available peer reviewed
ingredient, multi-symptom relief products for scientific evidénces do not
common cold and flu is that they cornmenly contain|support the rationality of this
paracetamol (acetaminophen) and that users who  [FDC. Hence, the Committee
may not be aware of this may accidentaily overdose|considered this FDC as
when they take the multi- ingredient product with  |irrational.
other medicines also contiining paracetamol.
Eccles, R., Fietze, I. and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products for

|Multi-Symptom Relief in Adulits. Open Journal af
Resp:mto:y Diseases, 4, 73-82.

179 |Tramadol 375 mg+ |[film This FDC was discussed by previous Committee on{The replies /clarifications
hydrochloride +  |325 mg+ 8 |coated ~ '|04.06.14- wherever available from firms
paracetamol+ mg bilayered [The committee opined that you should submit the |and earlier data submitted by
lomoxicam tablet - |supporting data of each of the ingredient for each of{them were thoroughly

" the indication and also for the combination. If data ifexamined. The Committee
support of concomitant use of the three drugs in the:j;beswed that data submitted
indications is found satisfactory, the firm is requiredand available peef reviewed
to generate the clinical data. scientific evidences do not

h support the rationality of this
FDC. I-Ienoe. the Committee
considered this FDC as
irrational.

187{Nimesulide + 100mg+ |Injection [a, The replies /clarifications
Pitofenone HCL+ |2mg+ : 1.There are no evidences on safety and efficacy of |wherever available from firms
Fenpiverinium 0.02mg + the FDC. and earlier data submitted by
bromide + benzyl [4.0%v/v 2. Safety concern with nimesulide them were thoroughly
alcohol examined. The Committee

obesrved that data submitted
and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee
considered this FDC as
irrational.

(R



Jmeprazole _ l0mg+ . |tablets |a, ) ) . |The replies /clarifications
- |Magnesium USP £00mg - = - |l.Pharmacodynamic irrelevant as each ingredient wherever available from firing
"|eq. to Omeprazole [+50mg different therapeutic use and FDC will lead to and earlier data submitted by
+ Paracetamol 1P+ misuse. them were thoroughly
Diclofenac 2. Paracetamol dese is high examined. The Committee
Potassium 3. Both diclofenac and paracetamol hepatotoxic  |obesrved that data submitted
4. An important safety debate conceming multi- and available peer reviewed
ingredient, multi-symptom relief products for scientific evidences do not
common cold and flz is that they commonly contairfsupport the rationality of this
paracetamol (acetaminophen) and that users who  (FDC. Hence, the Committee
may not be aware of this may accidentally overdose|considered this FDC as
when they take the multi- ingredient product with |irrational.
other medicines also containing paracetamol.
Eccles, R., Fietze, I. and Rose, U.-B. (2014)
Rananale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products Jfor
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
Nimesulide BP + 30mg+195 |Injection |a, - ‘The replies /clarifications
Paracetamol IP  mg 1. There are safety concerns with nimesuilide wherever available from firms
2. Both ingredients are hepatotoxic and earlier deta submitted by
them were thoroughly
examined. The Commiittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
- !
Paracetamol 500mg+5m |Uncoated|a, ' The replies /clarifications
1P+Phenylephirine |g+30mg+4 |Tablets |I. Pharmacodynamically and phamacokmetlcally wherever available from firms
HCl 1P+ Caifeine |mg irrational FDC. and earlier data submitted by
IP+Chlorphenirami 2.Patients may need only one ingredient imd use of [them were thoroughly
ne Maleate [P FDC may lead to misuse. examined, The Committee .
3.Doting shedule of the ingredients is incompatible.lobesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
Tamsulosin - 10.4 mg+ 50 [hard a; : ) The replies /clarifications
hydrochloride + [mg gelatin’ Pharmacodynamically frrelevant - misuse and wherever available from firms
diclofenac sodium capsules [overuse of one of the ingredient of FDC in case it isand carlier data subiitted by
' not indicated. them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
lirrational.




[525mg+10

220|Paracetamol . Uncoated|a, B - - |The replies /elarifications "
|TP+Phenylephirine [mg+2mg+3 |tablets - 1 Pharmacodynaraically and phamacokinetically . |wherever avdilable from firmis
HCI Omg irrational FDC. and earlier data submitted by
1P+Chlorphenirami 2. Paticnts may need only one ingredient and use of |them were thoroughly
ne Maleate ' FDC may 'ead to misuse. ‘lexamined. The Committes
IP+Caffeine IP 3.Dosing shedule of the ingredients is incompatibie{obesrved that data subniitted
and available peer reviewed
|scientific evidences do not
support the rationality of this
"{FDC. Hence, the Committee
considered this FDC as
irrational.

225| Pardcetamol 650mg+10 |Uncoated|a, The replies /clarifications
1P+Phenylephirine {mg+4mg+1 |Tablets |1 Dosing schedule is incompatible. wherever available from firms
HC1 Smg+30mg 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
Ip+Chlorphenirami . sedation and drowsiness and also will interefere wit+hem were thoroughly
ne Maleate the refiexes, ’ examined. The Committee
[P+Dextromethorp 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
han Hydrobromide with anti-histaminic drug. and available peer reviewed
1P+Caffeine IP scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
trrational.

232 Diclofenac 50mg+75m |Film 2, The replies /clarifications
Potassium BP+Zinc|g Coated |Pharmacodynamically irrelevant - misuse and = wherever available from firms
Carnosine Tablets |overuse of one of the ingredient of FDC in case it is|and earlicr data submitted by.

not indicated. them were thoroughly
t examined. The Committee
[obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
immational.
242{Dextromethorphan |15 mg +  luncoated |a, ) The replies /clarifications
HBr + 650 mg+ 10 [tablet  [Pharmacodynamically irrelevant - misuse and wherever available from firms
paracetamol+ mg + 4 mg overase of one of the ingredient of FDC in case it is|and earlier data submitted by
phenyl phrine + not indicated. them were thoroughly
chlorpheniramine examined. The Committee
maleate Eccles, R., Fietze, 1. and Rose, U.-B. (2014) obesrved that data submitted
Rationale for Treatment of Common Cold and Flu and available peer reviewed
with Multi-Ingredient Combination Products for |scientiﬁc evidences do not
- | Multi-Symptom Relief in Adults. Open Journal of  |support the rationality of this
Respiratory Diseases, 4, 73-82. FDC. Hence, the Committee
' considered this FDC as
irrational,
243|dextromethorphan |10 mgt+ 250 jsuspensio|a, - IThe replies /clarifications
+ paracetamol+  |mg+ 5 mg+|n form |1 Dosing schedule is incompatible. wherever available from firms
phenylphrine+ 2 mg 2. Ingredients will aggravate the adverse effects of [and earlier data submitted by
chlorpheniramine sedation and drowsiness and also will interefere withthem were thoroughly
maleate the reflexes. examined. The Committee
3.Centrally acting anti-tussive not to be combined [obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1y




249/ Diclofenac sodium |50 mg+ 325 |tablets {3, o The replies /clarifications
+ paracetamol+  |mg+ 4 mgt+ 1 Phannaoodynmc urelevant each ingrecient has{ wherever available from firms
chlorpheniramine 100 mg different therapeutic use and FDC wil! lead to misuse |end earlier data submitted by
" |maleate + : and toxicity (hepato and renal). them were thoroughly
magnesium . : examined. The Committee
trisillicate *|Eccles, R., Fieze, I and Rose, U. -B. {2014} obesrved that data submitted
Rationale for Treatment of Common Cold and Flu |and available peer reviewed
with Mudti-Ingredient Combination Products for  |scientific evidences do not
Mulii-Symptom Relief in Adults. Open Joumal of  |support the radonality of this -
Respiratory Diseases, 4, 73-82. FDC. Hence, the Committee
considered this FDC as
irrational.

" 250[Paracetamol + 325mg+ |[film a, The replies /clarifications
pscudoephdrine + {30 mgt+ 10 (coated  [1. Pharmacokinetic incompatibitity, as dosing wherever available from firms
cetrizine mg tablet interval for paracetamol is TDS/QID and for- and earlier data submitted by
dihydrochloride : |cetrizine itis OD/BD. them were thoroughly .

' 2. No trial could be found in PUBMED and google |examined. The Committee
scholar. ) obesrved that data submitted
3. An important safety debate concerning multi-  |and available peer reviewed -
ingredient, multi-symptom relief products for scientific evidences do not
common cold and flu is that they commonly contain|support the rationality of this
paracetamol (acetaminophen) and that users who  [FDC. Hence, the Committee
may not be aware of this may accidentally overdose|considered this FDC as
when they take the multi- ingredient product with Jirrationai.
other medicines also containing paracetamol.
Eccles, R., Fietze, I. and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adulis, Open Journal of
Respiratory Diseases, 4, 73-52.
263|Phenylbutazone+Sq 200mg+20 [Injection |a, . The replies /clarifications
* |dium Salicylate ~ |mg 1. Safety not established and FDC has high risk of | wherever available from firms
toxicity and eartier data submitted by
2. There is no synergism when two drugs acting on jthem were thoroughly
the same enzyme are combined. Thus combining tvj:xamined. The Committee
NSAIDs does not and cannot improve the efficacy abbesrved that data submitted
treatment. It only adds to the cost of therapy and  |and available peer reviewed
more importantly, to the adverse effects scientific evidences do not
3. Already prohibited in the country for use in support the rationality of this
human. . FDC. Hence, the Committee
considered this FDC as
Chandler §. Gautam, Lekha Saha. Fixed dose drug (irrational.
combindtions (FDC3): rational or irrational: a view
|point Br J Clin Pharmacol / 65:5 / 795796,
270|Prochlorperazine |Smg#325m |Tablets |a, ¢
Maleate+Paracetanyg Pharmacodynamically irrelevant and under dose of {Re-examined the FDC and
ol ’ Paracetamol. recommended for use in adult i
dose of paracetamol is 500 mg

L
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271 |Lomoxicam+Parac
etamol+Trypsin

AU

8mg+325m |Tablets
g+150000

04.06. 14~ :

This FD“C was discussed by previous Committee on The replies /clarifications

wherever available from firms

There is no scientific evidence as well as justification and earlier data submitted by
for use of this combination. Fence the committee difthem were thoroughly

any particular advantage over Nimesulide.

risk of gastrointestinal (GI) irritation and serious
bleeding from unsuspected peptic ulceration.

point Br J Clin Pharmacol / 63:5 /795796,

not reconunend. examined. The Committec
obesrved that data submitted
and available peer reviewed
scientific evidences do not
suppoit the rationality of this
FDC. Hence, the Committce
considered this FDC as
irrational. ’
281 Nimesulide+Serratil 100mg+15 [Tablets |a, The replies /clarifications
opeptidase mg 1. Safety concern with nimesulide wherever available from firms
2 No evidence to support that Serratiopeptidase offeand earlier data submitted by
any particular advantage over Nimesulide. them were thoroughly '
“|3. On the other hand, tne patient is exposed to greater examined. The Committee
risk of gastrointestinal (GI) irritation and serious  |obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
. scientific evidences do not
Chandler S, Gautam, Lekha Saha. Fixed dose drug |support the rationality of this
combinations (FDCs): rational or irrational: a view| FDC. Hence, the Committee
point Br J Clin Pharmacol /65:5/795796. considered this FDC as
irrational.
287 |Paracetamol 300mg+100]|Tablets |This FDC was discussed by previous Committee on | The replies [clarifications -
[P+Mefenamic mg+i50mg 04.06.14- wherever available from firms
Acid [P+-Ranitidinej+10mg There is no scientific evidence as well as justification and earlier data submitted by
HCL+Dicyclomine for use of this combination. Hence the committee difthem were thoroughly
HCI [P not recommend. " lexamined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational,
288|Nimesulide 100mg+10 [Film a, . The replies /clarifications
BP+Sematiopeptidaimg Coated |1. Safety concern with nimesulide wherever available from firms
se TP Tablets

2.No evidence to support that Serratiopeptidase offTand earlier data submitted-by

them were thoroughly

3. On the other hand, the patient is exposed to greater examined, The Committee

obesrved that data submitted
and available peer reviewed
scientific evidences d¢ not

Chandler 5. Gautam, Lekha Saha. Fixed dose dritg |support the rationality of this
combinations (FDCs): rational or irrational: a view FDC. Hence, the Conmiitee

congidered this FDC as
irrational.
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The replies /clarifications

294|Serratiopeptidase |15mg+100- (Enteric |a, . .
{P+Nimesulide BP (mg " |Costed |]. Safety concem with nimesu:lide . |wherever available from firms |
' , Tablets 2.No evidence to support that Setraticpeptidase offeand earlier data submitted by
- lany particular advantage over Nimesulide. _ them were thoroughly
3. On the other hand, the patient is exposed to greater|examined. The Committee

risk of gastrointestinal (GI) srritation and serious  [obesrved that dzta submitted
bleeding from unsuspected peptic ulceration, and available peer reviewed
i scientific evidences do not

Chandler S. Gautam, Lekha Saha. Fixed dose drug support the rationality of this
combinations (FDCs): rational or irrational: a view/FDC. Henes, the Committee

\point Br J Clin Pharmacol / 65:5 / 795796. considered this FDC as
itrational.
298|Nimesulide BP+ |100mg+3m |Injection |a, ’ L . The replies /clarifications
.{Pitfenone HCI IP +|g+375mg 1. There are no evidences on safety and efficacy of [wherever available from firms

Fenpiverinium ~ . |the FDC. . and earlier data submitted by

Bromide IP 2. Safety concem with nimesulide them were thoroughly
examined. The Committee

obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
trmational.
306|Nimesulide BP+ [100mg+15 [Uncoated|a, ‘ The replies /clarifications
Serratiopeptidase |mg Tablets |1. Safety concem with nimesuiide whercver available from firms
i '12.No evidence to support that Serratiopeptidase offefand earlier data submitted by
any particular advantage over Nimesulide. " jthem were thoroughly

3. On the other hand, the patient is exposed to greater lexamined. The Committee
risk of gastrointestinal (G) irvitation and serious  {obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
" |scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this
combinations (FDCs): rational or irrational: a view FDC. Hence, the Committes

point Br J Clin Pharmacol / 65:5 / 795-796. considered this FDC as
irrational.
310{Paracetamol IP + [325mg+50 [Uncoated|a, " | The replies /clarifications
Diclofenac mg+4mg+! [Tablets |1.Pharmacodynamic imelevant - each ingredient has{wherever availabie from firms
Potassium BP +  |00mg different therapeutic use and FDC will lead to misuse |and carlier data submitted by
Chlorpheniramine and toxicity (hepato and renal). a3 them were thoroughly
Maleate IP + : : o examined. The Committee
Magnesium ' _ : obesrved that data submitted
Trisilicate TP Eccles, R, Fietze, I. and Rose, U-~B. (2014) and available peer reviewed

Rationale for Treatment of Common Cold and Flu |scientific evidences do not
with Multi-Ingredient Combination Products for  |support the rationality of this
Multi-Symptom Relief in Aduits. Open Jowrnal of - |FDC. Hence, the Committee
Respiratory Diseases, 4, 73-82. considered this FDC as
irrational.
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316[Nitesulide BP + [100mg+20 [Uncoated a, The replies /clarifications
Dicyclomine HCl [mg - . |Tabtets- 1. Pharmacodynamic irrelévant as each ingredient hasvherever available from firms
IP different therapeutic use and FDC will lead to misuse {and earlier data submitted by -
and toxicity. - ' ' them were thoroughly
2. Combining can resuit in elevation of the body  [examined. The Committee
temperature. ) obésrved. that data submitted
: ‘and available peer reviewed
Chandler S. Gautam, Lekha Saha. Fixed dose drug |scientific evidences do not
combinations (FDCs): rational or irrational: & view |support the rationality of this
point Br J Clin Pharmacot / 65:5 / 795796 FDC. Hence, the Committec
Eccles, R., Fietze, L. and Rose, U.-B. (2014) considered this FDC as
Rationale for Treatment of Common Cold and Flu |irrational.
. | with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of
Respimtory Diseases, 4, 73-82.
326|Paracetamol IP+DL{650mg/500 | Tablets |a, The replies /clarifications
Methionine mg/250mg/ {and 1.Pharmacodynamically irrelevant - misuse and  |wherever available from firms
125mg/250 |Suspensi |overuse of one of the ingredients of FDC in case it i nd earlier data submitted by
mg/125mg+ on not indicated. them were thoroughty
50mg/50mg 2.There is no recent peer reviewed scientific data jexamined. The Committee
25mg/12.5 regarding efficacy of Methionine in preventing obesrved that data submitied
mg/25mg/l | - paracetamol toxicity in FDC (07.01.2016). and available peer reviewed
2.5mgper 5| - scientific evidences do not
ml support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
irational.
339|Heparin Sodium  |200 Gel a, The replies /clarifications
IP+Diclofenac 1U+10mg . |Pharmacodynamically irrelevant- wherever available from firms
Sodium IP per gm. Topical use of heparin is irrelevant, and earlier data submitted by
' them were thoroughly
lexamined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
342|Glucosamine 750mg+200|Film a, . The replies /clarifications . .
Sulphate Potassium|mg+200  |Coated |1. Pharmacodynamic irrelevant as cach ingredient |wherever available from firms
USP+Methyl JU+9.3mg |Tablets [has different therapeutic use. and earlier data submitted by
Sulfonyl eq. to . 2. therapeutic efficacy of FDC not established and them were thoroughly
Methane+Vitamin |{3mg+4.4mg will lead to misuse. examined. The Committee
D3 IP+Manganese |eq. to |obesrved that data submitted
Sulphate USP eq, [0.5mg+2.0 and available peer reviewed
to elemental mg eq. to scientific evidences do not
Manganese+Sodiu [0.5mg+8.24 support the rationality of this
m Borate BP eq. to img eq. to FDC. Hence, the Committee
elementaol 3mg considered this FDC as
Boron+Copper irrational.
Sulpahte USP eq.
to elemental
Copper+Zinc
Sulphate
Monohydrate USP
eq. to elemental
Zinc -

¥




346/ Nimesnlide 100mg+15 (Film a, : The replies /clarifications
- . |BP+Sematiopeptidd mg (Coated | 1. Safety concen with nimesulide wherever available from firms
selIP ) Tablets |2.No evidence to support that Serratiopeptidasc oﬁ'%and carlier data submitted by
any par:icular advantage over Nimesulide. them were thoroughiy
3. On the-other hand, the patient is exposed to greater |examined. The Committee
risk of gastrointestinal (GI) irritation and serious  |obesrved thaidata submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this’
combinations (FDCs): rational or irrational: a view FDC., Henee, the Committee
" |point Br J Clin Pharmacoi / 65:5 / 795-796. considered this FDC as
irrational.
-350] Serratiopeptidase+ [ 10mg+100 [Film a, . The replics /clarifications
Nimesulide BP [mg  *  (Coated |I. Safety concemn with nimesulide .+ |wherever available from firms
' Tablets (2 No evidence to support that Serratiopeptidase off: carlier data submitted by
any particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater |examined. The Committee
risk of gastrointestinai (GI) imritation and serious  |obesrved ihat data submitted
bleeding from unsuspected peptic uiceration. and available peer reviewed
N scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug [support the rationality of this
combinations (FDCs): rational or irrational- a view FDC. Hence, the Committee
.point Br J Clin Pharmacol [ 65:5 /. 795796, considered this FDC as
' irational.
365(Serratiopeptidase {15mg+100 [Uncoateda, - The replies klarifications
IP+Nimesulide BP jmg Tablets [1. Safety concern with nimesulide wherever available from firms
2,No evidence to support that Serratiopeptidase oﬁ%nd carlier data submitted by
.|any particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater fexamined. The Commitiee
risk of gastrointestinal (GI) irritation and serious  |obesrved that data submitted
blceding from unsuspected peptic uiceration. and available peer reviewed
: . scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |support the vationality of this
combinations (FDCs): rational or irrational: a view| FDC. Hence, the Committee
point Br.J Clin Pharmacol / 65:5 / 795796, considered this FDC as
irrational.
373|Nimesulide 100mg+10 [Uncoated|a, The replies /clarifications
BP+Serratio mg Tablets |1. Safety concern with nimesulide * [wherever available from firms
se IP 2.No evidence to support that Serratiopeptidase ot’f d earlier data submitted by
] any particular advantage over Nimesulide. them were thoroughly
3. On the other hand, the patient is exposed to greater |examined. The Committes
risk of gastrointestinal (GI) irvitation and serious  [obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
' scientific evidences do not
Chandler S. Gautam, Lekha Saha. Fixed dose drug support the rationality of this
combinations (FDCs): rational or irrational: a view FDC. Hence, the Committee
point BrJ Clin Pharmacol / 65:5 / 795796, considered this FDC as
: irrational.
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382 [Paracetamol . [325mg+50 [Film This FDC was discussed by previous Committee on|The replies /clarifications
IP+Tapentadol HCllmg Coated  [04.06.14- ' wherever available from firms
Tablets {The firm did not tum up for the presentation. The _ jand earlier data submitted by
committee moted that the proposal had already been |them were thoroughly
discussed in NDAC on 17.03.2012 and the examined. The Committee
committes agreed with the recommendations.of the obesrved that data submitted
NDAC. Hence the committee did not recommend. |and available peer reviewed
scientific évidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

386|Tranexamic Acid 250mg+100|Film a, The replies /clarifications-
BP + |mg Coated |Safety and efficacy of Proanthocyanidin in FDC is wherever zvailable from firms
Proanthocyanidin . |Tablets [not established and earlier data submitted by
’ them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
391|Nimesulide+Serrati|100mg+15 |Tablets |a, The replies /clarifications
opeptidase EC mg : 1. Safety concern with nimesulide - wherever available from firms
s 2.No evidence to support that Serratiopeptidase offefand earlier data submitted by
_ |any particular advantage over Nimesulide. them were thoroughly

3. On the other hand, the patient is exposed to greater [examined. The Committee
risk of gastrointestinal (G1) irritation and serious obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
‘ scientific evidences do not
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this
combinations (FDCs): rational or ivrational: a view FDC. Hence, the Committes

| point Br J Clin Pharmacol / 65:5 '/ 795796. considered this FDC as
: v lirrational. :
396|Diclofenac 50mg+250 {Uncoated|a, } . The replies /clarifications
Sodium+Paracetam{mg+100mg [tablet 1.Pharmacodynamic irrelevant - each ingredient has| wherever available from firms
ol+Magnesium different therapeutic use and FDC will lead to misuse {and eardier data submitted by
Trisilicate and toxicity (hepato and renal) them were thoroughly
examined, The Committee
: ‘ .. |obesrved that data submitted
Eecles, R., Fietze, I and Rose, U.-B. (2014) and available peer reviewed

Rationale for Treatment of Common Cold and Flu |scientific evidences do not
with Multi-Ingredient Combination Prodicis for  |support the rationality of this
Multi-Sympiom Relief in Adults. Open Journal of |FDC. Hence, the Committee

Respiratory Diseases, 4, 73-82. considered this FDC as
irrational.
407|Benzoxonium 1mgtlmg |Chewable|a, The replies /clarifications
Chloride+Lidocaine Tablets |Pharmacodynamic irelevant - each ingredient has wherever avaitable from firms
HCl different therapeutic use apd FDC will lead to and earlier data submitted by
‘ misuse. them were thoroughly

examined. The Committee
obesrved that data submitted

|and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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This FDC was discussed by previous Committee on [The replies /clarifications

436 |Lornoxicam 100mg+325|Film
IP+Paracetamol - mg+37.5mg|Coated .[04.06.14- wherever available from firms
IP+Tramadol [P |tablets  [Thefe is nio stientific evidence as well as Jusuﬁcatlon and earlier data submitted by

- for use of this combination. Hence the committee difthem were thoroughly

not recommend. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rdtionality of this
FDC. Hence, the Committee
considered this FDC as
irzational.

438 |Lomoxicam 8mgt+325m |Film This FDC was discussed by previous Committee on |The replies /clarifications
[P+Paracetamol  |g+15mg  {Coated [04.06.14 asunder- wherever availabie from firms

R lP+Serrahopq:t|d tabiets . |There is no scientific evidence as well ag justification |and earlier data submitted by

e lP for use of this combination. Hence the committee di were thoroughly
n0t recommend examined. The Committee

obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irvational.

440 Diclofenac Sodium{50mg+325 |Uncoated|a, The replies /clarifications
IP+Paracetamol  [mg+100mg [Tablets |i.Pharmacodynamic irrelevant - each ingredient hask-wha'ever availabie from firms
IP+Magnesium difierent therapeutic use and FDC will lcad to misuse [and earlier data submitted by
trisilicate IP and toxicity (hepm,and renal). them were thoroughly

examined. The Committee
Eccles, R., Fieize, I and Rose, U.-B. (2014) obesrved that data submitted
Rationale for Treatment of Common Cold and Flu [and available peer reviewed
with Multi-Ingredient Combination Products for  |scientific evidences do not
Multi-Symptom Relief in Adults. Open Journal of  |support the rationality of this
Respiratory Diseases, 4, 73-82. FDC. Hence, the Committee
considered this FDC as
irrational,

445) Paracstamol IP+DL1650mg+50 |Uncoatedia, The replies /clarifications

- |Methionine BP  |mg Tablets |1.Pharmacodynamically irrelevant - misuse end . |wherever gvailable from firms
overuse of one of the ingredients of FDC in case it isand earlier data submitted by
not indicated. them were thoroughly
2.There is no recent peer reviewed scientific data |examined. The Committee
regarding efficacy of Methionine in preventing obesrved that data submitted
paracetamol toxicity in FDC (07.01.2016). and available peer reviewed

scicntific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

451|Nimesulide ~ |100mg+2m |Tablets [a, 'The replies /clarifications
BP+Tizanidine HCl[g 1. Nimesulide in combination as a dispersible wherever available from firms
ip dosage form has potential of misuse in children.  [and carlier data submitted by

2. The FDC is pharmacokinetically incompatible as [them were thoroughly

both have different dosing schedule, examined. The Committes

Rayasam SP et al. Int J Basic Clin Pharmacol. 2013 |obeseved that data submitted

Aug;2(4) : 452-457 and available peer reviewed
scientific evidences do not '
support the rationality of this
FDC. Hence, the Committes
considered this FDC as

irrational.

o
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The replies /clarifications

459| Paracetamol 650mg+10 JUncoated|a, .
IP+Domperidone  {mg+50mg |Teblets |1.Pharmacodynamic irrelevant as each ingredient erever available from firms
[P+Caffeine(Anhyd o different therapeutic use and FDC will lead to misuse [and earlier data submitted by
rous) IP and toxicity. them were thoroughly ’
examined. The Committee
Chandler §. Gautam, Lekha Saha. Fixed dose drug |obesrved that data submitted
combinations (FDCs): rational or irrationai: a viewand available peer reviewed
point Br J Clin Pharmacol / 65:5 / 795796 scientific evidences do not
Eccles, R, Fietze, I. and Rose, U.-B. (2014) suppoit the rationality of this
Rationale for Treatment of Common Cold and Fiu |FDC. Hence, the Committee
with Multi-Ingredient Combination Products for  considered this FDC as
Multi-Symptom Relief in Adults. Open Journal of Jimtional.
Respiratory Diseases, 4, 73-82.
477 Nimeswlid=+Tazanil 100mg+2m {Uncoateda, : : : The replies /clarifications
dine HCl g tablet |. Nimesulide in combination as a dispersible wherever available from firms
: dosage form has potential of misuse in children.  [and earlier data submitted by
2. The FDC is pharmacokinetically incompatible as |them were thoroughly
both have different dosing schedule. examined. The Committee
Rayasam SP et al. Int J Basic Clin Pharmacol.2013|obesrved that data submitted
. Aug:2(4) : 452-457 and available peer reviewed
scientific evidences do not
support the rationality of this
FDXC. Hence, the Commitice
considered this FDC as
irrational.
481|Oftoxacin+Ornidaz{S0mg+125 |Oral a, The replies /clarifications
ole mg Liquid {1. Both ingredients of the FDC have different wherever available from firms
© ltherapeutic indcations ’ and eatlier data submitted by
2. Inappropriate use of ornidazele will 1éad to them were thoroughly
emergence of antibjotic resistance against quinalongexamined. The Committee
3. Safety concemns in pacdiatric patients. obesrved that data submitted
and available peer reviewed
scienfific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
486|Nimesulide+Diclof| L00mg+50 {soft a, The replies /clarifications
enac Sodium mg gelatine |1. Nimesulide in combination has potential of wherever available from firms
capsules [misuse and have documanted safety concern. and earlier data submitted by
2. No additional advantage but hepatotoxic potentialthem were thoroughly
of nimesulide and adverse cffects add up. examined. The Committee
3.Pharmacodynamically irrationale FDC as both havejobesrved that data submitted
same mechanism of action (both drugs acting on thefand available peer reviewed
same enzyme). Thus, combining two NSAIDs does [scientific evidences do not
nat and cannot improve the efficacy of treatment. Tt |support the rationality of this
only adds to the cost of therapy and more FDC. Hence, the Committee
importantly, to the adverse effects considered this FDC as
frrational.
Chandler 8. Gautam, Lekha Saha. Fixed dose dr‘"ulﬂ
combinations (FDCs): rational or irrational: a vi
point Br J Clin Pharmacol / 65:5 / 795796.
Kasarla Raju, A. Etumalai2, Eddla Srid.
IRRATIONAL DRUG COMBINATIONS. Vol
3\|Issue 2| 2013 | 52-56.
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a, -

. | The.replies /clarifications

496|Serratiopeptidase  |15mg+100 |Tablets - . oo
S EC+Nimesulide (mg - ‘ 1. Safety concern with nimesulide - fwherever available from'firms

" {2.Na evidence to support that Serratiopeptidase o carlier data submitted by
any particular advantage over Nimesulide. them were thoroughly -

-|3. On the other hand, the patient is exposed to greater |examined. The Committee
risk of gastrointestinal ((3I) irritation and serious |obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed

. , scientific evidences do not
Chandier S. Gautam, Lekha Saha. Fixed dose dryg jsupgort the rationality of this
combinations (FDCs): rational or irrational: a vieFDC. Hence, the Committee
|point Br J Clin Pharmacoel / 65:5 / 795796. considered this FDC as
’ irrational.
500] Ammeonium 100mg+50 |Oral . |a, The replies /clarifications
* |Chioride "'|mg+4mg+1.|Liquid | 1:Potential of misuse in peadiatric population. - [wherever available from firms
[P+Sodium Citrate [25mg - |2.Phamaceutical incompatibility and also the dase ofjand earfier data submitted by
IP+Chlorphenirami each ingredient is subtherapeutic. them were thoroughly
ne Maleate examined. The Committee
IP+Menthol [P obesrved that data submitted
and available peer reviewed
scientific evidences do not
|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. )
502|Paracetamol 325mg+3m {Uncoated|a, . ‘The replies /clarifications
IP+Prochlorperazinfg tablet 1. Pharmacodynamically irrelevant and wherever available from firms
¢ Maleate IP ’ subtherapeutic dose of Paracetamol. - and earlier data submitted by
2. Both ingredients have different indications. them were thoroughly
examined, The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

5043 tablets of 10mg+50m |Kit a, The replies /clarifications
Serratiopeptidase |g & 100mg 1.1t will lead to antibiotic resistance. wherever available from firms
(enteric coated 2. Documented efficacy of Serratiopeptidase not  |and eartier data submitted by
20000 units) IP + available. ' ' Lthem were thoroughly -
Diclofenac 3. May lead to misuse examined. The Committee -
Potassium BP & 2 4. Do not offer any particular advantage over the |obesrved that data submitted
tablets of individual drugs. On the other hand, the patientis |and available peer reviewed
Doxyeycline HCL exposed to greater risk of gastrointestinal (GI) Hscientiﬁc_ evidences do not
1P irritation and serious bleeding from unsuspected  [support the mationality of this

peptic ulceration. FDC. Hence, the Committee
considered this FDC as

Chandler S. Gautam, Lekha Saha. Fixed dose drug |immational.

combinations (FDCs): rational or irrational: a view

\point Br.J Clin Pharmacol / 65:5 / 795796

505| Paracetamol 325mg+15 |Tablets |a, The replies /clarifications
IP+Dextromethorp (mg+5mg+2 1 Dosing schedule is incompatible. _ wherever available from firms
han Hydrobromide jmg 2. Ingredients will aggravate the adverse effects of Jand earlier data submitted by
IP+Phenylephirine sedation and drowsiness and also will interefere withthem were thoronghly
HCl the reflexes. examined. The Committee
IP+Chlorphenirami 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted

. |ne Maleate IP with anti-histaminic drug. and available peerreviewed
4.Paracetamol dose is subtherapeutic. scientific evidences do not
support the rationality of this
FDC. Hence, thé Committee
considered this FDC as

irrational.
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514]Nimesulide

The replies /clarifications — =

JlOOmg*le Capsules |a, ... - N
BP+Serratiopeptidalmg 1. Safety concern wnth mmesulrde wherever available from firms
se [P 2.No evidence to support that Serratiopeptidase oﬁeland earlier data submitted by
any particular advantage over Nitnesulide. them were thorcughly
: I3. On the other hand, the patient is exposed to greater [examined. The Committee -
risk of gastrointestinal (Gl) irritation and seriois  |obesrved that data submitted
bleeding from unsuspected peptic ulceration. and available peer reviewed
‘ ' scientific evidences do not
Chandler S. Gautam, Lekha Saha. Fixed dose drug [support the rationality of this
combinatior:s (FDCs): rational or irrational: a vie FDC, Hence, the Committee
| point Br J Clin Pharmacol / 63:5 / 795796. considered this FDC as
) irrational.
532|Nimesulide 50mg+125 |Suspensi |a, The replies /clarifications
BP-+Paracetamol TPjmg on - I.Potential misuse in paediatric population: wherever availzble from firms
2 Hepatoioxicity dnd earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
|considered this FDC as
jrrational.
545|Nimesulide 100mg+2m {Film a, The replies /clarifications
BP+Tizanidine HCl}z Coated [1. Nimesulide in combination as a dispersible wherever available from firms
P Tablets ]dosage form has potential of misuse in children. and earlier data submitted by
.12. The FDC is pharmacokinetically incompaﬁble as | them were thoroughly
both have differént dosing schedule. examined. The Committee
Rayasam SP et al. Ini J Basic Clin Pharmacol 2013 [obesrved that data submitted
Aug; 2(4) : 452-457. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, . the Committee
considered this FDC as
irrational.
559[Nimesulide 100mg+10 [Tablet [a, ‘The replies /clarifications
BP+Dicyclomine |mg/20mg/4 1.Pharmacodynamic rrelevant as each ingredient hasvherever avaitable from firms
Hydrochloride IP [Omg different therapeutic use and FDIC will Iead to misuse |and eartier data subinitted by
and toxicity. them were thoroughly
2. Combining can result in efevation orf the body |examined. The Committee
temperature. obesrved that data submitted
, and available peer reviewed
Chandler S. Gautam, Lekha Saha. Fixed dose drug |scientific evidences do not
combinations (FDCs): rational or irrational: a view{support the rationality of this
point Br J Clin Pharmacel / 63:5 / 795796 FDC. Hence, the Committee
Eccles, R., Fietze, I and Rose, U-B. (2014)  |considered this FDC as
Rationale for Treatment of Common Cold and Flu |irrational.

with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
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.. 568|Paracetamol IP+DL{125mg+12:-[Uncoatedfa; - - - .- BCSRL A - [The replies fclarifications
- |Methionine BP  |5mg |dispersibl| 1, Pharmacodynamically irrelevant - misuse and  |wherever available from firms
- ctablet [overuse of one of the ingredients of FDC in case it i carlier data submitted by
-~ |not indicated. them were thoroughly ‘
2.There is no recent peer reviewed scientific data |examined. The Committee
regdrding efficacy of Methionine in preventing obesrved that data submiited
paracetamol toxicity in FDC (07.01.2016). and available peer reviewed
' ) scientific evidences do not
support the rationality of this
FDC. Hence, the Commiltee
considered this FDC as
irrational.
569|Diclofenac Sodium|{50mg+250 |Expector |a, o aJ'I'lu:. replies /clarifications
IP+Paracetamol  |mg+[25mg [ent 1.Pharmacodynamic irrelevant - each ingredient has wherever available from firms
IP+Magnesium {uncoated}different therapeutic use and FDC will lead to misuse |and earlier data submitted by
Trisilicate IP tablet) |and toxicity (hepato and renal). -~ them were thoroughly
' ’ ’ examined, The Committee
Eccles, R.. Fietze, I and Rose, U.-B. (2014) obesrved that data submitted

Rationale for Treatment of Common Cold and Flu |and available peer reviewed
with Multi-Ingredient Combination Products for  |scientific evidences do not
Multi-Symptom Relief in Aduits. Open Journal of  |support the rationality of this

Respiratory Diseases, 4, 73-82. . FDC. Hence, the Committee
considered this FDC as
irrational.

577 Aceclofenac 100mig+500 | Uncoated|a, The replies /clarifications

‘|IP+Paracetamol  [mg+20mg |Tablets |1. Pharmacodynamic irrelevant as cach ingredient [whevever availtable from firms
IP+Famotidine IP : has different dosing shedule/dosing requirement.  |and earlier data submitted by
2. FDC will lead to misuse and toxicity. them were thoroughly
examined. The Commiftee -
obesrved that data submitted
and available peer reviewed
scienitific evidences do not
support (he rationality of this
- |FDC. Hence, the Committee
considered this FDC as
irrational.

578(Aceclofenac IP+  [100mg+75 [Film a, _ The replies /clarifications
Zinc Carnogine  (mg Coated [There is no therapeutic benefit of adding zinc wherever available from firms
' Tablets |camosine in FDC. ' and elier data subrnitted by
them were thoroughly
examined. The Committes
obesrved that data submitted
and available pect reviewed
scientific evidences do not
support the rationality of this
considered this FDC as
irrational.

" 584Paracetamol IP+DLI650mg+50 [Tabict [a, T The replies /clarifications
' Methionine BP 1mg 1.Pharmacodynamically irrelevant - misuss and  |wherever available from firms

overuse of one of the ingredients of FDC in case it ifand earlier data submitted by
not indicated, them were thoroughly
2.There is no recent peer reviewed scientific data |examined. The Committee
regarding efficacy of Methienine in preventing obesrved that data submitted
paracetamol toxicity in FDC (07.01.2016). |and avaitable peer reviewed
scicntific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

&ﬂﬁ‘///t/' iy




The replies ‘clarifications

594{Paracetamol - 325mg+100¢Film a, -
IP+Nimesulide  |mg+5mg+5 |Coated |t. Nimesulide in combination has poteniial of misusswherever availablc from firms
BP+Cetirizine Hel jmg+25mg |Tablets |in indications for allergic conditions. Users who mayand earlier data submitted by
[P+Phenylephrine not be aware of this paracetamol content and may  |them were thoroughly
HeilP+Caffeine accidentally overdosé when they take the multi-  |examined. The Committee
Anhydrous IP ingredient product with other médicines also obesrved that data submitted
containing paracetamol. and available peer reviewed
2. Thereis pharmacokinetic 1ncompat|b111ty amongscientific evidences do hot
the drugs. support the rationality of this
3.Nimesulide has documanted safety concern. FDC. Hence, the Committee
4. Hepatotoxic potential of both the drugs considered this FDC as
irrational.
Eccles, R., Fietze, L. and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
596|Paracetamol 1P+ - {130mg+750|Oral a, The replies /clarifications
disodium Hydrogen|mg+5mg Pharmacodynamically irrelevant wherever available from firms
Citrate IP + 1. Each ingredient has different therapeutic and earlier data submitted by
Caffeine IP indication. . them were thoroughly
2. As Urine alkalizer, patients will be unnecessarily jexamined. The Committee
exposed to paracetamol and caffeine. cbesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
598| Paracetamol + DL [125mg+12. |Suspensi |a, The replies /clarifications
Methionine BP smg on 1.Pharmacodynamically irrelevant- misuse and  fwherever available from firms
’ overuse of one of the ingredients of FDC in case it ifand earlier data submitted by
not indicated. them were thoroughly
2.There is no recent peer reviewed scientific data [examined. The Committes
regarding efficacy of Methionine in preventing obesrved that data submitted
paracetamol toxicity in FDC (07.01.2016). and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
599|Paracetamol IP+ [125mg+  [Oral a, The replies /clarifications
DL-Methionine BP|12.5mg - |Suspensi | |.Pharmacodynamically irrelevant - misuse and  |wherever available from firms
on overuse of one of the ingredients of FDC in case it ifand earlier data submitted by
not indicated. them were thoroughly
2.There is no recent peer reviewed scientific data |examined. The Committee
regarding efficacy of Methionine in preventing obesrved that data submitted
paracetamol toxicity in FDC (07.01.2016). and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational

6




6oo’ﬁsodium 750mg+125

- 1Hydrogen citrate * |mg
BP+Paracetamol [P,

Py - The replics /clarifications.

"{1:Pharmacodynamically irrelevant combination-cackwherever available from firms-

ingredient has diffcrent therapeutic indication.  |and earlier data submitted by -
2.As Urine alkalizer, patients will be unnecessarily (them were thoroughly

exposed to paracetamol, examined. The Committes

: obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

602{ Paracetamol IP+Di120mg+500

Sodium Hydrogen [mg
.|Citrate BP

The replies /clatifications
herever available from firms
and carlier data submitted by
therm were thoroughly :
examined. The Committée
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
congidered this FDC as
irrational.

a, :
1.Pharmacodynamically irrelevant combination-ea
ingredient has different therapeutic indication.
2.As Urine alkalizer, patients will be unnecessarily
exposed to paracetamol. '

T

603 Paracetamol 125mg+500
IP+Disodium mg

Hydrogen Citrate
1P

a, ' The replies /clarifications
1.Pharmacodynamically irrelevant combination-eackwherever available from firms
ingredient has different therapeutic indication. and carlier data submitted by
2.As Urine alkalizer, patients will be unnecessarily |them were thoroughly
exposed to paracetamol. examined. The Commitiee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
cotisidered this FDC as
irrational.

612|Nimesulide NA
BP+Diclofenac
‘|Sodium IP

a, . The replies /clarifications.

1. Nimesulide in combinstion has potential of wherever availabie from firms
misuse and have documanted safety concem. - [and earlier dats submitted by
2. No additional advantage but hepatotoxic potentia|them were thoroughly

of nimesulide and adverse effects add up. examined. The Committee
3.Pharmacodynamically irrationale FDC as both have|obesrved that data submitted
same mechanism of action (both drugs acting on thefand available peer reviewed
same enzyme). Thus, combining two NSAIDs does |scientific evidences do not
not and cannot improve the efficacy of treatment. It [support the rationality of this
only adds to the cost of therapy and more FDC. Hence, the Committee
importantly, to the adverse effects . |considered this FDC as

Chandler S. Gautam, Lekha Saha. Fixed dose drug
combinations (FDCs): rational or irrational: a view
\point BrJ Clin Pharmacol / 65:5 f 795796,
Kasarla Raju, A. Elumalai2, Eddla Srid.
{RRATIONAL DRUG COMBINATIONS. Vol
3|Issue 2| 2013 | 52-56.




| 625|Aceclofenac IF+ [l100mg+ IFilm a, - JThe replies /clarifications - |-
| Paracetamol IP + |325mg Coated |1 Therc is pharmmkmctlcs 1ncompatlbll|ty among] wherever available from firms
Rabeprazole +10mg Tablets  |the three drugs,.as the dosing intervals are BD for and earlier data submitted by
Sodium [P (EC) aceciofenac, OD for rabeprazole and TDS/QID for them were thoroughly
' |paracetamol. examined. The Committee
. |2.The FDC is not approved anywhere in the world |obesrved that data submitted
3.The literature regarding safety and efficacy of thisjand available peer teviewed
combination is not available in Pubmed & Google |scientific evidences do not
scholar support the rationality of this
- FDC. Hence, the Committee
considered this FDC as
irrational.
627|Nimesulide 100mg+325|Uncoated|a, The replies /clarifications
BP+Paracetamol  |mg+Smg+5 [Tablets |1. Nimesulide in combination has potential of misusavherever available from firms
IP4+Phenylephirine [mg+25mg in indications for allergic conditions. Users who mafand earlier data submitted by
HCI IP+Cetirizine . not be aware of this paracetamol content and may~ |them were thoroughly
HC1 IP+Caffeine IF accidentally overdose when they take the multi-  |examined. The Committee
lingredient product with other medicines also obesrved that data submitted
containing paracetamol. and available peer reviewed
2. Thereis pharmacokinetic incompatibility amongscientific evidences do not
the drugs. support the rationality- of this
3. Nimesuilide has documanted safety concern. FDC. Hence, the Committee
4. Hepatotoxic potential of both the drugs considered this FDC as
irrational.
Eccles, R., Fietze, L and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for
" {Multi-Symptom: Relief in Adults. Open Joumal of
Respiratory Diseases, 4, 73-82.
634{Nimesulide 100mg+2m |Uncoated{a, The réplies /clarifications
BP+Tizanidine HCl{g Bilayered|1. Nimesulide in combination as a dispersible wherever available from firms
IPeq. to T izanidineT Tablets |desage form has potential of misuse in children, and earlier data submitted by
2. The FDC is phasmacokinetically incompatible as |them were thoroughly
both have different dosing schedule. examined. The Comumittec
Rayasam SP et al. Int J Basic Clin Pharmacol.2013 obesrved that data submitted
Aug:2(4) : 452457 ' land available peer reviewed
scientific evidences do not
support the rationality of this-
FDC. Hence, the Commitiee
considered this FDC as
irrational.
635|Nimesulide+Serratif100mg+15 }Capsules |a, The replies /clarifications
opeptidase mg . |1. Safety concern with nimesulide wherever available from firms
‘ |2.No evidence to support that Serratiopeptidase offt d earlier data submitted by
any particular advantage over Nimesulide. them were thoroughty
3. On the other hand, the patient is exposed to greater |examined. The Committes
risk of gastrointestinal (GI) irritation and serious  |obesrved that data submitted
Fbleeding from unsuspected peptic ulceration. and available peer reviewed
scientific evidences do not
Chandler S. Gautam, Lekha Saha. Fixed dose drug |support the rationality of this
combinations (FDCs): rational or irrationai: a vieW/ FDC. Hence, the Committce
|point Br J Clin Pharmacol / 65:5 / 795796 considered this FDC as
: irrational.

oA
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The replies /clarifications

r 645 Paracetamol IP + {325mg+15 [Uncoated]s, e e
v . (|Caffeine - . mg+5mg. - |Tablets - -{ Pharmacodynamically irrelevant. * |wherever available from firms
(Anhydrous) IP + . - {1.Close Monitoring is required as codeine increases|and earlier data submitted by
Codeine Phosphate and caffeine decreases sedation. them were thoroughly
Ip 2.Bffect of intetaction is not clear, Potential for drugexamined. The Committee
’ drug interdction. obesrved that data subinitted

and available peer reviewed
scientific evidences do not
in{support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational,

3. An important safety debate concerning multi-
ingredient, multi-symptom relief products for
common’ celd and flu is that they commonly con
paracetamol] (acetaminophen) and that users who
may not be aware of this may accidentally overdose;
when they take the multi- ingredient product with
other medicines also containing paracetamol, -

hip:/ireference.medscape.com/drug-
interactionchecker.

Eccles, R.. Fietze, I and Rose, U.-B. (2014)
Ratior.ale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for

" |Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.

652 Aceclofenac IP 200mg+325|Uncoated|a, The replies /clarifications
(SR} + Paracetamol jmg bilayered [1.Pharmocokinetic incompatibility-dosing shedule ofivherevér available from firms
1P modified aceclofenac (SR) and paracetamol are of different  [and ealier data submitted by
release |duration them were thoroughly ’
tablet examined. The Committee
obesived that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC.Hence, the Committee
considered this FDC as
irrational. '

658|Zinc 37.5mg+10 [Film  |a, ' The replies /clarifications

CamosinetAceclof]img Coated |There is no therapeutic benefit of adding zinc wherever available from firms
enac IP ‘ Teblets |camosine in FDC. and earlier data submitted by

them were thoroughly
examined, The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
congidéred this FDC as
irrational.

683|Diclofenac Sodium|25mg+ [Injection |a, The replies /clarifications
1P+ Paracetamol IP[75mg & 1.Hypersensitivity reaction with lignocaine. wherever available from firms
& Inactive . |565.53mg 2.Paracetamol dose is subtherapeutic which may  {and earlier data submitted by
Poiyethylene Glycol]10mg 1.0% | - increase adverse effects (07.01.2016). them were thoroughly

400 USNF+ wivt lmg examined. The Committee
Lignocaine HCI |obesrved that data submitted
IP+ Benzyl Alcohol and available peer reviewed
IP (preseivative)+ [scientific evidences do not
Sodium support the rationality of this
Metabisulphate IP . |[FDC. Hence, the Committee
considered this FDC as

y . / b} ﬁ




684

The replics /clarifications

Azithromyein+Cefi|250mg/500 Tablets Already discussed by prevnous Commlttee on .
silne mg+200mg/t . .. 11.06.2014 as under- wherever available from firms
200mg This FDC is not a standard antibsohc combination. |and earlier data submitted by’
: This is not the first line combination to be used in  |them wers thoroughly
* any clinical condition and there is no published examined. The Committee
scientific data in combining this two drugs. Also in fobesrved that data submitted
the NDAC meeting held 0a 23.08.2013, it was and available peer reviewed
observed that misuse potential of this FDC is very (scientific evidences do not
high. Although the FDC may be useful for certain {support the rationality of this
population of patients of multi-drug resistant typhoifFDC. Hence, the Committee
fever or moderate to severe lower respiratory tract |considered this FDC as
infections, the misuse potential is very high which lirrational.
will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommended
|for approval. '
690;Ofloxacin 500mg+125{Oral a, The replies /clarifications
IP+Ormnidazole IP [mg per 5ml [suspensio|1. Both ingredients of the FDC have different wherever available from firms
n therapeutic indcations and earlier data submitted by
2 Inappropriate use of ornidazole will lead to them were thoroughly
emergerice of antibiotic resistance against quinalongexamined. The Committes
3. Safety concerns in pacdiatric patients. obesrved that data submitted
and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
-(irrationat.
697 |Amoxicillin J125mg1500 Tabletss [Acady discosed by pevios Comitie o %.5.3014 as under- | The replies /clarifications
commitiee revicw ing 3 .
Trihydrate 1P Eq. tojmg+123mg/|achet (1) Amoxicillin 250mg + Dictoxacillin 250mg w_hgmvef available fn.Jm firms
Amoxicillin+Diclo |500mg (iyAmoxicillin £25mg + Dicloxscillin 125mg and earlier data submitted by
xacillin Sodium (iii) Amoxicillin 500mg + Dicloxacittin S00mg them were thoroughly
USP Eq. to It was noted that Amexicillin 250mg + Dicloaaciilin 250|ng was examined. The ‘Committee
Dicloxacitlin [ m" iy dby CDSI Cow mﬂim and MCFDC 'm‘"-’;::d'"&r obesrved that data submitted
{a) Sintce, 2006 the scenario of animicrobial wesistnioe pantern hag  (and available peer reviewed
changed significantly; majority of isolates of Stxph. awevs have | scientific evidences do not
m:l:m to the amoxicillin &cloxacilli inthiding support the rationality of this
(&) Better efficacious mutlbiotic andare now svallble and used fur | FC- Hence, the Committee
staph. aureus infections, considered this FDC as
in light of these, the rationality ofwmbmllllummt scenario is |irrational,
questionable, It is also noted that this combisation is not syailable
. |nywhsere in the world as per mformation peovided by the firm and
nlsodwhntlhtthuumuniymsmdypaﬂhbyihsﬁm
showing better efficacy was published i jorms] “Pharmazie™ Sept.
40{9), 650-1, 1934. However aftor 30 yeas, this bas lost its
relevance in today’s scenario of drug resishimoe.
Committee therefore doesn’t recommended the méw strengths of the |
FDC and also recommended that the stmmivofuﬂlFDCovu‘
the individual dmg andnudbbepmven-mmmo
|Accordingly, Protocol should be submited within 3 months and data
shall be generated within next one and half year. Hon- compliance
of this instruction may lead to suspension/cancellation of license.
(REJECTEDY}
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699|Cefixime IP Az [200mg+600|Tabletz |a, - - - The replies /clarifications
- [Trihydrons Eq. 6 |mg ~ - |- -11.Use of antibiotic FDCs canrapidly giveTiss to  [wherever availible from firms
Anhydrous resistant straing of organisms, which is a matter of )and earlier data submitted by
Cefixime+Linezoli serious concern fo ‘the health care sitvation in our |them were thoroughly
d ' resource poor country. examinec. The Committee
2.Lenizolid is a life saving drug io be used for obesrved that data submitted
MRSA infection and inappropriate use of lenizolid {and available peer reviewed
can lead to drug resistance. scientific evidences do not
' support the rationality of this
FDC, Hence, the Committee
considered this FDC as
irrational.
703|Cfloxacin+ S0mg+ foral a, The replies /clarifications
Nitazoxanide 100mg liguid |1. Both ingredients of the FDXC have different wherever available from firms |
therapeutic indcations and carlier data submitted by
2.Insppropriate use of ofloxacin for indication of |them were thoroughly
nitazoxanide will lead to emergence of antibiotic |examined. The Committee
resistance and serious health care concemn. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.
N3 |Cefixime+Azithro |100mgti25|Dispersib| Already discussed by previons Committee on The replies /clarifications
mycin mg - [le tablets }11.06.2014 as under- wherever available from firms
This FDC is not a standard antibiotic combination. [and carlier data submitted by
This is not the first line combination to be used in  [them were thoroughly
any clinicel condition and there is no published. - fexamined. The Committee
scientific data in combining this two drugs. Also in [obesrved that data submitted
the NDAC meeting held on ' 23.08.2013, it was and available peer reviewed
observed that misuse potential 6f this FDC is very [scientific evidences do not
highi. Although the FDC may be useful for certain |support the rationality of this
population of patients of multi-drug resistant typhoi . Hence, the Committee
fever ormoderate to severe lower respiratory tract |considered this FDC as
infections, the misuse potential is very hlgh which [irrational.
will cause sntimicrobial diug resistance. The firms |.
did not produce any dats on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywliere in the world. Hence it is not
for approval,
714 Cmidazole 125.0mg+5 |Suspensi [a, The replies /clarifications
IP+Ofloxacin P [0.0mg = Jon 1. Both ingredients of the FDC have different wherever available from firms
: therdpeutic indcations and earlier data submitted by
2.Inappropriate use of oridazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safety concerns in paediatric patients. obesrved that data submitted-
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
considered this FDC as
irrational.

3l




S00mg 400

The replies /clarifications

717{ Azitromycin - Tablets |a, -

dihydrate TP Eq. to {mg ' 1.Pharmacodynamically irrelevani FDC. wherever avaifabie from firms -

Azithromycin + 2. Increase risk of emergence of drug resistance duejand earlier dafa submitted by

Ofloxacin TP to misuse in FDC s " |them were thoroughly

'|examined. The Committee

obesrved that data submitted
and available peer reviewad
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

718 |Amoxicillin+Potasd250mg+62. |Dry Already discussed by previous Commitiee on The replies /clarifications
ium Clavulanate |5mg Syrup  [06.03.2014 as under- wherever availablie from firms
Diluted Regarding Amoxycillin 250 mg + clauvulanic Acid |and earlier data submitted by

62.5 mg per 5 ml, committe opined that the themn were thoroughly

proposed strength is not recommendable as too manyexamined. The Committee

strength will lead to confusion in prescribing for thejobesrved that data submnitted

physician. Hence the committee did not recommend|and available peer reviewed

for the proposed strength scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

724 Azithromycin+Lev|250mg/500 |Tablets |[Already discussed by previous Committee on The replies /clarifications
ofloxacin mg+250mg/ 11.06.2014 as under- wherever avaifable from firms

500mg IDSA/ATS guidelines does not mention treatment  |and earlier data submitted by
with this FDC ir outpatient management. The them were thoroughly
guidelines recommends the use of levofloxacin afonfexamined. The Committee
in out patient management of CAP. Hence the * obesrved that data submitted
committee did not recommend for approval. and available peerreviewed
Levofloxacin is not recommended for MDR typhoidjscientific evidences do not
fever, in any of the recommended treatment support the rationality of this
guidelines. Hence this FDC is not recommended for|FDC. Hence, the Committee
approval in MDR typhoid fever. considered this FDC as

' ' irrational.
725]Cefixime+Linezoli [200mg+600[Tablets ' fa, - The replies /clarifications

' d mg 1.Use of antibiotic FDCs can rapidly giveriseto  |wherever available from firms

resistant strains of crganisms, which is a matter of |and earlier data submitted by

*|serious concem to the health care situationinour |them were thoroughly

Tesource poor country. examined. The Commitiee

2 Linezolid is a life saving drug to be used for obesrved that data submitted

MRSA infection and inappropriate use of linezolid |and available peer reviewed

can lead to drug resistance. scientific evidences do not
support the rationality of this
FDC. Hence, the Committce
considered this FDC as
irrational,

728 Ofloxacin+Omidaz| 50mg+125 |Suspensi |a, : The replies /clarifications
ole mg on 1. Both ingredients of the FDC have different wherever available from firms

therapeutic indcations and earlier data submitted by

2. Inappropriate use of omidazole will lead to them were thoroughly

emergence of antibiotic resistance against quinalongexamined. The Committee

3. Safety concerns in pacdiatric patients. mesrved that data submifted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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729 Cefpodoxime+Levd200mg+250] Tablets |a, - The replies /clarifications |
HAoxacin Simg . | 1.Pharmacodynamically irretevant FDC. wherever available from firms
2. Increase risk of emergence of drug resistance due|and earlier data subinitied by
to inisuse of FDC. them were thoroughly
Already discussed by previous Committes on - examined. The Cemmittes
11.06.2014 as under- obesrved that data submitted
IDSA/ATS guidelines does not mention treatment |and available peer reviewed
with this FDC in outpatient managément. Further |scientific evidences do not
firm also did not present any data on safety and support the rationality of ths
efficacy of FDC and the FDC is not approved FDC. Hence, the Committee
anywhere in the world. Although concomitant considered this FDC as
therapy of two drugs may be required in some irvational.
patients of CAP however there is no dose
compatibility. It was observed that misuse patential
of this FDC is very high which will cause .
antimicrobial drug resistance, Hence, the eommitte‘
did not recommend for approval. .o i
"|734 - |Cefixime+Azithro [200mg+250]Tablets Already discussed by previous Committee on The replies /clarifications
mycin mg 11.06.2014 as undes- wherever available from firms
This FDC is not 2 standard antibiotic combination. fand earlier data submitted by
This is not the first line combination to be used in  |them were thoroughly
any clinical condition and there is no published examined. The Committee
scientific data im combining this two drugs. Also in Jobesrved that data submitted
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misese potential of this FDC is very  [scientific evidences do not
high. Although the FOC may be useful for certain support the rationality of this
population of paticnts of multi-drug resistant typhoidFDC. Hence, the Committee
fever or moderate to severe lower respiratory tract [considered this FDC as
infections, the misuse potential is very high which lirrational.
will cause antimicrobial drig resistance. The firms
did not produce any data on phamacokinetic and
pharmacodynamie interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommended
for approval. .
735|Azithromycin +  {500mg+400[ Tablets |a, The replics /clarifications
Ofloxacin mg 1Ofloxacin is not safe in children. wherever available from firms
2. Increased risk of emergence of drug resistance. |and carlier data submitted by
3. Patient may need only one ingredient and use of |them were thoroughly
FDC may lead to misuse, examined, The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.
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1716 |cefrodoxime 200 mg+ [tablets  |Already discussed by previous Commitiee on 11.06.2014| The regllics /clarifications -
" |proxetil + . 250 mg as-under- o - : whemrer available from firms
azithromycin ‘ Infectious Disease Society of America (IDSAY American| gnd ezd ier data submitted by
Thoracic Society (ATS) recommends the combination of| e “ere thoroughly
B-lactaim + Macrolide for the treatment of communi®y | gya miied. The Committes
acquired pneumonia and cefpodoxime has been - | obesed that data submitted
mentioned as ons of the B-lactams, However, the dosagel g ciahie peer reviewed
of Azithromycin is 500 mg on day one followed by 250| . mrnabie P :
mg once daily for 4 days while cefpodoxime has to be scientific ev1de.mces_do not .
piven 200 mg twice daily for 7 days. Therefore, there s & supired the rationality of this
mismatch in the dosage schedule of Cefpedoxime + FDC. Bence, the Committce
Azithromycin. Although concomitant therapy of tvo comsigkred this FDC as
drugs may be required in some patients of CAP however] irmainzl.
. |there is no dose compatibility. It was observed that
misuse potential of this FDC is very high which will
cause antimicrobial drug resistance. Hence, the FDCfor
CAP is not recommended for approval.
in gonorthea, the recommended dose is either
azithromycin 1g as single dose or cefpodoxime 400 mg
single dose. Therefore the proposed FDC isnot
recommended for approval.
737iNorfloxacint 100mg+  (liquid  |a, Therplies /clarifications
metronidazolie 100mg suspensio|1.FDCs of quinolones and nitroimidazoles (e.g- wiererrer available from firms
Benzoate n norfloxacin +metronidazole, ciprofloxacin + adesrlier data submitted by
tinidazole, ofloxacin + ornidazole) have not been Ifhen were thoroughly
recommended in children. exsrained. The Committee
2 This FDC can rapidly give tise to resistant striins fobesved that data submitted
of organisms, which is a matter of serious concern available peer reviewed
the health care situation in our resource poor COURTY: scixnaific evidences do not
suppert the rationality of this
Kasarla Raju, A. Elumalai, Eddla Srid. FDIC.Hence, the Committee
IRRATIONAL DRUG COMBINATIONS. comsadered this FDC as
2013;3(2):52-56. i rakisomal. ‘
738|Anhydrous 250mg/500 |Tablets |a, The meplies /clarifications
azithromycin +  Jmgt ‘ 1.Pharmacodyoamically irrelevant FDC. wimerever available from firms
anhydrous 250mg/500 2. Increase risk of emergence of drug resistance dueland exxlier data submitted by
levofloxacin mg tomisuse of FBC. themawere thoroughty
examined. The Commiitee
ob-saved that data submitted
and svailable peer reviewed
scEamtific evidences do not
. the rationality of this
FLC. Hence, the Committes
suidered this FDCas
irratiiomal.
741 |Cefixime+Azithro {200mg+250|Film ‘Already discussed by previous Committec on The eplies /clarifications
mycin mg Coated |11.06.2014 as under- wiemever available from firms
Tablets |This FDC is not a standard antibiotic combination. |amd sarlier data submitted by
This is not the first line combination ta be used in ltherwere thoroughly
any clinical condition and there is no published eramined. The Committee
scientific data in combining this two drugs. Also in |obeszved that data submitted
the NDAC meeting held on 23.08.201}, itwas. amé ;available peer reviewed
observed that misuse potential of this FDC is very  |scimtific evidences do not
high. Although the FDC may be useful for certain  |smpoort the rationality of this -
population of patients of multi-drug resistant typhoi Hence, the Committee
|fever or moderate to severe lower respiratory tract coussidered this FDC as
infections, the misuse potential is very high which {imstional.
will cause antimicrobial drug resistance. The Fimms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safefy &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recomnoende
for approval.

3




- 742{Cefpodoxime+  [200mg+250[Fiim - [a, ' ‘ The replies /clarifications
-|Levofloxacin mg - {Coated |1.Pharmacedynamically irrelevant FDC. - wherever available from firms
[Tablets 2. Increase risk of emergence of drug resistance duejand earlier data subritted by
to misuse of FDC . them were thoroughly
Already discussed by previous Coramitiee on examined. The Committee
) 11.062014 as under- : : obesived that data submitted
IDSA/ATS guidelines does not mention treatment |and available peer reviswed
. with this FDC in outpatient management. Further  |scientific evidences do not
' firm also did not present any data on safety and support the rationality of this
efficacy of FDC and the FDC is not approved FDC. Hence, the Commitiee
anywhere in the world. Although concomitant - considered this FDC as
therapy of two drugs may be required in some irrational.
patients of CAP however there is no dose
compatibility. It was observed that misuse potentiai
of this FDC is very high which will cause
antimicrobial drug resistance. Hence, the committeg
did not recommend for approval, )
Cefpodoxime 200mg/200 |Film Already discussed by previous Connnittee on 11,06.2014 The replies /clarifications
Proxetil IPeq. to  |mg+250mp/|Coated |as under- . ) wherever available from firms
Cefpodoxime+Azit|500mg  |Tablets |Infectious Diseaso Society of América (IDSA) Américan and carlier data submitted by
hromycin hydrate ‘Thoracic Society (ATS) recommends the combination of] them were thoroughly
1P eq, to anhydrous| - B-'l“fm“"'Mm,_H:::r the m"_"‘“;::mm““ity "lexamined. The Committee
. - acquired cefpodoxime. i
Asithaomycin masstio] s e of the B Lrcame However, the dosage|* c" o "‘]" data s“b’.'“"::
of Azithromycin. is 500 mg on day one followed by 250 |21 vailable peer review
mg once daily for 4 days while cefpodoxime has to be _|°c1c0tific evidences do not
given 200 mg twice daily for 7 days. Therefore, there i | SUPPOIT the rationality of this
mismatch in the dosage schedule of Cefpodoxime +  {FDC. Hence, the Committee
Azithromycin. Although concomitant therepy of two ~ [considered this FDC as
drugs may be required in some patients of CAP however |irtational.
there is no dose compatibility. it was observed that
misuse potential of this FDC is very high which will
cause antimicrobial drug resistance, Hence, the FDC for
CAP js not recommded for approval.
In gonorrhiea, the recommended dose is either
-|azithromycin 1g as single dose or cefpodoxime 400 mg
single dose, Therefore the proposed FDC iy not
recommended for approval.
Azithromycin 250mg+250|Film - |a, The replies /clarifications
Dihydnate IP q. to |mg Coated | 1.Pharmacodynamically irrelevant FDC., wherever available from firms
Azithromycin + Tablets 2. Increase risk of emergence of drug resistance d and earlfer data submitted by
Levofloxacin hemi to misuse of FDC, them were thoroughly
hydrate IP eq .to examined. The Committee
Levofloxacin obesrved that data submitted
and available peerreviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
Cefixime IP (as 200mg+600{Tablets |a, The replies /clarifications
Trihydrate) Eq. to mg 1.Use of antibiotic FDCs can rapidly giveriseto  |whercver available from firms ‘
anhydrous resistant strains of organisms, which is a matter of |and earlier data submitted by
Cefixime+Linezoli serious concem to the health care situation in our  [them were thoroughly
dip TESOUICE poor country. examined. The Committee
2.Lenizolid is a life saving drug to be used for - |obesrved that data submitted
MRSA infection and inappropriate use of lenizolid land available peer reviewed
can lead to drug resistance. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

e
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746|Ofloxacin . {200mg+500|Tablets |a, subjudice
+Omidazole+Lacti {mg+2.50 -- | - |4 FDCs of quinoloties and nitroimidazoles (e.. :
¢ Acid Bacillug Billion norfloxacin + metronidazole, ciprofioxacin +
Spores tinidazole, ofloxacin + ornidazole) have not been
recommended. ’
2 This FDC can rapidly give rise to resistant strains
of organisms, which is a matter of serious concem t¢
the health care situation in our resource poor country.
\ 3. There is no additional bénefit of adding lactic acid
bacillus. -
Kasarla Raju, A. Elumalai, Eddla Srid.
IRRATIONAL DRUG COMBINATIONS.
2{113;3(2):52-56. .
- 747} Cefixime 200mg+600|Film |a, ' The replies /clarifications
iP+Linezolid IP  |mg Coated ~ |1.Use of asitibiotic FDCs can rapidly give rise to wheérever available from firms’
Tablets - {resistant strains of organisms, which is a matter of |and earfier data submitted by
serious concern to the health care situation inour  |them were thoroughly
pesource poor country. N examined. The Committee
2 Lenizolid is a life saving drug to be used for obesrved that data submitted
MRSA infection and inappropriate use of lenizolid [and available peer reviewed
lead to drug resistance. scientific evidences do not
’ support the rationality of this
FDC. Hence, the Committee
considered this FDC as
trrational.

748 - |Amoxicillin {500mg+200|Tablets [Already discussec by previous Committee on 06.03.2014 (The replies /clarifications
Trihydrate 1P Eq. to|mg+125mg as under- ‘ _ " Iwherever available from firms
Amoxicillin+Cefixil Committes noted that Cefixime requires 12 hourly and earlier data submitted by
me 1P as Trihydrate dosing. Whereas, Amoxicillin dosing schedule i 6-8 IS e were thoroughly
Eq. o Anhydrous ::E" t:;#:m el dsz“ :ﬂiﬁ'ﬁ; zmb&ﬂ:;ﬂ;!ﬂ‘:“ examined. The Committee

x . a . Ci H
e e e ing of FDC i 2 houry, which will kad o |C0cerves 1ot data submitted
m Clavulanic Acid - o . - " ¢ land availeble peer reviewed
wnder dosing of Amoxicillin and may increase possibitity] . . .
drug resistance. Further the FDC is not approved sc1gnt1ﬁc ewd:?nccs'do not _
amywhere in the world. The committee did not support the rationality of this
end for the manufacturing and marketing of the FDC. Hence, the Committee
FDC ) considered this FDC as
irrational. '
750|Ofloxacin 50mg+100 {suspensiofa, : The replies /clarifications
IP+Nitazoxanide |mg n 1. Both ingredients of the FDC have different wherever available from firms -
therapeutic indcations , and earlier data submitted by
2 Inappropriate use of nitrazoxanide will lesdto  |[them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
'13. Safety concerns in pacdiatric patients. obesrved that data submitted
' ‘ and available pecr reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considergd this FDC as
irrational.
751|Ofloxacin 50mg+125 |suspensiofa,  |The replies [clarifications
IP+Ornidazole IF mg - [0 1. Both ingredients of the FDC have different wherever available from firms
' therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safely concerns in pacdiatric patients. cbesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

/
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The replies /clarifications . -

753|ofloxacint | 50 mg+ 125 jsuspensio|a, .
nitazoxanide mg n 1. Both mgrethents of the FDC have dlﬂ‘emnt wherever avajlable from firms
: therapeutic indcations and eartier data submitted by

2.Inappropriate use of ofloxacin for indicaticn of [them were thoroughly

nitazoxanide wil; iead to emergence of antibiotic  |examined. The Committee

resistance and serious heaith care concern. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality 'of this
FDC. Hence, the Commitiee
considered this FDC as
irrational.

754 |cefixine tribydrate {200 mg+  |tableis Already discussed by previous Committee on 11.06.2014 | The replies /clarifications
+azithromycin 250 mg ag under- wherever available from firms
dihydrate This FDC is not a standard antibiotic combination, This {znd earlier data submitted by

is not the first line combination to be esed in any clinical sy am were thoroughly
mﬁhon a:: ﬁ::::? P:blil’hedﬂl“mdm :' " lexamined. The Committee
combining this gs. Also in the meetin .
beld on 23.08.2013, it was observed that misuse pone:nal °b:s"°:::l" data S"b’.'"":g
of this FDC is very high. Although the FDC maybe |0 2Vailable peer review
nseful for certain population of patients of mouléi-drug scientific cv:d?nces. do not i
tesistant typhoid fever or moderate to severe lawer . |{SUPPOTt the rationality Ot:thls
respiratory tract infections, the misuse potentinl is very [FDC. Hence, the Committee
high which will canse antimicrobial drug resistance; The [considered this FDC as

firms did not produce any data on pharivacokinetic and [ifrational.

pharmacodynamic #ateraction as well as safety &

efficacy of the FDC. This FDC' is also not approved -

anywhere in the world. Hence it is not recommended for

approval.

758 |cefpodoxine X0 mgt  |tablets |a, - The replies /clarifications
proxetil + 250 mg ' 1.Pharmacodynamically irrelevant FDC. wherever available from firms
levofloxacin 2. Increase risk of emergence of dnig resistance duejand earlier data submitted by
hemihydrate to misuse of FDC . them were thoroughly

Already discussed by previous Commitiee on examined. The Committee
11.06.2014 as under- _|obesrved that data submitted
IDSA/ATS gutdehncs does not mention treatment  [and available peer reviewed
with this FDC in outpatient management. Further - |scientific evidences do not
firm also did not present any data on safety and support the rationality of this
efficacy of FDC and the FDC is not approved FDC. Hence, the Committee
anywhere in the world. Although concoitant considered this FDC as
thempy of two drugs may be required in some irrational.
patlmts of CAP however there is no dose
compahl:nlzty It was observed that misuse potential

" lofthis FDC is very high which will cause
antimicrobial drug resistance. Hence, the committe

id not recommmd for approval.
766|Ofloxacin 50mg+125 |Oral a, "The repliés /clarifications
IP+Omidazole IP [mg Liquid |I. Both ingredients of the FDC have dlfferent wherever available from firms
_|therapeutic indcations and earlier data submitted by

2. Inappropriate use of ornidazole will lead to them were thoroughly -

emergence of antibiotic resistance against quinalondexamined. The Committee
3. Safety concerns in paediatric patients.

obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Comimittee
considered this FDC as
irrational.




Already discussed by previous Committes on * [The replies {clarifications

767 [Cefixime+Azithro {200mg/200 [Film
Imyecin mg/100mg+|Coated  |11.06.2014 as under- wherever available from firms
250mg/500 |Tablets &|This FDC is not a standard antibiotic combination. jand earlicr data submitted by
mg/125mg |Dispersib|This is not the first line combination to be used in  |them were thoroughly
le Tablets{any clinical condition and there is no pubished examined. The Committee

scientific-data in combining this two'drugs, Also in {obesrved that data submitteu
the NDAC meeting held on 23.08.2013, it was and availabie peer reviewed
observed that misuse potential of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for czrtain  |support the rationality of this
population of patients of multi-drug resistant typhoi . Hence, the Committee
fever or moderate to severe lower respitatory tract |considered this FDC as
infections, the misuse potential is very high which Yirrational.
will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recqmmendéf
for approval.

768 |Cefpodoxime 200mg+2501Film Already discussed by previous Committee on 11.06.2014 |The replies /clarifications
Proxetil+Azithromymg Coated  [as under- ‘ wherever available from firms
cin |Tablets |infectious Disease Society of America (IDSA) Americanfand earlier data submitted by

_ |Thoracic Society (ATS) recommends the comb@ation of|them were thoroughly
B-Ia@ + Macml'idc for the u'eatmem of community examined. The Committee
aoqm_red prcumonia and cefpodoxime has been obesrved that data submitted

| mentioned as one of the B-lactams. However, the dosage and available peer reviewed
of Azithromycin is 500 mg on day one followed by 250 [¥C 2Va201e PEET

.| mg once daily for 4 days while eefpodoxime has to be scientific Qtht?nces_do not .
given 200 mg twice daily for 7 days. Therefore, there is a |[SuPpOTt the rationality of this
mismatch in the dosage schedule of Cefpodoxime + FDC. Hence, the Committee
Azithromycin. Although concomitant therapy of two considered this FDC as
drugs may be required in some paticnts of CAP however [irrational.
there is no dose compatibitity. It was observed that
misuse potential of this FDC is very high which will
cause antimicrobial drug resistance. Hence, the FDC for
CAP ig not recommended for approval.
In gonorrhea, the recomimended dose is either

{azithromycin 1g as single dose or cefpodoximne 400 mg
single dose. Therefore the proposed FDC is not
recommended for approval.

770 iCefpodoxime 200mg+250|Film - |Already discussed by previous Committee on 11.06.2014 | The replies /clarifications
Proxetil [P eq. to  [mg Coated |as under- wherever available from firms
Cefpodoxime+Levd Tablets |Infections Disease Socicty of America {([DSAY Amem::‘lm earlier data submitted by
floxacin i Thoracic Society @TS) recommends the combination offthem were thoroughly
Hemihydrate IP eq. B-lactam + Macrolide for the treatment of community {eyamined, The Committee
to Levofloxacin acqul_red proumonia and c'_’fp(’do’“m issibeen obesrved that data submitted

mentioned as one of the B-lactams. However, the dosage o available peer reviewed
of Azitbromycin is 500 mg on day one followed by 250 {0 o © o P

mg once daily for 4 days while cefpodoxime has to be scientific ev:de.mces'do mok )
given 200 mg twice daily for 7 days. Therefors, there is a [*UPPOTt the rationality of this
imismatch in the dosage schedute of Cefpodoxime + FDC. Hence, the Committee
Azithromycin. Although concomitant therapy of two considered this FDC as
drugs may be required in some patients of CAP however irrational.

there is no dose compatibility. It was observed that

misuse potential of this FDC is very high which will

cause antimicrobial drug resistance. Hence, the FDC for

CAP is not recommended for approval.

In gonorrhea, the recommended dose is either

azithromycin 1g as single dose or cefpodoxime 400 mg,

single dose. Therefore the proposed FDC is not

recommended for approvat.

&W‘/’ﬁ/ g




7 |azithromycin + - 250 mglioo(ﬁlm ... (Already discussed by previous- Committee. on The replies /clarifications
» llevofloxacin mg+250 - [coaed  |11.06.2014 as smder- ' : wherever available from firms
- ' mg/500 mg |tablet IDSA/ATS guidelines does not mention treatment (and earfier data submitted by
- |with this FDC in outpatient managemen, The them were theroughly
guidelines recommends the use of levefloxacin slonfexamined. The Committee
it out patient management of CAP. Hence the obesrved that data submitted
committee did not recommend for approval. and available peer reviewed
.|Levofloxacin is not recommended for MDR typhoidscientific evidences do not
fever, in any of the recommended trsatment support the rationality of this
guidelines. Henee this FDC is not recommended for| FDC. Hence, the Committes
approval in MDR typhoid fever, considered this FDC as
irrational.
715|azithromycin Ig+lght [tablets |a, : The replies /clarifications
- (dihydrate + 150 mg (Combiki| 1. Pharmacodynamically irrelevant due to different {wherever available from firms
secnidazolet t) therapeutic indications of ingredients. FDC'may - |and earlier data submitted by
fluconazole Increase risk of emergence of drug resistance. them wete thoroughly
2. Patient may require only one ingredient examined. The Committee
3. Azithromycin and fluconazole both increase QTcjobesrved that-data submitted
interval, Potential cardiac toxicity. and available peer reviewed
hup. /reference. medscape.com/drug- scientific evidences do not
interactionchecker. support the rationality of this
FDC. Hence, the Committee
4.The Committee reexamined the combikit of this |considered this FDC as
formulation and it was epined that all the three drugimational.
are not used for same duration in treatment of PID,
Vaginal infection. The use of azithromycin is not as
per the CDC guidelines (07.01.2016),
780Oflaxacine 50mg+125 (Suspensi [a, - ' - ' ' . Co- The replies /clarifications
IP+Ormidazole [P [mg on 1. Both ingredients of the FDC have different wherever available from firms

therapeutic indcations
2.Inappropriate use of omidazole will iead to

3. Safety concems in pacdiatric patienits.

cmergence of antibiotic resistance against quinalon

and earlier data submitted by
them were thoroughly

amined. The Committee
obesrved that data submitted
and available peerreviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imrational.

781|Oflaxacine
IP+Ornidazole IP

g

50mg/125mjSuspensi

a,
1. Both ingredients of the FDC have differen

therapeutic indcations
2.Inappropriate use of ornidazole will lead to

3. Safety concems in paediatric patients.

. |wherever available from firms

emergence of antibiotic resistance against quinak

The replies /clarifications

and earlier data submitted by
them were thoroughly

xamined. The Commitiee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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782 |Cefixime - |200mg/250 |Oral Already discussed by previous Committee on The replies /clarifications
IP+Azithromycin  [mg - |Tablets [11.06.2014 as under- wherever avaitable from firms
Dehydrate IP This FDC is not a standard antibiotic combination. jand carlier data submitted by

This is not the first line combination to beused in  |them were thoroughly

any clinical condition and there is no published examined, The Committee

scientufic data in combining this two drugs. Alse in |obesrved that data submitted

the NDAC meeting heid on 23.08.2013, it was and available peer reviewed

observed that misuse potential of this FDC is very [scientific evidences do not

high. Although the FDC may be useful for certain |support the rationality of this
_|population of patients of multi-drug resistant typhoifFDC. Hence, the Committee

fever or moderate to severe lower respiratory tract considered this FDC as

infections, the misuse potelitial is very high which [irrational.

will cause antimicrobial drug resistance. The firms

did not produce any data on pharmacokinetic and

pharmacodynamic interaction as well as safety &

efficacy of the FDC. This FDC is also not approved

znywhere in the world. Hene it is not recommend

for approval.

784 |Cefixime 200mg/250 [Oral Already discussed by previous Committee on The replies /clarifications
IP+Azithromycin | jmg Tablets |11.06.2014 as under- ' wherever available from firms
Dehydrate iP This FDC is not a standard antibiotic combination. and earlier data submitted by

This is not the first line combination to be usedin |them were thoroughly

any clinical condition and there is no published examined. The Committee

{scientific data in combining this two drugs. Alse in |obesrved that data submitted

the NDAC mecting held on 23,08.2013, it was and available peer reviewed

observed that misuse potential of this FDC is very [scientific evidences do not

high. Although the FDC may be useful for certain  |support the rationality of this

population of patients of multi-drug resistant typhoifFDC. Hence, the Committee

fever or moderate to severe lower respiratory tract |considered this FDC as
|infections, the misuse potential is very high which |irrational.

will cause antimicrobial drug resistance. The firms

did not produce any data on pharmacokinetic and

pharmacodynamic intéraction as well as safety &

efficacy of the FDC. This FDC is also not approved

anywhere in the world. Hence it is not recommended

for approval.

786/ Norfloxacint 100mg+150]Suspensi |a, The replies /clarifications-
Metronidazole mg on 1.FDCs of quinolones and nitroimidazoles {e.g. wherever available from firms
Benzoate - |norfloxacin + metronidazole, ciprofloxacin + and earlier data submitted by

tinidazole, ofloxacin + omidazole) have not been  |them were thoroughly
recommended in children. examined. The Committee
2.This FDC can rapidly give rise to resistant strains [obesrved that data submitted
of organisms, which is a matter of serious concem t?and available peer reviewed
the health care situation in our resource poor country. |scientific evidences do not

: support the rationality of this
Kasarla Raju, A. Elumalai, Eddia Srid. FDC. Hence, the Committee
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. jrrational.

787|Ofloxacin S0mg+125 {Syrup a, The replies /clarifications
IP-+(xnidazole IP  |mg 1. Both ingredients of the FDC have different wherever available from firms

therapeutic indcations and earlier data submitted by

2 Inappropriate use of omidazole will lead to them were thoroughly

emergence of antibiotic resistance against quinalon amined. The Committee

3. Safety concemns in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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?QG'Lévoﬂﬁx:lcin-é-Azit 230mg/500 | Tablers  fa.

The replies /clarifications -

i

hromycin mg+23{mg L harmacodynenically imelevant FDC, wherever availzble from Firms
, 500mg 2. Inevease risk of emergence of dng resistaice duefand earlier datd submitted by
! ’ro misuse of FOC . tiem were thoroughly
examined, The Committee
Already discussed by previous Committes on obestved Lhat data submitted
11.06.2014 as under- - and available peer reviews
IDSA/ATS guidelines does not mention treatment scientific evidences do not
with this FDC in ou‘patient management, The suppoit the rationality of thiz
guidelines recommends the use of levofloxacin alonfFDC. Hence, the Commiittee
in out patient management of CAP. Hence the considered this FDC as
committee did not recommend for approval. frrational,
Levofloxacin is not recommended for MDR typhoid
fever, in any of the recommended freatment
guidelines, Hence this FDC is not recommendcd for
approval in MDR typhoid fever.
793) Azithromycin 300mg+250|5gm Intra Veterinary
Dihydrate IP eq. to [mg Mammar |Veterinary FDC - no comments
Azithromyein + y
Neomycin Sulphate Infusion
IP eq.to Neomycin " [Disposabl
e
Syringes
795|Levofloxacin 20mg+40m |Solution [a, . . ) : The replies /clarifications
Hemihydrate g+5mg - 1. Patient may need only one ingredient and the use [wherever avajlable from firms
IP+Omidazole of FDC may lead to misuse, and earlier dafa submitted by
IP+Alpha 2. Increased risk of emergence of drug resistance dulthem were theroughly
Tocopherol Acetat: to misuse of FDC. b examnined. The Committee
IP obesrved that data submitted
& and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Herce, the Committee
considered this FDC as'
irrational. =l
796]Levofloxacin 20mg+25m (Clear = [a, The repiies /clarificatidns j
Hemihydrate g+5mg Solution |1. Patient may need only ane ingredient and the use |wherever available from firms |
IP+Omidazole - |of FDC may lead to misuse. ' and earlier data submitted by
1P+Alpha 2. Increased rigk of emergence of drug resistance dulthem were thoroughly
Tocopherol A to misuse of FDC . examined, The Commitiee
Ip obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
|irrational. - -
799)Ofloxacin+Omidaz|50mg+125 |Oral a, The replies /clarifications
ole mng suspensioll. Both ingredients of the FDC have different wherever available from firms
n therapeutic indcations and earfier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalonesxamined. The Committee
3, Safety coficerns in paediatric patients. {obesrved that data submitted
and avajlable peer reviewed
scientific evidences do not
support the rationality of this
. FDC. Hence, the Committee
considered this FDC as
irrational,

4




~ Tgo1. |Amoxycillin
? Trihydrate—*-tin'zdazcjmg

Ie

isammg+3ezoiﬁ|m

iaui unader- ‘

iThe committee neted ihat the pharmacokingtics of -
Amoxiciilin require desing frequency & heurly In
contradiction Tinidazole dosing is twice 1 duy. Further
ihe profrosed mdicaticrs are not as per the clinical
indicntion-of these two individual drugs such as

of amoebinsis and Amoxiciltin does pol kave any role

for manufacturing and marketing.

and therefore the FDC does not have any rationale. Even
for H. pylert infection the proposed FDC is not vationale.
The proposed FDC is alse not approved mywhere in Lhe
world. Hence the committee didn’t recommend the FDC

L Already discussed by previons Comimittes 6n 16.03.20 14 The replies Jelarifications

whersver available from firms
and eeriier data submitied by
them were thoroughly
examined. The Commitiee
obestved that data submitied
iand available pesr reviewed

Amoebiasis. Tiniduzoie is good enough for the treatment] . .. )
scieniific evidences do not

support the rationality of this
FDC. Hence, the Committse
considered this FDC as
imational.

a, .

of FDC may iead to misuse. )
2. Increased risk of emergence of drug resistance d

to misuse of FOC .

1. Patient may need only one ingredient and the us.

The replies /clarifications

and eariier data submiited by
ukhem were thoroughly
examined. The Committes
obestved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.

wherever available from firms |

Already discussed by previous Committee on
11.06,2014 as under-

This FDC is not a standard antibiotic combination.
This is riot the first line combixation to be used in
any clinical condition and there is no published

the NDAC meeting held on 23.08.2013, it was
observed that misuse potential of this FDC is very
high. Although the FDC may ‘be useful for certain
fever or moderate to severe lower respiratory tract
did not produce any data on pharmacokinetic and

pharmacodynamic interaction as well as safety &

anywhere in the world. Hence it is not recommen
for approval. .

population of patients of multi-drug resistant typhoi

efficacy of the FDC, This FDC is also not approved |
e}

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee

scientific data in combining this two drugs. Also in |obestved that data submitted

and available -peer reviewed
|scientific evidences do not
support the rationality of this
DC. Hence, the Committee
considered this FDC as -

infections, the misuse potential is very high which |irrational.
will cause antimicrobial drug resistance. The firms

] 805 Nimorazole+Oflox
i _|acin
. |cefixime+
' |azithromiycin
s B 1V anhyd.rous
J S azithromycin +
o |ofloxacin

icaated-
iTabiet
500mg+200|Tablet
fmig
200mg+  {tablets
250 mg
500m g+  |tablets
400-mg

a, )
| Pharmacodynamically irrelevant FDC. -

.

The replies /clarifications
wherever available from firms

3. Increased risk of emergence of drug resistance durmd ‘earlier data submitted by
|to misuse of FDC .

them were thoroughly
examined. The Committce
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
irrational.

"
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Fluconazole
IP+Azithromysin |
1B+Secnidazole 1P

1i0mg+100[Kit

ng

g+ 0G0 |Tables |

The replies /clarifications

a, :
1. Pharmacodynamicaiiy’ irrelevani due o diercat [wherever available from firms
and earlier data submitted by

therapeutic indicaiions of ingredients. FDC may

Increase rsk of ermergencs of drug resistance. them were thoroughly

2. Patient may require only one ingredient examinad. The Committee

3. Azithromycin and flucorazole both increase QTc|obesrved that data subrnitied

interval, Potential cardiac toxicity, and available peer reviewed

hup:fireference. medsoupe. comidrg- scientific evidences do not
support the ratnonality of this

interactionchecker,
FDC. Hence, the Committae

4.The Committer: reexamined the combikit of this |considered this FDC as
formulation and it was opined that all the three dmglﬁn’ationa].

are not used for same duration in treatment of PID,
Vaginal infection.The nse of azithromycin is not as
per the CDC guidelines (07.01.2016).

The replies /clarifications

(818

o
=l N

200mg+500|Tablets |Already discussed by previous Committe€ on.

] romycm

Cetixime
Trihydrate mg 11.06.2014 as under- ) wherever available from firms
IP+Azithromyein This FDC is not a standard antibiotic combination. |and earlier data submitted by
Dihydiate IP This is not the first line combination to be used in [them were thoroughly
any clinical condition and there is no published examined. The Commiitee
|scientific data in combining this two drugs. Also in [obesrved that data submitted
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
abserved that misuse potential of this FDC is very (scientific evidences do not
high. Although the FDC may be useful for certain  [support the rationality of this
population of patients of multi-drug resistant typ.hoi*FDC. Hence, the Committee
fever or moderate fo severe lower respiratory tract |considered this FDC as
infections, the misuse potential is very high which [irrational.
will cause antimicrobial drug resistance. The firms | -
did not produce any data on pharmacokinetic and
pharmacedynamic interaction as well as safety &
efficacy of the FDC. This FDC ig also not approved
anywhere in the world. Hence it is not recommendeq
for approval.
Ccii:odox1me+Azu 200mg+250|Tabiets * |Already discussed by previous Committee on The replies /clarifications
;pmg 11.06.2014 as under- wherever available froin firms
and earlier data submlttcal by

]nfechous Disease Society of America (IDSAY
American Thoracic Society {(ATSyecommends the [them were thoroughly" ™
combination of B-lactam + Macrolide for the ~ |examined. The Committée
treatment of community acquired pneurnonia and  Jobesrved that data submitted
cefpodoxime has been mentioned as one of the B-~ and available peer reviewed
lactams. However, the dosage of Azithromycin is' [scientific evidences do not
500 mg on day one followed by 250 mg once daily |support the rationality of this
for 4 days while cefpodoxime has to be given 200 |FDC. Hence, the Committee
mg twice daily for 7 days. Therefore, there is a considered this FDC as
mismatch in the dosage schedule of Cefpodoxime +|imational.

Azithromycin. Although concomitant therapy of twd

drugs may be required in some patients of CAP
however there is no dose compatibility. It was
observed that misuse potential of this FDC is very
high which will cause antimicrobial drug resistance,
Hence, the FDC for CAP is not recommended for

approval.

b3







820 CefpodoximﬁLevijZOOmﬁ'-ASO Tablefs |a, The replies /clarifications

floxacin mg |.Pharmacodynamically irrelevant F1C. wherever gvailable from firms
2. Increase risk of emergence of drug resistance dueand earlier data submitted by
to misuse of FDC . them were thoroughly
| Already discussed by previous Commltteeon examined. The Committee
11.06.2014 as under- obesrved that datd submitied

IDSA/ATS guidelines does not mention treatment |and available peer reviewed
with this FDC in cuatpatient management. Further  (scientific evidences do not
fifm also did not present any data on safety and suppor the rationality of this
efficacy of FDC and the FDC is not approved FDC. Hence, the Committee
anywhere in the world. Although concormitant considered this FDC as
therapy of two drugs may be required in some irrationai.

patients of CAP however there is no dose
compahbility. It was observed that misuse potential
of this FDC is very high which will cause
antimicrobial drug resistance. Hence, the committes
did nat recoinmend for approval.

.

82} |Cefixime+Azithro |200mg+250|Film Already discussed by previous Commltteeon The replies /clarifications
mycin mg/500mg |coated |11.06.2014 as under- wherever available from firms
Bitayered| This FDC is not a standard antibiotic combination. |and earlier data submitted by
Tablets [This is not the first line combination to beused in  jthem were thoroughly
any clinical condition and there is no published ~ |examined. The Committee
scientific data in combining this two drugs. Also in [obesrved that data submitted
. [the NDAC meeting held on 23.08.2013, it was and available' peer reviewed
observed that misuse potential of this FDCis very |scientific evidences do not
high. Although the FDC may be useful for certain  [support the rationatity of this
population of patients of multi-dnug resistant typhoifF DC. Hence, the Committee
fever or moderate to severe lower respiratory tract [considered this FDC as
infections, the misuse potential is very high which |irrational.
will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the wosld. Hence it is not recomr_nende-T

. |for approval,
825 |Cefpodoxime+Levg200mg+250]Oral a, The replies /clarifications
. |floxacin mg Tablet |1.Pharmacodynamicatly irrelevant FDC. wherever available from firms
' 2. Increase rigk of emergence of drug resistance dueland earlier data submitted by
to misuse of FDC . them were thoroughly
Already discussed by previous Committee on examined. The Committee
11.06.2014 as under- obesrved that data submitted

IDSA/ATS guidelines does not mention treatment . |and available peer reviewed
with this FDC in outpatient management. Further  [scientific evidences do not
firm also did not present any data on safetyand * |support the rationality of this
‘|efficacy of FDC and the FDC is not approved FDC, Hence, the Committee
anywhere in the world. Although concomitamnt considered this FDC as
therapy of fwo drugs may be required in some irrational.

patients of CAP however there is no dose
compatibility. It was observed that misuse potential
of this FDC is very high which will cause
|antimicrobial drug resistance. Hence, the commi
Id:d not recommend for approval.

e .
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324 |Cefixime + 200/200mg |Tablet  [Already discussed by previous Comnittee on The replies /clarifications
azithromycin +250/500m 11.06.2014 as under- . wherever available from firms
g This FDC is not a standard antibiotic combination. |and earlier data submitted by
' This is not the first line combination fo beused in |them were thoroughly
any clinical condition and there is no published exarnined. The Committee
scientific data ic combining tiis two drugs. Also in obesrved that dat submitred
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misuse potential of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for certain _ |support the rationality of this
population of patients of muiti-drug resistant typhoifFDC. Hence, the Committee
fever or moderate to severe lower respiratory tract considered this FDC as
infections, the misuse potential is very high which jrrational.
will cause antimicrobial drug resistance, The firms
dgid not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywliere in the world. Hence it is not recommended
forapproval.
828lOfloxacin - |50mg+123 Suspensi |3, The replies /clarifications
1P+Ormidazole I[P |mg on 1. Both ingredients of the FDC have different wherever availabie from firms

therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will lead to themn were thoroughly
emergence of antibiotic resistance against quinalon xamined. The Commnittee
3. Safety concems in paediatric patients. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

829 |Azithromyein

250mg/500 |Film

Dihydrate mg+200mg |Coated
1P+Cefpodoxime tablets
Proxetil IP

as under-

B-lactam -+ Macrolide for the {reatment of commun!
acquired pneamonia and cefpodoxime has been

mg once daily for 4 days while cefpodoxime has to

shere is no dose compatibility. It was abserved that

CAP is not recommended for approval.
In gonorrhea, the secommended dose is ither

single dose. Therefore the propased FDC isnot
recornmended for apgroval. '

mentioned as one of the B-laciams. However, the dosage
of Azithromycin is 500 mg on day one ‘followed by 250

misuse potential of this FDC is very high which will
cause antimicrobial drug resistance. Hence, the FDC for

azithromycin 1g as single dose or cefpodoxime 400 mg

“Already discussed by previous Committee on 11.06.2014 The replics /clarifications

wherever available from firms

Infectious Disease Society of America (IDSAY American| and earlier data submitted by
Thoracic Society (ATS) recommends the combination of| {hem were thoroughly

ity |examined. The Committee
obesrved that data sgbmitmd
and available peer reviewed

be scientific evidences do not

given 200 mg twice daily for 7 days. Therefore, there ", a|support the rationality of this
mismatch in the dosage schedule of Cefpodoxime “ " "|FDC. Hence, the Committee
Azithromyein, Althovgh qdneomimnt'merapy oftwo  |considered this FDC as

drugs may be required in some patients of CAP however |irrational.

838 |amoxyeillin
trihydrate+
tinidazole

500 mg+ |film
300 mg coated
tablet

as under-
The comnittes noted that the pharmacokinetics of

the proposed indications are not 25 per the clinical
indication of these two individual drugs such as-.

and therefore the FDC does not have any rationale.

world. Hence the committee didn't recommend the
for manufacturing and marketing.

Amoebiasis. Tinidazole is good enough for the treatment
of amoebiasis and Amoxicitlin does not have any role

Already discussed by previous Committee o0 06.03.2014 | The replies fclarifications

wherever available from firms
and earlier data submitted by

Amorxicillin require dosing frequency 6-8 houtly. [n themn were thoroughly
contradiction Tinidazole dosing is twice a day. Further

examined. The Comunittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not

Even support the rationality of this

for H. pylori infection the proposed FDC is not rationale. FDC. Hence, _the Committee
The proposed FDC is also not approved anywhere in the considered this FDC as

FDC irrational.

/ ys~




839. ceﬁximei-

200mg+

film Already discussed by previons Conmmittee o J 1. 662‘0 14| Fliefeplies /clarifications-

- [azithromycire. . . [250 mg coated |[asunder- wherever available from firms
" ) tablet |This FDC is nota sianda ik :;‘lli'llotlf. cemblmtm"t T hlS and earlier data submitted by
ig not the first line combinstion 1o be used in any ciinical{g o were ﬂlordughly
condition and there is no published sciencific data in examined. The Committee
combining this two drugs. Also in the NDAC meeting .
eld on 23.08,2013, it was observed that niisnse potential °:fm.‘:f':* data "“b‘.'“‘;t::
of this FDC is very high. Although the FDC may be |20 2véileble peer revie
useful for certein populztion of patients of malti-drug scientific ewd?nccs_do not .
resistant typhoid fever or moderate to severe fower support the rationality Ot:ﬂ“s
respiratory tract infections, the misuse potential is very {FDC. Hence, the Committee
high which will causc antimicrobiat drug resistance. The |considered this FDC as
firms did not produce any data on pharmacokinetic and [irrational.
pharmacodynamic interaction as well as safety &
cfficacy of the FDC. This FDC is also not approved
‘ anywhere in the world. Hence it is ot recommended for
approvai, .
844| Azithromycin 125mg+50 (Suspensi [a, ‘ ) The replies /clarifications
+ofloxacin mg on 1Ofloxacin is not safe in childreri. whicrever available from firms
2. Increased risk of emergence of drug resistance. |and earlier data submitted by
3. Patient may need only one ingredient and use of {them were thoroughly
FDC may Ie¢ad to misuse, examined. The Commitiee
" {obesrved that data submitted
and available peer reviewed
scientific' evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
845|Metronidazole 100mg+100]Suspensi |a, The replies /clarifications
benzoate+Norfloxa|mg on L.FDEs of quinolones and nitroimidazoies (e.g. wherever available from firms
cin norfloxacin + metronidazole, ciprofloxacin + and earlier data submitted by
tinidazole, oflexacin + ornidazole) havenot been  |them were thoroughly
recommended in children. examined. The Committee
2.This FDC can rapidly give rise to resistant strains [obesrved that data submitted .
of organisms, which is a matter of serious concemn available peer reviewed
the health care sitwation in our resource poor country. [scientific evidences do not
support the rationality of this
[Kasaria Rajul, A. Elwnalai2, Eddla Srid. FDC. Hence, the Committee
IRRATIONAL DRUG COMBINATIONS. Vol considered this FDC as
" |3\issue 2} 2013 | 52-36 irrational.
846 Azithromycim+  [250mg+200{Tablet |a, The replies /clarifications
ofloxacin mg ‘ 1.Pharmacodynamically irrelevant FDC. wherever available from firms
2. Increased risk of emergence of drug resistance d carlier data submitted by
to misuse of FDC. them were thoroughly
- examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irvational.
848|Omidazole+Ofloxal125 Suspensi |a, : The replies /clarifications
cint mg+50mg |onforal |1 Both ingredients of the FDC have different wherever available from firms
liquid = |therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will Tead to them were thoroughly
emergence of antibiotic resistance against quinalo ined. The Committes
3. Safety coricems in pacdiatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
Y irrational.
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rs57]CofimetLevoRlod 400mg+300[ Tablet
. lacin Hemilydrate (mg - N

“TAlready discussed by previous Committee on

The replies fclarifications
11.06.2014 as 1nder- wherever available from firms -
This FBC is not a standard antibiotic combination. |and earlier data submitted by
This is not the first line combination to be used in  |thern were thoroughly

any clinical condition and there is no published examined, The Committes
scientific data in combining this two drugs. Also in ohesrved that data submitted ~
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misuse potential of this FDC is very scientific evidences do not
high. Although the FDC may be useful for certain |support the rationality of this
population of patients of multi-drug resistant typho . Hence, the Committee
fever or moderate to severe lower respiratory tract considered this FDC as
infections, the misuse potential is very high which irrational. ’

will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmaopdynamic interaetion as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommended
for approval. :

857|ofloxacin+
beclomethasone -
dipropionate+
clotrimazolet
lignocaine HCL

03%+ drops
025%+
1% + 2%

a, . The replies felarifications
Pharmacodynamically imrelevant- wherever available from firms
1.Each ingredients of FDC has different therapeutic|and earlier data submitted by
indication and is at variance from the concept and  jtliem were thoroughly
purpose of FDC. examined. The Committee

2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is liable to be misuse and emergence afind available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might |support the rationality of this
actually worsen the treatment as it encourages fun . Hence, the Committee
growth. NO study is found supporting the combinedconsidered this FDC as

tuse of an antibacterial with an antifungal ingredient irrational.

4_Lignocaine use in discharging ear is not required
(07.012016).

%61 |Cefpodoxime+Levd200mg*250 Tablets

a The replies /clarifications

Fenbendazole

Pyrantel Pamoate* +144mg

+500mg

floxacin mg 1.Pharmacodynamically irrelcvant FDC. wherever available from firms
7. Increase risk of emergence of drug resistance du and earlier data submitted by
to misuse of FDC . ) them were thoroughly
Already discussed by previous Committee on examined. The Committee
11.06.2014 as under- . ) obesrved that data submitted
IDSAJATS guidelines does not me! tion treatment [and available peer teviewed
with this FDC in outpatient management. Further scientific evidences do not
firm also did not present any data on safety and support the rationality of this
efficacy of FDC and the FDC is not approved FBC. Hence, the Commiites
anywhere in the world. Although concomitant considered this FDC as
therapy of two drugs may be required in some irrational.
patients of CAP however there is no dose
compatibility. 1t was observed that misuse potential
Yof this FDC is very bigh which will cause
antimicrobial drug resistance. Hence, the committee
did not recommend for approval.
862) Praziquantel + 50mg |Tablets |2, It is a veterinary drug,not mean

1. Patient may need only one ingredient and use of for human use.
FDC tnay lead to misuse.
2.Dosing shedule mismatch amongst ingredients.

wF

T PP



P

- {The repliac Idﬁﬁcaﬁons )

500mg

This is not the first line combination to be used in
any ciinical condition and there is no published
scientific data in combining this two drugs. Also in |obesrved that data submitted
the NDAC mesting held on 23.08.2013, it was
observed that misuse potential of this FDC is very [scientific evidences do not
high. Although the FDC may be uséful for certain
Population of patients of multi-drug resistant typhoi
fever or moderate to severe lower respiratory tract {considered this FOC a5
infections, the misuse potential is very high which |irrational,

will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacedynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommende

- 863 Doxycycline - [100mg+10 [Capsule Ja, . - c e e
" [hyclatet-Serratiopepmg : Pharmacodynamically irrelevant- wherever available from firms
|tidase . - = {1. Increased risk of emergence of dmg resistance. and carlier data submitted by -
2. Patient may need ouly one ingredient and use of |thern were thoroughly
FDC may lead to misuse. examined. The Conimittes - .
- obesrved that data submitted
and available peer reviewed
) scientific evidences do not
support the rationality of this
FDC. Hence, .the Committee
considered this FDC as
irrational.  ~
867 |CefiximetAzithro 2C0mg/200 |Tablets Already discussed by previous Committes on The replies /clarifications
" Imycin mg+250mg/ 11.06.2014 as under- wherever available from firms
This FIIC is not & standard antibiotic combination, and earlier data submitted by

them were thoroughly
examined. The Commitice

and ‘availablz peer reviewed

support the rationality of this
C. Hence, the Committee

_ | for approval.
869[Ofloxacin+Beclom [0.3%w/v+0.|Ear a, i The replies /clarifications
 |ethasone 025%wiv+1|Drops Pharmacodynamicaily irrelevant- wherever available from firms
Dipropionate+Clot%w/v+2%w L.Each ingredients of FDC has different therapeutic {and earlier data submitted by
imazole+Lignocain|/v - |indication gnd is at variance from the conceptand [them were thoroughly
e HCL ) purpose of FDC. : : examined. The Committee

2. Combining antibiotic antifungal, steroid in the [obesrved that data submitted

resistance and adverse effects,

3.Use of steroid in case of fungal infection might
actually worsen the treatment as it encourages fun
growth. NO study is found supporting the conthin

" |present FDC is liable to be misuse and emergence dfind available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

ediconsidered this FDC as

use of an antibacterial with an antifungal ingredient)irrational, -

|4-Lignocaine use in discharging ear is not required

(07.01.2016).
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876 Cefpodbxine-‘rAzilli

T00mg+125

mg. Te tablet

Dispersib|®

1. Increased ris-k of emergence of dnig resistance, ,
% Patien may need doly one ingredient and use of FDC may lead to
misuse. - '

 |3.Aithronyein decreases effects of cefpodoxime by

pharmacodynamic antagonisn, Significant interaction
possible Bacteriostatic ingredients may inhibit the effects of
bactericidal i ienis. .
hrm://refermce.medsm,pe.cam/dmg—l‘niemcﬁonciieck;r.

Already discussed by previous Committee on 1 1.06.2014 as unider-
Infectious Discase Society of America {IDSAY American Thorscic -
Society {ATS) recommends the combination ot B-lactam +
Macrolids for the treatment of community acquired pocumonia and
cefpodoxime has been mentioned as one of the B-lactams. However,
the dosape of Azithromycin is 500 g on day one followed by 250
my once daily for 4 days while cefpodoxime has to be given 200 my
twice daily for 7 days. Therefore, there is a mismatch in the dosage
schedule of Cefpodoxime + Azithromycin. Although concomitant
therapy of two drugs may be required in some patients of CAP
howaver there is no dose compatibility. It was observed that misuse
potential of this FDC is very high which wifl cause antimicrobial
drug resistance, Hence, the FOC for CAP is not recommended for
approval- - . .

The replies fclarifications -
wherever available from firms
an earlier data submitted by
them were thorsughly
examined. The Committee
obesrved that datd submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

the NDAC meeting held on 23.08.2013, it was
observed that misuse potential of this FDC is very
high. Although the FDC may be useful for certain
population of patients of multi-drug resistant typhoi
fever or moderate to severe lower respiratory tract
infections, the misuse potential is very high which
will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommendex
for approval.

877 Cefpodoxine—I-AzidTmOmg-!-ZSU Tablets ﬂl\s crcased sk of e o e The replies /clarifications
s M . Increa: emergence s TesiStace. R o - 1
romyein img 2. Pati e o Sicut and use Of FDC may lead wheraver availabie from firms

mis::“ iy need only one = mey 16341 and earlier data submiited by

3. Azithromycin decreases effocts of cefpodoxime by them were thoroughly.

pharnacodynantic antaganis. S‘g"iﬁ’i‘i:::m“‘“ " examined. The Committee

D b ds obesrved that data submitted

iy reference.medscape.com/drug-interactioncheck - and available peer reviewed
ey & " . o e scientific evidences do not

Already discussed previous Committee on 11 ,2014 as ander- at? : i

nections Disease Society of America (IDSA) American Tharacic support the nm_onaluy of_ﬂus

Society (ATS} recommends the cambination of B-lactan: + FDC. Hence, the Committec

acrolide for the trcatment of community acquired premonia and considered this FDC as

cefpodaniine hes been mentioned 25 one of the B-lactats. However, |irrational.

the dosage of Azithromyein is 500 mg on day one followed by 250

gz once daily for 4 days while cefpodoxime has to be given 200 mg

twice daily for 7 days. “Therefore, there is a mistoarch in the dosaga

schedule of Cefpodoxime + Azithromycin. Although concomitant

&nernpyofmodrugsmaybemquimd_hsomcpéﬁ_mtsufqu

Lowever there is no dose compaiibility. It was observed that tnisuse

potential of this FDC is very high which will cause antimicrobiak

drug resistance. Hence, the FDC for CAP is not recemmended for

approval.

378 |Cefixime+Azithro |200mg+250| Tablets Already discussed by previous Committes on The replics /clarifications
mycin mg 11.06.2014 as under- - ' wherever available from firms

This FDC is not a standard antibiotic combination. |and earlier data submitted by

This is 1ot the first line combination to be usedin [them were thoroughly

any ¢linical condition and there is no published examined. The Committee

scientific data in combining this two drugs. Also in obessved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this

DC. Hence, the Committee
considered this FDC as
irrational.

_——
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879|Cefpodoxime 320mg+500|Tablets o, . . - - ___ . . . The replies /clarifications:
+Azithromyein  -img ‘ . |1 Increased risk of emergence of drug resistence. . . wherever available from firms
fé:iatt;e::i:z:i need only one ingredient and age of FDC may |d ear}_ier data submitted by
3.Azithromycin decreases effects of cefpodaime by [them were thoroughly
pharmacodynamic antagonism. Significant inferaction: examined. The Committee
possible. Bacteriostatic ingretlients may nhibit the effects of obesrved that data submitted
bactericidal ingredients. and available peer reviewed
Imp.'//f:_ference.ﬂdﬂ:pg_ﬂoﬂt/drug—i{:temﬂinmhdgﬁ . {scientific evidences do not
:;:dr:dy discussed by previous Committes on l|.06.?014 as support ihe rationality of this
This FDC is not a staadard antibiotic combination. This is not| FDC- Hence, the Committee
the first line combination to be nsed in any clinical condition considered this FDC as
and there is no published scientific data in combining this  |irrational.
two drugs. Also in the NDAC meeting held on 23.08.2013, it
was observed that misuse potential of this FDC is very high.
Although the FDC may be useful for certain population of
patients of multi-drug resistant typhoid fever or moderate to
severe lower respiratory tract infections, the misuge potential
is very high which will cause avtimicrobial drug resistance,
The firms did not produce any data on phamacokinetic and
pharmacodynamic interaction as well as safety & efficacy of
the FDC, This FDC is also not epproved anywhere in the
world, Hence it is not recommended for approval.
880{Ofloxacin-+Ornidaz{50.0mg+12 Liquid |a, The replies /clarifications
ole 50mg  Joral |1 Both ingredients of the FDC have different wherever available from firms
. therapeutic indcations : and earlier data submitted by
2.In2ppropriate use of ornidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committec
3. Safety concems in paediatric patients. obesrved that data submitted
and svailable peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
881|Ofloxacin+Omidaz{50.0mg+12 (Liquid |a, The replies /clarifications
ole 5.0mg oral 1. Both ingredients of the FDC have different wherever available from firms
therapeutic indcations ‘ and earlier data submitted by
2.Inappropriate use of ornidazole will lead to them.were thoroughly
emergence of antibiolic resistance against quinalor ined. The Committee
3. Safety concems in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
considered this FDC as
irrational. .
88210floxacin+Ormidaz|50.0mg+12 Liquid [a, The replies /clarifications
ole 5.0mg oral 1. Both ingredients of the FDC have different wherever avaitable from fimns
therapeutic indcations and earlier data submitted by
2.Inappropriate use of ornidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalo; ined. The Committee
3. Safety concerns in pacdiatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.
M S0



5231 Ofioxacin+Omidaz|50.0mg125.|Suspensi [a. T -

ole L

Omg - . fon

1. Both ingrediests of the FDC have different
'| therapeutic indcations L ‘
2.Inappropriate use of ornidazole will lead to

3. Safety concemns ifi paediairic patients.

emergence of antibiotic resistance against quinalo

The replies /clarifications -
wherever available fromi firms
and earlier data submitted by
themn were thoroughly
ined. The Committes
obésrved that data submitted
and available peer reviewed
scientific evidences do not
suppost the rationality of this

_|FDC. Hence, the Committee

considered this FDC as
irrational.

885/ orfloxacin

100mg-+100!Suspensi |a,

1.FDCs of quinolones and nitroimidazoles (e.8.

The replies /clarifications

[P+Metronidazole {mg on wherever available from firms
Benzoate IP norfloxacin + metronidazole, ciprofloxacin + Iand earlier data submitted by
’ tinidazole, ofloxacin + ornidazole) have not beén jthem were thoroughly
recommended in children. examined. The Committee
2.This FDC car rapidly give ris¢ to resistant strains obesrved that data submitted
of organisms, which is a matter of serious concem available peer reviewed
the health care situation in our resource poor country. scientific evidences do not
. - support the rationality of this
Kasarla Raju, A. Elumalai, Eddla Srid. FDC. Hence, the Committee
" IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. ircational. ‘
886[Ofloxacin 50mg+125 |Suspenst |a, ) " | The replies Jclarifications

[P+Omidazele P |mg on

1. Both ingredients of the FDC have different
therapeutic indcations

2, Inappropriate use of ornidazole will lead to
emergence of antibiotic resistance against quinal
3. Safety concems in paediatric patients. '

. |wherever available from firms

and earlticr data submitted by
em were thoroughly
mined. The Committee
obesrved that data submitted
avajlable peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
considered this FDC as
frrational.

887|Cefixime IP eq. to [400mg+500|Tablets " ja, -

anhydrous

Ceﬁxime+1evoﬂ6xi
cin Hemihydrate 1P
eq. to Levofloxacin

mg

1 _Pharmacodynamically irrelevant FDC,
2. Increased risk of emergence of drug resistance
to misuse of FDC .

The replies /clarifications
wherever available from firms
and carlier data submitted by
them were thoroughly
examined. The Commiliee
obesrved that data subriitted
and available peer reviewed
scientific evidences do not .
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

Sh




888 jCefixime+Agzithro 200mg/200 |Tablefs & Already discuisgpd-by Pprevious Committee on*~  JThe replies /clarifications
myein mig+250mg/| Dispesibl | 11.06.2014 as under. ’ e . i+ |wherever available from firms
500mg & e Tablets | This FDC is not a standard antibiotic combination. {and earfier data submitted by
100mg+125 This is not the first line'combination to be used in them were thoroughly
mg any clinical condition and there is no published  |examined. The Commi tee
o - scieritific data in combining this two drugs. Also'in obesrved that data submitted
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misuse potential of this FDC is very [scientific evidences do not
high. Although the FDC may be useful for ceriain jsupport the rationality of this
population of patients of mulfi-drug resistant typhoifFDC. Hence, the Committee
fever or moderate to severc lower respiratory tract [considered this FDC as
infections, the misuse potential is very high which [irrational.
Jwill cause antimicrobial drug resistance. The firms
did not produce any data on Pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere it the world. Hence it is not recomp
for approval.
839  |RoxithromycintSe 150mg+10 |Film Already discussed by previous Committee on The replies /clarifications
ratiopeptidase IP  [mg Coated  [11.06.14 as under wherever available from firms
Tablets | The firm did not turn up for presentation. and earlier data submitted by
Roxithromycin is an macrolide antibiotic and them were thoroughty
Serratiopeptidase is an proteolytic enzyme having antijexamined. The Committee
inflammatory effects. The standard treatment obesrved that data submitted
guidelines do not recommend such a combination. |and available pecr reviewed
Hence the committee did not recommend for scientific evidences do not
approval, support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

8901 Levofloxacin+Azit 250mg/500 |Tablets a, The replies /clarifications
bromycin mg+250mg/ I.Phannacodynanﬁcaﬂy irrelevant FDC. wherever available from firms

500mg 2. Increase risk of emergence of drug resistance duejand carlier data submitted by
to misuse of FDC . them were thoroughly

examined. The Commitiee

Already discussed by previous Commiittee on obesrved that data submitted
11.06.2014 as under- and available peer reviewed
IDSA/ATS guidetines does not mention treatment [scientific evidences do not
with this FDC in outpatient management. The support the rationality of this
guidelines recommends the use of levofloxacin al, C. Hence, the Committee
in out patient management of CAP, Hence the considered this FDC'as
committee did tiot recommend for approval, irrational
Levofloxacin is not recommended for MDR
fever, in any of the recommended treatment
Buidelines, Hence this FDC is not recommended
approval in MDR typhoid fever.

893} Azithromycin 500mg+250|Film a, The replies /clarifications
IP+Levofloxacin mg/500mg |Coated |1. Pharmacodynamically irrelevant FDC. Incresse {wherever available from firms
Hemihydrate [P Tablets  Irisk of emergence of drug resistance as patient may land earlier data submitted by

need only one ingredient. them were thoroughly

2. Azithromycin and levofloxacin both increase QT¢examined. The Committes

interval, obesrved that data submitted
and available peer reviewed

htp://mj&ren_ce.medvcape.mm/dmg— scientific evidences do not

interactionchecker, support the rationality of this
FDC. Hence, the Committee
considered this FDC as

irrational.

Ot
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Doxycyeling HCL

| 894 100mg-600[Film 13 B “TSubjudice
1P eq. 0 me+50mg |Coated ‘Pharmacodynamicelly irrelevant- . ‘
- Doxycycline Tablets . |1. Patient may need only one ingredients and may
anhydrcus+Tinidaz fead to misuse
ole 2 Theie is a risk of antibiotic resistance .
[P+Betacyclodextri ;
nUSE :
895|Doxycycline HCL |100mg+5C0|Film a, . Subjudice
IP eg. to mg+50mg |Coated Pharmacodynamically irrelevant-
Doxycycline Tablets |1. Patient may need only one ingredients and may
anhydrous+Omidaz iead to misuse
ole : 2.There is a risk of antibiotic résistance -
1P+ Betacyclodextri
| inUSE
900|Cefixime (As 200mg+250{Film a, The replies Jclarifications
Tribydrate)-Azithr {mg Coated |15 of antibiotic FDCs can rapidly give rise to resistant © | wherever available from firms
omycin Dribydrate |Tablets [ of organisms, which is 3 matier of serious concem 10 |1 earficr data submitted by
3 ‘ the Fealth care situation in o0 [ESOLTCE POOT Counity. :
1P 2 Pharmacokinetic incopmpatibility them were thoroughly
Already discussed by previous Committee on 11062014as |examined. The Committee
under- obesrved that data submitted
This FDC is not a standard antibiatic combination, This is not and available peet reviewed
a“':dﬁ’?‘“m::'}"‘ “mb;'fh:::: “’.b‘t'i‘;ddi:;f‘y "“’“;mﬁ"“ scientific evidences do not
18 OO pu scienfinc in com! S . . .
two drugs. e in the NDAC meeting held on 23.08.2013, it support the rationality of this
e cbeureed that misuse potential of this FDC is very bigh. FDC. Hence, the Committee
Although the FDC way be seful for certain population of considered tiis FDC as
patients of multi-drug resistant typhoid fever or moderate to jrrational.
severe lower respiratory trect infections, the misuse potential
is very high which will cause antimicrobial drug resistance.
The finns did not produce any data on phannacokimﬂcand
harmacodynamic interaclion as well as safety & efficacy of
the FDC. This FDC is also not approved anywhere in the
world. Hence it is not for approval
503|Ofloxacin 100mg+200)|Oral a ' _|The replies Iclarifications
[P+ Metronidazole mg+10mg Suspensi |1. Both ingredients of the FDC have different wherever available from firms
[P+Zinc Acetate on therapeutic indcations . and earlier data st_lbmitted by
USP 2.Inappropriate use of metronidazole will leadto  |them were thoroughly
emergence of antibiotic resistance against quinalon ined. The Committee
3, Safety concerns in paediatric patients. obestved that data submitted
“\and available peer reviewed
scientific évidences do not
support the rationality, of this
FDC. Hence, the Committec
considered this FDC as
irrational.
906|Norfloxacin 200mg+200|Tablets 12, . The replies {clarifications
1P+Metronidazole (mg 1.FDCs of quinolones and nitroimidazoles (€.8. wherever available from firms
1P norfloxacin + metronidazole, ciprofloxacin + and ecarlier data submitted by
tinidazole, ofloxacin + omidazole) have not been them were thoroughly
recommended in children. -  |examined. The Committee
2 This FDC can rapidly give rise to resistant strains obesrved that data submitted
of organisms, which isa matter of serious concern +n\d available peer reviewed
the health care situation in our resource poor country. scientific evidences do not
K support the rationality of this
Kasarla Raju, 4. Elumalai, Eddla Srid. FDC. Hence, the Committec
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. jrrational.
L |
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The replies /clarifications

908/Ofloxacin- . . 50mg+100., - [a, - - o .
_ |IP+nitazaxanide mg - {Suspens [1. Both ingredients of the FOC have different - |whereves available from firms
" [therapeutic indcations and earlier data submritted by
2.Inappropriate use of nitrazoxanide will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Commitiee
-'|3. Safety concerns in paediatric piitienis, - {obesrved that data submitted .
and available peer reviewed
scientific evidences do got
support the rationality of this
FDC. Heace, the Committee
considered this FDC as
irrational

913|Norfloxacin IP + 100mg+100) Suspensi [a, The replies /clarifications
Metronidazole mg 1.FDCs of quinoloaes and nitroimidazoles (e.2. wherever available from fiting
Benzoate IP norfloxacin + metronidazole, ciprofloxacin + ‘ and earlier data submitted by

tinidazole, ofloxacin + omiidazole) have motbeen  [them were théroughly
recommended in children. ’ examined The Committes
2.This FDC can rapidiy give rise to resistant strains [obesrved that data submitted
of organisms, which is a matter of serious concern tfand available peer reviewed
the health care situation in our resource Ppoor country. (scientific evidences do not

suppoit the rationality of this
Kasarla Raju, A. Ebwsalai, Eddla Srid, FDC. Hence, the Committes
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013:3(2):52-56. irrational,

916/ Diphenoxylate  [2.5mg+0.02{Tablets 3, The replies /clarifications
HCL+Atropine Smg+50mg Pharmacodynamically irrelevant- wherever available from firmg
Sulphate+Furazoli 1. Patient may need only one ingredient which may fand earlier data submitted by
one [lead to misuse and adverse effect. them were thoroughly

2. Use of two antispasmodic can develop more risk |examined. The Committee
of adverse effect. o obesrved that data submitted
3. Use of antibacterial in FDC is irrelevaat, and available peer reviewed
' scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
lrmtlonal. )
922{Fluconazole IP  [150mg+100]Kit {Film a, The replies /etarifications
Tablets+One Omg+750m |Coated Pharmacodynamically irrelevant- oo wherever available from firms
Azithromycin 2 " |Tablets) }1.Each ingredients of FDC has different therapentic {and earfier data submitted by
Tablets IP+Two indication and is at variance from the concept and  [them were thoroughly:
Ornidazole Tablets purpose of FDIC, ' - . [examined. The Committee
P 2. Combining antibiotic , antifungal, in the present obesrved that data submitted
FDC is lizble to be misuse and emergence of and available peer reviewed
resistance and adverse effects, scientific evidences do not
3. NO study is found supporting the combined use upport the rationality of this
an antibacterial with an antifungal ingredient, FDC. Hence, the Committee
considered this FDC as
Irrational,”
923|Nerfloxacin H0mg+120]Suspensi Ja, The replies /clarifications
IP+Metronidazole |mg " |1.FDCs of quinolones and nitroimidazoles (¢.g. wherever available from firms
- |Benzoate IP norfloxacin + metronidazole, ciproflaxacin + and earlier data submitted by
tinidazole, ofloxacin + omnidazole) have notbeen  |them were thoroughly
recommended in children. examined. The Committee

available peer reviewed

2.This FDC can rapidly give rise to resistant strains abesrved that data submiited

of organisms, which is a matter of setious concern

the health care situation in our resource poor country. |scientific evidences do not

support the rationality of this
Kasarla Raju, A, Etumalai, Eddla Srid FDC. Hence, the Committee
URRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. irrational.

[
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924{0floxacin . |50mg+125 |Suspensi
1P+Omidazole iP |mg.

on

| therapeutic indcations

~ JThe replies /clarificatigns -
whercver available from firms
and earlier data submitted by
them were thoroughly
mined. The Commitiee
obesrved that data submitted
and available peer reviewed
scientific evidences do not -
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irsational.

a . - C U LI A
1: Both ingredients of the FDC have different

2.Inappropriate use of ornidazole will lead to
emergence of asitibietic resistance against quinalon
3. Safety concerns in pacdiatric patients.

025 |Ciprofioxacin HCl 250mg+200|Film

Already discussed by previous Committee on " \'The replies /clarifications

1P+Phenazopyridin|mg Coated 111.06.2014 as under- wherever available from firms
e HCl USP Tablets |Ciprofioxacin is an antibiotic and phenazopyridine i eariier.data submitted by
urinary analgesic for syimptomatic relief, Normally {them were thoroughly
ciprofloxacin is used for 5 to 7 days but examined. The Committee’
phenazopyridine is not recommended for more than 2jebesrved that data submitted
days due to its serious side effects. Hence, this and available peer reviewed
combinaticn is sot rational and the committee did not|scientific evidences do not
recommend for approval. * |support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
926|Omidazole 125mg+50 |Suspensi [a, The replies /clarifications
iP+Ofloxacin [P |mg on 1. Both ingredients of the FDC have different wheréver available from firms
therapeutic indcations ' and earlier data submitted by
2 Inappropriate usc of ornidazole will lead to them were thoroughly
| emergence of antibiotic resistance against quinalo ined. The Committee
3. Safety concems in pacdiatric patients. abesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
¥DC. Hence, the Committe
considered this FDC.as
irrational. '
o2olOfloxacin  |200mg+500(Suspensi (a, . B The replies /clarifications
1P+Omidazole P jmg on 1. Both ingredients of the FDC have different wherever available from firms
therapeutic iidcations and carlier data sibmitted by
2.Inappropriate use of ornidazole will lead to hem were thoroughly
emergence of antibiotic resistance against quinalongexa ined. The Committes
3. Safety concerns in paediatric patients. obesrved that data submiitted
E and available peer feviewed
cientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee
ered this FDC as
irrational
030/ Ofloxacin 50mg+125 [Oral a, e replies /clarifications
1P+Ornidazole [P |mg Liquid |1. Both ingredients of the FDC have differesit whercver available from firms

and earlier data submitted by
them were thoroughly
catnined. The Committes
obésrved that data submitted
and available peer reviewed
{scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

therapeutic indcations

2.Inappropsiate use of ornidazole will lead to
emergence of antibiotic resistance against quinalon
3. Safety concerns in paediatric patients.




- 933;Ofloxacin - --|50mg+125 {Oral |, el ow ©= -t . 1 - |The replies /élarificitions
IP+Ormnidazole IP |mg Suspensi {1. Both ingredients of the FDC have different wherever available from firms
- on therapeutic indcations . and earlier data submitfed by
2.Inappropriate use of ornidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalondexamined. The Committee
+|3. Safety concemns i paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
939|Ofloxacin+Omidaz{50mg+120 [Suspensi |a, The replies /clarifications
" jole mg “ lon 1. Both ingredients of the FDC have different wherever available from firms
. (therapeutic indcations and carlier data submiited by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committes
3. Safety concems in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
950| Ofloxacin+Azithro [100mg+100|Uncoated|a, The replies /clarifications
mycin Dihydrate |mg dispersibl} 1 Ofloxacin is not safe in children. wherever available from firms
. ctablet |2, Increased risk of emergence of drug resistance. |and carlier data submitted by |
3. Patient may need only one ingredient and use of jthem were thoroughly
" . |FDC may lead to misuse. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
DC. Hence, the Committee
considered this FDC as'
irrational.

957 [Cefixime 200mg+250{Film Already discussed by previous Commitiee on replles /Iclarifications
Trihydrate IP eg. to |mg Coated  |11.06.2014 as under- wherever available from firms
Cefixime+Azithro Tablets  [This FDC is not 2 standard antibiotic combination.[and earlier data submitted by
mycin Dihydrate [P This is not the first line combmahon tobeusedin |[them were thoroughly
eq. to anhydrous any clinical condition and there is no published  [examined. The Committee
Azithromycia scientific data in combining this two drugs. Also in Jobesrved that data submitted

the NDAC meeting held on 23,08.2013, it was and dvailable peer réviewed
observed that misuse potential of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for certain /support the rationality of this
population of patients of multi-drug resistant typhoitFDC. Hence, the Committee
fever or moderate to severe lower respiratory tmct |considered this FDC as
infections, the misuse potential is very high which lirrational.

will cause antimicrobial drug resistance, The firms

did not produce any data on pharmacokinetic and

pharmacodynamic interaction as well as safety &

efficacy of the FDC. This FDC is also not approved

anywhere in the world. Hence it is not reco

for approval.
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1The ;'eplies Iclariﬁc.ation.s

. o

g5¢lCefixime - 200mg +600{Filin 3 .

Tribydrate 1P ed. to|mg Coated  [1.Use of antibiotic FDOCs can rapidly give rseto~ wherever availebte from firms
Ceﬁxime+Linezcli ITablets resistant strains of organisms,' which is a matter of land earlier data submitted by
de 1P gerious cencem to the health care situation in our them wers thoroughly

- fesource poor country. examined. The Commities

2 Lenizotid is a life saving drug to be used for obesrved that data submtted

MRSA infection and inappropriate usé of lenizolid and available peer ey iewed

canlead to drug resistance. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

The replies Iclarifications
wherever available from firms

a :
i |1. Both ingredients of the FDC have different
- o data submitted bY -

therapeutic indcations
T ;.niappmptiaw usq'of omidazole wiil jead t0
emergence of antibiotic resistance against quinalone

3. Gafety concerns in paediatric patients.

besrved that daia submitted
and available peer reviewed
scientific evidences do not

support the rationality of this
= the Committee

Alveady discussed by previous Committee ot
11.06.2014 as under-
This FDC isnota standard antibiotic combination.
This is not the first line combination t0 beused in
_ - any clinical condition and there is 10 published
Azithromycin : entific data in combining this two drugs. Alsoin obesrved that data submitted
{he NDAC meeting held on 23.08.2013, it was and available pesr reviewed -
observed that risuse potential of this FDC is very scientific evidences do not

¢ FDC may be usefal for certain support the rationality of this
i phoi Hence, the Committes

wherever avat
and eatlier data qubmitted by
them were thoroughly
examined. The Committee

\anywhere in the world.
for approval. -

The replies Iclarifications
wherever available from firms
land earlier data submitted bY .
them were thoroughly
dexamined. The Committce
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationatity of this
FDC. Hence, the Committee
considered this FDC as
jrraticnal.

Ofloxacin
1P+Omidazole 1P (g




969.

- {Proetile

Cefpodoxime

IP+Azithromyein
Dihydrate IP

“T200mgr250

Fiim
mg
tablets

Coated -

Already discussed by p;evious Commitiee on
11.06.2014 as under-- -

‘This is not the first line combination to be used in
any clinical condition and there is no published
scientific data in combining this two drugs. Also in
the NDAC meeting held on 23.08.2013, it was
observed that misuse potential of this FDC is very
high. Although the FDC mzay be useful for certain

fever or moderate to severe lower respiratory tract
1infections, the misuse potential is very high which

did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommend
for approval.

* | The replies Felarifications

'This FDC is not a standard antibiotic combination. {and earlier data submitted by
Hand available peer reviewed
population of patients of muiti-drug resistant typhoi{FDC

will cause antimicrobial drug resistance. The firms |

wherever available from firms

them were thoroughly
examined. The Comnmittee
obesrved that dats submitted

scientific evidences do not
support the rationality of this
. Hence, the Committee
considered this FDC as
jrrational.

970

Amoxycillin
Trihydrate
[P+Dicloxacillin
Sodium
|P+Serratiopeptidag
elP

Hard
gelatin

250mg+250
mg+10mg

capsules

Already discussed by previous Commiktee on

06.03.2014 as under-

Committee opined that combination of

serratiopeptidase with antibiotics has no ratioriale.

Hence Committee didrit recommend for

. imanufacmﬂng and marketing of the proposed FDC
(REJECTED) '

The replies /clarifications
wherever available from firms |
and earlier data submitted by
them were thoroughly
examined. The Commuittee
obesrved that data submitted
and available peer-reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considerad this FDC as
jrrational.

972

Azithromycin
Dihydrate IP eq. to
Azithromycin+Cef
podoxime Proxetil
IPeq. to
Cefpedoxime

Film
Coated
tablets

250mg/500
mg+200mg

TAlready discussed by previous Committee on 11.062014 as
under- .

Infectious Disease Society of America (IDSA) American
Thoracic Society (ATS) recommends the combination of B-
lactam + Macrolide fur the ireatment of commnity acquired
pneumonia and cefpodoxime has béen mentioned as one of
the B-lactams. However, the dosage of Azithromycin is 500
'mg on day one followed by 250 mg once daily for 4 days
while cefpodoxime hes to be given 200 myg twice daily for 7
days. Therefore, there is a mismatch in the dosage schedule
of Cefpodoxime + Azithromycin. Although coscomitant
themapy of two drugs may be required in some patients of
CAP however there is no dose compatibility. I was observed
that misuse potential of this FDC is very high which will

is not recommended for approval.

In gonorrhea, the recommended dosc is either azithromycin
1g as single dose or cefpodoxime 400 mg single dose.
Therefore the proposed FDC is not recommended for
approval.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committec
considered this FDC as
irrational:

%



Tie replies /clarifications

971 |Cefixime 200mg*500{Film Already discussed by previous Committee on .
Trihydraie mg .. |Coated -|11.06.2014 as under- ] - | wherever available from firms
TP+Azithorycin tablets |This FDC isnot a standard antibiotic combination. |and earlier data submitted by
Dihydrate IP This is not the first line combination to beused in  |them were thoroughly
any clinical condition and there is no published {examined. The Committee
Iscientific data in combining this two drugs. Also in [obesrved that data submitted
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misuse potentiat of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for certain |support the rationality of this
population of patients of multi-drug resistant typhoiTFDC. Hence, the Committee
fever or moderate to severe lower respiratory tract considered this FDC as
infections, the misuse potential is very high which irrational,
will cause antitnicrobial drug resistance, The firms ’
did not produce any data on pharmacokinctic and
pharmacodynamic interaction as well as safety &
sfficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is nof recommended
for approval.
976|Ornidazole 50mg+125 |Oral a, The replies /clarifications
{P+Ofloxacin IP  |mg . |Liquid |1. Both ingredients of the FDC have different wherever availtable from firms
‘ ' therapeutic indcations and earlier data submitted by
2. Inappropriate use of ornidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalon amined. The Committee
3. Safety concerns in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
suppori the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational. ‘
979|Ofloxacin 50mg+125 |Symp [a, The replies /clarifications
{P+Ormnidazole IP |mg 1. Both ingredients of the FDC have different whesever available from firms
therapeutic indcations 7 ‘ and earfier data submitted by
2 Inappropriate use of ornidazole will lead to them were thoroughly
emergence of antibiotic resistance against qnin_alon%mlmlined. The Commitiee
3. Safety concems in pacdiatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC.as
irrational.
981|Lignocaine+Clotri |2%w/v+1% |Ear a, ‘ The replies /clarifications
mazole+Ofloxacintw/v+0.3%w|Drops Pharmacodynamically irrelevant- wherever available from firms
Beclomethasone  [/v+0.025% : 1.Each ingredients of FDC has different therapeutic and earlier data submitted by
Dipropionate wiv indication and is at variance from the concept and  {them were thoroughly
purpose of FDC. examined. The Committee
2. Combining antibiotic , antifungal, steroid inthe lobesrved that data submitted
present FDC is liable to be misuse and emergence dfind available peer reviewed
resistance and adverse effects. scieritific evidences do not
3.Use of steroid in case of fungal infection might  |support the rationality of this
actually worsen the treatment as it encourages fun; DC. Hence, the Committee
growth. NO study is found supporting the combined|considered this FDC as
use of an antibacterial with an antifungal ingredient)irrational.
4 Lignocaine use in discharging ear is not required
(07.01.2016).
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Cefixime
trihydratetAzithro
mycin dihydrate

983

200mg+250

Film
Coated
Tablets

- |Already dismésed by previous éommm oj
]11.06.2014 as under-- .- ) :

This FDC is not a standard antibiotic combination.
This is not the first line combination to be used in
any clinical condition and there is no published
scientific data in combining this two drugs. Also in
the NDAC meeting held on 23.08.2013, it was
observed that misuse potential of this FDC is very
high. Although the FDC may be useful for certain

fever or moderate to severe lower respiratory tract
infections, the misuse potential is very high which
will canse antimicrobial drug sesistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved

. (anywhere in the world. Hence it is not recommended -

for approval.

poputation of patients of multi-drug resistant typhoi

.|The replies /clarifications
lwherever available from fimms {

and earlier data submitted by
them were thoroughly
exarnined. The Committeé
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
. Hence, the Commiitee
considered this FDC as
irrational,

Cafuroxime
Axetil+ Linezolid

985

500mg+600

mg

Film
Coated
Tablets

a,

1.Use of antibiotic FDCs can rapidly give rise to
resistant strains of organisms, which is a matter of
serious concern to the health care situation in our
resource poor country. o
2.Lenizolid is a life saving drug to be used for
MRSA infection and inappropriate use of lenizolid
can lead to drug resistance.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughiy
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. '

Cefixime
trihydrate+Azithro
mycin dihydrate

936

200mg+250,
mg -

Film
Coated
Tablets

" JAlready discussed by previous Commitic on -

11.06.2014 as under-
This FDC is not a standard antibiotic combination,
This is not the first-liné combination to be used in -

any clinical condition and there is no published
scientific data in combining this two drugs. Also in
the NDAC meeting held on 23.08.2013, it was
observed that misuse potential of this FIIC is very
high. Although the FDC may be uscful for certain
Population of patients of multi-drug resistant typhoi
fever or moderate to severe lower respiratory tract
infections, the misuse potexitial is very high which
will cause antimicrobial drug resistance, The firms
did not produce eny data on phammacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDCisalso not approved
anywhere in the world. Hence it is not recommend
for approval. o )

The replies /clarifications
wherever available from firiis
and earlier data submitted by
Jthem were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
DC. Hence, the Committee
considered this FDC as
irrational.

987|Cafuroxime

Axetil+Linezolid

500mg+600

mg

Film
Coated
Tablets

a,
1.Use of antibiotic FDCs can apidly give rise to
Tesistant strains of organisms, which is a matter of
serious concem to the health care situation in our
Tesource poor country. .

2.Lenizolid is a lifs saving drug to be used for
MRSA infection and inappropriate use of lenizolid
can lead to drug resistance.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and aveilable peer reviewed
scientific evidences do not

“|support the rationality of this

FDC. Hence, the Committee
considered this FDC as
irrational.

e
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389|OffoxacintOmidaz] SOmgHL 25

ole

Suspeusi a,

1. Both ingredients of the FDC have differcat
therapeutic indcations
2.Inappropriate use of ornidazole will tead to

3. Safety concerns in paediatric patients.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly

emergence of antibiotic resistance against quiﬁalo—ne%sxamined. The Committes
o

besrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Henee, the Committee

considered this FDC as
irrational.
990|Ofloxacin+Ornidaz| 50mg+125 {Suspensi |a, ‘ ; : The replies /clarifications
ole mg on 1. Both ingredients of the FDC have different wherever available from firms
. ltherapeutic indcations and earlier data submitted by
|2.Inappropriate use of oidazole willlead to . them were thoronghly
emergence of antibiotic resistance against quinalonepxamined. The Committee
3. Safety concems in pacdiatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. '
1003jClobetasol 0.05%w/wt{cream |a c -
Propionate+Neomy|0.1%w/w+2 Re-examined and the
cin 00%wiw ' Committee recommended that
Sulpahte+Miconaz} - FDC shail not be used . 1
ole Nitrate continousty for more than one
g week wi_thoﬁt re-evaluation by
_ : {the physician.
1004{Clabetasol 0.05%w/wr|cream  |a c ’
Propionate+Neomyj0.5%w/iw+2 Re-cxamined and the
cin - .00%wiw Committee recommended that
Sulpahte+Miconaz | ' FDC shall not be used
 Jole Nitrate | continoysly for more than one
week without re-evaluation by
the Dm :
1016} Clobetasol 0.05%w/w [Cream |a €
Propioinate |+ 2.0%wiw Re-examined and the
BP+Micomazole |+ 0.5%w/w Commitiee recommended that
Nitrate ' FDIC shall niot be used
[P+Neomycin continously for more than one
Sulphate IP week without re-evaluation by
1021}0Ofloxacin 50mg+125 |[Suspensi |a, The replies /clarifications
IP+Ornidazole  |mg+50mg lon 1. Bothi ingredients of the FDC have different wherever avaitable from firms
IP+Zinc | therapeutic indcations and earlier data submitted by
bisglycinate 2 Inappropriate usc of ornidazole will lead to them were thoroughly

1. Safety concerns in paediatri¢ patients.

emergence of antibiotic resistance against quinalor

amined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationatity of this
FDC., Hence, the Committee
considered this FDC as
irrational.

é\




1026{Norflexacin 100mg+100|Suspensi (a, - ' : The replies /clarifications
- [[P+Metronidazole (mg on [.FDCs ofqmuolones and nitroimidazoles {e.g. wherever available from firms
CL |norfloxacin + metronidazole, ¢iprofloxacin + " {and earlier data submitted by
'|tinidazoie, ofloxacin + omidazole) have not been them were thoroughly
recommended in children. examined. The Committes
2.This FDC can rapidly give rise to resistunt strains |obesrved that daia submitted
of organisms, which is a matter of serious concern tgand available peer reviewed
the health care sitwation in our resource poor country. |scientific evidences do not
support the rationality c f this’
Kasarla Raju, A. Elumalai, Eddla Srid. FDC. Hence, the Committee
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013,3(2):52-56. irrational.

1027 0floxacin =~ 50mg+125 |Oral a, 'The replies /clarifications
IP+Omidazole IP [mg Liquid [I. Both ingredients of the FDC have dlﬁ‘emnt wherever available from firms

T " |therapeutic indcations and ¢arlier data submitted by
2.Inappropriate use of omidazole will lead to _|them were thoroughly”
emergence of antibiotic resistance against quinalonezxamined. The Committes
3. Safety concerns in paediatric patients. - obesrved that data submitted

' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

1028[Levofloxacin 250mg/500 |Film a, The replies /clarifications

; Hemihydrate+Azitmg+250mg/|Coated  [I.Pharmacodynamically irrelevant FDC. wherever available from firms
romycin Dihydrate | S00mg Tablets [2. Increase risk of emergence of drug resistance due|and carlier data submitted by
P to misuse of FDC. them were thoroughly

examined. The Committee
Already discussed by prevnous Committee on obesrved that data submitted
11.06.2014 as under- and available peer reviewed
IDSA/ATS guidelines does not mention treatment |scientific evidences do not
with this FDC in outpatient mmanagement. The support the rationality of this
guidelines recommends the use of levofloxacin alo . Hence, the Committee
in out patient management of CAP. Hence the considered this FDC as
committee did not recommend for approval. irrational.
Levofloxacin is not recommended for MDR typhoid
fever, in any of the recommended treatment
guidelines. Hence this FDC is not recommended for]
approval in MDR typhoid fever.

1030 Norfloxacin 400mg+400|Film a, . ‘ The replies /clarifications
IP+Metronidazole |mg' . Coated  {1.FDCs of quinolones and nitroimidazoles (s.g.  [wherever available from firms
P Tablets - |norfloxacin + metronidazole, ciprofloxacin + and carfier data submitted by

tinidazole, ofloxacin + omidazole) have notbeen  [them were thoroughly

recominended in children. examined. The Committee

2.This FDC can rapidly give rise to resistant strains |obesrved that data submitted

of organisms, which is a matter of serious concer tgand available peer reviewed

the health care situation in our resource poar country. {scientific evidences do not

support the rationality of this

[Kasaria Raju, A. Elumalai, Eddla S¥id. FDC. Hence, the Committee

IRRATIONAL DRUG COMBINATIONS. considered this FDC as
42013;3(2):52-56, irrational.

£2




1038 Metronidazote 100mg+100 |Liquid |a, The replies /clarifications
Benzoate IP eq. to fmg Oral 1.FDCs of quinolenes and nitroimidazoles (e.g. wherever available from firms
Metronidazole+Noy . norfloxacin + metronidazole, ciprofloxacin - and earlier data submitted by
|floxacin IP tinidazole, ofloxacin + ornidazole) have not been  {them were theroughly

recommended in children. - examined. The Committee
2.This FDC can rapidly give rise tc resistant sirains {obesrved ihat data submitted
of organisms, which is a matter of serious concern tgand available peer raviewed
the health care situation in our resource poor country. |scientific evidences do not

support the rationafity of this
Kasarla Rajul, A. Elumalai2, Eddla Srid. FDC. Hence, .the Committee
IRRATIONAL DRUG COMBINATIONS. Vol considered this FDC as
3{Issue 2| 2013} 52-56 irrational.

1043|Clobetasol+Neomy|0.05%w/w |Cream |a c
cin+Clotrimazole |+ [Re-examined and the

d 0.50%w/w - |Committee recommended that
| 1 Sewdw "|FBC shall not be used
oontinously for more than one
week without re-evaluation by
1045|Norfloxacin 100mg+100{Liquid |a, The replies /clarifications
USP+Metronidazol|mg Oral 1.FDCs of quinolones and nitroimidazoles (e.g. wherever available from firms
e : - |norfloxacin + metronidazole, ciprofloxacin + and earlier data submitted by
tinidazole, ofloxacin + omidazole) have not been  |them were thoroughly
recommended in children. examined. The Committee
2.This FDC cini rapidly give rise to resistant strains |obesrved that data submitted
of organisms, which is 2 matter of serious concern available peer reviewed
lthe health care situation in our resource poor country. |scientific evidences do not
. support the rationality of this
Kasarla Raju, A. Elumalal, Eddla Srid. FDC. Hence, the Committee
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. irrational.

1055|0Ofloxacin 50mg+125 |Suspensi [a, . : : The replies /clarifications
IP+Omidazole IP |mg . “{on 1. Both ingredients of the FDC have different wherever available from firms

‘ therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalon ined. The Committee
3. Safety concems in pacdiatric patients. obesrved that data submitted

) and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
imrational.

1059 |Cefixime 200mg+250|Film Already discussed by previous Committee on The replies /clarifications
Trihydrate eq. to mg/500mg |Coated [11.06.2014 as under- wherever available from firms .
Cefixime tablets [This FDC is not a standard antibiotic combination. |and earlier data submitted by
(Anhydrous) ' This is not the first line combination to be used in  |them were thoroughly
IP+Azithromycin any clinical condition and there is no published examined. The Commiltee
(As Dihydrate) eq. scientific data in combining this two drugs. Also in [obesrved that data submitted
to Azithromycin the NDAC meeting held on 23.08.2013, it was and available peer reviewed

: observed that misuse potential of this FDC is very [scientific evidences do not
high. Although the FDC may be useful for certain  [support the rationality of this
population of patients of multi-drug resistant typho; . Hence, the Committee
fever or moderate to severe lower respiratory tract |considered this FDC as
infections, the misuse potential is very high which [irrational.

|will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recommended
for approval.
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Hydrochloride IP

8 oo s o IThereplies /clarifications . -
USP+Omidazole 1, Both ingredients of the FDC have different wherever available from firms
therapeutic indcations : and earlier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalonsexaminad. The Committee
3. Safety concerns in paediztric patients, obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.
i la, ) . The replies /clarif.cations
IP+Ornidazole IP 1. Both ingredients of the FDC have different wherever available from firrs
‘ therapeutic indcations ‘ and earlier data submitted by
2.Inappropriate use of otnidazole will lead to thetn were thoroughly -
emergence of antibiotic resistance against quinalondsxamined. The Committee
3. Safety concerns in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do not -
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
|irrational.
i a, ' . 3 'The replies /clarifications
Trihydrate IP eq. to Phammacodynamically irrelevant- wherever available from firms
AmoxicillinBrom 1. Combining amoxyciilin {(antibiotic) with other |and earlier data submitted by

ingredient which has different indication is irratio em were thoroughly

and will lead to emergence of resistance. examined. The Committee
2. There is no justification in combining mucolytic lobesrved that data submitted
ingredient with antibacterial, as thick secretions in [and available peer reviewed
respiratory tract arc always not due to respiratory  [scientific evidences do not

infections. Also the antibacterial therapy always dogsupport the rationality of this

not require an associated dose of mucolytic FDC. Hence, the Committee

ingredient. considered this FDC as
irrationat.

|Kasarla Raju, A Ehmalai, Eddla Srid.
TRRATIONAL DRUG COMBINATIONS. Vol
3Issue 2| 2013 | 52-56.

+Azithromycin

Already discussed by previous Committee on The replies /clarifications
11.06.2014 as under- wherever available from firms
This FDC is not a standard antibiotic combination, |and earlier data submitted by
This is not the first line combination to be used in  |them were thoroughly -
any clinical condition and there is no published examined. The Committee
scientific data in combining this two drugs. Also in Jobesrved that data submitted
the NDAC meeting held on 23.08.2013, it was and available peer reviewed
observed that misuse potential of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for certain {support the rationality of diis
populaticn of patients of multi-dreg resistant typhoifFDC. Hence, the Committee
fever or moderate to severe lower respiratory tract |considered this FDC as
infections, the misuse potential is very high which Jirmational.

will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywhere in the world. Hence it is not recomm

for approval. '
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1073|Clobetasole .05%w/w |Cream j{a ¢ .

- Propionate + 0.5%wiw | Re-examined and the
USP+Neomycin |+ Committee recommended that
Sulphate 2.00%w/w FDC shall not be used
IP+Miconazole |+ 0.1%w/w ~ontinously for more than one
Nitrate - week without re-evaluation by
IP+Chlorocresol TP the physician.

1075|Ciprofloxacin 0.5%w/w+ [Cream |a, The replies /clarifications
Hydrochloride IP  |0.025%w/w Pharmacodynamically irrelevant- wherever available from firms |
eq.to © |+ 1.0%wiw 1.Each ingredients of FDC has different therapeutic jand earlier data submitted by
Cirofloxacin+Flutid+ 0.5%w/w indication and is at variance from the conceptand |them were thoroughly
asone Acetonide purpose of FDC. examined. The Committee
TP+Clotrimazole '|2. Combining two antibiotics , antifungal, steroid in|obesrved tiat data submitted
IP+Neomycin the present FDC is liable to be misused and and available peer reviewed
Sulphate IP emergence of resistance and adverse effects. scientific evidences do not

3.NO study is fourd supperting the ¢ombined use of support the rationality of this

ingredicnts in this FDC. ’ FDC. Hence, the Committee
considered this FDC as
irrational.

1091 Metronidazole 1gm+200m |Uncoated|a, i The replies /clarifications
IP+Furazolidone  |g+4mg Tablets |1.antimotility drug wili cause toxic megacolonin  |wherever available from firms
IP+ Loperamide IP infective diarhoea. and earlier data submitted by

2, Loperamide is contra-indicated in infective them were theroughly
diarrhea and in patients with bacterial enterocolitis jexamined. The Committee
caused by invasive organisins including Salmonellajobesrved that data submitted
Shigella, and Campylobacter as it reduces the and available peer reviewed
clearance of pathogens. Hence there is no rationale [scientific evidences do not
for combining with antibiotic in an FDC. support the rationality of this
3. In becterial diarrhoea only anti-bacterial drug is [FDC. Hence, the Committee
effective and antiamoebic drug is useless. Similarly |considered this FDC as

in intestinal amoebiasis only zntiamoebic drugis  lirational.

effective while antibacterial drug is useless.

4.Amoebiasis and bacterial diarrhoea rarely coexist.

5. Only one drug of the combination would be

effiective and the other one would be useless.

1093|Doxycycline HCl [100mg+60 |Uncoated|a, Subjudice
IP eq. to Million Tablets | Pharmacodynamically ircelevant- .

Doxycycline spores 1. Patient may need only one ingredient and may lead
Base+Lacto Acid to misuse .
Bacillus 1H 2.Thereis a risk of antibiotic resistance .

1095| Metronidazole 300mg+250|Film a, The replics /clarifications -
[P+Tetracycline |[mg Coated |Pharmacodynamically irrelevant- wherever available from firms
HC1IP Tablets |May lead to misuse and antibiotic resistance and earlier data submitted by

them were thoroughly
examined. The Committee
obesrved that data submiited
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
trrational.

ey




- [ 1099|Fetracycline HC1  [333mg+400 ommm}a, S ' ‘ - . |Thereplies /clarifications
[P+Metronidazole |mg Coated Phannacodynmucally irrelevant.- . {wherever available from firms
| Tablet. - |1. Patient may need only one ingredient. and carlier data submitted by .

2. Misuse may lead to development of resistance.  |them were thoroughly
) examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1100{Ofloxacin USP+  {50mg+125 |Oral a, ] The replies /clarifications
Omidazole IP mg Suspensi |1. Both ingredients of the FDC have different wherever available from firms
on ) |therapeutic indcations and earlier data submitted by
2. !nappmpnate use of ornidazole will lead o them were thoroughly
emergence of antibiotic resistance against qumnlonqsxammed. The Committee
3. Safety concemns in paediatric patients. obesrved that data submitted
' and available peer reviewed
|scientific evidences do not
support therationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1103}Offoxacin 50mg+125 |Suspensi [a, ’ The replies /clarifications
1P+Omidazole [P [mg on 1. Both ingredients of the FDC have d:ﬂ%lent wherever available from firms
therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazolc will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safety concerns in paediatric patients. - |obesrved that data submitted
' and available peer reviewed
" [scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered thiis FDC as
irrational.
1104{Oftoxacin 50mg+125 |Suspensi {a, The replies Iclanﬁcat:ons
IP+Ommidazole IP |mg on 1. Both ingredients of the FDC have different wherever avulnble from firms
therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safefy concems in paediatric patients. obesrved that data submitted
- and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational,
1111jOfloxacin 50mg+125 |Oral a, The replics felarifications
IP+Omidazole IP [mg Liguid |1. Both ingredients of the FDC have different wherever available from firms
therapeutic indcations and earlier data submitted by
2.Inappropriate use of oidazole will lead to them were thoroughiy
emergence of antibiotic resistance against quinalongexamined, The Committee
3. Safety concerns in paediatric patients. obesrved that data submitted
and available peer reviewed
scientific evidences do noi
support the rationality of this
FDC. Hence, the Committee
. |considered this FDC as
irrational.
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1112iCephalexin IP+  [100mg+100 Injection |a, The replies /clarifications
Neomycin Sulphate {mg+10mg Pharmacodynamicaly irrelevant- 'wherever available from firms
[P+Prednisolone 1.May lead to misuse and neotiycin is a potent and earlicr data submitted by
’ ' nephrotoxic. It is no longer indicated by parentral  |them were thorcughly
route, examined. The Committes

obesrved that data submiitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
irrational.

1113 |Cefpodoxime 200mg+250|Film Already discussed by previous Committee on The replies /clarifications
Proxetil+Levofloxajmg Coated  [11.06.2014 as under- wherever available from firms
cin Hemihydrate IP Tablets [IDSA/ATS guidelines does not mention treatment  {and eartier data submitted by

~ |with this FDC in outpatient management. Furthér  |them were thoroughly
firm also did not present any data on safety and examined. The Comnittes
efficacy of FDIC and the FDC is not approved obesrved that data submitted
anywhere in the. world. Although concomitant and available peer reviewed
therapy of two drugs may be required in some scientific evidences do not
patients of CAP however there is no dose suppart the rationality of this
compatibility. It was observed that misuse potential [FDC. Hence, the Committee
of this FDC is very high which will cause considered this FDC as
antimicrobial drug resistance. Hence, the commnitt irrational,
did not recommend for approval. 9‘7

1114 |Cefixime 200mg+250[Film | Already discussed by previous Committee on | The replies /clarifications
Trihydrate mg/500mg |Coated |1 1.06.2014 as under- wherever available from firms
IP+Azithromycin Tablets [This FDC is not a standard antibiotic combination. |and earlier data submitted by
Ip This is not the first line combination to be used in - |them wers thoroughly

any clinical condition and there is no published examined. The Committee

scientific data in combining this two drugs. Also in |obesrved that data submitted

the NDAC meeting held on 23.08.20 13, it was and available peer reviewed

observed that misuse potential of this FDC is very |scientific evidences do not

high. Although the FDC may be useful for certain | support the rationality of this

population of patients of multi-drug resistant typhoi*l-'DC. Hence, the Committee

fever or moderate to severe lower respiratory tract” |considéred this FDC as

infections, the misuse potential is very high which irrational.

will cause anitimicrobial drug resistance. The firms |

did not produce any data on pharmacokirietic and

pharmacodynamic interaction as well as sgfety &

efficacy of the FDC. This FDC is also not approved

anywhere in the world. Hence it is not recommendejf-

for approval. S

1117{0floxacin 50mg+125 [Oral la T : - | The replies /clarifications
IP+Omnidazole IP |mg ‘|Liquid (1. Both ingredients of the FDC have different wherever available from firms
Syrup  therapeutic indcations and earlier data submitted by

2.Inappropriate use of ornidazole will lezd to them were thoroughly

emergence of antibiotic resistance against quinalongexamined. The Committee

3. Safety concemns in pacdiatric patients, obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

£




8,

[ 1118{Norfloxacin 100mg+120}Oral The replies /clarifications
IP+Metronidazole |mg Liquid }1.FDCs of quinotones and nitroimidazoles (e.g. wherever available from firms
Benzoate IP Syrup  |norfloxacin + metronidazole, ciprofloxacin + and earlier data submitied by
[ tinidazole, ofloxacin + omidazole) have'not been  [them were thoroughly

recommended in children. ) examined. The Commitee
2.This FDC can rapidly give rise to resistant strains {obesrved that data submitted
of organisms, which is 2 matter of serious concern tdand available peér reviewed
the health care situation in our resource poor country. [scientific evidences do not
{support the rationality of this -
Kasarla Raju, A. Elumalai, Eddla Srid. FDC. Hence, the Commitiee
IRRATIONAL DRUG COMBINATIONS. considered this FDC as
2013;3(2):52-56. irrational.
Doxycycline 100mg+300(Film a, ‘{Subjudice
Hydrochloride IP Jmg coated  |Pharmacodynamically irrelevant-
eq.lo - ) tablets . |1. Innreased risk of emergence of drug resistance.
Doxycycline+Tini ) 2. Patient may need only one ingredient and use of
azole 1 FDC may lead to misuse.
Cefpodoxime 200mg+250{Film Already discussed by previous Committee on 11.06.2014 a5 [The replies /clarifications
Proxetil [P eq. to  |mg Coated ;I:d‘fe;t;ous DisesssiBocy ot AxtieelTTEAY Amm wherever available from firms
Cefpoc‘ioxmei'Levo tablets | i Soc ety ( As.rs"")“’mm‘ mm m""“the hination of B- and earlier data submitted by
floxacin lactam + Macrolide for the treatment of commusity acquired Jihem were thoroughly
Hemihydrate IP eq. pneumonia and cefpodoxime has been mentioned as one of examined. The Committc_e
to Levofloxacin the B-lactams. However, the dosage of Azithromycin is 500 |obesrved that data submitted
my on day one followed by 250 mg once daily for 4 days  |and available peer reviewed
while celpodoximelu:mbe given 200 mg twice daily for 7 scientific evidences do not
ey ke e M SRR the dosae schodule support the rationality of this
of Cefpedoxime + Azithromycin. Although concomitant R
therapy of two drugs may be required in some patients of FDC. Hence, the Committee
CAP however there is no dose compatibility. It was obiserved [considered this FDC as
that misuse potential of this FDC is very high which will irrational.
cause antimicrebial drug resistance. Hence, the FDC for CAP
is not recommended for approval.
In gonerrhea, the recommended dose is either azithromycin
1g as single dose or cefpodoxime 400 mg single dose.
Therefore the proposed FDC is not recommended for
approval.
Azithromycin (As (250mg/500 [Film a, ) The replies /clarifications
Dihydrate) IPeq. |mg+60mg [Coated |Pharmacodynamically irrelevant- wherever available from firms
To Anhydrous Tablets |!. Cornbining Azithromycin (antibiotic) with other |and carlicr data submitted by
Azithromycin + ingredient which has different indication is irratio were thoroughly
Ambroxol ) and will lead to emergence of resistance. examined. The Committee
Hydrochloride IP 2. There is no justification in combining mucolytic [obesrved that data submitted
ingredient with antibacterizl, as thick secretions in [and available peer reviewed
respiratory tract are always not due to respiratory  [scientific evidénces do not -
infections. Also the antibacterial therapy always dodsupport the rationality of this
ot require an associated dose of mucolytic FDC. Hence, the Committes
ingredient. considered this FDC as
irrational.
Kasarla Raju, A. Elumalai, Eddla Srid.
IRRATIONAL DRUG COMBINATIONS. Vol
3|/ssue 2| 2013 | 52-36.
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1127 Azimromycin—{As '[250mg/500 Film a, I — B The repli-es fclarifications

Dihydrate) IPeq. |mg+60mg {Coated Pharmacodynamically irrelevant- "~ |wherever available front firms -
To Anhydrous ’ Tablets 1. Combining Azithromycin (antibiotic) with other Jand earlier data submitted by
Azithromycin + ingredient which has different indication is irrationajther: were thoroughly
Ambroxol 1 Jand will Isad to emergence of resistance. examined. The Committee
Hydrochloride IP ' : 2. "vhere is no justiiication in combining mucolytic |obesrved that data submitted

ingredient with antibacterial, as thick secretions in |and available peer reviewed
respiratory tract are always not due to respiratory [scientific evidences do not
infections. Also the antibzoterial therapy always do upport the rationality of this

not require an associated dose of mucolytic FDC. Hence, the Cotmmittee
ingredient, considered this FDC as
irrational,

KRasarla Raju, A. Elumalai, Eddla Srid.
{RRATIONAL DRUG COMBINATIONS. Vol
3[[sm_2[ 20{3152-56.

1144 [Cefixime trihydratel 200mg+250|Film Already discussed by previous Commijttee on The replies /clarifications

IP eq. to Cefixime |mg Coated {11.06.2014 as under- ) wherever available from firms
anhydrous+Azithro Tablets |This FDC isnot a standard antibiotic combination. |and earlier data submitted by
mye¢in Anhydrous : This is not the first line combination to be used in |them were theroughly

any clinical condition and there is no published  [examined. The Commitice
scientific data in combining this two drugs. Also in [obesrved that data submitted
the NDAC meeting held on 23.08.201 3, it was and available peer reviewed
observed that misuse potential of this FDC is very |scientific evidences do not
high. Although the FDC may be useful for certain support the rationality of this
population of patients of multi-drug resistant typhoifFDC, Hence, the Commitice
fever or moderate to severe lower respiratory tract [considered this FDCas
infections, the misuse potential is very high which [irrational.

will cause antimicrobial drug resistance. The firms
did not produce any data on pharmacokinetic and
pharmacodynamic interaction as well as safety &
efficacy of the FDC. This FDC is also not approved
anywbere in the world. Hence it is not recommend

for approval,

1145 |Amoxycillin 125mg+125;Uncoated ﬁcﬁiﬂd.\' discussed by m Cﬂﬂ}l‘l;l;w on 06.03.2014 as under- |Tne replies /clarifications
Tnhytfra;tr: ir eq. tojmg dispersibl () Amoxicilia 250mg + Biclaatilln 250rag whereve'r available fr?m firms
AmoxicillintDiclo ) e tablets |rinAmoxicittin § 25myg + Diclonacillin 125mg and earlicr data submitted by
xacillin Sodium BP| " [iii) Amoxicillin S00mng + Dicloxaciflin 500img them were thoroughly
eq. to Dicloxacillin ) It was noted that Amaixicillin 250mg + Dicloxacitlin 250mg was examined. The Committee

appmvédleDSCOinZOOGa‘ﬂtlleFDCat(ii)md(iii)m ) .,
nowbeingrequested by the company. Committee opined thae : | Obeswefi that data subr,_mtted
@) Since, 2006 the scenario of antimicrobial resistance pattembas [and available peer reviewed
changed significantly, mejority of isolaies of Staph. aureus have scientific evidences do not

b_ecoma :;.:m to the amoxicilli &cloxacillin ﬁlclllﬂ.ing support the rationalit'y Ofthiﬂ .
(b) Better efficacious antibiotic. andare now available and wsed for |FD'C- Hence, the Comniittee

[n light of these, the rationatity of combination in current scenario s itrational.
questionable, It is also noted that this combination is not available
anywlmeinmewcﬂdasperinhﬂimpmvidedbymeﬁxmmd
also the fact thot there is only ane study presently by the firm
showing better efficacy was published in joumal “Pharmazie” Sopt.
40(9), 650-1, 1984, However after 30 years, this has lost its
relevance in today’s scepario of drug resistance.
Commiltueﬂmefnndnesn’!mcommmdedﬂlenwm:ngthsoﬂhe
FDCandllsbrecommmdedﬂutﬂnalpﬂioﬂtyofsuch FDC over
the individual drug andneed to be proven in current scenario.
Accordingly, Protocol should be submitted within 3 months and dsta
ahallbegmmtedwiﬂiir;nexlﬂn:mdh;lfyﬂnr. Not- compliance
of this instruction may lead to snspension/cancelation of license.
(REJECTED)

rm. sreus infections, considered this FDC as

Oy 4




500mg60.

The replies /clarifications

Azithromycin (As Uncoated;a, . i
Dihydrate) IReq. (mg bilayered [Pharmacodynamically imrelevant- wherever available from firms
To Anhydrous tablets  {1. Combining Azithromycin (antibiotic) with other |and earlier data submitted by
Azithromycin ingredient which has different indication is irrationajthem were thoroughly
+Ambroxol and will lead to emergence of resistance. examined, The Committee
Hydrochloride TP _ 2. There is no justification in combining mucolytic |obesrved that data submitted
(In sustained ingredient with antibacterial, as thick secretions in |and available peer reviewed
release form) |respiratory tract are always not due to respiratory  |scientific evidences do not
infections. Also the antibacterial therapy always dodsupport the rationality of this
not require an associated doss of mucolytic FDC. Hence, the Committee
ingredient. considered this FDC as
irrational.
Kasarla Raju, A. Elumalai, Eddia Srid.
IRRATIONAL DRUG COMBINATIONS,
2013;3(2):52-56.
Azithromycin (As [250mg+60 |Uncoated a, The replies /clarifications
Dilydrate} IPeq. |mg bilayered Pharmacodynamically jrrelevant- wherever available from firms
Te Anhydrous tablets 1. Combining Azithromycin (antibiotic) with other |and earlicr data submitted by
Azithromycin ingredient which has different indication is irrationalthem were thoroughly
+Ambroxol and will lead to emergence of resistance. exarnined. The Committee
Hydrochloride IP 2. There is no justification in combi ning mucolytic |obesrved that data submitted
(In sustained ingredient with antibacterial, as thick secretions in and available peer reviewed
release form) respiratory tract are always not due fo respiratory  |scientific evidences do not
' infections. Also the antibactcrial therapy always dodsupport the rationality of this
not require an associated dose of mucolytic FDC. Hence, the Committee
ingredient. considered this FDC as
frrational.
Kasaria Raju, A. Elumalai, Eddla Srid
IRRATIONAL DRUG COMBINATIONS. Vol
Iilesue 2| 2013 | 52-56.
cilnidipine + 10mg+  [Tablets |a, The replies /clarifications
metroprolol 47.5 mg+ Pharmacodynamically irrelevant,there is no wherever available from firms
saccinate + 50 mg scientific justification for two derivatives of and earlier data submitted by
metroprolol tartra metoprolol. ‘ them were thoroughly
* |Same compound in differerent salt form dolt make examined. The Committee
[amy pharmacodynamic (Synergistic/additive) hence |obesrved that data submitted
dose of metoprolol selected in the combination is and available peer reviewed
questionable scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC es
irrational.
Flunarizine+Eleme |10mg+100 |Uncoated]a, d
ntal Magnesium  |mg tablets  |Pharmacodynamically irrelevant- Re-examined the FDC and
As there is no published literature supporting use of| Committee recommended for
emental Magmestum, generation of Clinical data in
Indi i
L-Arginine 3gm+50mg [Sachet/Fila, The replies /clarifications
IP+Sildenafil Im Pharmacodynamically irrelevant as there is lack of [wherever available from firms
Citrate IP eq. to Coated  |synergism or additive effect and also the dose and earfier data submitted by
Sildanifil Tablets |selection is questionable ' them were thoroughly
examined. The Committce
obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

|irrational.




1246latorvastatin . [5/10/20 [film - |a, : o ’ | The replies /clarifications

calcium + vitamin {mg+ 1000 {coated |Pharmacodynamically irrelevant- : wherever available from firms

D3 + folic acid + |IU/1000 tablet 1.Atovastatin has definite indication and oombmmg and garher data submitted by

vitamin B12 + TUAG00 I | © it with vitamins has sio additional benefit.- ~ |them were thoroughly

pyridoxine HCL ~ {+-2.5 3. Misuse of FDC as vitamin supplement will cause {examined. The Committee
ng/2.5 serious adverse effects of atorvastatin. obestved that data submiited
mg/2.5 mg+ ' and available peer reviewed
200 scientific evidences do not
meg/200 support the rationality of this
mcg/200 ) FDC. Hence, the Committee
mcg+ 20 considered this FDC as
mg/20 irrational.

1257 Metformin+Atorva| 1000mg+ |Tablet |This FDC was discussed earlier by previous The replies /clarifications
statin 20mg Committee on 27.08.14 as under- wherever available from firms

The committee opined that there is no advantage of jand earlier data submitted by
proposed fixed doge combination of atorvastatin andthem were theroughly
metformin. . |examined. The Committee
The dose of atorvastatin depends on the clinical obesrved that data submitted
condition and risk factors and accordingly, the dose|and available peer reviewed
may range from 10 mg to 30 mg. So the FDC will scientific evidences do not

not be useful in titration of doses. Hence the support the rationality of this

committee did not recommended the proposed FDC. Hence, the Commitiee

strength, considered this FDC as

) irrational.
1270|Clindamycin+Telm|10mg+40m |Tablet |a, The replies /clarifications
isartan g Pharmacodynamicaily irrelevant- wherever available from firms |
' 1. Use of antibiotic with angiotensin receptor blockernnd earlier data submitted by

is not rational them were thoroughly
examined. The Cormmittze
obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

irrational.
t273{ Olmesartan+Hydro [20mg/40mg| Hard a, . | The replies /clarifications

chiorothiazide - [+12.5mg+6.|Geletin |1, Both diuretics present in the FDC have same wherever available from firms
IP+Chlorthalidone {25mg Capsules [mechanism of action. and earlier data submitted by
1P 2. Dose trituration will be difficult in FDC. them were thoroughly

3. Chlorthalidone will increase the level or effect of|examined. The Commiitee

hydrochlorothiazide by acidic (anionic) drug obesrved that data submitted

competition for renal tubular clearance. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
1376iProchloperazine  |Smgt+ 650 {jtablet  [a, - <
Maleate + mg Pharmacodynarnically irrelevant and overdose dose Re-examined the FDC and
Paracetamol of Paracetamol. recommended for use in adult

W
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The replies /clarifications -

1379(Betahistine HCI' 16mg+60m [Tablets a - - T o )
IP+Ginkgo biloba g+5mg+400 Pharmacodynamic irrelevant - each ingrediznt has |wherever available from fitms
Extract+Vinpoceti mg - different therapeutic use and FDC will lead to and earlier data submitted by
+Piracetam . misuse, them were thoroughty

examined. The Committee
obesrved that data submiitted
and available peer reviewed
scientific evidences do not -
-(support the rutionality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
1390/ Promethazine HC] Smg+125m |Oral a, The replies /clarifications
IP+Paracetamol IP (g 1Syrup Pharmacodynamically irrelevant wherever available from firng

1. Both ingredients have different therapeutic uses. {and carlier data submitted by
them were thoroughly.
cxamined. The Committes
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

The replies /elarifications

1396/ Phenytoin 100mg+30 |Tablets a,
Sodiunr+Phenobiarmg Pharmacodynamically irrelevant. wherever available from firms
itone 1. Phenobarbital will decrease the level or effect of [and earlier data submitted by
' phenytoin by affecting hepatic enzyme CYP2C9/10 Jthem were thoroughly -
metabolism. Significant interaction possible. examined. The Committee
2. Phenobarbital decreases Ievels of phenytoin by _[obesrved that data submitted
increasing metabolism, : and available peer reviewed
3. Phenobarbital may occasionally not change or  [scientific evidences do not
even increase (via competitive inhibition) phenytoir{support the rationality of this
levels. ’ FDC. Hence, the Committee
considered this FDXC ag
htp:/ireference medscape. com/drug- irmational.
interactionchecker.
1397|L-5- 1.5mg+10m|Tablets |a, : 7 The replies /clarifications
Meﬂlyltemhydmfol‘g 1 Pharmacodynamically irrelevant- . wherever available from firms
ate calcium + . . |1. No supporting published literature available on carlier data subthitted by
Escitalopram combination. them were thoroughly
Oxalate 2. Both ingredients have different indications, examined. The Committee
’ obesrved that data submitted
and available peer revieweq
‘|scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.

1398 Flupenthixol 0.5mg+10m] Tablets a, The replies /clarifications
dihydrochloride +Edg Pharmacodynamically irrelevant- . {wherever available from fims
citalopram Oxalate 1. No supporting published literature for this FDC. |and earlier data submitted by

2. The combination will aggravaie the adverse them were thoroughly
eifects. examined. The Committee
obesrved that data submitied

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
itrational,

W =




1408{ Promethazine HC! [1.5mg+1.5 {Cough |a, The replies /clarifications
1P+Pholcodine 1P [mg Syrup 1 Dosing schedule is incompatible. wherever available from firms

2. Ingredients will aggravate the adverse effects of [and carlier data submitted by

sedation and drowsiness and also will interefere withthem were thoroughly

the reflexes. examined. The Commitiee

3.Centrally acting anti-tussive not io be combined |obesrved that data submitted

with anti-histaminic drug. and available peer reviewed

‘ scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1409} Promethazine HCl |5mg+10mg [Oral a, The replies /clarifications
[P+Dextromethorp ' Liquid |1 Dosing schedule is incompatible. wherever available from finms
han Hydrobromide 2. Ingredients will aggravate the adverse effects of [and earlier data submitted by
ip ' sedafion arnd drowsiness and also will interefere wit+hem were thoroughly

the reflexes. o examined. The Committee -

3,Centrally acting anti-tussive not to be combined |obesrved that data submitted -

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

1413|promethazine 5 mg + 125 |syoup a, The replies /clarifications
HCL+ paracetamol |mg Pharmacodynamically irrelevant wherever available from firms

1. Both ingredients have different therapeutic uses. and earlier data submitted by
them were thoroughly
examined. The Commiitee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDCas -
irrational.

1414{pholcodine 1.5mg+1.5 |Oral a, . The replies /clarifications
+Promethazine  |mg Syrup |1 Dosing schedule is incompatible. wherever available from firms
Hydrochloride 2. Ingredients will aggravate the adverse effects of and earlier data submitted by

sedation and drowsiness and also will interefere withthem were thoroughly

the reflexes.  |examined. The Committee

3.Centrally acting anti-tussive not to be combined obesrved that data submitied

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1415} Paracetamol 125mg+5m [Suspensi (a, The replies /clarifications
iP+Promethazine |g on 1. Pharmacodyramically irrelevant. wherever available from firms
HCL IP - |2. Both ingredients have different indications. |and earlier data submitted by

them were thoroughly
examined. The Committee
abesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.

+5




1417 Flupenthixol O.Smgi-lﬂmr'[hblets cla, oo The replies /clarifications
dihydrochloride+Eqg Phannacodynamicaliy irrelevant- wherever available from firms
citalopram Oxalate - [1. No supporting. published-literature for this FDC. and earlier data submitied by

f 2, The combination will aggravate the adverse them were thoroughly

effects. examined. The Commitice
obesrved ‘that data submitted
and available peer reviewed
scientific evidences do not

|support the rationality of this

FDC. Hence, the Committee
considered this FDC as
irrational.

1435(Betahistine 16mg+60m [Film |5 - A The replies flarifications
HCH-Ginkgo 8+5mgH00{Coated Pharmacodynamic irrefevant - each ingredient has |wherever available from firms
Biloba mg tablets  |different therapentic use snd FDC will lead o '[and earier data submitted by
Extract+Vinpoceti . " | misuse, ' them were thoroughiy
e+Piracetam examined. The Committee

obesrved that data submitted
and avaitable peer reviewed
scientific evidences do not
support the ratiohality of this
FDC. Hence, the Committee
considered this FDC asg
irrational.

1436{Sodium Fluoride - [1%w/v + injection |a, c. j
IP+Procaine HC1 1H29; wiv Committee examined the

proposal and observed that the
product is combikit and is ysed
for elephantoid chages in
1437|Cetirizine Smg+150m [Tablets a, The replies /elarifications
Dihydrochloride 'y |. Patient may need only one ingredient and use of fwherever available from firms'
IP+Dicthyl JFDC may lead to misnse, and earlier data submitted by
Carbamazine them were thoroughty
Citrate [P examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support,the rationality of this
FDC. Hence, the Committee
considered this FDC ag
irrational.
1459{Doxylamine 10mg+50m |Tablets a, {The replies /charifications
Succinate+Pyridoxi g+250mg+3 Phannaoodynamically irrelevant- : wherever available from firms
ne HCh-Mefenamic 235mg 1. No published literature supporting the FDC, and earlier data submitted by
Acid+Paracetamol | - 2. Users who may not be aware of this mefanamic - {them were tharoughly
acid content and may accidentally overdose when |examined. The Commities
they take the multi- ingredient product with other lobesrved that data submitted
medicines also containing paracetamol, : and available peer reviewed
3. I misused for Toorning sickness, it is teratogenic. [scientific evidences do not
) Support the rationality of this -
Eccles, R, Fietze, I, and Rose, U,-5B, (2014} FDC. Hence, the Committee
Rationale for Treatment of Commeon Cold and Fiu |considered this FDC as
with Multi-Ingredien; Combination Products Jor  lircational.
Multi-Symptom Relief in Adults, Open Journal of
Respiratory Diseases, 4 73-82,

*Y



1474 |Drotaverine HCI IP{80mg+2.5m|Film This FDC was earlier discussed by previous The replies /clarificatiens
- |+ Clidinium . gtSmg - - jCoated |Committec on (35.09.2014 as under- . - |wherever available from firms.
Bromide USP + Tablets {There'is no scientific evidence as well as justification |and earliet data submitted by
Chlordiazepoxide for use of this combination. Hence the committee difthem were thoroughly
P not recommend. examined, The Committee
ooesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1477|Imipramine HCI IP|25mg+2mg {Film a, : The replies /clarifications
+ Diazepam IP Coated |Pharmacodynamically imrelevant- wherever available from firms
Tablets {1. Diazepam and imipramine both increase sedation!and carlier data submitted by
; - | 2. Potential for interaction. them were thoroughly
' examined. The Committee -
hitp:/reference. medscape.com/Grug- obesrved that data submitted
interactionchecker. and available peer reviewed
‘ scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1482|Imipramine HC1 IP[25mg+5mg |[Film ~  |[a, The replies /clarifications -
+ Diazepam IP Coated |Pharmacodynamically irrelevant- wherever available from firms
Tablets |!. Diazepam and imipramine both increase sedation|and earfier data submitted by
2. Potential for interaction. them were thoroughly
) examined. The Committee
hitp:/iveference.medscape.com/drug- obesrved that data submitted
linteractionchecker. and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1522]Flupentixol Di- 0.5mg+10m|Film a, The replies /clarifications
HCHEscitalopram [g Coated [Pharmacodynamically irrelevant- wherever available from finms
oxalate Tablets 1. No supporting published literature for this FDC. and earlier data submitted by
" |2. The combination will aggravate the adverse them were thoroughty
effects. examined. The Committes
obesrved that data submitted
and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. :
1530|Imipramine - 25mg+2.0m|Film a, : The replies /clarifications
HclHdiazepam = g Coated |Pharmacodynamically irrelevant- wherever available from firms
Tablets |1. Diazepam and imipramine both increase sedation]and earlier data submitted by
2. Potential for interaction. them were thoroughly
’ examined. The Committee
hitp:/ireference.medscape.com/drug- obesrved that data submitted
interactionchecker. and available peer reviewed :
scientific evidences do not
{support the rationality of this
FDC. Hence, the Committee
considered this FDC as
trrational.

=1g



Pholcodine )
IP+Promethazine
HCIIP -

1537,
mg

1.5mg+1.3

Liquid
Oral

a,
1 Dosing schadule is incompatible.
2. Ingredients will aggravate the adverse effects of
sedation and drowsiness and also will interefere wi
the reflexes.

3.Centrally acting anti-tussive not to be combined
with anti-histaminic drug.

The replies /clarifications

wherever available from firms
and earlier data submitted by

were thoroughly
examined. The Committee
nbesrved that data submitted -
afid available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

1542|Flupentixol
Dihydrochloride
BPeq. to
Flupentixol+Melitr:
cen Hydrochloride

eq. to Melitracen

mg

0.50mg +10

Film
Coated
Tablets

Already banned

The replies /clarifications
wherever available from firms
and earlier datd submitted by
themi were thoraughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do riot
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
trrational.

Paracetamol IP +

Prochloperazine g
Maleate [P

1546

500mg+5m

Uncoated
Tablets

a,
1. Pharmacodynamically irrelevant.
2. Both ingredients have different indications.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee

- {obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this

-(FDC. Hence, the Committee

considered this FDC as
irrational,

Imipramine,
Chlordiazepoxide,
Trifluoperazine &
Trihexyphenidyl

1543

Smg

25mg+10m
g+1.5mg+0,

Film

Coated
Tablets

a,
Phamacodynamically irrelevant-

1.Trifluoperazine and i imipramine both increase QT

interval.
2. High likelihood serious or life-threatening

interaction.
3.Trihexyphenidyl and imipramine both decreue
cholinergic effects/transmission,

5.Trikexyphenidyl decreases levels of triflue
by pharmacodynamic antagonism.

htp:/ireference, medscape.com/drug-

Interactionchecker,

The replies /clarifications
wherever available from firms
and earlier data submitted by

em were thoreughly
examined, The Committee
obesrved that data submitied
and availeble peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee

1550/ Paracetamol
IP+Promethazine |g

HCI IP

125mg+5m

Oral
Drop

Liquid

a, )
1. Pharmacodynamically irrelevant,
2. Both ingredients have different indications.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.




1571|Gabapentin 1315 Film a, “{The replies /clarifications
USP+Mecobalamin [mg+500mc |Coated |Pharmracodynamically irrelevant- wherever available from firms
JP+Pyridoxine g-10mg+25|tablets  |gabapentin decreases levels of cyanocobalamin by land earlier data submitted by
IP+Thiamine [P |mg linhibition of GI absorption. them were thoroughly
examined. (he Committee
http:freference. medscape.com/drug- obesrved that data subinitted
interactionchecker. and available peer reviewed
scientific evidences do not
support the rationalily of this
FDC. Hence, the Committee
jconsidered this FDC as
irrationat.
1579|Imipramine 25mg+10m [Film  [a, The replies /clarifications -
Hydrochloride g+!.5mg+0.|Coated | Pharmacodynamically irrelevant- wherever available from firms
+Chlordiazepoxide |Smg Tablets . ‘ and earlier data submitted by’
1P+Trifluoperazine g 1.Trifluoperazine and imipramine both increase QT%them were thorougily
Hydrochloride IP interval. ) ’ examined, The Committee
eq. to 2. High likelihood serious or life-threatening obesrved that data submitted
Trifluoperazine+Tr interaction. and available peer reviewed
hexyphenidyl 3.Trihexyphenidy! and imipramine both decrease  {scientific evidences do not
Hydrochloride 1P cholinergic effects/transmission. support the rationality of this
4.chlordiazepoxide and triftuoperazine both increas FDC. Hence, the Committee
sedation. considered this FDC as
5.Trihexyphenidyl decreases levels of trifluoperazingrrational.
by pharmacodynamic antagenism.
hitp:/ireference. medscape.com/drug-
interactionchecker,
1590{ChlorpromazineHC] 100mg+2m |Tablets |a, Pharmacodynamically irrelevant- . The replies /clarifications
1 g 1.In current scenerio chlorpromazine is not a drug ofwherever available from firms
1P+Trihexyphenidy choice for the treatment of depression. and earlier data submitted by
1HCIIP 2. dose adjustment of Trihexyphenidyl to counteract |ther were thoroughly
the adverse effect of chlorpromazine is not possible examined. The Committee:
in FDC formulation obesrved that data submitted
3.There is a risk of potential abuse and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
159i|Chiopromazine  [200mg+2m [Tablets |a, Phammacedynamically irrelevant- The replies /clarifications
USP+Trihexyphenilg 1.In current scenerio chlorpromazine is not a drug ofwherever available from firms
dyl Hcl 1P choice for the treatment of depression. and earlier data subinitted by
‘ 2. dose adjustment of Trihexyphenidy! to counteract |them were thoroughly
the adverse effect of chlorpromazine is not possible [examined. The Committee
in FDC formulation obesrved that data submitted
3.There is a risk of potential abuse and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.




1601 Gﬁmq:in‘dc+Metﬁ>:4mg+ tablet .
min HCI SR 1000mg

- |Committee on 27.08.14 as under-
- |The NDAC in the meeting held on 6.10.12 examin

This FDC was discrssed éarlier by‘pwvioqs

the issye of combination of Glimepiride + Metformi
in various sfrengths. The comumittee opined that the
Glimepiride Img/2mg + Metformin 500/500mg SR,
and Glimepiride Img/2mg + Metformin
1000/1000mg SR, already approved in the couniry
which meets the requirsment of majority of patients
And further permutation of the cambination of this
FDC will lead to confision, prescription error,

The committee also noted that DCG (I) has already
approved Glimepiride 0.5mg + MeHformin

hydrochioride 500 mg tablets on 20.01.2014.
This committee concurs with the previous comment

required. Hence the committee did not recommend
the proposed strengtihs of the FDcC,

dispensing error and increased risk of hypoglycemid.

of NDAC and rejterates that na. additional strengths | :
‘{of the combination.of glimepiride and metformin ig

or"patients with type IT
diavetes mellites when diet

result in adequate glycemic
control.

exercise & single agent does no

other Oral hypoglycemic drugs and Japanese study of
comparison of 7.5 mg of pioglilazpne with]l5 mg of

pioglitazone. The scientific evidence from hoth the stadies js

not enough to justify 7,5 ing dose of pioglitazone in FDC,
Comhitiee als opined that there is no sufficient
pharmacokinetic and Phanracodynamic data, Further the
committee also noted that the proposed FDC in proposcd
strenigths has already been deliberated by NDAC on
22.08.2012 and NDAC did not recommend the FDC. This
committee lso endorsed the comments of the NDAC and did
hot recommend. Moreover the firm(s) also did net present
any additional data to connter the comments of NDAC made
on 22,08.2012. ‘

However, the proposal for Pioglitazone HCl 15mg
+Metformin HCI 500mg(SR) +Glimepiride lmgf2mg Tablets

is already approved by DCG(I) on 16.08.2005 and henee this
strength was not deliberated, s

(1602 |glimepirider mg+ 7.5 iablets | This FOC was discusacd earlier by previous Comuniie on~ [Thg replies /clarifications
pioglitazone + mg +500 ﬁfs-mlm-‘ogl‘m s 15 mg, Firmie) wherever availablé from firms
metformin mg . 9! Plogiitazone 3 1> mg. Finn(s presenied and earlier data submitted by

i f 7. |
two studies one ndian study o itazone 7.5 mg with them were aghly

examined. The Committee

scientific evidences do not

considered this FDC as
irrational,

obesrved that data submitted
and available peer reviewed

Support the rationality of this
FDC._Henoe, the Commiittee

sustainded release) Omg

other Oral hypoglycemic drugs and Japansse study of
comparison of 7.5 mg of pioglitazone withi5 mg of
pioglitazone. The scientific evidence from both the stedies is

ot cnough 10 justity 7.5 mp dose of pioglitazone FDC.
Committee also opined that there is no sufficient
pharmacokinetic and phamacodynamic data,. Further the
committee also noted ﬂutﬂlepuposedFDCinpmpuad
ll::ngﬂuhaulrradybundeh'bemtedby NDAC on
22.08.2012 and NDAC did not recornmend the FDC. This
committee also endorsed the comments of the NDAC and did
not recommend, Moreover the firm(s} also did not Present
any additional data to counter the comments of NDAC made
on 22.08.2012.

However, the proposal for Pioglitazone HCY I5mg
+Metformin HC1 500mg(SR) +Glimepiride tmg/2my Tablets
is already approved by DCG{l} on 16.08.2005 und hemce thiy
strength was not deliberated, .

1603 |Glimepiride Img/2mg+7|Tabiets ThiS,BFDC was discussed eartier by previous Comntittee on Tﬁe‘ replies fclarifications:
IP+pioglitazone+Mj.5mg/7.5mg 27.08.14 as under- . wherever availsble from firms
: * {The usgal oglitazone . Firm(s) presented . :
etformin HC! (as MLSOOmg/SD . dose °fp} ‘ 13 mg. F: . and earlier dafa submitted by
I of 1 : :
two studies one ndian study o poglitazone 7.5 mg with them w hly

examined. The Committes

obesrved that data submitted
and available peer reviewed

scientitic evidences do not

considered this FDC as
irmational,

Support the mtionality of this
' [FDC. Hence, the Committee

L




[ 1605]Ursodeoxycholic
Acid + Silymarine

300mg

+140mg

Bilayered
Tablets

a‘ -

Pharmacodynamicaliy irrelevant- . wherever available from firmns

1. UDCA is used for PEC and silymaria isa and earlier data submitted by

hepatoprotective. them were thoroughly

2. Silymarin does not provide any benefit o patientdexamined. The Committee

with Primary Biliary Cirrhosis. obesrvéd that data submitted
and available peer reviewed
scientific evidences do not

The replies /clarifications

support the rationality of this
FDC. Hence, the Committes
considered this FDC as
jrrational. ‘

1607 [Metformin

500mg+75 |Tablets
HCl+Benfotiamine |mg

This FDC was discussed earlier by previous
Committee on 27.08.14 as under-
The committee noted that the proposed FDC was also

{discusséd eaflier by NDAC on 06.10.2012. There ;ﬂ

not enough published data particularly inthe hum
subjects reganding the efficacy. The data presented
by the firm(s) has been examined scientifically and
firm has presented only animal study data. The fimm
fails to present clinical data about synergistic effect
of this FDC over other drugs present in FDC.

combination. This combination is also not approved
anywhere in the world. Hence the committee did no
recommend for the manufacturing and marketing of]
this FDC.

The replies /clarifications
wherever available from firms
and earlier data submitted by
thei were thoroughly =~
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

irrational.

Moreover no scientific publication recommends thiTconsidered this FDC as

rmin HCl

1611 |Glimepiride+Metfo

3mg+i000 [Tablets

This FDC was discussed earlier by previous
Committee on 27.08.14 as under-

The NDAC in the meeting held on 6.10.12 examine
the issue of combination of Glimepiride + Metformil
in various strengths. The committee opined that the
Glimepiride 1mg/2mg + Metformin 500/500mg SR,
and Glimepiride 1mg/2mg + Metformin
1000/1000mg SR, already approved in the country
which meets the requirement of majority of patients
And further pen_'nmilion of the combination of this
FDC will lead to confusion, -prescription ervor,
dispensing error and increased risk of hypoglycemi
The committee also noted that DCG (1) has already
approved Glimepiride 0.5mg + Metformin
hydroctitoride 500 mg tablets on 20.01 .2014.

of NDAC and reiterates that no additional strengths
of the combination of glimepiride and metformin is
required. Hence the committee did not recommend
the proposed strengths of the FDC.

-

This committee concurs with the previous oo‘mmentt

< )
The Committee re-examined the
DC and recommended
for"patients with type 11
diabetes mellitus when diet
exercise & single agent does no
result in adequate glycemic
control.




1614 |Metformin ‘ 1000/1000/ [Tablets  This FDC was discussed earlior by previons Committee on The replies /clarifications
-+ |HCL+Pioglitazone | 500/500mg 20814 aswnder. T . wherever available from firms
HCL + Glimepiridel+7.5/7 5/7.5 rhc usial dose of poglitzzone is 15 s ) presented (o oclier data submitted by
two studies one Indian study of picglitazone 7.5 mg with .
/7.5mg+1/2/ . {other Oral hypoplycemic drugs and Tapancse study of them'wem thoroughly .
12mg comparison of 7.5 mg of pioglitazone withl5 g of " |examined. The Committee
: pioglitazone, The scientific =vidence fram both the studies js obearved that data submitted
2-°t enough ﬂ;i“!ﬁfy .5 mg ::: of piogliteane in FDC.  {gnq aveilabie peer reviewsd
ommittee also opined that ¢ is no sufficient ients 0
pharmacokinetic and phamacodynamic data, Further the sclmuﬁ;l:v::;:::;;" oril"ot:ﬁs
- [committee also noted that the proposed DC in proposed Support .
strengths has siready been deliberated by NDAG g FDC. Hence, the Committee
22.08.2012 and NDAC did not recommend the FOC. This ~ {considered this FDC as
committee also endozsed the comments of tie NDAC and did | irrationat_
not recommend. Moreover the firm(s) also did not present
any additional data to counter the comments of NDAC made
on 22.08.2012.
wever, the proposal for Pioglitazone HC| L5mg
+Metformin HO1 500mp(SR) +HGlimepiride Img2myg Tablets
15 already approved by DCG(I) on 16, 08.2005 and hence this
strength was not defiberated.
1615 [Metformin 1000/1000/ [Tablets zThlos FDC was discussed earfier by previos Committee on [ The replies /clarifications
+Piogl; " |27.08.14 as undey- wherever avail,
:gk :gfhm.“f" 300/500mg The usual dose of piogltazone is 15 mg, Finn{s) preseated over available fom firms
Imepirider+7.5/7,5/7.5 " B i and earlier data submitted by
3 two studies one Indisn study of pioglitazone 7.5 mg with d
12mg comparison of 7.5 mg of pioglitazone withl5 myg of ned. The Committee
pioglitazone. The scientific evidence from both the studies is obesrved that data submitted

Committee also opined that there js n0 sufficient

) pham_gcokineu’c and phanmacodynamic data, Further the t the rational ity of this

committes also noted that the ed FDC in proposed .

steenyiths has already beon delm by NDAC on FDC. Hence, the Committee

22.08.2012 and NDAC did not recommend the FOC. This  [considered this FDC as

commitiee also endorsed the comments of the NDAC and did irrational,

not recommend. Moreaver the firm(s} also did not present

any additional data to countey the comments of NDAC made

on 22.08.2072, _

However, the proposal for Pioglitazone HCJ 13mg

+Metformin HCT 500mg(SR) +Glimepiride Img/2mg Tablets

is already approved by DCG(I) on 16.08.2005 and hence this

strength was not deliberted.

1617|Gliclazide + 80mg+  [Tables |a, ] . The replies /clarifications
metformin 1325 mg Sub-therapeutic doge of metformin, wherever available from firms
hydrochloride : and earlier data submitted by
. them were thoroughly
’ examined. The Committeg
obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of thig
FDC. Hence, the Commitee
considered this FDC ag
L - I‘- 1. J




1518 |Glimepiride [P + |2mg+850m Film

Metformin HCl
(ER)

4 Coated -
Tablets

TThis FDC was discussed earlier by previous

, ] -
Committee on 27.08.14 as under- - The Committee re-examined the
“The NDAC in the meeting held on 6.10.12 exa i C and recommended

the issue of combination of Glimepiride + Metfo r"patients with type i

in various strengths. The committee opined that the |diabetes mellitus when diet
Glimepiride img/2rig + Metformin 500/5C0mg SR, exercise & single agent does nof
and Glimepiride lmg/2mg + Metformin result in adequate glycemic
1000/1000mg SR, already approved in the country control.

which meets the requirement of majority of pati¢
And furthe- permutation of the combination of this
FDC will lead to confusion, prescription error,
dispensing error and increased risk of hypoglycemi
The committee also noted that DCG (T) has already
approved Glimepiride 0.5mg + Metformin ’
hydrochloride 500 mg tablets on 20.01.2014.

This committee concurs with the previous commenty
of NDAC and reiterates that no additional strengths
of the combination of glimepiride and mctformin is
required. Hence the committee did not recommend
the proposed strengths of the FDC.

1619 |Glimepiride

HCI 1P

IP+Pioglitazone  |.5mg/7.5mg
HC] 1P+Metformin | +500mg/50

Img/2mg+7| Tablets

Omg

T TDC s diecussed cariior by previous Commities on | The replies /clarifications -

27.08.14 asonder- B wherever available from firms
The usuoal dose of pioglitazone is 15 mg. Fimm(s) presented

two studies one Indian study of pioglitszone 7.5 my with carlier ‘::“a subl:? itted by
other Oral hypoglycemic drugs aud Japanese study of them were thoroughy.
comparison of 7.5 my of pioglitazone with15 mg of examined. The Committee

pioglitazone, The scicntific evidence from both the studics is |obesrved that data submitted
not enough 1o justify 7.5 mg dosc of piogiitazone in FDC.  and available peer reviewed
C:‘“'““'Ti:':; mzdp*:ah“' mﬂ:t:i?tnh he scientific evidences do not
pharmacol c ani rma data. Further . L
committee also noted that the proposed FDC in proposed support the rationality Of,thls
strengths has already been detiberated by NDAC on FDC. Hence, the Committee
22.08.2012 and NDAC did nat recommend the FDC, This considered this FDC as
comumitiee also endorsed the comments of the NDAC and did irrational.

not recommend. Morepver the firm(s) also did not present
any additional data to counter the comments of NDAC made
on 22.08.2012. ’
However, the groposal for Pioglitazone HCl 15mg
+Metformin HCl 500mg(SR) +Glimepiride 1mg/2mg Tablets
is already approved by DCG(T) on 16.08.2005 and hence this
strength was not deliberated.

Te21 |Glimepiride+Piogilf Lmg/2mg+7|Tablets

azone

HCl

HCH+Metformin  [+500mg/50

Smg/7.5mg

Omg

This FDC was discussed earlier by previcus Committee on  |The replies {clarifications
%03-‘411::";‘ i 15 mg Fimis) presented wherever available from firms
@ usnal of pioglitazone is 15 mg. 5) pres : .
o studies one Indian study of pioglitazone 7.5 mg with and carlier data submittcd by
other Oral hypoglycemic drugs and Japanese study of them -were ‘hom“EMY_
comparison of 7.5 mg of pioglitazone with!5 mg of examined. The Committee
pioglitazane. The scientific evideace flom both the studies is Jobesrved that data submitted
not enough to justify 7.5 mg dose of pioglitazone in FOC.  land available peer reviewed
Cormmittee also opined that there is no sufficient ' scientific evidences do not
pharmacokinetic and pharmacodynamic data. Further the . . . .
committee also noted that the praposed FDC in proposed support the rationality Of_thls
strengths has already been deliberated by NDAC on FDC. Hence, the Committce
22.08.2012 and NDAC did not recommend the FDC. This considered this FDC as
committee also endorsed the comments of the NDAC and did |irrational.
not recommend. Moreover the firm(s) also did not present
any additional data to counter the comments of NDAC made
on 22.082012.
However, the proposal for Pioglitazons HCl i5mg
+Metformin HCI 500mg(SR) +Glimepiride tmg/2mg Tablets
is alrcady approved by DCG(I) on 16,08.2005 and hence this
strength was not deliberated.
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1622 |Glimepifide . 2mg+500m (Uncoated | This FDC-was discassed eirtiér by previous Cowimittee on The replies /clarifications. =~ ]
IP+Metformin HCl{g+7.5mg  [Bilayered|27.08.14 as under- o o wherever available from firms
IP+Pioglitazone. - - ftablets | Che sl dose of pioglitazoneis 15 mg. Fiemis) presented |1 earlier data submitted by

two studies one Indian study of pisglitazone 7.5 mg with .

HCi tp other Oral hypoglycemic drugs and Japanese study of them wm ﬂmroughly'

comparison of 7.5 mg of pioglitazone with15 mg of examined. The Committee
|pioglitazore, The scientific eviderice from both the studies is |obesrved that data submitted

gﬂ enough :.i"lﬁﬁr 7.5 g dose of pioglitazdne in FDC.  |anq available peer reviewed

ommittee also opined that there is no snfficient scientific evidences do not

pharmacokinetic and phammacodynamic daf,. Farther the s::l It :h:v:h?:n ality of this

committee also noted that the proposed FDC in proposed Ppo 3

stresigths has already been deliberated by NDAC on FDC. Hence, the Committee

22.08.2012 and NDAC did not recommend the FDC, This  |considered this FDC a3

commiltec also endorsed the comments of the NDAC and did irrational,

not recommend. Moreover the firm(s) also did not present

any additional data t0 counter the comments of NDAC made

an 22,082012, ‘

However, the proposal for Pioglitazone EHCI 15mg"

+Metformin HCH 500mg(SR) +(limepiride Img/2mg Tablets

i already approved by DCG(I) nn 16.08,2005 and hence this

strength was not deliberated.

1623 |Giimepiride Img/2mg+7|Tablets | This FDC was discussed earlier by previous Committee on | The replies /clarifications
IP+Pioglitazone  |.5mg/7.5mg 210814 asunder. ) wherever gvailable fron: firms
HCI 1P+Metformin [ +1000mg/i s oo f ploglitazmn s 15 mg. Fim(s) grsenied (1 %15 L submitted by

. two studies one Indian study of pioglitazone 7.5 mg with .

HCLIP 000mg other Oral hypoglycemic drugs and Japanese study of “‘“.ﬂ were Mug_my
comparison of 7.5 mg of pioglitzone with15 mg of examined. The Committee
pioglitazonc. The scientific évidence from both the studies is [obesrved that data submitted
gm enough !?J'usfify 7.5 ﬂ::g dose ofpiogl‘l:?m mFDC.  lang available Ppeer reviewed

‘ommittee also opined that theye is no sy cient scientific evi s do not
pharmacokinetic and pharmacodynsmic dats, Further the u' ohlfﬂ; o "’e“d pr
nomnilnae:lsonotedthattheproposedFDCinpopond supp ty .
strengths has already been deliberated by NDAC on FDC. Hence, the Committee
22.08.2012 and NDAC did ot recommend the FDC. This | considered this FDC as
committee also endorsed the comments of the NDAC and did irrational.
not recommend. Moreover the firm(s) also did not Present
any additional datz to counter the comments of NDAC made
on 22082012, - o
However, the proposal for Pioglitazone HC1 15mg
“+Metfonmin HCI 500mg(SR) +Glimepiride 1mg/2mg Tablets
is already approved by DCG(I) on 16.08.2005 and hehce this
strength was not deliberated.

1627 |Glimepiride 1mg+500m |Uncoated Tln;gFDC was discussed carlier by previous Commitiee on The replies /clarifications -

i . - ; 27.08.14 asunder- -
:; getfc'mmn HCllg+7.5mg  [bilayered The usual dose of piogtitazons s 1§ g, Firm(s) preseated wherew?r available frt.)m firms
oglitazone tablets . . v i and carlier data submitted by
two studies one Indian study of Pioglitazone 7.5 mg with

HCH P other Oral hypoglycemic drags and Japanese study of the_m .were wly_ )
corapatison of 7.5 mg of pioglitazone with15 mg of examined, The Commitice
pioglitazone. The scientific evidence from both the studies is [obesrved that data submitted
not enough f‘l’.i"sﬁﬁf 715mg ;:: of pioglitazone in FDC.  [and available peer reviewed
Committee also apined that 75 no sufficient ientific evidences
Rharmacokinetic and phamnacodynamic data. Further the ) i~ t:f:h mﬁo alido r:"ot::lis
committes also noted that the proposed FDC in proposed  *|SUPPOTY the rationality o ]
sirengths has already been deliberated by NDAC on FDC. HEHCC, the Commiittee
22.08.2012 and NDAC did not recommend the FDC. This |considered this FDCas
committec also endorsed the comments of the NDAC and did [irrationa].
mot recommend. Moreover the finn(s) also did ot present
eny sdditional data to counter the comments of NDAC made
on 22.08.2012. ’

However, the proposal for Pioglitazone HCl 15mg

+Metibnmin FIC] 500mg(SR) +Glimepiride Img/2mg Tablets

is already approved by DCG{) on 16.08.2005 and hencs this
strength was not delibevated,

L.




1628 [Pioglitazotie ~  .J7.5mg+500 [Tablets [ThisFDC was disussed carlies by previous Commitics ol | T he rephes Jlatifications
|HCHMetformin  |mg+Img/2 gft'u‘:]?o';:t?‘ it:;glilnzo i 15 g, Fifm(e pressced wherever available from firms
| .. s 1 ne 1s 5] I o z

-{HCHGlimepiride |mg v smdies one msm tody ofpioglitione i “T:’M & |and eartier data submitted by
other Oral hypoglycemic druzs and Japanese study of them were thorough_ly
comparison of 7.5 mg of pidylitazone withl5 mg of examined. The Committec
ioglitazone. The scientific evidencé from bofh the studies is obesrved that data submitted
not enough to justify 7.5 mg dose of pioglitazone in FDC. and available peer reviewed
Cmim’:;‘"? °:“Id‘°d thatatt:;:;'is “'{s‘:“:ﬁuﬁ?"m N scientific evidences do not
m:e al::‘: mmpt::t";e prgp:;f:mm mem: support the rationality of' this
strengths has already been delibesated by NDAC on FDC. Hence, the Committce
22.08.2012 and NDAC did not recommend the FDC. This considered this FDC as
committes also endorsed the comments of the NDAC and did |irrational.
not recommentd. Moreover the firm(s} also did not present
|any additional data to counter the comments of NDAC made
on 22.08.2012.
However, the proposal for Pioglitazone HCl 15mg
+Metformin HCl 500mg(SR) +Glimepiride 1mg/2mg" Tablets

 |isatready epproved by DCG(!) on 16.08.2005 and hence this

strength was not deliberated.

1629{Voglibose+ 0.3mg+850 |Uncoated|a, ) The replies /clarifications
Metformin HCL  |mg+400mc |bilayered | Pharmacodynamically irrelevant- " |wherever available from firms
IP+ Chromium  |g tablets |1.No published literature supporting the superior  |and carlier data submitted by
Picolinate USP efficacy of combination of these drugs. them were thoroughly

2. Therapeutic use of chromium is doubtfull. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

{considered this FDC as
irrational.

1630{Glimpepiride + lmg/2mg+ |tablets ia, The replies /clarifications
pioglitazone HCL+ |7.5 mg/7.5 1. There is no published literature supporting this  |wherever available from firms
metformin mgt 500 FDC. ' and earlier data submitted by
hydrechloride mg/500 mg 2.The nglltazone has safety concerns. them were thoroughly

’ examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1632/ Pioglitazone 7.5/7.5mg+ |Bilayed |a, The replies /clarifications
HCL+Metformin  |500/1000m |Tablet 1. Subtherapeutic dose of Pioglitazone. wherever available from firms
HCL g 2. Safety issue with Pioglitazone especially as FDC.|and earlier data submitted by

them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.




Glimepiride+Piogli
azone
HCl+Metformin
HCl

1634

Img/2mg/3 | Tablets
mg+15mg+

1000mg

|FDC,

a, R ) .. -
1. There is no published literature supporting this

2. The Pioglitazone has safety concems.

The replies /elarifications
wherever available from firmis
and earlier data submitted by
them were thoroughiy ’
examined. The Committee
obesrved that data submitted
and available peer roviewed
scientific evidences do not -
suppoyt the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1635 |Glimepiride+Metfo

rmin HC!

3mg+1000 |Tablets

mg

This FDC was di;cnssed carlier by previous
Committee on 27.08.14 as under-
The NDAC in the mesting held on 6.10.12 examin:

* jthe issuz of combimation of Glimepiride + Metforrhi

in various strengths, The committee opiried that the
Glimepiride lmg/2Zing + Metformin 500/500mg SR,
and Glimepiride Img/2mg + Metformin
1000/1000mg SR, already approved in the country
which meets the requirement of majority of patients
And further permutation of the combination of this
FDC will lead to confusion, prescription error,
dispensing error and increased risk of hypoglycemi
The committee also noted that DCG (1) kas already
approved Glimepiride 0.5mg + Metformin
hydrochleride 500 mg tablets on 20.01.2014,

of NDAC and reiterates that no additional strengths
of the combination of glimepiride and metformin is
required. Henee the committee did not recommend
the proposed sirengths of the FDC.

This committee concurs with the previous comment+

.y :
The Committee re-examined the

and recornmended
r"patients with type II
diabetes mellitus when diet
exercise & single agent does noy
result in adequate glycemic
control.

Metformin
HCL+Benfotiami

1636

Uncoated
Tablet

500mg+75
mg

This FDC was discussed earlier by previous
Committee on 27.08,14 as under- .

The cotmnitteemtedthatthepmposedPDCwas also|
discussed earlier by NDAC on 06.10.2012. There is

not enough published data particularly in the h :
subjects reganding the efficacy. The data presented
by the firm(s) has been cxamined scientifically and
firm has presented only animal study data. The firm

fails to present clinical data about synergistic effect .

of this FDC over other dnigs present in FDC.
Moreover no scientific publication-recommends thi
combination. This combination is also nat approv
anywhere in the world. Hence the committee did nof
recommend for the manufacturing and marketing of
this FDC. -

The replies /clarifications
wherever available from firms

and carlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed

FDC. Hence, the Committee
considered this FDC as
irrational.

1637 glimepiride+

1mg/2mg+ [tablets

15mg/15

pioglitazone

hydrochloride + -
metformin
hydrochloride

" |mg/ 830 mg

mg+ 850

a,
1. There is no published literature supporting this

" [FDC

2. The Pioglitazone has safety concerns,

The replies /clarifications
wherever available from firms
and earljer data submitted by
them were thoroughly
examined. The Committce
obesrved that data submitted

support the rationality of this

and availshle peer reviewed
scientific evidences do not

FDC. Hence, the Commitice
considered this FDC as
irrational.

&Y



1638 [glimepiride +  |3mg/4 mg+ Jtablets  [This FDC was discussed earlier by previous [
metformin. 1100071000 Committec on 27.08.14 as under- The Committes re-examined the
-- |hydrochloride mg The NDAC in the meeting held on 6.10.12 exaninedFDE and recommended
the issue of combination of Glimepiride + Metformilfor ‘paticnts with type 11
in various strengths. The committee opined that the |diabetes mellitus when _diel
Glimepiride 1mg/2mg + Metformin 500/500mg SR, [exercise & single agent decs no
and Glimepiride 1mg/2mg + Metformin result in adequate glycemic
1000/1000mg SR, already approved in the country |control.
which meets the requirement of majority of patients
And further permutation of the combination of this
FDC will lead to-confusion, prescription error,
dispensing error and increased risk of hypoglycemi
The committee also noted that DCG ([) has already
approved Glimepiride 0.5mg + Metformin
hydrochloride 500 mg tablets on 20.01.2014.
This committee concurs with the previous comment$
of NDAC and reiterates that no additional strengths
of the combination of glimepiride and metformin is
required. Hence the committee did not recommend
the propesed strengths of the FDC.

1641 |Glimepiride+Pioglifimg/2mg+7{Tablet |This FDCwas discussed earlier by previous Committee on [The replies fclarifications
azone .5mg/7.5mg ' i;fz:s::l:u "“‘;" foglitazone s 15 mg. Firn(s) wherever available from firms
HCL+Metformin  |+500mg/50 wo studies one Ing:m study of pi ogiit:mne 75 mpg' ¢ m“.md Hand f.?arl:er data submltted. by
HCL Omg other Oral hypoglycemic drugs and Japanese study of them IWEre thoroughly

comparison of 7.5 mg of pioglitazone with1 5 mg of examined. The Committee
Ipioglitimnq‘. The scientific evidence from both the studies is jobesrved that data submitted
not enough to justify 7.5 mg dose of pioglitazone in FDC.  [and available peer reviewed
Commitiee also opined that there is no sufficient scientific evidences do not
sm m&ﬁmﬂm '::;g l:mm ﬂ: support the rationality.of_ this
strengths has already been deliberated by NDAC on FDC, Hence, the Committee
22.08.2012 and NDAC did not recontmend the FDC. This ~ [considered this FDC as
committce alsg endarsed the comments of the NDAC and did yirrational.

not recmmnend. Moreover the ﬁrm(s) also dn'l not presenk

any additional data to counter the comments of NDAC made

on 22.08.2012.

However, the proposal for Pioglitazone HCl 15mg

+Metfortain HCl 500mg(SR) +Glimepiride Img/Zmg Tablets

is already approved by DCGHI) on 16.03, 2005 mdhemeﬂu )

strength was not deliberated.

t644 Benfothiamine+Me}75mg+500 [Tablets |This was discussed by previous Committee on The replies /clarifications

tformin HCI mg 27.08.14 asunder- . - wherever available from firms

The commiltee noted that the proposed FDC was [and earlier data subinitted by

also discussed earlier by NDAC on 06.10.2012.  |them were thoroughly =

There is not enough published data particularly in ined. The Committee

human subjects regarding the efficacy. The data  Jobesrved that data submitted

presented by the firm(s) has been examined and available peer reviewed

scientifically and firm has presented only animal  [scientific evidences do nat

study data. The firm fails to present clinical data  [support the rationality of this

about syaergistic effect of this FDC over other dregtFDC. Hence, the Committee

present in FDC. Moreover no scientific publication [considered this FDC as

recommends this combination. This combination is lirrational.

also not approved anywhere in the world. Hence

coimittee did not recommend for the manufacturin

and marketing of this FDC. '

- —
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i645(Pioglitazone + 7.5mg+500 (Tablst. |a, - The replies /clarifications
HCL+Metformin |mg 1. Subtherapeutic dose of Pioglitazone. wherever available from firms
HCL 2. Safety issue with Pioglitazone especially as FDC.{and earlier data submitted by
' them were thoroughly
examined, The Comuittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
. Irrational_
| 1650|pioglitazone 15 mg+ 850 [film a, : ) ' The replies /clarifications
hydrochleride + mg coated (1. Safety issue with Pioglitazone especially as FDC.|whercver available from firms
metformin tablet and earlier data submitted by
Thydrochloride . : thein were thoroughly
’ examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
‘1support the rationality of this
FDC. Hence, the Commnittee
considered this FDC as
irrational.
1652 |Glimepiride+Metfo| Img/2mg/3 [Tablos The comemittee opined that the Glimepiride T \
. |rmin HCI - |mg+850mgy/| + Metformin 500/500mg SR, and Glimepiride The Committee re-examined the
850mg/850 lmg/2mg + Metformin 1000/1000mg SR, already " [FDC and recommended
mg approved in the country which meets the Tequi for"patients with type 1
of majerity of patients. And further permutation of diabetes mellitus when diet
the combination of this FDC will lead to confizsion, lexercige & single agent does no
prescription error, dispensing error and increased risk fresujt in adequate glycemic
of hypoglycemia. control, .
The committee also noted that DCG (D) bas already
- |2pproved Glimepiride 0.5mg + Metformin
hydrochloride 500 mg tablets on 20.01 -2014.Hence
the Committee did not recommend (07.01.2016).

1653 |Metformin 850mg+7.5 [Tablets Thiis FDC wes discussed cartier by previous Committee on The replies /clarifications
HCHPioglitazone+|mg+2mg 27.08.14 asunder. . ] wherever available from firms
Glimepride The usm;l dose of plog[mmne :s_ls mg. Finm(s) pnmmad and earlier data submitted by

two studies one Indian stdy of pioglitazone 7.5 mg with : E
other Oral bypoptycemic drugs and Iapanese study of them were thoroughly
comparison of 7.5 mg of pioglitazone with15 mg of examined. The Committee
pioglitazone. The scientific evidence from both the siudies is Jobesrved that daia submitied
ot enough to justify 7.5 mg dose of pioglitazone in FDC, and available peer reviewed
Cmmime-als? opined that there is no I!lﬂﬁient' scientific evidences do not

o ¢ and phanmacodyvemic dm'.pmﬂ' support the rationality of this
cmnmﬂwmbdﬂulﬁemmdFDCmpmpmed .
strengths has already been deliberated by NDAC on . |FDC. Hence, the Committee
22.08.2012 end NDAC di ot recommend the FDC. This considered this FDC as
commitice also endorsed the comments of he NDAC and did |irrational.
not recommend, Moreover e firm(s) also did not Ppresent
any additional dats to cotmiler the comments of NDAC made
on 22.08.2612,
However, the proposal for Pioglitazone HC] 15mg
+Metformin HC] § +Glimepiride lmg/2mg Tablets
is already approved by DCG() on 16.08.2005 and heace this
strength was not deliberated,




1654 |Metformin - 800mg+5m [Tablets |This FDC way discussed sarlier by previous’ c,
HCHGlibenclamid |g Committee on 27.08.14 as wnder- | The Committee re-examined the
e The committee noted that FOC of Glibenclamide IP|FDC and recommended
Smg +Metformin HCI P 850mg (SR) is already for"patients with type I1
approved. The firm(s) was unable to presentany [diabetes mellitus when diet
|scientific data/evidence in favour of Glibenclamide jexercise & single agent ‘does nof
P Smg +Metformin HC! IP 850mg (IR). Adso the {result in adequate glycemic
FDC of Glibenclamide 1P 5mg +Metformin HCE [P |control.
*|800.ng (IR) was also discussed by the committee anr:l
the committee opined that there is no unmet need fof
the proposed strengths. Hence the committee
did not recommend.

1656 [Metformin 850mg+7.5 Tablets |This FOC was discussed eadier by previous Committezon  The replies /clarifications
HCHPioglitazorie |mg+Img ' fh‘:“-ilﬁo““d;" toglitazone s 15 mg. Firm(s) e wherever available from firms
H =T - Us ISC Of 7. £l = A
HCHGlimepiride e o foniinliens wdy of piogl hesone 7.5 I';‘::i"m and earlier.data submitted by

other Oral hypoglycemic drugs and Japanese study of them were lhoro_ughly.
somparison of 7.5 my of pioglitazone with15 mg of examined. The Committee
iepliazone. The scientific evidence from both the studies is |obesrved that data submitted
ot enough to justify 7.5 mg dose of pioglitazone in FOC.  |and available peer reviewed
Committee also opined that there is no sufficient scientific evidences do not
mhﬂﬁ:i:gmﬁgg :m “"'; support the rationality of' this
. strengths has alreadybemddibmwdby NDAC on FDC. Hence, the Committee
2 08,2012 and NDAC did not recommend the FDC. This  fconsidered this FDC as
committes also endorsed the comments of the NDAC and did | irrational.
ot recommend. Moreover the fimm(s) also did not present
any additional data to counter the comments of NDAC made
o0 22.08.2052.
However, the proposal for Ploglitazone HC1 15mg
+Metformin HCl 500mg(SR) +Glimepiride 1mg/2my Tablets
; sdmuiy approved by DCG([) on 16.08.2005 and hence this
strength was not deliberated. ’
1657 |Glimepiride+Metfo| Img/2mg+8|Tablets |The committee opined that the Glimepiride Img/2mie, )
rmin HCI 50mg/850m |+ Metformin 500/500mg SR, and Glimepiride - The Committee re-examined the
g 1mg/2mg + Metformin 1000/1000mg SR, already {FDC and recommended

lapproved in the country which meets the mquiremerlfor"patiems_with type I1

of naajority of patients. And further permutation of [diabetes mellitus when diet

" lhe combination of this FDC will lead to confusion, [exercise & single agent does no}

prescription error, dispensing error and mcleased risk rres'ult in adequate glycemic

of bypoglycemia. control.

The committee also noted that DCG (T) has already

approved Glimepiride 0.5mg + Metformin
{bydrochloride 500 mg tablets on 20.01.2014.Hence

the Committee did not recommend (07.01.2016).

1658 [Metformin 500mg+7.5 [Tablets |ThisFDC was discussed earlier by previous Committee on  {The replies /clarifications
HCL+Pioglitazone |mg+1mg/2 2708.14 asunder- g |Wherever available from firms
HCL + Glimepiridelmg g:ﬂ;ﬁﬁ:ﬂﬁ;ﬁ#&iﬂ?ﬁ?ﬁm and earlier data submitted by

other Orat hypoglycemic drugs and Japanese study of them were thoroughly

comparison of 7.5 g of pioglitazone with15 mg of examined. The Committee
zoclitazone, The scientific evidence from both the studies is [obesrved that data submitted

not enough to justify 7.5 mg dose of ploglitazone in FDC.  |and available peer reviewed

Committee also opined that these is no sufficient scientific evidences do not

mh;iimmm:g :mﬁ support ﬂle rationality of_ this

sirengths has already been deliberated by NDAC on FDC. Hence, the Committee
7082012 and NDAC did not recommend the FDC. This  |considered this FDC as
committee also endersed the camments of the NDAC and did |irrational.

mot recommend, Moreover the firm(s) also did not present ' :

any additional data to counter the comments of NDAC made

an 22.08.2012.

However, the proposal for Pioglitazone HCE 15mg

+Metformin HC1 500mg(SR) +Glimepiride tmg/2mg Tablets

is already approved by DCG(l) on 16.08.2005 and hence this

strength was not deliberated.

e
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1659 Metformin -~ [500mge30 Tablets Ja,.

HCH-Gliclazide mg/60mg+7
: -SR+Piogli!azone Smg-

Phamacodmmically irrelevang-
1. Subtherapeutic dose of Pioglitazone.
2, Pio glitazone has safety concems.

The replies /clarificationg”
wherever available from fimns
and earlier data submitted by
them were thoroughly
examined, The Committee
obesrved that data submitted’
and availsble peer reviewed
scientific evidences do not
Support the rationality of thig
FDC. Hence, the Committee

| ' [considered this FDC ag
’ irrational,
1662 Vogliboseﬂ’iogii 0.2mg/0.3m|Uncoated a, The replies /clarifications
zone+Metformin g+7.5mp/1 5! Tablets Phannacodynanﬁcally irrelevant- wherever available from firms
HCl IP mg+500mg 1. Subtherapeutic dose of pioglitazone, and earlier data submitteq by
. : . 2. Safety concerns of pioglitazone, them were thoroughly

3. No published literature supporting this FDC.

examined. The Committae
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of thig
FDC. Hence, the Commitiee
considered this FDC as
frrational, :

1663|Metformin HCI 500mg+0.8 [Uncoated
IP+bromocriptine mg Tablets
Mesylate IP

a,
Phannacodynam‘caﬂy irrelevant-

1. No published litcrature supporting the use of
combination.

2. Both ingredients haye different indication.

The replies fclarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Commijttes

obesrved that data submitted

and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committes
considered this FDC ag
irraﬁpnal.

1667 |Benfotamines 175mg+500 |Fitmy
ormin HC} mg - |Coated
Tablets

This was discussed by previous Committee on
27.08.14 as under-

The replies /clarifications
wherever available from firms
and earlier data submitted by
themn were thoroughly

scientific evidences do not
support the rationality of this
- tence, the Committes
entific publication [considered this FDC as
i irmational
1670\Metformin HCJ 300mg/500 |Uncoated a, The replies /clarifications
IP+Glimepiride mg+img/2 [bilayered Phaﬁnacodynamimlly irrelevant- wherever available from firmg
IP+Methylcobal mgt750me [tablets 1. No published literature Supporting the superior |and earlier data submitted by
n Jp " |8750meg ‘[efficacy of combination of three drugs, them were thoroughly
2. Use of methyicobalamine ag prophylaxis in FDC ig examined. The Committee
not documented, obesrved that data submitted

and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
itrational,
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1671|Pioglitazone - {30mg+500 |Uncoated a, - ' The replies /clarifications
HCL+Metformin  |mg . |Tablets |Safety issue with Pioglitazone especially as FDC. |wherever available from finns
HCLIP 1 and earlier data submitted by
thera were thoroughly
examined. The Committee
-|obesrved ihat data submitied
and available peer reviewed
scientific evidences do nof
) support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1672|Glimepiride 2mg+30mg [Uncoated|a, : The replies /clarifications
- |IP+Pioglitazone  [+500mg  {Tablets |1. Thereis mo published literature supporting this wherever available from firms
HCI1 IP+Metformin FDC. and earlier data suomitted by
HCI 1P N IR ' 2. The PMoglitazone has safety concems. them were thoroughly
: ’ examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.

1677 |Glibenclamidet+Mei5mg+500m |Tablets |This FDC was discussed earlier by previous The repiies /clarifications
formin g+7.5mg Comumittée on 27.08.14 as under- wherever available from firms

{HCl+Pioglitazone The usuat dose of pioglitazone is 15 mg. Firm and earlier data submitted by

HCI presented two studies, one Indian study of them were thoroughly
pioglitazone 7.5 mg with other Oral hypoglycemic [examined. The Comrittee
drugs ard Japanese sudy of comparison of 7.5 mg of|obesrved that data submitted
pioglitazone withl5 mg of pioglitazone. The {and available peer reviewed
scientific evidence from both thé studies is not scientific evidences do not
enough to justify 7.5 mg dose of pioglitazone in  isupport the rationality of this
FDC. The Committee also opined that there isno  |FDC. Hence, the Committee
sufficient pharmacokinetic and pharmacodynamic considered this FDC as
. {data. Hence the proposed FDC is not recommended | irrational.

1680 |Glipizide 2.5mg+400 |Uncoated | This FDC was discussed earlier by previous The replies /clarifications
iP+Metformin HClimg: tablet |Committee on 27.08.14 as under- wherever available from firms
P The firm could not present any scientific data with [and earlier data submitted by

respect to the proposed strength of FDC. The them were thoroughly
. |committee opined that the proposed strength is not examined. The Committee
going to add any benefit to the patient over the obesrved that data submitted
already approved strengths of the FDC. Hence the land available peer reviewed
commiftee did not recommend. scientific evidences do not -
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imrational.
1681|Pioglitazone HCL |7.5mg+500 Uncoated|a, The replies /clarifications
IP+Metformin HCljmg/1000mg|tablet 1. Subtherapeutic dose of Pioglitazone. wherever available from finms
P 2. Safety issue with Pioglitazone especially as FDC.land earlier data submitted by
| ' them were thoroughly
examined. The Committee
cbesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee |
s considered this FDC as
irrational.

8}



1682 |Glimepiside 3mg+1000 [Uncoated]|This FDC was discussed éarlier by previous c, T
o {IP+Metformin HE fmg - Bilaycred| Committee on 27.08. 14 asunder- - The Committee re-examined the
P ' tablet | The NDAC in the meeting held on 6.10.12 examinefFDC and recommended
the issue of combination of Glimepiride + Metformi or"patients with type [I
. in various sirengths. The committee opined that the |diabetes melliiys, when diet
N Glimepiride Img2mg + Metformin 500/50Cmg SR, |excreise & single agent does no
and Glimepiride Img/2mg + Metformin result in adequate glycemic
1000/1000mg SR, already approved in the country jconirol,
) which meets the requirement of majority of patients
And further periutation of the combination of this
FDC will lead to confusion, prescription error,
dispensing error and increaseq risk of hypoglycemi
The committee also noted that DCG (J) has already
approved Glimepiride 0.5mg + Metformin
hydrochicride 500 mg tablets on 20.01 2014,
This commitice concurs with the previous comment} -
Of NDAC and reiterates that no additional -strengfks
of the combination of glimepitide and metformin is
required. Hence the commities did not recommend
the Proposed strengths of the FDC.

1683 Giimepiride Ymg/2mg+7{Uncoated ;’;11; ;zc Wﬂ;‘:ﬂmed carlier by previous Committee on The replies /clarifications
1P+Pioglitazone -Smg+1000 (Bilayered|27- et . . wherever available from firms
HC] IP+Metformin ng tablet e ustal dose ﬁm lls me. Firm(s) presented and earlier data submitted by
HCl Ip - hvostudiesunelmhanftuﬂyofppoghuzuncTSmgmth them were thoiough|

: otherOmlllypoglymndmgsandkpmescsmdyof ghly
comparison of 7.5 mg of pioglitazone with] 5 mg of examined. The Committee
pioglitazone, The scientific evidence from both the studies i obesrved that data submitted
not entugh to justify 7.5 g dosz of ploglitazone in FIC, and available peer reviewed

“‘""" opined thuat these i no sufficient scientific evidences do not
counetic ind phamacy oy dm'.ﬁ“h" = Support the rationality of this
cmmtucalsommd&atﬂ:emedFDCmmpaw ; i
smmﬂmmm by NDAC: on FDC. Hence, the Committee
22.08.2012 and NDAC did not recommend the FDC. This ~ |considered this FDC as
* commitiee also endorsed the comments of the NDAC and did irrational.
ot recommend. Mnrewn-lheﬁnn(s} also did not present
any additional data (o counter the comments of NDAC made
on 22.08.2012, ‘
the for itazone HCl 15
Nt
iz aheq‘dyaplnnvedbyDCG(l)on 16.08.2005 and bence this
strength was not delib:n_lul.
1684 |Glimepiride 1mg+7.5mg|Uncoated ;’ll:sf"ll:c mm cattier by previous Comimitice on The replies /clarifications
- ; .08.14 a5
el el - SO e bl ot
Miuonehdi&nlhﬂyofpmghhmne?imgm carlier data submitt Y
Hel 1p o Ol bypoglycemic drugs aud Japancee studyof |~ |them were tharoughly
compatison of 7.5 ting of pioghitazone with15 mg of examined. The Committee
pioglitazone. The scientific evidence from both the studiey js obesrved that data submitted
not enough ﬂﬁg;ﬁ i &w?fpiogg_me WEDC.  land available peer reviewed
Committee i 18 no sufficient jands 5 i '

Oy :::ld datn he [scicntific ewd?nces. do not .
lcommittes also noted that the proposed FDC in §°  [support the rationality of: this
strengths has been deliberated by NDAC on FDC. Hence, the Committee
22.08.2012 and NDAC did mot récommend the FDC. Tiis considered this FDC as
committee also endorsed the comments of the NDAC and did irrational,

Mot fecommend, Moreover the firm{s) also did not present

any additional data to counter the comments Oof NDAC made

on 22.08.2012.

However, the proposal for Pioglitazon= HCY 15mg

+Metformin HCI SUOIng(SR)'*Gh'mepﬁ-ide Img/2tng Tablets

i already approved by DCG(I) on 16.082005 and hence this
atrength was not deliberated,

(="




1685 [Giibenclamide+Met Smg+850m |Uncoated | This was discussed by previous Commitiee on ¢, * _ X
iformin HC1 g Tablets [27.08.14 as under- The Committee re-examined the
. _{The committee noted that FDC of Gllbenclamld’ [P{FDC and recommended for
Smig +Metformin HCI IP 850mg (SR) is already  |"non insulin dependent diabites
approved. The firm(s) was unable to presentany  |mallitus patients poorly
scientific data/evidence in favour of Glibenclamide |controlied with sulphonylurea or
1P Smg +Metformin HC1 TP 850mg (IR). Also the |biguanide alone”
FDC of Glibenclamide IP Smg +Metformin HCi IP
800mg (IR) was also discussed by the committee anfl
the commifiee opined that there is no unmet need fof
both the proposed strengths. Hence the committee
did not recommend.
1686|Pioglitazone HCL |15mg+850- {Uncoated]a, . The replies /clarifications
1P+Metformin HCl |mg Tablets | Safety issue with Pioglitazone especially as FDC. |wherever available from firms
P - - ' and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1687 Pioglitazone HCL |7.5mg+500 |Uncoated|a, The replies‘ /clarifications
~ {@#Metformin HCI [mg Tablets |1. Subthcrapeutic dose of Pioglitazone. wherever available from firms
P 2. Safety issue with Pioglitazone especially as FDC jand earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
seientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1686|Piogtitazone HCL |7.50mg+10 I The replies /clarifications
IP+Metformin HCL[00mg Uncoated|1. Subtherapeutic dose of Ploghtazone wherever available from firms
r . bilayered |2. Safety issue with Pioglitazone especially as FDC.|and eartier data submitted by
tablets them were thoroughly
examined. The Committee
obesrved that data submitted
land available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1692 |Metformin HCI 1000mg+60|iincoated {This FDC was discussed earlier by previous The replies /clarifications
ER+Gliclazide mg+0.2mg |bilayered |Committes on 27.08.14 as under- wherever available from firms
MR+Voglibose tablet  {The firm could not present any scientific data with |and earlier data submitted by

{respect to this FDC. The dosing of voglibose is them were thoroughly
incompatible with the dosing schedule of metforminjexamined. The Committee
ER and gliclazide SR. Hence the committee did not fobesrved that data submitted
recommend. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

9|




1597 [Metforain S00mg+75 TFiim—
- |HCHBenfotiamine g

The replies fclarifications
wherever available from finns
and carlier datg submitted by

is | them were thoroughly

z 1699 Metformin
HCI+Benfotiamine

300mg+75 [Film
mg Coated
Tablets

The replies /clarifications
wherever availabje from firms
and earlier datg submitted by
is{them were thoroughly
examined. The Committee

QL



1707 |Metformin - 500mg+75 |Film  [This FDC was discussed carlier by previous - " |The replies /clarifications
- |Hydrochloride  |mg Coated |Committee on 27.08.14 as under- ’ wherever available from fitms’
IP+Benfotiamine Tablets |The committes noted that the proposed FDC vray also and earlier data submitted by
discussed earlier by NDAC on 06.10.2012, There is|them were thoroughiy
not enough published data particularly in the human) examined. The Committee
subjects regarding the efficacy. The data presented ohesrved that data submitted
by the firm(s) has been examined scizntificalty and |and available peer reviewed
firm has presented only animal study data. The firm scientific evidences do not
fails to present clinical data about synergistic effect {support the rationality of this
of this FDC over other drugs present in FDC. |FDC. Hence, the Committee
Moreover no scientific publication recommends thiéyconsidcred this FDC as
combination, This combination is also not approved)irrational.
anywhere in the world. Hence the committee did no
|récommend for the manufacturing and marketing of}
this FDC.

1'708|Chromitm 200mcg+50|Uncoated|a, _ The replies /clarifications
Polynicotinate+Me{Omg Tablets | Pharmacodynamically irrelevant- wherever available from firms
formin 1.No published literature supporting the superior  [and earlier data submitted by
Hydrochloride IP efficacy of combination of these drugs. _ them were thoroughly

2.There is a controversy regarding the use of examined. The Committee

chromium. obesrved that data submitted

"land available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imrational.

1709\ Metformin 500mg+80 |Uncoated{a, The replies /clarifications
Hydrochlopride  {mgt+15mg+ [Tablets Pharmacodynamically irrelevant- wherever available from firms
1P+Gliclazide 200meg L. There is no published literature supporting this and earlier data submitted by
IP+Piogllitazone FDC. them were thoroughly
Hydrochloride IP 2. The Pioglitazone has safety concerns. examined. The Committee
eq. to 3. It is at variance from the concept and purpose of jobesrved that data submitred
Pioglitazone+Chro FDC. and available peer reviewed
mium ' fscientific evidences do net
Polynicotinate support the rationality of this

FDE. Hence, the Committee
considered this FDC as
irrational.

1710{Metformin 500mg+80 |Uncoated|a, The replies /clarifications
Hydrochloride  [mg+200me [Tablet [Pharmacodynamically irrelevant- . wherever available from firms
1P+Gliclazide g 1. No published literature is available supporting tthd earlier data submitted by
[P-+Chromium ' superior efficacy of combination of threc drugs  [them were thoroughly

- |Polynicotinate 2. there is a controversy tegarding the use of examined. The Committee

chromium. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrationat.
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1718 [Glimiepiride

IP+Metformin
Hydrochloride |p
(in sustained
release form)

Tablets

| This FDC was discussed earlier by previons
Committes on 27,0814 as under- | :
The NDAC in the meeting held on 6.10.12 examin
the issue of combination of Glimepiride + Metformi

-

The Committee re-examined the
'DC and recommended
or'patients with type II
diabetes meltitus when diet

1719

3mg/amg+1
000mg

Glimepiride
IP+Metformiy
Hydrochloride [p
(in sustained
release form)

Film

Tablets

Coated

This FDC was discussed earfier by previous
Committee on 27.08.14 as under-
The NDAC in the meeting held on 6.10.12 exami

already approved in the country
which meets the requirement of majority of patients
And further permutation of the combination of this
FDC will lead to confusion, Pprescription error,

approved Glimepiride 0.5mg + Metformin .
hydrochloride 500 mg tablets on 20.01.2014,
This committee concurs with the previous comment:

‘lof NDAC and reiterates that no additional strengths

of the combination of glimepiride ang metformin js
required. Hence the committee did not recommend
the proposed sirengths of the FDC.

DCG (I) has already -

1720

500mg+7.5
mg+]

Metformin
Hydrochloride [P
(SR+Pioglitazone
Hydrochloride+Gli
mipride

tablets

Uncoated
bilayered

a,
Pharmacodynamically irrelevant-

1. Subtherapeutic dose of Pioglitazone,
2. Pioglitazone has safety concerns,

The replies Itlarifications
wherever available from firms
and earlier data submitted by
them were thoroughly '
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes

considered this FDC as

W/},,.

irrational.
Y



1723 Metformin - 500mg+75 |Tablets |This FDC was distussed eaitier-by previous - The replies flarifications
hydrochloride mg Committes on 27.08.14 as under- a _ {wherever available from firms
IP+Benfotiamine The comunitiee noted that the proposed FDC was also|and earlier data submitted by

discussed earlier by NDAC on 06.10.2012. There is|them were thoroughl

not enouzh published data particularly in the humary examined. The Committee
subjects regarding the efficacy. The data presented obesrved that data submitted
by the firm(s) has béen examined scientifically and |and available peer reviewed
firm has presentzd only animal study data. The firm scientific evidences do not
fails to present clinical data ahout synergistic effect fsupport the rationality of this
of this FDC over other drugs present in FDC. FDC. Hence, the Commitice
Moreover no scientific publication recommends thigconsidered this FPC as
combination. This combination is also not approved|irrational.

anywhere in the world, Hence the committee did no

recommend for the manufacturing and marketing ot

this FDC.

"1724|Glibenctamide IP+ 5mg+500m |Uncoated|a, " |The replies /ciarifications
Metformin gtiSmg (Bilayered 1. There is no published literaturé supporting this wherever available from firms
Hydmchloride tablets (FDC. ) and earlier data submitted by
P(SRY*+ 2. The Pioglitazone has safety concems. them were thoroughly

. 1Pioglitazone examined. The Committee
" |Hydrchloride [P eq. obesrved that data submitied
to Pioglitazone and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. i

1727 |Glimepiride 1mg/2mg+5|Uncoated|This FDC was Giscussed calier by provious Conmitiee an [ The replies felarifications
1P+ Metformin 00mg+7.5m|bilayered |27-08.14 a5 under- . ) wherever available from firms
Hydrochloride 1P |g ablets | T usual dose of pioglitazoncs 15 e Firm(s) presented |4 earlier data submitted by

. . twao studies one Indian study of pioglitazone 7.5 mg with
(in sustained other Oral hypogtycemic drugs and Japanese stody of them were thoroughly
release . comparison of 7.5 mg of pioglitazone witht5 mg of examined. The Committce
form)+Pioglitazone| pioglitazone, The scientific evidence from both the studies is [obesrved that data submitted
Hydrochloride IP not enough to justify 7.5 mg dose of pioglitazone nFDC.  |and available peer reviewed
eq. to Pioglitazone Committee also opincd tha there is no sufficient scientific evidences do not
m:;immmn:ﬁx:&a}:m th‘l support the rationatity of. this
strengths has alrcady been deliberated by NDAC on FDC. Hence, the Commitice
22,08.2012 and NDAC did not recommead the FDC. This considered this FDC as
committee also endorsed the comments of the NDAC and did |irrationat.
not recommend. Moreover the firm(s} also did not present
any additional data to counter the comanents of NDAC made
on 22.08.2012.
However, the proposal for Ploglitazone HCI 15mg
-+Metformin HCL 500mg(SR) +Glimepiride 1mg/2mg Tablets
is already approved by DCG(I) on 16.08.2005 and hence this
strength was not deliberated.




carlier by previous Committes on The replies /clarifications

1728 |Glimepiride
IP+Metformin . . o wherever available from firms
Hydrochloride 1P gm_a:;’:;:l (]’ ;lm) mﬁd and earlier data submitted by
(in sustained other Oral hypogtyeemic drugs and Tapanese study of them wert thoro ughly.
tclease . comparison of 7.5 mg of pioglitazone with1s mg of examined. The Committee

-{formH+Pioglitazon pioglitezone. Tne scientiflc evidence from both the‘studies is |obesrved that data subnitted
Hydrochloride TP ity 7-5ml?l8 ::m of pioglitazone in FDC, and available peer reviewed
y x at there is no Euﬁclﬂll H - H
3. to Pioglitazone pha:maeokmencmmacodynamtc data. Further th :Clmhﬁ;;wi?:::; dool:‘(:;is
commitice also aoted that the proposed FDC in proposed upport the ra ty .
strengths has already been deliberated by NDAG o FDC. Hence, the Committee
22.08.2012 and NDAC did not recommend the FpC This  [considered this FDC as
committee aiso endorsed the comments of the NDAC and did |irrational,
not recommend. Moreover the firm(s) also did oot present
the comments of NDA” made
on 22.08.20]2,
However, the propoeal for Pioglitazone HOY 15mg
*Metformin HCT 500mg(SR) +Glimepiride Img/2mg Tablets
"|is already approved by DCGLN n 16.08.2005 and hence this
strength was not deliberated,
1729 {Metformin 1000mg+7. [Uncoated ;;IIESFEC was md:l-ed catlier by previous Commities on The replies /clarifications
H H Ao, asy H
mﬂlzr:::;: ed 5mg+!mg ::’:z;md The usual dose of pioghitazone is 15 mg. Firm{s} presented :::::::?;:m: bli fmtl:l dﬁ;ms
_— two studies G Indien study of pioglitazane 7.5 wg with il
Form)+Pioglitazone other Oral & be drugs and Japanese study of them were thoroughly
Hydrochloride Ip comparison of 7.5 mg of pioglitazone with15 mgof examined. The Committee
eq. to ' pioglitazone. The scientific evidence from both the shudies iy obesrved that data submitied
Pioglitazone+Glime th eitough tflu'"ﬂify 7-5'!:!5 :05?- Ofpl'og'fl;lm inFOC.  land availabie peer reviewed
0 ommittee also opi t there is no sufficient I :
ride IP Mamkhmcmmacnqymmic data. Frther the szimt::i;:v :;:ce:i dool;ﬂ:n-s
mmhtﬂei!somlﬁﬂmthcpmposedFDChpopmd Suppo: natity .
strengths has already been deliberated by NDAG or FDC. Hence, the Commitee
22.082012 and NDAC did ot recommend the FDC. This  |considered this FDC as
commitiee also endorsed the tomments of the NDAC and did irrational,
ot recomimend. Mareover the firm(s) also did not present
any additional data to counter the comments of NDAC made
on 22.08.2012
However, the proposal for Pioglitazone HC1 15mg
+Metformin HCI 500mg(SR) +Glimepiride 1mg/2mg Tablats
i3 already Spproved by DCG(I) on 16.08.2005 and hence thig
sirength was not deliberated. :

1731|Metformin 500mg+15 Uncoated]a, . The replies /clatifications .
Hydrochloride IP mg+3mg  (bilaycred Phannacodynamically irrelevant- wherever available from firms
(sustainded tablets  [1. There is no published literature supporting this  Jand eariier data submitted by
release)+Pioglitazo| FDC. ’ ‘ them were thoroughly
ne Hydrochloride 2. The Pjoglitazone has safety concerns. €xamined. The Committee
iP eq. to 3. Itis at variance from the concept and purpose of {obesrved that data submitted
Pioglitazone+Glim " [FDC. ' and available peer reviewed
pride IP scientific evidences do not

support the rationality of this
FDC. Hence, the Commiitee
considered this FDC as
ir.ratioqal.

1732 Metformin 1000mg+15|Uncoated a, The replies /clarifications
Hydrochloride IP mgtlmg  |bilayered Phannacodynamically irrelevant- wherever available from firms
(sustainded tabiets 1. There is no published literature Supporting this  [and earlier data submitted by
release-Pigglitazo FDC, them were theroughly
ne Hydrochloride 2. The Piogiitazone has safety concerns, . - |examined. The Committee
IPeg. to 3. Itis at variance from the concept and purpose of {obesrved that data submitted
Pioglilazone+Gﬁm+ FDC. and available peer reviewed
pride [P scientific evidences do not

support the rationality of this
[FDC. Hence, the Committee
considered this FDC as
irrational.
P
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Uncoated

TBis. FDC was discussed earlier by previous Committee on

eq. To Pioglitazong -

1733 [Metformin . [1000mg 7. The replies /clarifications
Hydrochloside IP {5mg+2mg - |bilayered [¥7-08.14 a2 undef- ) - wherever available from firms
(sustainded " liablets | usual doseof pioglitazone is 15 g Firo(s) presented . oy earlier data submitted by

s S two studies one 'ndian study of ploglitazone 7.5 mg with
release)-l-?loglm;o other Orel hypoglycemic drugs and Japanese study of them v.ere thoroughly
ne Hydrochloride comparison of 7.5 my of piogli:azone withl 3 mg of examined. The Committee
IP eg. to nioglitazone, The scientitic evidénce from both the studies is obesrved that data submitted -
Pioglitazone+Glime not enough to justify 7.5 mg dose of pioglitazone in FDC.  |and ivailable peer reviewed
pride IP C&ﬁ%ﬁmﬂmﬁ;ﬁaﬁﬁﬂfﬁnm he scientific evidences do not
Emn'mittee also hmedr:hat the proposed FDC in proposed support the rationality Of, this
strengths has already been delibérated byNDAC on FDC. Hence, the Committee
2.08.2012 and NDAC did not recommend the FDC. This corisidered this FDC as
committee also endorsed the comments of the NDAC and did |irrational.
not recommend. Moreover the firm(g) also did not present
any additional data to counter the comments of NDAC made
on 22.08.2012. ’
However, the proposal for Pioglitazone HCI t5mg ‘
+Metformin HCl 500mg(SR} +Glimepiride lng2mg Tablet
s already approved by DCGHI) oit 16.08.2005 and hence this
strength was not deliberated. - .

1735[Metformin 500mg+7.5 |Uncoated|a, ‘ The replies /clarifications
Hydrochloride IP |mg+1mg BilayeredjPharmacodynamically irrelevant- -|wherever available from firms
(SR)+Pioglitazone Tablets {1. Subtherapeutic dose of Pioglitazone. and earlier data submitted by
Hydrochloride 2. Pioglitazone has safety concems. them were thoroughly
IP+Glimipride [P ‘ examined. The Coinmittee

obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commit_tee'
considered this FDC as
irrationak:

1736| Metformin 500mg+7.5 |Uncoateda, The replies fclarifications

- Hydrochloride [P [mg Bilayered|Pharmacodynaiically irrelevant- wherever available from firms
(SR)Y+Pioglitazone Tablets |1. Subtherapeutic dose of Pioglitazone. and earlier data submiited by
Hydrochloride IP | : 2. Pioglitazone has safety concems. them were thoroughly

éxamined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not

: support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. .

1737 |Metformin 500mg+7.5 |Uncoated|This FDC was. discussed carlier by previous Committet on | The replies /clarifications
Hydrochloride IP [mg+2mg  |Bilayered|27.08:14 25 under- _ ‘ wherever available from firms
(SRy+Pioglitazone [Tablets T ;ﬁfﬁﬁ‘;ﬁ'ﬁ:‘dﬁf‘;i;;fﬁ:“;f;"m:“ and carler data submitted by
Hydrochloride eq. other Oral hypoglyeemic drugs and Fapanesc study of them were thoroughly
to Pioglitazone comparison of 7.5 mg of piojlitazone withl5 mg of examingd. The Committee
1P+Glimipride IP pioglitazone. The scientific evidence from both the studies is Jobesrved that data submitted

not enough to justify 7.5 mg dose of pioglitazone in FDC.
Committee also opined that there is no sufficient
pharmacokinetic and pharmacodynamic data. Further the
committee also noted that the proposed FDC in proposed
strengths has already been deliberated by NDAC on
22.08.2012 and NPAC did not recommend the FDC. This
committee 4lso endorsed the comments of the NDAC and did
not recommend. Moreover the Ffirm(s} also did not present
any additional data to counter the comments of NDAC made
on 22.08.2012. ’
However, the proposal for Pioglitazone HC 15my
+Metformin HC1 500mg(SR) +Glimepiride Imgi2mg Tablets
is already approved by DCG(I) on 16.08.2005 and hence this
strength was not deliberated.

‘ and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

LD

9




" 1500mg+5m [Uncoated

This FDC.was discussed earlier by previous . [The replies /clarifications

1738 |Metformin Hel .

i IP(SR)+Glibenclam g+7.5 Bilayered) Committes on 27.08.14 as ander- : wherever available from firms
ide Ip+Piogli " Tablets ' The usudl dose of pioglitazone is 15 mg. Firm and earlier'data submitted by
HCIIP eq. o . - |presented two studies, one Indian study of them were thoroughly
Pioglitazone . {pioglitazone 7.5 mx with other Oral hypoglycemic [examined. The Cominittee

" |drugs and Japinese study of companson of 7.5 mg of |obesrved that datz submitted
|pioglitazone with15 mg of pioglitazone. The and available peer reviewed
scientific evidence from both the studjes is not scientific evidences do not
enough to justify 7.5 mg dose of pioglitazone in support the rationality of this'
FDC. The Committee also opined that there is no FDC. Hence, the Committee
. |sufficient pharmacokinetic and pharmacodynamic jconsidered this FDC as
{data. Hence the proposed FDC is not recommended] irrational.
1739| Chloramphenicel [5% wiv + |Ear a, The replies /clarifications
IP+Beclomethasone{(,025% w/v Drops  |Pharmacodynamicaily irrelevani- " |wherever available from firms
" |Dipropionate + 1% wiv + L.Each ingredients of FDC has diffsrent therapeuticland éarlier data submitted by
IP+Clomitrimazole (2% w/v indication and is at variance from the concept and {them were thoroughly
IP+Lignocaine HC| purpose of FDC. " fexamined. The Committee
IP 2. Combining antibiotic , antifungal, steroid in the obesrved that data submitied
present FDC is liable to be misuse and emergence available peer reviewed
resistance and adverse effects, scientific evidences do not
3.Use of steroid in case of funga infection might [support the rationality of this
actually worsen the treatment as it encourages . Hence, the Committee
growth. NO study is found supporting the combinedconsidered this FDC as
use of an antibacterial with an antifungal ingredient/imational.
4.Lignocaine use in discharging ear is not required
(07.01.2016). _ _
1740}Ofloxacin 0.3% wiv+Ear  |a ' The replies /clarifications
IP+Beclomethazon [0.025% w/v | Drops Pharmacodynamicatly irrefevant. wherever available from firms
e Dipropiomate |+ 1% wiv + L.Each ingredients of FDC has different therapeutic|end earlier data submitted by
IP+Clotrimizole (2% w/v indication and is at variance from the concept and * [them were thoroughly
IP+Lignocaine HCI purpose of FDC. : examined. The Committee
1P - |2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted

present FDC is liable to be misuse and ernergence dfind available peer reviewed

resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might- support the rationality of this
actually worsen the treatment as it encourages fun . Hence, the Committee

growth. NO study is found supporting the combii considered this FDC as
use of an antibacterial with an antifungal ingredientJirrational. -

4.Lignocaine use in discharging ear is not required
(07.01.2016), ' '

1741]Ofloxacin+Beclom
cthasone
Dipropionate +
Clotrimazole+
Lignocaine HC1

0.3%w/v + |Ear
0.025% wiv |Drops
+ 1% wiv +
2% wiv

'The replies /clarifications

" Iwherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
available peer reviewed
scientific evidences do not
support the rationality of this

. Hence, the Committee

Pharmacodynamically irrelevant- ,
1.Each ingredients of FDC has different therapeutic
indication and is at variance from the concept and
purpose of FDC., ' ‘

2. Combining antibiotic , antifungal, steroid in the
present FDC is liable to be misuse and emergence
resistance and adverse effects, '
3.Use of steroid in case of fimgal infection might
actually worsen the treatment as it encourages fun,
growth, NO study is found supporting the combin.
use of an antibacterial with an antifingal ingredient)i
4.Lignocaine use in discharging ear is not required
(07.01.2016).

%



1%wiv+

Ear drops

Thie replies /clarifications

‘1742[Clotrimazole + | a
- Ofloxaxin + - 03w/iv+ Pimnnacodynamicaliy |rrelevant- \whetever availabie from firms
Lignocaine+ 2% wiv+ 1.Each ingredients of FDC has different therapeutic|and earlier data submitted by
glycerine and q.8 |indication and is at variance frori the concept and  |them were thoroughly
propylene glycol | purpose of FDC. examined. The Committee
- 2. Comibining antibiotic , antifungal,ir: the present " [obesrved that data submitted
FDC is liable to be misuse and emergence of and available peer reviewed
resistance and adverse effecis. scientific evidences do not
3.NO study is found supporting the- combined use ofsupport the rationality of this
an antibacterial with an antifungal ingredient. FDC. Hence, the Committee
4.Lignocaine use in discharging ear is not required |considered this FDC as
{07.01.2016). irrational,

1743|Clotrimazole + 1% wiv+  |otobiotic {a, The replies /clarifications
Ofloxaxin 0.3% wiv+ [Plus ear |Phammacodynamically irrelevant- : wherever avaﬂablc from firms
+Beclomethasone |0.025%w/v |drops 1.Each ingredients of FDC has different thempeullr and earlier data submitted by
Dipropionate+ +2%wW/v.q.5 " jindication and is at variance from the concept and |them were thoroughly
Lignocaine -+ purpose of FDC. examined. The Committee
glycerineand 2_ Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
propylene glycel mresent FDC is liable to. be misuse and emergence dfind available peer reviewed

resistance and adverse effects. iscientific evidences do not
3.Use of steroid in case of fungal infection m:ght support the rationality of this
Jactually worsen the treatment as it encourages fungﬁFDC. Hence, the Committee
prowth. NO study is found supporting the combined|considered this FDC as

wse of an antibacterial with an antifungal ingredient/irrational.

4 Lignocaine use in discharging ear is not required |

1(0‘7.01 .2016).

1 749 Ofloxacin+Beclom |0.3%w/v+0.[Ear ER The. replies /clarifications
ethasone 025%w/v+1|Drops  |Pharmacodynamically irrelevant- wherever available from firms
Dipropionate+Clotr).0%w/v+2.0 1.Each ingredients of FDC has different therapeuncnand eariier data submitted by
imazole+Lignocain|Y%w/v ‘ indication and is at variance from the concept and |them were thoroughly
e HC1 ’ purpose of FDC. examined. The Committee

2. Corabining antibiotic , antifungal, steroid in the [obesrved that data submitted
present FDC is liable to be misuse and emergence Tﬁnd available peer reviewed

|resistance and adverse effects. cientific evidences do not
3.Use of steroid in case of fungal infection might |support the rationality of this

{actually worsen the treatment as it encourages funga FDC. Hence, the Committee

growth. NO study is found supporting the combinedjconsidered this FDC as

-Juse of an antibacterial with an antifungal ingredient Jirrational.
4 1.ignocaine use in discharging ear is not required :
(67.01.2016). '

1753|Ofloxacin+Beclom | 0.3%w/v+0.} Ear a, The replies /clarifications
cthasone 025%w/v+1|Drops  |Pharmacodynamically irrelevant- wherever available from firms
Dipropionate+Cloid %w/v+2%wj - |1.Each ingredients of FDC has different therapeutic{and earlier data submitted by |
imlc-i-l.ignocaialv indication and is at variance from the concept and  jthem were thoroughly
e HCL in Glycerin purpose of FDC. examined. The Committee
& Propylene Glyco 2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted

+|present FDC is liable to be misuse and emergence

resistance and adverse effects.

3.Use of steroid in case of fungal infection might

actually worsen the treatment as it encourages fun
growth. NO study is found supporting the combin:

nd available peer reviewed
scientific evidences do not
support the rationality of this

DC. Hence, the Committee
considered this FDC as

use of an antibacterial with an antifungal ingredient]irrational.

4.Lignocaine use in discharging ear is not required

(07.01.2016).
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1756;Chloramphenicol+ [5% wiv + |Bar drops|z,. . ' The replies /clarifications
Beclomethasone  10.025% wrv - |Pharmacodynamically irrelevant- - |wherever available from firms
Diprapionate + 1% wiv + L.Each ingredients of FDC has different therapeutic |and earlierdata submitted by
IP+Clotrimazole 2% wiv . indication and is at variance from the <oncept and  |them were thoroughly
IP+Lignocaine EC] purpase of FDC, examined. The Committee
IP in Glycerine P 2. Combining antibiotic , antifungal, steroidin the |obesrved tiat dats submitted
& Propylene Glycol| . present FDC is liable to be misuse and emergence qfind available peer reviewed
P resistance and adverse effects, scientific evidences do not
3.Use cf steroid in case of fungal infection might support the rationality of this
actually worsen the treatment as it encourages fungdFDC. Hence, the Committee
growth. NO study is found supporting the combinedconsidered this FDC as
use of an antibacterial with an antifungal ingredient|irrational.
4.Lignocaine use in discharging ear is not required
{07.01.2016). ° '
1760{Chloramphenicol+ |5.0%wrv + Ear a, The replies /clarifications
Beclomethasone  10.025%w/v | Drops Pharmacedynamically imrelevant- -~ |wherever available from firms
Dipropionate [+ 1.0%wiv ' 1.Each ingredients of FDC has different therapeutic|and earfier data submitted by
IP+Clotrimazole = [+ 2.0%w/v indication and is at variance from the concept and  |them were thoroughly
IP+Lignocaine HC] purpose of FDC. . examined. The Committee
IP+Propylene 2. Combining antibiotic , antifungal, steroid in the {obesrved that data submitted
Glycol IP & present FDC is liable to be misuse and emergence dfind avaifable peer reviewed
Glycerin IP resistance and adverse effects.  © scientific evidences do not
3.Use of steroid in case of fungal infection might support the rationality of this
actually worsen the treatment ag it encourages fungdFDC., Hence, the Committee
growth. NO study is found supporting the combined)considered this FDC as
use of an antibacterial with an antifungal ingredient irrational.
4.Lignocaine use in discharging ear is not required :
(07.01.2016).
oftoxacin + 3%w/v + [eardropsfa, The replies /clarifications
beclomethasone+ .025% wiv Pharmacodynamically irrelevant- wherever available from fimms
clotrimazole + + 1% wiv+ 1.Each ingrediersts of FDC has different thetapeutic{and carlier data submitted by
lignocaine 2% wiv indication and is at variance from the conceptand  [them were thoroughly
hydrochloride + purpose of FDC, - examined. The Committee
glycerine + 2. Combining antibiotic , antifungal, stercid in the |obesrved that data submitted
propylene glycol present FDC is liable to be misuse and emergence giind available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might  |support the mtionality of this
actually worsen the treatment as it encourages fungdFDC, Hence, the Committee
growth. NO study is found supporting the combined|considered this FOC as
use of an antibacterial with an antifungal ingredient|irrational,
4.Lignocaine use in discharging car is not required
(07.01.2016).
ofloxacint [0.3% wiv+ fear drops {a; The replies /clarifications
clotrimazole+ 1.0% wiv+ Pharmacodynamically irrelevant- wherever awailable from firms
beclomethasone  |.025%w/v + 1.Each ingredients of FDC has diffepsnt therapeutic |and earlier data submitted by
dipropionateHigno|2.0%w/v indication and is at variance from the concept and [them were thoroughly
caine hydrochlori purpose of FDE.,. : examined. The Committee
2. Combining antibiotic , antifungal, steroid i the {obesrved that data submitted

present FDC is liable to be misuse and emergence
resistance and adverse effects.

3.Use of steroid in case of fungal infection might
actually worsen the treatment as it encourages fun
growth, NO study is found supporting the combine
use of an antibacterial with an antifungal ingredient
4.Lignocaine use in discharging ear is not required
(07.01.2016).

find available peer reviewed
scientific evidenices do not ‘
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational,
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1763]Ofloxacin+beclomd 0.3%wiv+0.

The replies /clarifications

v Ear dropsja,
thasone R25%wivl] - Pharmacodynamically 1rrelevant- wherever available from firms
dipropropionate+Cl Yw/v+2%w 1.Each ingredients of FDC has different therapeutic |and earlier data submitted by
olrima_zolehl..ignoc v ’ indication and is at variance from the concept and them were thoroughly
aine HCL purpose of FDC. examined. The Commiltee
2. Combining antibioki= , antifungal, steroid in the }obesrved that data submitled
present FDC is liable to be mmuse and emergence qfind avaitable peer reviewed
resistance and adverse cffects. scientific evidences do not
3.Use of steroid in case of fungal infection mlght support che ratlonallty of this
actually worsen the treatment as it encourages fungdFDC. Hence, the Committee
growth. NO study is found supporting the mmbinenj considered this FDC as
use of an antibacterial with an antifungal ingredient|irrational.
4.Lignocaine use in discharging ear is not required
(07.01.2016). '

1767 Clotrimazole 1%w/v+  |Ear dropsia, The replies /clarifications
IP+Ofloxacin 0.3%w/v + |Pharmacodyramically irrelevant- -~ W wherever available from firms
IP+Betamethasone 0.025%w/v *|1.Each ingredients of FOC has different therapeutic{and earlier data submitted by
Dipropionate + 2% indication and is at variance from the concept and }them were thoroughly
USP+Lignocaine purpose of FDC. examined. The Committee
HCi P 2. Combining antibiotic , antifungal, steroid in the [obesrved that data submitted

present FDC is liable to be misuse and emergence dfind available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might [support the rationality of this
actually worsen the treatment as it encourages fungaFDC. Hence, the Committee
growth. NO study is found supporting the combinedjconsidered this FDC as.
use of an antibacterial with an antifungal ingredient]irrational.
4,Lignocaine use in discharging ear is net required

" [(07.01.2016).

1780|ChioramphennicoH}5% / 5% / +|Ear a, The replies /clarifications
Lignocain+Betame§2% /2% / |Drops  |Pharmacodynamically irrelevant- wherever available from firms
hasone+Clotrimazo|2%/ 1.4% 1.Each ingredients of FDC has different therapeutic fand earlier data submitted by
le+Ofloxacin+Anti |+ 0.025% / indication and js at variance from the concept and them were thoroughly
pyrine 0.025% + purpose of FDC. examined. The Committee

1%/ 1%+ 2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
0.3% + present FDC is liable to be misuse and emergence dfind available peer reviewed
5.4% resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might  support the rationality of this
|actually worsen the treatment as it encourages funggFDC. Hence, the Committee
growth. NO study is found supporting the combined| considered this FDC as
use of an antibacterial with ani antifungal ingredient/imational.
4 Lignocaine use in dlschargmg car is not reqmred
(07.01.2016). -

1783|Chloramphenicol |5%w/v+ |Ear a, ) " | The replies /clarifications.
IP+Beclomethasone|0.025%w/v {Drops  |Pharmacodynamically irrelevant- wherever available from finms
Dipropionate + 1%wiv + 1.Each ingredients of FDC has different therapeutic jand earlier data submitted by
IP+Clotrimazole  |1.73%w/v indication and js at variance from the concept and  [them were thoroughly
IP+Lidocaine BP purpose of FDC. examined. The Committee

2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
present FDC is liable to be misuse and emergence dfind available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might |support the rationality of this
actually worsen the treatment as it encourages fungqFDC. Hence, the Committee
growth. NO study is found supporting the combined considered this FDC as

use of an antibacterial with an antifongal ingredientirrational.

4.Lidocaine use in discharging ear is not required

(07.01.2016).
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1786|Ofloxacin 0.3%w/v+ |Ear a, - T . |The replies /clariﬁcatipn's'
[P+ Beclomethasone| 0.025% wiv Drops  |Pharmacodynamicaliy irrelevarit- : " [whersver available from firms
" {Dipropionate +1.0%wiv | 1.Each ingredients of FDC has different therapentic Jand eaffies dati submitted by -
IP+Clotrimazole |+ 0.2%w/v indication and is at variance from the concept and [them were thoroughly
IP+Lignocaine HCl purpose of FDC. examined. The Committee
Ir - 2. Combining-atibiotic , antifuxigal, steroid in the ~fobesrved thiat data submitted
present FDC is lable to be misuse and emergence available peer reviewed
resistance and adverse effects. E " Jscientific evidences do not
3.Use of steroid in case of fungal infection might | support the rationality of this
actually worsen the treatment as it encourages fungd FDC. Hence, the Committee
growth. NO study is found supporting the combinedconsidered this FDC as
use of an antibacterial with an antifungal ingredient{irrationai.
4.Lignocaine use in discharging ear is not required
(L7.01.2016). .
1789|Ofloxacin 0.3%w/v + {Ear a, The replies /clarifications
IP+Clotrimazole - {1.0%w/v + Drops Phafmaoodynanﬁcally irrelevant- wherever available from firms
IP+Betamethasone |0.025%wiv | - 1.Each ingredieiits of FDC has different therapeutic{and earlier data submifted by
Dipropionate + 2.0%wiv indication and is at variance from the concept and  [them were thoroughly
USP+Lignocaine purpose of FDC. cxamined. The Commitiee
HCI 1P 2. Combining antibiotic , antifungal, steroid in the [obesrved that data submitted
' present FDXC is Liable to be misuse and emergence available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might support the rationality of this
actually worsen the treatment ag it encourages funy . Hence, the Committes
growth. NO study is found supporiing the combined considered this FDC as
use of an antibacterial with an antifungal ingredient}imational.
4. Lignocaine use in discharging ear is not required
{07.01.2016).
1791|Gentamicin 0.3%w/v+ [Ear . a, The replies /clarifications
Sulphate 1.0%w/v + [Drops Pharmacodynamically irretevant- wherever available from firms
IP+Clotrimazole [0.025%wiv 't.Each ingredients of FDC has different therapeutic{and cariier-data submitted by
[P+Betamethasone [+ 2.0%wiv indication and is at variance from the concept and  (them were thoroughly
Dipropionate purpose of FDC. : examined. The Commiitee
USP+Lignocaine 2. Combining antibiotic , antifungal, steroid in the lobesrved that data subitted
HCi 1P present FDC is liable to be misuse and emergence available peer reviewed
resistance and adverse effects, : scientific evidences do not
3.Use of stervid in case of fungal infection might support the rationality of this
actually worsen the treatment as jt encourages fi) . Hence, the Committes
growth. NO study is found supporting the combin considered this FDC as
use of an antibacterial with an antifungal ingredient|irrational.
4.Lignocaine use in discharging ear is not required |.
(07.01.2016). ’
1793|Ofloxacin 0.3%wiv+ |Ear = |a, The replies /clarifications
IP+Beclomethasone|0.025%w/v Drops Pharmacodynamically irrelevant- - |wherever available from firms
Dipropionate + 1.0%wiv ) 1.Each ingredients of FDC has differsnt therapeutic{and carlier data submitted by
IP+Clotrimazole |+ 2.0%wrv | indication and is at variance from the concept and  |them were thoroughly
IP+Lignocaine HCJ purpose of FDC. ) examined. The Committee
)i S 2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is liable to be. misuse and emergence available peer reviewed
resistance and adverse effecis. ’ : scientific evidences do not
3.Use of steroid in case of fungal infection might support the rationality of this
actually worsen the treatment as it encourages fu . Hence, the Committee
growth. NO study is found supporting the combined|considered this FDC as
use of an antibacterial with an antifungal ingredient{irrational,
4.Lignocaine use in discharging ear is not required
(07.01.2016).
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The replies /clarifications

1798]0floxacin+Beclom [0.3%w/s+). | Ear 3,
ethasone 025%w/v+1|Drops  |Pharmacodynamically irrelevant- wherever avrilable from firms
Dipropinate-+Clotri |.0%w/v+2.0 * | 1.Each ingredients of FDC has different therapeutic|and earlier data submiitted by
mazole+Lignocaine | Y%ew/v indication and is at variance from the concept and  |them were thorcughiy ‘
HCI purpese of FDC. examined. The Committee
2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
present FDC is liable to be misuse and emergence ¢ find available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might support the rationality of this
actually worsen the treatment as it encourages fun; FDC. Hence, the Committee
growth, NO study is found supporting the combin considered this FDC as’
use of an antibacterial with an antifungal ingredient]irrational.
4 Lignocaine use in discharging ear is not required
(07.01.2016). :
1806|Lidocaine 1.73%w/v +|Ear a, The replies /clarifications
BR+Clotrimazole |1.60%w/v +|Drops .|Pharmacodynamically irretevant- - wherever available from firms
IP+Ofloxacin 10.30%wiv + 1.Each ingredients of FDC Has different therapeutic{and earlier data submitted by
IP+Beclomethasone]0.025%w/v indication and is at variance from the concept and  |them were thoroughly .
Dipropionate IP purpose of FDC. examined, The Committee
2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is liable to be fnisuse and emergence dfind available peer reviewed
resistance and adverse effects. _ scientific evidences do not .
3.Use of steroid in case of fungal infection might  support the rationality of this
actually worsen the treatment as it encourages ﬁ:nijDC. Hence, the Committee
growth. NO study.is found supporting the combined|considered this FDC as
use of an antibacterial with an antifungal ingredient/ireational.
|4.Lidocaine use in discharging ear is not required
(07.01.2016).
1807|Chloramphenicolt [5%ww/v+(.2 |Ear a, | The replies /clarifications
Beclomethasone [5%wiv+ . {Drops Pharmacodynamically irrelevant- ) wherever available from firms
Dipropionate+Clotj1.0%w/v + I.Each ingredients of FDC has different therapeutic jand earlicr data submitted by
imazole+Lidocaine}1.73%w/v lindicafion and is at variance from the concept and  [them were thoroughly
HCl purpose of FDC, examined. The Committee
|2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is liable to be misuse and emergence dfind available peer reviewed
resistance and adverse effects. scientific evidences do not
3 Use of steroid in case of fungal infection might  [stipport the rationality of this
actually worsen the treatment as it encourages fungsfFDC. Hence, the Committce
growth. NO stedy is found supporiing the combined considered this FDC as
use of an antibacterial with an antifungal ingredient; irrational.
|4 Lidocaine use in discharging ear is not required
'1(07.01.2016).
1810{Beclomethasone  10.025%w/v |Ear Ta, The replies /clarifications
Dipropionate 4+ §%w/v + (Drops . |Pharmacodynamically irrelevant- wherever available from firins
1P+Chloramphenic |1 %wfv+ 1.Each ingredients of FDC has different therapeutic |and earlier data submitted by
ol [P+Clotrimazole{2%w/v indication and is at variance from the conceptand {them were thoroughly
[P+Lignocaine HCIl - purpose of FDC. : examined. The Committee
1P 2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is Hable to be misuse and emergence find available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might |support the rationality of this
actually worsen the treatment as it encourages funga®DC. Hence, the Committee
growth. NO study is found supporting the combin considered this FDC as
use of an antibacterial with an antifungal ingredient/irrational.
4 Lignocaine use in discharging ear is not required
(07.01.2016).
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The replics /clarifications
whereer available from firms

“1811] Clotrimazols %wiv+ [Bar o
IP+Beclomettasone|0.025%wiv Drops Pharmacodynamicaily irrelevani-

Dipropionate +0.3%wiv ) 1.Bach ingredients of FDC has different therapentic Jand earier data submitted by
IP+Ofloxacin +2%wiv indication and is at variance from the concept and -(them were thoroughly
IP+Lignocaine HC) ' purpose of FDC. o examined. The Committee
P . 2. Combining antibjotic » antifungal, steroid in the obesrved that data subritted
present FDC ig liable to be misuse and craergence gind available peer reviewed
resistance and adverse effects. scientific evidences do not

3.Use of steroid in czse of fungal infection might support the rationality of this

actuaily worsen the treatment as it encourages fun, C. Hence, the Committee -
growth. NO study is found supporting the combined|considered this FDC as

use of an antibacterial with an antifingal ingredientirrational,

4.Lignocaine use in discharging ear is not required

(07.01.2016).

The replies /clarifications

1812/Beclomethasone 0.025%w/v {Bar - a,

" |Dipropionate + tY%w/v + {Dmps Pharmacodvnamica!ly irrelevant- . wherever available from firms
IP+Clotrimazole * |5%wrv + |.Each ingredients of FDC has dj fferent therapeuticjand eartier data submitted by
IP+Chloramphenic {2%w/v - |indication and is at variance from the concept and  (them were thoroughiy
ol IP+Lignocaine purpose of FDC, ‘ examined. The Commitice
HCt 1P 2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
‘ i present FDC is liable to be misuge and emergence afind available peer reviewed

resistance and adverse effects, scientific evidences do not

3.Use of steroid in'case of fungal infection might support the rationality of this
actually worsen the treatment as it cncourages funggFDC. Hence, the Committes
growth. NO study is found supporting the combinediconsidered this FDC as

use of an antibacterial with an antifungal ingredientfirrational.

4.Lignocaine use in discharging ear is not required ‘

(07.01.2016).

The replies /clarifications
wherever available from firms
and earlier data submitted by
themn were thoroughly
examined. The Committee .
obesrved that data submitted
nd available peer reviewed .
scientific evidences do not
support the rationality of this

1814|Chloramphenicol+ |5%w/v+0.0 Ear a,
Beclomethasone  [25%w/v+1 Drops Pharmacodynamically irrelevant-
Dipropionate+Clotq%wiv+2%w - |1.Each ingredients of FDC has different therapeutic
imazole+Lignocain(tv indication and is at variance from the concept and
e HCI . |purpose of FDC, )

: 2. Combining antibiotic » antifungal, steroid in the'
present FDC is fiable to be misuse and emergence
resistance and adverse effects,
3.Use of steroid in case of fungal infection might

actually worsen the treatment as it encourages fun . Hence, the Committee -
growth. NO study is found sopporting the combinedconsidered this FDC as
use of an antibacterial with an antifungal ingredient/irmational,

4.Lignocaine vse in discharging ear is not required
(07.01 .2016). '

The replies Iclaﬁﬁcaﬁoné

1816/|Becloemthasone 0.025%w/v |Ear a, :

Dipropiona +1%w/v+5 |Drops Pharmacodynamically inelevant. . wherever available from firms

imazole+Chloramp|%w/v-+0.3% . 1.Each ingredients of FDC has different therapentic{and earlicr data submitted by

henicol+Gen wiv2%wl, indication and is af variance from the concept and jthem were thoroughly

n purpose of FDC. ’ examined. The Committee

Sulpahte+Lignocai . 2. Combining anfibiotic » antifungal, steroid in the obesrved that data submitted

ne Hel Co present FDC is liable to be misuse and emergence available peer reviewed
resistance and adverse cifects. - scientific evidences do not

Support the rationality of this
FDC, Hence, the Committee
considered this FDC as
irrational,

3.Use of steroid in case of fungal infection might
actually worsen the treatment as it encourages fun
growth. NO study is found suppotting the combin
use of an antibacterial with an antifungal ingredient
4.Lignocaine use in discharging ear is not nequired
(07.01.201¢). '
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CloﬁmmlHBecld:

1817 1%w/v+0.0 {Eat a, ) The replies /clarifications
methasone 25%w/v+0. |Drops  |Pharmacodynamically irrelevant- wherever available from firms
Dipropionate+0flo |3%w/v+2% 1.Each ingredients of FDC has different therapeutic|and earlier data submitted by
xacintLignocaine |w/v indication and is at vatiance from the conceptand {them.were thoroughly
HCl : purpose of FDC. examined, The Committee

2. Combining antibiotic , antifungal, steroid in thé [obesrved that data submitted

present FDC is liable to be misuse and emergence dfind available peer reviewed

resistance and adverse effects. scientific evidences do not

3.Use of steroid in case of fungal infection might [support the rationatity of this
lactually worsen the treatment as it encourages fungd¥DC. Hence, the Committee
|growth. NO study is found supporting the combined| considered this FDC as

use of an antibacterial with an antifungal ingredient|irrational.

4 Lignocaine use in discharging ear is not required

(07.61.2016).

1818|Ofloxacin 0.3%w/v + |Ear a, The replies /clarifications
IP+Beclomethasonel0.025%w/v |Drops  (Pharmacodymnamically irrelevant- : wherever available from finns
Dipropionate + L.O%wlv 1.Each ingredients of FDC has different therapeutic and earlier data submitted by '
IP+Clotrimazole {+ 0.2%w/v indication and is at variance from the concept and |them were thoroughly
IP+Lignocaine HCI purpose of FDC. ‘ examined, The Committee

nup 2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
present FDC is liable to be ‘misuse and emergence dfind available peer reviewed
resistance and adverse effects. ‘ ' scientific evidences do not
3.Use of steroid in case of fungal infection might [support the rationality of this
actually worsen the treatment as it encourages fungdFDC. Hence, the Committee
growth. NO study is found supporting the combinedconsidered this FDC as.
use of an antibacterial with an antifungal ingredientjirrational.

" {4.Lignocaine use in discharging ear is not required

(07.01.2016}.

1823|Clotrimazole 1% + Ear drops|a, The replies /clarifications
IP+Ofloxacin 0.30% + _|Pharmacodynamically irrelevant- wherever available from firms
IP+Beclomethasone|0.03% + 1.Each ingredients of FDC has different therapeutic |and earlier data submitred by
Dipropionate 2% indication and is at variance from the conceptand [them were thoroughly
1P+Lignocaine HCI purpose of FDC. examined. The Committee
1P 2. Combining antibiotic , antifungal, steroid in the jobesrved that data submifted

present FDC is liable to be misuse and emergence dind available peer reviewed
resistance and advérse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might  |suppert the rationality of this
actually worsen the treatment as it encourages fun C. Hence, the Committee
growih. NO study is found supporting the combinedjconsidered this FDC as

use of an antibacterial with an antifungal ingredient]irrational.

4 Lignocaine use in discharging ear is not required

(07.01.2016).

1833|Flunarizine Smg+ Tablet |a, The replies /clarifications
dihydrochoride + |500mg+ 10 Pharmacodynamicaily irrelevant-- wherever available from firms
Paracetamolet mg 1. Indication for each drug is different. and earlier data submitted by

- |Domperidone 2. There is no common condition in which all three |them were thoroughly
+Maleate drugs are usefitl. T examined. The Committee

3_In case of migraine, flunarizine is used for obesrved that data submitted

prophylaxis, whereas paracetamol and domperidon? and available peer reviewed

are used for acute attack treatment. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

1836]Rabeprazole 20 mgt+3 |tablets f{a, c
sodium+ mg Re-examined and recommended
cinitrapride for “the treatment of patients
hydrgen tartrate suffering from

gasteroesophageal reflux disease
(GERD)".

L
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1842]Flunarizine 5mg+325m [Tablers Ja, ' The replies /clarifications

dihydrochoride + g+l0mg * | Pharmacodynamically irrelevant. wherever available from firmg
Paracetamole+ : L. Indication for each drug is differcnt. and carfier data submitted by
Domperidone 2. There is no common condition in which all three them were thoroughly

’ druas are usefisl. examined. The Committee

"I3. In case of migraine, flunarizine js used for obesrved that data submitted
prophylaxis, whereas Paracetamol and domperidongand available peer reviewed
are used for acute attack treatment. scientific evidences do not

Support the maiionality of this

FDC. Hence, the Commi‘tee

Considered this FDC as
irrational.

1847(Zinc 37.5mg+50 |Tablets a, The replies /clarifications
Camosine+Diciofe mg There is no therapeutic benefit of adding zinc Wwherever available from firms
nac Potassium Bp -{camosine in FDC. ' ; and carfier data submitted by

them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
Jscientific evidences do not
support the rationality of this
FDC. Hence, the Commi ttee

considered this FDC as
irrational,
1850/ Rabeprazole *|20mg+75m |Capsules a, ’ The replies /clarifications
: Sodium IP+Zipc g Phannacodynamia!ly irrelevant- wherever available from firms
carnosine 1.No published literatuze supporting the FDC. and earlier data submitted by
) 2.Potential for adverse effects, them were thoroughty
examined. The Committes

obesrved that data submitted
and available peer reviewed
scientific evidences do not

Support the mtionality of this
FDC. Hence, the Committes

considered this FDC as
irrational.
18374/magaldrate + 400 mg+ 10 {tablets 8, The replies /clarifications
famotidine + mg+25 mg Pharmacodynanﬁcally irrelevant- wherever available from firms
simethicone ‘ 1. Subtherapeutic dose of Famotidine. and carlier data submitted by
' ' 2. No evidence of efficacy exists supporting the use them were thoroughly
of triple drug combination, examined. The Committes

obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committce
considered this FDC as
irrational.

1876 Cyproheptadine + 2mg+ 275 syrup a, The replies /dlarifications
thiamine citrate mg L Phannacodynamically irrelevant. wherever available from firms

2. No publish literature is available to support the and earfier daty submitted by

] them were thoroughiy

examined. The Committee
obesrved that data submitted
and available peer reviewsd
scientific evidences do not
Support the rationality of this
FDC. Hexnce, the Committee
considered this FDC as
irrational
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1877
eq. to Ranitidinet |mg
Magaldrate IP

Ronitidine HCI TP [150mg+200(Fim

Coated
Tablets

Pharmacodynamically irvelevant-
No published literature suppotting the FDC.

The replies /clarifications
wherever available from firms
and earlier data submitted by,
them were thoroughly
examined. The Commiitee
abesrved'that data submitted
and available peer reviewed
scientific evidences do not
suppoit the ratipnality of this

congidered this FDC as
irrational.

FDC. Hence, the Committee -

1878|Magaldrate
IP+Ranitidine
+Pancreatin +10mg
Ip+Domperidone [§

400mg+150| Tablets
mg+l25mg

Pharmacodynamiéally irrelevant- -

1. There is no use of combining an antiemetic
ingredient (domperidone) with drugs for peptic ulcefthem wers thoroughly

as vomiting may not always be associated with it. |examined. The Committee
2. Pharmacokinetic incompatibility.

The replies /clarifications
wherever available from firms
and earlier data submiited by

obesrved that data submitted .
and available peer reviewed
scientific evidences do not
support the rationality of this

considered this FDC as
irrational.

FDC. Hence, the Committee |

1880|Rabeprazole
Sodium IP+Zinc  jmg
Carnosine

20mg+150 |Hard

. |Gelatin
Capsule

a, -

2 Potential for adverse effects.

Pharmacodynnmical’ly irrelevant-
1 No published literature supporting the FDC.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly -
examined. The Committee -
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC: Hence, the Commitiee
considered this FDC as
irrational.

1912|Ranitidine HCL  {150mg+200{Film .

IP+Magaldrate
{1P+simethicone IP

mg+20mg |Coated

Tablet

al

Pharmacodynamtically irrelevant-
No published literature supporting the FDC.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee -
obesrved that data submitted
and available peer reviewed -
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1914 Ftunarizine+Domp45mg+10mg | Tablet

ridone+Paracetamoj+325mg

a,

*| Pharmacodynamically irrelevant-
1. Indication for each drug is different,
2. There is no common condition in which all three them were thoroughly

drugs are useful.

3. In case of migraine, flunarizine is used for
prophylaxis, whereas paracetamol and domperidone and available peer reviewed
are used for acute attack treatient.

The replies‘lclariﬁcaﬁons
wherever available from firms
and earlier data submitted by

examined. The Committee:
obesrved that data submitted

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.
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T 1929[rabeprazole
sodium+ zinc
Carnosine

20 ing+ 75
mg -

film  |a, .

caobed Phannacodynamicaﬂy irrelexant-

tablet 1.No published literature supporting the FDC.
) 2.Potential for adverse effects,

{The replies /clarifications .

{support the rationality of this

wherever available from firms
and carlier data submitted by
them were thoroughly
examined. The Committee
obesrved that drta submitted
and available peer reviewsd
scientific evidences do not

FDC. Hencs, the Committce
considered this FDC ag
irrational., -

1934lmagaidrate +
papain+ fungul
diastase +

- |simethicone

400 mg+
60mg+ 20

mg+25 mg

film a, ' .
coated Phannacodynamically irrelevant-

tablet |. Papain and funga] diastase are digestive enzymes
|Simethicone an anti foaming ingredient is used to
reduce bloating sensation due-to excessive gas
production. )

2. No published literature supporting the mechani

of action or efficacy for the combination is availabl
3.Use of Magaldmte is not Justified (08.01.20]1 6).

The replies /clarifications
wherever available from firms

and carlier data submitted by
them were thoroughiy
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committes
considered this FDCas
irrational.

1944Rabeprazole
sodium+ zinc
carnosine+
domperidone

20 mg+ 75

mg/37.5
mg+ 10
mg/20 mg

hard a,
gelatin Phannncodynamically irelevant-

capsules [1.No published litérature supporting the FDC,
2.Potential for adverse effects,

'|them were thoroughty

The replies /clarifications
wherever available from firins
and earlier data submitted by

examined. The Commitiee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as )
irrational, ’

1945/ Rabeprazole
sodium+ zine
camosine

20 mg+ 75
mng ’

hard 3,

gelatin Phannacodynamically irrelevant-

capsules |1.No published literature supporting the FDC,
2.Potential for adverse effects,

The replies /ciarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee

obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

1954/Famotidine Bp+
: oxytacaine BP+
Magaldrate [P

20mg+Smg

Uncoated|a,
Tablets Pharmacodynamically irrelevant-
No published literature Supporting the FDC.,

The replies /clarifications
wherever available from firms
and earlier dsta submittad by
them were thoroughly
examined. The Committee -
obesrved that data submitted
and available peer reviewed

sciéntific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC as

irrational,
|
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1962

Aluminiom

This FDC was earlier discussed by previous -

c

Jsoomﬁzso liquid .
Hydroxide+Magnédmg+40mg+ loral Committee on 05.09.2914 as under- Replies /clarification recieved
ium 1000mg Committee was not in favour of FDCs with sorbito! |from the firms were examined.It
hydroxide+activate as one of the ingredients, as sorbito!  (particularly in|was noted that similar FDC is
d last few years) has been shown to exacerbate the  |already approved by DCG(1) ~
dimethicone+sorbit{’ symptoms of functional gastrointestinal disorders and |- The addition of sorbitol in the
ol solution sorbitol restriction is advised in the patients sufferinjpurrent strength is within the
from these diseases as per published data. Hence thdsafe limit. Commiftee opined
committee did not recommend its inclugion in these|FDC should be indicated for
FDCs. *hyperacidity with flatulence".
1964iRanitidine+Dompey 150mg+10 [Tablet |a, . The replies /clarifications
idone+Semithiconejmg+20mg Pharmacodynamically irrelevant- wherever available from firms
No published literature supporting the FDC. and earlier data submitted by
them were thoroughly
evamined. Thie Committee
obesrved that data submitted
| and available peer reviewed
: scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irational.
1966|Rabeprazele = |20mgt+30m {Capsule |a, The replies /clarifications .
sodium+domperidoig+75mg Pharmacodynamically irrelevant- wherever available from firms
ne+zinc sulphate 1.No published literature supporting the FDC. and earlier data submitted by
2.Potential for adverse effects. them were thoroughly
' examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

1973 |Alginic 200mg+70 |oral " | This FDC was earlier discussed by previous The replies /clarifications
Acid+Sodium |mg+300mg Committee on 05.09.2014 as under- ‘ ~ wherever available from firms
Bicarbonate+Dried [+150mg ‘The committee opined that internationally there is nigand eartier data submitted by
Aluminium authentic reference for inclusion of sodium them were thoroughly
Hydroxide-l-Ma'gneg bicarbonate in a combined antacid formulation. examined. The Committee
ium Hydroxide Sodium bicarbonate is a systemic atkalinizer and nojobesrved that data submitted

a locally acting antacid. There is risk of systemic  {and available peer reviewed

adverse effects on chronic use of such products.  |scientific evidences do not

Hence the committee did not recommend such FDCjsupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.

1974 | Alginic 200mg+70 |Chewable|This FDC was earlier discussed by previous 'The replies /clarifications
Acid+Sodium img+150mg ITablets |Committee on 05.09.2014 as under- wherever available from firms
Bicarbonate+Dried [+75mg The committee opined that intemationally there is nfand earlier data submitted by
Aluminium authentic reference for inclusion of sodium them were thoroughly

'|Hydroxide+Magneq hicarbonate in a combined antacid formulation. examined. The Committee
ium Hydroxide Sodium bicarbonate is a systemic alkalinizer and nojobesrved that data submitted
‘ a locally acting antacid. There is risk of systemic  land available peer reviewed

adverse effects on chronic use of such products.  |scientific evidences do not
Hence the comnittee did not recommend such FDC|support the rationality of this
FDC. Hence, the Committee

considered this FDC as
, irrational.
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1982 |Activated 50mg+250 |Oral This FDC was earlier discussed by previous e "
Dimethicone+Mag [mg+250mg Liquid |Committee on 55.09.2014 as under-- _ Replies felarification recieved
nesiuin . |H0.650gm Committee was not in favour of FDCs with sorbito] [ from the firms were examined. It
Hydroxide+Dried as one of the ingredients, as sorbitol {particularly in {was noted that similar FDC is
Aluminium . last few years) has been shown to exacerbate the already approved by DCG(I)
Hydroxide+Sorbita Symptoms of functional gastrointestinal disorders and|.The addition of sorbitol in the |

-{ol Solution (70%) sorbitol restriction is advised in the patients sufferinfrurrent stvength is within the
Non-Crystallizing from these diseases as per published data. Hence thdsafe limit.Commitiee opined -
committee did not recommend its inciusion in these| FDC should be indicated for '
FDCs. "hyperacidity with flatulence”.
2013(Clidinium Bromide|2.5mg+500 |Uncoated a, The replies /clarifications
USP+Paracetamol] mg+I0mg+ (Tablets |Pharmacodynamic irrelevant- wherever availsble from firms
IP+Dicyclomine  |25mg 1.Each ingredients have different therapeutic use anfand earlier data submitted by
HCI 1P+Activated FDC will lead to misuse. them were thoronghly
Dimethicone IP 2.Pain of petic ulcer is not due to spasm and hence |examined, The Commiitee -

’ there is no rationalé for combining with dicyclomingobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2034]Furazolidone 500mg+100|Uncoated [a, The replies Jclarifications
IP+Metronidazole |Omg+7.5mg|Tablets Pharmacodynamically irrelevant- wherever available from firms
IP+Loperamide . | Lantimotility drug will cause toxic megacolonin  |and earlier data submitted by
HCHIP infective diarrhoea. - them were thoroughly
2. Loperamide is contra-indicated in infective examined. The Committee
diarrhiea and in patiens with bacterizl enterocolitis |obesrved that data submitted
caused by invasive organisms including Salmonellafand availible peer reviewed
Shigella, and Campylobacter as it reduces the scientific evidences do not
clearance of pathogens. Hence there is no rationale support the rationality of this
for combining with antibiotic in an FDC. FDC. Hence, the Committee
3. Tn bacterial diarrhoea only anti-bacterial dnigis |considered this FDC as
effective and antiamoebic drug is useless. Similarly firrational.
in intestinal amoebiasis only antiamoebic drug is :
effective while antibactérial drug is useless.
- 4.Amoebiasis and bacterial diarrhoea rarely coexist.
5. Only one drug of the combination would be
effective and the other one would be useless,

2037 [Aluminium 300mg+200|Syrup  [This FDC was earlier discussed by previous c. T
Hydroxide Paste  |mg+125mg . {Committee on 05.09.2014 as under- Replies /clarification recieved
IP+Magnesium  ]+750mg Committes was not in favour of FDCs with sotbitol from the firms were examined.lt
Hydroxide Paste as onc of the ingredients, as sorbitol  (particularly in {was noted that similar FDC is
IP+Activated last few years) has been shown to exacerbate the - already approved by DCG(I)
Dimethicone symptoms of functional gastrointestinal disorders and {.The addition of sorbifol in the
IP+Sorbitol sorbitol restriction is advised in the patients sufferinizurrent sirength is within the
Solution from these diseases as per published data. Hence thgsafe limit.Committee opined

committee did not recommend its inclusion in these [FDC should be indicated for
FDCs, "hyperacidity with flatulence”,
2075|Rabeprazole 10mg+50m |Hard a, The replies /clarifications
Sodium g+325mg |gelatin 1.Pharmacokinetic/Pharmacodynamic wherever available from firms
IP+Diclofenac capsules fincompatibility. and earlier data submitted by
Potassium 2.Subtherapeutic dose of rabeprazole. them were thoroughly
BP+Paracetamol IP| 3.No published literatare support combination of examined. The Committee
rabeprazale with diclofenac and paracetamol. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committce
considered this FDC as
irrational,
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2082 |Activated 50mg+250 Suspensl This FDC was earlier dtscussed by prevmus [ -
Dimethicone mg+250mg [on Commifee on 05.09.2014 as under- Replies /clarification recieved
IP+Magnesium +1.25gm Commiittee was not in favour of FDCs with sorbitol | from the firms were examined. It
Hydroxide : zs one of the ingredients, as sorbitol (particularly in [was noted that this FDC is
TP+Dried last few years) has been shown to exacerbate the  |already approved by DCG(I)
-|Aluminium symptoms of functional gastrointestinal disorders and . The addition of sorbitol in the
Hydroxide Gel sorbitol restriction is advised in the patients sufferingurrent strength is within the
IP+Sorbital from these diseases as per published data. Hence thesafe limit. Committee opined
Solution committee did not recommend its inclusion in these|FDC should be indicaied for
FDCs. "hyperacidity with flatulence”.
2099|Ranitidine HC? 300mg+200|Film a, The replies /clarifications
Ip+Magaldrate [P |mg Coated [Pharmacodynamicalfy irrelevant- wherever avaiiable from firms
Tablets {No published literature supporting the FDC, and earlier data submitted by
them were thoroughly
¢kamined. The Cominittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2114{Ranitidine - 150mg+200| Tablets 1a, The replies /clarifications
HCl+Magaldrate (mg Pharmacodynamically irrelevant- wherever available from firms
No published literature supporting the FDC. and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2120|Rabeprazole 20mg+30m (Hard a, The replies /clarifications
Sodium g+75mg  |gelatin |Pharmacodynamically irrelevant- wherever available from firms
IP+Domperidone ' capsules |1.No published literature supporting the FDC. and earlier data submitted by
1P+Zinc Camosine 2.Potential for adverse effects. them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scieiitific evidences do not
| support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational..
2124|Paracetamol 325mg+10 jTablets |a, The replies /clarifications
IP+Domperidone | mg+Smg Pharmacodynamically irrelevant- wherever available from firms
1P+Flunarizine HC1 1. Indication for each drug is different. and carlier data submitted by
IP 2. There is no common condition in which atl three [them were thoroughly
drugs are useful. examined. The Commitiee
3. In case of migraine, flunarizine is used for obesrved that data submitted
prophylaxis, whereas paracetamol and domperidone{and available peer reviewed
are used for acute attack treatment. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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2130|Norfloxacint  [100mg200joma]
Metronidazole
Benzoate + zipe n

Acetate

g+10mg - |suspensio L.FDCs of quinoiones and nitroimidazofes (e.g

norfloxacin + metronidazole, ciprofloxacin +
tinidazole, ofloxacip + ornidazols) have not been
Tecommended in children, -

{2.This FDC can rapidly give rise to resistant strains
of organisms, which is a matter of serious concern
the heaith care situation in our resource poor country,

Kasarla Raju, 4. Elumalai, Eddia Srid
IRRATIONAL DRUG COMBINATIONS,
2013:3¢2):52-56,

" [FDC. Hencs, the Committee

The replies /clarifications T :
wherever available from finms
and earfier data-submitted by
them were thoroughly
examuned. The Committee
obesrved that data submitted
svailable peer reviewed
scieatific evidences do not
Support the rationality of this

considered this FDC ag
irational,

2141Pancreatin 170mg+80
IP+Activated . |mg
Dimethicone_ﬂ-"

Enteric .
Coated 1. Pharmacokinetic incompatibility,
Tablets (2. Pancreatin is made up of the pencreatic enzymes

trypsin, amylase, and lipase. Dimethicone is
antiflatulent. No published literature supports the
of combination

d . .
enzymetic activity of
Pincreatin in presence of
Dimethicone is not established
Per current literature,same
needs to be established,

75mg+20m |Hard

2142|Zinc +20n
g+30mg

Camosine+Ra_l_$ep
zole Sodium
[P+Domperidone
p

Gelatin Phannacodyilamically irrelevant-
Capsules |1. No published literature Supporting this FDC',

2. Fde will enhance the risk of adverse effects,

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughty _
examined. The Committee
obesrved that data submiited
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FD( as
irrationat. '

75mg+40m |Hard
gelatin

2143) Zinc
Camosinel-l’mlopr g
azole sodium

capsules

a,
Phannacodynamicaﬂy irrelevant-
I. No published literature supporting this FDC,

~[The replics /clarifications

* |covsidered this FDC a5

wherever available from firms
and earlier data submitted by
them were thoroughly
eaamined, The Committes
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

irrational,

2i161|Zine 50mg+10m |Liquid
Carmosine+Oy, icag

ine BP

a, : '
thnacodyhamimuy irrelevant-
1. No published litcrature supporting this FDC.

The replies /clarifications

ever available from firms
and earlier data submytted by
them were thoroughly
examiined, The Commiitee
obesrved that datg submitted
and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as

WV



2167 Diethyl
Carbamazine
Citrate
IP+Chlorphenirami
neMaleate
IP+Guaiphenesin
P

100mg-+2m |Film
g+60mg

Coa'ed -
Tablets

a’
Pharmacodynamic irrelevant -

FDC may lead to misuse.

should not be given in corbination with
antihistaminic with anti cholinergic properties.

.| The replies /clarifications-

wherever available from firms

1. Patient may need only one ingredient and use of land earlicr data submitted by

them were thoroughly

2.Guaiphenesin is not indicated for cosinophillia, aexamined. The Committee
it is a mucolytic which incréases mucus secretion and|obesrved ihat data submitted

and available peer reviewed
scientific evidences do not

support ‘the rationality of this
FDC. Hence, the Committes

considered this FDC as
frrational.
'2168|Oxetac.ine 5mg+400m |Uncoated |a, . The replies /clarifications
|BP+Magaldrate  [gr20mg  |Tablet Pharmacodynamically irrelevant- wherever available from firms
IP+Famotidine IP No published literature supporting the FDC. and earlier data submitted by
thern were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
] irrational.
2169|Zinc 75mg+500 |Uncoated|a, The replies /clarifications
' Camosine+Sucralfdmg Tablet |Pharmacodynamically irrelevant- wherever available from firms
te USP 1. No published literature supporting this FDC: and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDCas
irational.
2210jMebeverine 135mg+60 |Capsules(la, The replies /clarifications
Hydrochloride Million+4 [Powder jPharmacodynamically irrelevant- wherever available from firms
IP+Streptococens |Milliont+2  |for 1. No published literature supporiing the use of and earlier data submitted by
faccalis T-110  |Million+10 [inhalatio combination. them were thoroughly
JPC+Clostridium [0 Million ) ITZ. Mebeverine is used for relieving spasm in examined. The Committee
butyricum TO- treatment of irritable bowel syndrome (IBS) and obesrved that data submitted
A+Bacillus associsted abdominal cramping. and available peer reviewed:
mesentericus TO-A) 3. Therapeutic indication of Mcbeverine and scientific evidences do not
JPC+Lactic Acid Probiotic are different. support the rationality of this
Bacillus _ : FDC. Hence, the Committee
considered this FDC as
irrational,
2239|Pantoprazole 40mg+75m [Film a, The repligs /clarifications
Sodium g Coated |Pharmacodynamically irrelevant- wherever available from firms
sesquihydrate eq. to Tablets |No published literature supporting the FDC. and earlier data submitted by
Pantoprazole (as them were thoroughly
EC Tablet)y+Zinc examined. The Committee
Camosine (as FC obesrved that data submitted
Tablets) and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

e
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The replies fclarifizations

2240 Pantoprazole 40mg+75m |Film a,

Sodium . |Coated PhannaoodynamiCaIly irrelevant- wherever available from firms

sesquihydrate eq. to Tablets  |No published literature supporting the FDC. and carlier data submitted by

Pantoprazole (as them were thoroughly

EC Tablet}+Zine examined. The Committee

Camosine (as FC obésrved that data submitted

Tablets) and available peer reviewed
scientific evidences do not
suppoit the rationality of this
FDC. Hence, the Committee
considered this FDC as '

L irrational.

24l Mantoprazole |40mg+75m [Film a, The replies /clarifications
Sodium 2 Coated Pharmacodynamically irrelevant. wherever available from firms
sesquihydrate eq. to Tablets |No published literature supporting the FDC. and carlier data submitted by
Pantcprazole (as . them were thoroughly
EC Tablet)+Zinc " examined. The Committee
Camosine (as FC obesrved that datz submiited
Tablets) and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence," the Cornmittes
considered this FDC as
irrational.

2249{Rabeprazole 20mg+30m (Hard a, The replies felarifications
Sodium : g+37.5mg |Gelatin Phannaoodynamically frrelevani- wherever available from firms
[P+Domperidone Capsules [ 1.No published literature supporting the FDC, and carlier date submitted by
IP+Zinc Camnosine 2.Potential for adverse effects, them were thoroughty

examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2511Zinc 50mg+250 [Oral 1, The replies /clarifications
Camosine+Magnes mg#250mg | Liquid - Phannacodynamically firelevant- wherever available from firms
iumHydroxide +50mg Suspensi |1. No published literature supporting this FDC. and earlier data submitted by
IP+Dried on them were thoroughly
Aluminium examined. The Committee
Hydroxide obesrved thiat data submitted
IP+Simethicone IP and available peer reviewed

scientific evidences do not
support the rafionality of this
FDC. Hence, the Committee
considered this FDC a5
irrational,

2252 Zinc 50mg+500 |Oral a, The replies /dlarifications
Carnosine+Sucral mg Liquid - Pharmacodynamically irrelevant- ’ wherever available from firms
te IP Suspensi |I. No published literature suppatting this FDC. and eartier datz submitted by

on " |them were thoroughly
examined. The Commiittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes )
considered this FDC as
irrational,

Il\-(




2253|Zinc |50mgr10m Oral a, - The replies /clarifications
Carnosinet+Oxetacag- Liquid - |Pharmacodynamically irrelevant- wherever available from firms
ine BP Suspensi |1. No published literature supporting thls FDC. and earlicr data submitted by
on them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2255|Zinc 75mgt+d0m |Fitm |2, ' " {The replies /clarifications
Camosine+Pantopr|g coated |Pharmacodynamically irrelevant- wherever available from firms
azole Sodium . Tablets 1. No published literature supporting this FDC. and earlier data submitted by
sesquihydrate IP : them were thoroughly
eq.to . examined. The Committee
Pantoprazole{as obesrved that data submitted
enteric coated and available peer reviewed
tablets) scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrationat. '
2256|Zine 75mg+500 {Uncoatedz, The replies /clarifications
Camosinei-Sucralfq mg Tablets |Pharmacodynamically irrelevant- wherever available from firms
te USP 1. No published literature supporting this FDC, and earlier data submitted by
them were thoroughly
examined. The Committee
abesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2274|Mebeverine 135mg+60 |capsules |a, : The replics /clarifications
Hydrochloride IP &|Million+4 Pharmacodynamically irrelevant- wherever available from firms
Tnner HPMC Million+2 1. No published literature supporting the use of and carlier data submitted by
capsule Million+ combination. them were thoroughly
(Streptoml:cus 100 Million 2. Mebeverine is used for relieving spasm in examined. The Committee
Faecalis T-110 treatment of irritable bowel syndrome (IBS)and the obesrved that data submitted
JPC+Clostridium associated abdominal cramping. and available peer reviewed
butyricum TO- ) 3. Therapeutic indication of Mebeverine and scientific evidences do not
A+Bacillus Probiotic are different. support the rationality of this
mesentricus TO-A ¥DC. Hence, the Committee
JPC+Lactic Acid considered this FDC as
Bacillus) _ irrational. )
2281 Clindamycin 100mg+200| Soft [This FDC was discussed by previous Commitiee on The replies /clarifications
' Phosphate BP Eq. | mgt+h.3 Gelatin [22.08.2014 as under- wherever available from firms
‘ to Billion | veginal |Committee opined that the FDC is not rational As |and earlier data submitted by
Clindamycin+Clotr] Spores . firm did not present any evidence with regards to its them were thoroughly
mazole IP+Lactic ~ |superiority and further drug resistant lacticacid  |examined. The Committee
Acid Bacillus bacillus spores in this combination may spread obearved that data submitted
community drug resistance. Hence, the committee |and available peer reviewed
did not recommend. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.
/.
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2317|Sildenafil Citrate [25mg+1mg [Tableis |a, The replics /clarifications
eq. to . Pharmacodynamically irrelevant- _ wherever available from firmg
Sildenafil+Estradiol L. Both ingredicnts have different indications. and earlier data submitted by
Valerate 2. No clinical studies are found supporting this them were thoroughly

combination. examined. The Committee
[ebesrved that data submitted
[and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2323 Clomifene Citrate 25mg+60m |Film a, The replies /clarifications
IP+Ubidecarenone |g+66mg+5 {coated |1.No published literature supporting this combination wherever available from firms
USP+Zinc Sulphate|mg+1500m |Tablets |ofa ovulation inducing ingredient( clomiphene) witland earlier data: submitted by
IP+Folic Acid cg+l.5mg+ multivitamins and antioxidants; - ) them were thoroughly
IP+Methylcobalam: 4mg+200m . 2.Clomifene is used for only five days . Others dru; ined. The Committee
n JP+Pyridoxine cg+i0mg+2 " |tike folic acid ,Lycopene etc.need to be used for at [obesrved that data submitted
Hydrochloride Omg . least two month prior to clomifene therapy and available peer reviewed
[P+Lycopene .|(07.01.2016) scietific evidences do not -
USP+Selenium+Le sapport the rationality of this
vocamitine FDC. Hence, the Committee
Tartrate+L- {considered this FDC as
Arginine USP irrational.

2334|Dehydroepiandrost |S0mg+500 |Film a, ' b.

" erone (DHEA}) mg+2000 [Coated |I. Pharmacodynamically irrelevant. "The matter was examined.The
(micronizedHCalci[lU+1500mc|Tablets 2. No published fiterature supporting this Commitice opined that this is a
um Carbonate IP  |g+1mg+0.6{. combination of DHEA with multivitamins and vitamin preparation and shall b
eq. to elemental  [mg minerals discussed seperately with other
Calcium+Cholecald : vit. Preparations .Presently this
iferol ' FDC may be categorised under
IP+Methylcobalam category b
ntL-Methylfolate
Calcivint-PyridoxL
5 Phosphate

2336{Thyroxine Sodium [0.05mg+ |Oral - a, . The replies /clarifications

" |IPEq. to 0.045 mg |img+1.5mg|Tablet |No clinical studies found supporting the use of this wherever available from firms
of anhydrous combination and earlier data submitted by
thyroxine sodium+ them were thoroughly '
Pyridoxine ined. The Committea
Hydrochloride P+ [. obesrved that data submitted
Folic Acid IP and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
onsidered this FDC as
- irrational
2431{Gentamycin+Dexa [0.3%+0.1% Eye a, \ The replies /clarifications
methasonc+Chlora 1/ 0.1% /  |drops Pharmacodynarmically irrelevant- . wherever available from firms
mphenicol+Tobram|0.1% / 1.Each ingredients of FDC has different therapeutic [and earlier data submitted by
ycintOffoxacin  [0.1%+0.5%| - indication and is af variance from the concept and  {them were thoroughly
H.3%+0.3 purpose of FDC. " [examined. The Committee
% 2. Combining antibiotic , antifungal, steroid in the obesrved that data submitted
present FDC is liable to be misuse and emergence available peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might . |support the rétionality of this
actually worsen the freatment as it encourages . Hence, the Committee
 |growth. NO study is found supporting the combin ¢onsidéred this FDC as
use of an antibacterial with an antifungal ingredient irrational,
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2493|EnroftoxacintBro (200mg+15 |Oral a, The replies /clarifications
mhexire HCI mg per ml |Solution |Pharmacodynamically itrelevant- wherever available from firms
1.Enrofloxacin is not approved for human use. and earlier data submitted by
them were thoroughty
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as -
irrational.
2497 Dextromethorphan [Smg-+4mg+ [Syrap  |a, . The replies /clarifications
Hydrobromide 2.5mg+50m Pharmacodynamically irrelevant. - |wherever available from firms
‘11P+Bromhexine  {g/5ml 1.Mucolytic increases mucus secretion and and earlier data submitted by
HCl+Menthol antihistaminic with anti t.hulnelglc pmperues dry ufttiem were thoroughly
IP+Ammonium secretions. examined. The Committeg
Chiloiride IP 2.Dosing schedule is incompatible. obesrved that data submitted
' and available peer reviewed
scientific evidences do not
suppott the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.
2503| Dextromethorphan | 10mg+2.5m|Syrup _ |a, The replies /clarifications
Hydrobromide+ {g+5mgt7.5 1 Dosing schedule is incompatible. wherever available from firms
Levocetirizine Hel [mg per Smi | 2. Ingredients will aggravate the adverse effects of |and eaclier data submitted by
[P+Phenylephrine sedation and drowsiness and also will interefere wi were thoroughly
Hel 1P+Zinc the reflexes. examined. The Committee
Gluconate USP Eq. 3.Centrally acting anti-tussive not to be combined |obesrved that data sutgrhitted
to Elemental Zinc with anti-histaminic drug. and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational.
2504|Diphenhydramine [8mg+50mg [Syrup  |a, The replies /clarifications
Hcl +100mg+1 Pharmacodynamically irrelevant. wherever available from firms
IP+Guaiphenesin  [mg per Sml » Anticholinergic property of diphenhydramine will |and carlier data submitted by
IP+Bromhexine lead to diying up of secretions while mucolytics  |them were thoroisghly
HCl increase. examined. The Committee
1P+Ammonium obesrved that data submitred
Chiloride IPMenthol and available peerreviewed.
IP scientific evidences do not
Jmpport the rationality of this
FDC. Hence, the Commiltee
considered this FDC as
2505|Nimesulide 100mg+2.5 |Tablets - ja, The replies /clarifications
BP+Loratadine mg}Omg+1 Pharmacodynamic irrelevant- wherever available from firms
LISP+Phenylephrin [5Smg /|1.Each ingredient has different therapeutic use and |and earlier data submitted by
e HCl : FDC will lead to misuse and toxicity. thera were thoroughly
1P+Ambroxol HCI 2. Pharmacokinetic mismatch. '|examined. The Committee
' : obesrved that data submitted
Chandler 5. Gautam, Lekha Saha. Fixed dose drug |and avsilable peer reviewed
combinations (FDCs): rational or irrational: a viewscientific evidences do not
point BrJ Clin Pharmacol / 65:5/ 795796 support the rationality of this
|Eccies, R, Fietze, I. and Rose, U-B. (2014) FDC. Hence, the Committee
Rationale for Treatment of Common Cold and Flu |considered this FDC as
with Multi-Ingredient Combination Products for  |imational.
Multi-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-62.
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mg+30mg+
IP+Ambroxol HC) 10mg+2mg
IP+Phenylephrine

HCI

IP+Chlorphenirami
ne Maleate

325mg+100|Tablets a,

Phannacodynamjcally ftrelevant.

1.Mucolytic increases hmicus secretion  and
antihistaminic with aptj cholinergic Pproperties dry y
secretions, - '
2.Dosing schedule is incoinpatible,

. |3- Paracetamol dose g subtherapeutic,

considered this FDC ag
L irrational

2510) Ambroxol Rel 15mg+50m |Syrup a, The replies /clarifications
IP+Guaiphenesin g+2mg+Sm TR Pharmacodynamically imrelevant-Patients may nofwherever available from firms
IP+Chlorphenirami gt+img need all the ingredients and use of FDC may lead tojand carlier dsta submitted by
ne Maleate fnisuse and adverse effects. thern ‘were theroughly
IP+Phenylephirine 2.Pharmacokinetically Irrelevant-different dosing  (examined, The Committee
HCI 1P+Menthol 1 shedule obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this'
FDC. Hence, the Committee
considered this FDC as
imrational. ‘
2511{Paracetamgl 125mg+2.5 [Oral a, _ The replies iclirifications -
IP+Phenylephrine mg+7.5mg+Drops [} .thnaoodynamically and phamacokinel:ically wherever available from firms
HCI 1P+Ambroxol 1.0mg irrational FDC, -|and earlier data submitted by
HCI 2.Paticnts may need only one ingredient and use of them were thoroughly
IP+Chlorpheniram;i FDC may lead to misuse, . ' examined, The Committee
ne Maleats 3.Potential for drug-drug interaction, obesrved that daia submitted
4.Dosing shedule of the ingredients is incompatible fand available peer reviewed
5.Mucolytic increases mucus secretion and scientific evidences do not
antihistaminic with ant cholinergic properties dry ufsupport the eationality of this
secretions. ’ FDC. Hence, the Committee
considered this FDC ag
irrational.

2513 Paracetamo] 125mg+15 |Oral a, ’ The replies /clarifications
IP+Ambroxol HC! Img+5mg+2 Syrup l’hmnaeodynanﬁcaﬂy irrelevant wherever available from firms
IP+Phenylephrine jmg 1. Dosing schedule js incompatible, and earlier data submitted by
HCI 2. Ingredients wil aggravate the adverse effects of them were thoroughily )
IP+Chlorphenirami sedation and drowsiness and also will interefere wi amined. The Committee
ne Maleate [p the reflexes, obesrved that data submitted

3.Potential for drug-drug interaction. and available peer reviewed
scientific evidences do not
' support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

2514|Bromhexine HCy 4mg+Smg+ [Oral a, Thcmplietlcl_ar_iﬁcaﬁqps
LP+Phenylephrihe 2mg Solution PWacodynamica!ly irrelevant- wherever availsble from firms
HCi _ ' Lchlorpheniramine + phenylephrine and earlicr data submitted by
IP+Chlorepheniram chlorpheniramine increases ang phenylephrine thern were thoroughly
ine Maleate IP decreases sedation. Effect of interaction is 0ot clear Jexamined. The Committee

use caution, obesrved that data submitted
2.Dosing shedule of the ingredients are not and availabie Peer reviewed
compatible scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
Trrational.
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2516{Dextromethorphan

Hydrobromide+
bromhexing

iphenesin

hydrochioride-+Gu

10mg+2  [Soft gel

img* 100mg|capsule

)

la, - : .
|Pharmacodynamically irrelevant-

1. Guiaphenesin: a mucolytic which increases mucu
secretion should not given in combination with
antihistaminic with anti cholinergic properties,
because due to anti cholinergic properties mucus
secretions is dried up. ' '

3.Patients may need only one ingredient and use of

wherever available from firms
d earlierdata submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed

‘:e replics /clarifications

2. Dextromethorphan: it decreases the cough impulsgcientific evidences do not
{so expulsion of ecretion would be hampered

support the rationality of this
FDC. Hence, the Committee

FDC may lead to misuse. considered this FDC as
4 Dosing shedule of the ingredients is ‘incompatible.|irrational.
| 2518{Levocetirizine 2.5mgt tablet 2, The replies /clarifications
Hydrochloride +  |500mg+ 15 - |1. Pharmacodynamically irrelevant-Paticiits may nojwherever available from firms
Paracetamol + mgt+ 10 mg _|need all the ingredients and use of FDC may lead to|and earlier data submitted by
caffeine misuse and adverse effects. them were thoroughly
(anhydrous)+ 2 Pharmacokinetically itrelevant-different dosing  |examined. The Committee
Phenylephrine shedule. obesrved that data submitted
Hydrochloride and available peer reviewed

scientific evidences do not
support the rationality of this

|FDC. Hence, the Committee

considered this FDC as
irrational.

2520| Paracetamol +

325mg+ 3.3 | Tablet .

a,

The replies /clarifications

Loratadine + mgt+ 10 1.Pharmacodynamically and phamacokinefically  |wherever available from firms
iphenylephrine mg+ 10 irrational FDC. : and carlier data submitted by
Hydrochloride +  img+ 30 mg 2 Patients may need only one ingredient and use of |them were thoroughly
Dextromethorphan FDC may lead to misuse. examined. The Committee
Hydrochloride + obesrved that data submitted
caffeine and available peer reviewed
|scientific evidences do not
support the rationality of this
FDXC. Hence, the Committee
considered this FDC as
irrational.
2521|Nimesulide + 100mg+ 10 {Tablet |a, : The replies /clarifications
Phenylephrine mgt 30 1. Pharmacodynamically irrelevant-Patients may nofwherever available from firms
hydrochloride +  |mgt S mg need all the ingredients and use of FDC may lead to|and earlicr data submitted by
Cefteine( misuse and adverse effects. them were thoroughly
anhydrous) + 2 Pharmacokinetically irrelevant-different dosing  [examined. The Committee
levocetirizine shedule. obesrved that data submitted
Dihydrous 3. Nimesuilide- Safety concern and available peer reviewed
‘ scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2527|Azithromycin IP as|250 mg /50 |tablet  |a, 'The replies /clarifications
dihydrate eqto ~ [mg+ 1. Pharmacodynamically irrelevant-combining anti- |wherever availabie from firms
Anhydrous 100mg/ bacterial with bronchodialator is not indicated. and earlier data submitted by
Azithromycint 100mg 2. Potential misuse as bronchodialator with anti- " | them were thoroughly '
acebrophyline bacterial will increase the emergence of drug examined. The Committee
resistance to azithromyein and its adverse effects . {obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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2528 Dextromethorphan Smg+ 125 [oral syrupla, The replies /clarifications j

{Hydrobromide + - mg+ [ mg+ - |t Dosing schedule is incompatible, wherever available from firms
Paracetamol + |5y - 2. Ingredients will aggravate the adverse effects of |and earlier datg submitted by
clorpheniramine sedation and drowsiness and also will interefers wi were thoroughly
Maleate + the reflexes, examined. The Commitice -
phenylephrine 3.Centrally acting anti-tussive not to be combined Jobesrved that data subn.itted
hydrochloride with anti-histaminic drug, and available peer reviewed

} scientific evidences do not -

' support the rationality of this
FDC. Hence, the Committee
considered this FDC as :
irrational.

233 l|ambroxol 15 mg+ 50 Syrup [, : The replies /clarifications
hydrochloride + mg+ 5 mgt 1. On the basis of current scientific understanding the wherever avajiable from firms
Buaiphenesin Ip+ 2mg+ - " |FDC s Pharmacodynamically irrelevant, and earfier data submitted by
phenylephering . : i Fatients may not need all the ingredients and use ;thein were thoroughiy .
Hydrochloride + ° * [of FDC may lead ip misuse ang adverseeffects.  [examined, The Committee
chlorpheniramine : * [obesrved that data submitted
maleate + menthol and available pecr reviewed
flavoured scientific evidences do not

Support the rtionality of this
FDC. Hence, the Commiitee -
considered this FDC as
irrational

2536)Levoctirizine HCL |2.5mg+325 Tablets |a, . The replies fclarifications
IP+Paracetamol mg+10mg+ L Pharmacodymnﬁcally irtelevant-Patients 2y nofwhevever available from firms
IP+Phenylephrine {15mg need all the ingredients and use of FDC may lead tofand carlier data submitted by
HCL IP+Caffeine misuse and adwerse effects, them wers thoroughly
(anhydrous) [P 2.Pharmacokinetically irrelevant-different dosing _|examined. The Committee

shedule. obestved that data submijtted
3. Subtherapeitic dose of paracetamol. and gvailablé peer reviewed
’ ’ scientific evidences do not
Support the rationality of this
FDC. Hence; the Committee
considered this FDC ag
2542Levocetrizine 2.5mg+10m| Tablets a, . The replies /clarifications
HCI+Phenqualn-ine g+300mg+3 I Pharmaoodymiu]ly irrelevant-Paticnts may nofwherever avaitable from firms
HCH-Paracetamol 0mg ~ [need all the ingredients and yse of FDC may lead tofand carlier data submitted by
IP+Caffeine misuse and adverse effects, them were thoroughly -
' 2.Pharmacokineticalty i!relev_ant-differemdosing examined. The Committée
shedule, ) obesrved that data submitted
' and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2543|Paracetamol 250mg+2.5 Suspensi fa, The replies fclarifications

IP+Cetirizine HCL mg+5.0mg+Hon I.PharmaOOdynmimﬂy and Phamacokinetically wherever available from firms
. 1P+Phenylephrine |25, l4mg eq, irrational FDC. ’ and earlier data submitted by

HC! [P+Zine t03.75mg | 2.Patients may need only one ingredient and use of {them were thoroughty
Gluconate USp Eqg. FDC may lead s misuse, examined. The Committee
to Elemental Zing . 3.Dosing shedale of the ingredients is incompatible.|obeseved that data submitted

4. Potential for drug-drug interaction, and available peer reviewed
scientific evidences do not
Suppoett the rationality of this
FDC. Hence; the Committee
considered this FDC as
irrational,
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-|The replies /clarifications

2545|Dextromethorphan |10mg+1.25-|%yrup  |a, )
Hydrobromide mg+5mg : ~ |Pharmacodynamically irrelevant- wherever available from firms
IP+Tripolidine 1 Dosing schedule is incompatible. and earlier data submitted by
HCL 2. Ingredients will aggravate the adverse etfects of |them were thoroughly
{IP+Phenylephrine sedation and drowsiness and also will interefere wi ined. The Committee
HCYIP ' the reflexes. obesrved that data submitted
3.Centrally acting anti-tussive not to be combined and available peer reviewed
with anti-histaminic drug. scientific evidences do not
’ support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. '
2547|Dextromethorphan | I0mg+4mg {Synup |2 Lod
- |Hydrobromide Inadvertamtly included as "a".
{P+Chlorphenirami Same is approved by DCG(I)
__{ne Maleate IP ’ . . . .
2548|Diphenhydramine |12.5mg+7.5 Oral a, The replies /clarifications
HC! IP+Terpine  |mg+125mg [Liquid Pharmacodynamically irrelevant. wherever available from firms
Hydrate +35mg+1.5 No published literature supporting the corbination |and earlier data submitted by
USP+Ammonium |mg them were thoroughly
Chloride examined. The Committee
1P+Sodium obesrved that data submitted
{Chloride and available peer reviewed
1P+Menthol 1P scientific evidences do not
support the. rationality of this
FDC. Hence, the Committee
considered this FDC as
jreational.

2549{ Paracetamol 500mgt+5m [Tablets |a, } ' The replies /clarifications
1P+Phenylephrine |g+4mg+30 | " |1.Pharmacodynamically and phamacokinetically ~ [wherever available from firms
HCl mg irrational FDC. and eartlier data submitted by
iP+Chlorphenirami| 2.Patients may need only one ingredient and use of jthem were thoroughly
ne Maleate FDC may lead to misuse. examined. The Committee
IP+Caffeine IP 3_Dosing shedule of the ingredients is incompatibie, obesrved that data submitted.

' and available peerreviewed
scientific evidences do not
Fsupport the rationality of this
FDC. Hence, the Committes
considered this FDC as
lirrational. '
2550|Paracetamol 5mg+325m {Tablets |a, The replies /clarifications
1P+Phenylephrine [g+2mg+30 |- - |1.Pharmacodynamically and phamacokinetically ~ wherever available from firms
HCI mg irrational FDC. ' and carlier data submitted by
IP+Chlorphenirami 2.Patients may need only one ingredient and use of jthem were thoroughly
ne Maleate FDC may lead to misuse. examined. The Committee -
[P+Caffeine IP 3.Dosing shedule of the ingredicnts is incompatible jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2553| Paracetarnol 500mg+10 |Uncoated|a, : The replies /clarifications
IP+Phenylephrine mg+5mgt3 |Tablets 1.Pharmacodynamically and phamacokinetically ~ |wherever available from fims
HCI IP+Cetirizine |0mg irrational FDC. and earlier data submitted by
HCI IP+Caffeine IF 2.Patients may need only one ingredient and use of {them were thoroughly

FDC may lead to misuse, ' examined. The Committee

3 Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

v |



The replies /clarifications

2558 Paracetamol - - {300mg/500 [Uncoated], - C
TP+Chlorphenitami mg+2mgf2 (Tablets I.Pllannaqodynanﬁcally and phamamkinetically wherever avaifable from firms
ne Maleate . (mg+10mg/s] - frrational FDC. ) and earlier data submitted by
IP+thyleph1ine mg+30mg/3 2.Patients may need only one ingredient and use of [them were thoroughly.

HCl IP+Caffeine tPOmg - EDC may lead to misuse. * |examined. The Committee
" |3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
.{and available peer reviewed
scientific evidences do not
! support the rationality of this
-|FDC. Hence, the Committes
considered this FDC as
irrational.

2560 ParacetmnoHPhen) 500mg+10 |Tablets a; ’ The replies /clarifications
Iephrine mg+2mg+3 l.thacodymmically and Phamacokinetically wherever availzble from firms
HCH-Chlorphenira Omg irrational FDC. - |and earlier data submitted by
mine : 2.Patients may need only one ingredient and use of them were thoroughly .
Maleate+Caffeine FDC may lead to misuse. ~ |examined. The Committee

‘ 3.Dosing shedule of the ingredients is incompatible fobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiittes
considered this FDC as
irrational.

2563| Ambroxal 15mg+).8m|Oral a, The replies /ciarifications
HClH+Levocetrizine g+5mg+50 ILiquid (1. Phannaoodynamical]y imelevant-Patients may nofwherever available from firms
Di- mg need all the ingredients and uge of FDC may lead tofangd earlier data submitted by
HCHPhenylephrine misuse and adverse effects, . them were thoroughly
HCH-Guaiphenesin 2.Phannacokinel:ieally irrelevant-different dosing (examined. The Committee

shedule obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Henee, the Committee
considered this FDC as
irrational,

2565 Dextromethorphan 10mg+8mg |Tablets a, . The replies /clarifications
HCL+Bromhexine [+100mg+2 ! Dosing schedyle is incompatible, wherever available from firms
HCL+GuaphensinH mg 2. Ingredients will aggravate the adverse effects of Jand earlier data submitted by
Chlorpheniramine sedation and drowsiness and also will interefere wi hem were thoroughly
Maleate the reflexes, examined. The Committes

3.Centrally acting anti-tssive not to be combined [obesrved that data sybmitted
with anti-histaminic dnig. Jand available peer reviewed
' scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
considered thig FDC as
irrational. -

| 22—




The replies /clarifications

2566|Nimesulide +Paracel 100mg+325[Tablets [a, -
tamol+Cetrizine  Img+Smgts 1. Nimesulide in combination has potential of misussvherever available from firms
HCl+Phenylephrine |mg in indications for allergic conditions. Users who majand earlier data submitted by
HCL not be awaré of this paracetamol content and may  |them were thoroughly
Jaocidentally overdose when they take the multi- |examined. The Committee
ingredient product with other medicines also ot:esrved that data submitted
containing paracetamol. Land available peer reviewed
2. Thereis pharmacokinetic incompatibility amon cientific evidences do not
' the drugs. . support the rationality of this
3. Nimesuilide has documanted safety concem. FDC. Hence, the Committee
4. Hepatotoxic potential of both the drugs considered this FDC as
irrational.
Eccles, R, Fietze, I and Rose, U.~B. (2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products for
_ \Muli-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.
2578| Paracetamot+Pheny 500mg+10 |Tabelts la, The replies /clarifications
Jepherine+Caffeine}mg+30mg+ 1.Pharmacodynamically and phamacokinetically wherever available from firms
+levocetirizine  |2.5mg irrational FDC. and earlier data submitted by’
2 Patients may need only one ingredient and use of them were thoroughly
FDC may lead to misuse. examined. The Committee
3.Dosing shedule of the ingredients is mcompahble obesrved that data submitted
and available peer reviewed
scientific evidences do nof
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2579|Salbutamal Img+50mg [Syrup fa The replies /clarifications
Sulphatet +4mg 1, On the basis of current scientific understanding the| wherever available from firms
Etofylline FDC is pharmacodynamically irrelevant. and carlier data submitted by
HCHBromhexine 2. Use of Mucolytic alongwith anti-asthamatic druggthem were thoroughly
HCl is Jiable to be misused as expectorant and exposing [examined. The Committee
the paticnts unnecessary to the drugs and their  {obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
‘|considered this FDC as
irrational.
2583|bromhexine HCL  |8mg/8mg/8 [film a, The replies /clarifications
+guaiphenesin mg+100mgficoated Pharmacodynamically imelevant- - |whirever available from firms
+phenylephrine . |50mg/50mg tablet/unc} . Guiaphenesin: a. muoolytlc which increases mucufand earlier data submitted by
HCL +5mg/Smpg/ (oated  |secretion should not given in combination with rtll?em were thoroughly
+chiorpheniramine | 5Smg+2mgf4|tablet antihistaminic with anti cholinergic properties, examined. The Committee
maleate mg/2mg+32 because due to anti cholinergic properties mucus - {obesrved that data submitted
+paracctamol 1P |Smg/325mg secretions is dried up. and available peer reviewed
and paracetamol IP(/325mg 2. Chlorpheniramine ;H1 antagonist are said to scientific evidences do not
+ chiorpheniramine decrease rhinorrhea but the drying effect may do  |support the rationality of this
maleate more harm because of their tendency to induce FDC. Hence, the Committee
+bromhexine somnolence _ considered this FDC as
HCLA+ 3 Multiple ingredients with diverse pharmacological irrational.
guaiphenesin : profile susceptible to phamnaceutically
IP+phenyiephrine incompatibility
HCL

12>




2584| Paracetamcl+- 300mg/500 |Film
lephrine mg/325mg-+ coated
HCL+Cetirizine 10mg/10mg|tabiet
HCL+Caffeine /10mg+2.5

considered this FDC as
irrational,
2386|Levocetirizine Img/2. Smag/[ Tablets a, s The replies Iclarifications
HCL+ 2.5mg+500 Phannacodynamienlly irrelevant- wherever available from firms
Paracetamol mg/325mg/ 1. Petients may not need ail the ingredients and use and earlier data submitted by
e+ Phenyiephririe 360mg+30 of FDC may lead to misuse and adverse effects, them were thoroughly
HCL mg/30mg/1 2.Phannacokinetically irrclevant-different dosing  |examined, The Committee

| The replies folarifications
wherever avajlabie from firms
and carlier data submitted by
them were thoroughly -
€xamined. The Commiitee
obesived that data submitted
and available peer revieweq
scientific evidences do not

o ‘
l.Phaxmacodymmically and phﬂnaeoh‘nelically
imrational FDC, :
2.Patients may need only one ingredient and nse of
FDC may lead to misyse. L
3.Dosing shedule of the ingredients isincompazible,

sheduie, obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee -
considered this FDC ag .
irrational.

2588Phenylephrine W0mg+2mg [Tablets

HCL+Chlorphen; +30mg

The replies Iclarifications

a,
I.Phannacodynmﬁicnﬂy and pﬁamaookineﬁcally wherever available from firms
ifrational FDC, and earlier data submitied by

2.Patients may need only one ingredient and uge of
FDC may lead to misuse, _
3.Dosing shedule of the ingredients is mcompatible, C

259U paracetamol + 650 mg+ 2 Jtablets

The replies fclarifications
wherever available from firms
and earlier data submiited by

a,
l.Phannaoodynmdcally and phamacokineﬁcally

maleate + 0mg itrationaj FDC. .

phenylephrine Hel 12%-Patients may need onty one ingredient and use of (them were thoroughly

+ caffiene FDC may iead to misuse, examined. The Committes
obesrved that-data submitted
and available peer reviewed
sclentific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrationg],

2592|paracetamol + 250 mg+ symp la, The replies /clarifications

cetirizine 25mg+ 5 1 Dosing schedule is incompatibie, ) wherever available from firmg

hydrochioride + mgt 15 mg 2. Ingredients will Aggravate the adverse effects of |ang carlier data stibmitted by

dextromethoxphan sedation and drowsiness and afsg will interefere wi em were thoroughly

hydrochioride + the refiexes. examined. The Committge

Pscudoephedrine 3.Centrally acting anti-tussive not to be combined obesrved that data submitted

ydrochloride with anti-histaninie drug, and available peer reviewed




2593|parzcetamol+ {650 mg+ “|Tablets [a, - The replies /clarifications

loratadine + 3.3, mgt+ 10 1.Pharmacodynamically and phamacokinetically  |wherever available from firms
dextromethophan Hmg+ 60 irrational FDC. and earlier data submitied by
pseudoepheridine |mg+ 30 mg " {2.Patients may need only one mgred1ent and use of |them were thoroughly

HCL + caffeine : FDC may lead to misuse. examined, The Committes

3.Dosing shedule of the ingredients is u:compatlble. obesrved that Jata submitted
and available peer reviewed
scientific evidences do not

support the rationalit,” of this
FDC. Hence, the Committee

|considered this FDC as
irrational.
2596|chlorpheniramine (2.5 mg+  [Syrp [ s o e 10 254304 b e i == The replies /clarifications

maleate+ Smg+ 50 Haphopummare rs;.mnm;mhm;::”m harinitons e st wherever available from firms
dextromethophan+ {mgt+ 60 i vicw af tho thore i and earlier data submitted by
dextromeihophian. |mgt | mg mmﬂﬁﬁmﬁmﬁm?mﬂﬁﬁlﬂmﬁu them were thoroughly i
HBr + ’ e g sl actven N examined. The Comimittee
guaiphenesin + mwmmm»’;ﬂ}mﬂm“m ww’mw m"*n':‘m'obeswed that data submitted
ammonium o for crabinieg and the FOCs lend gcdierw |and available peer reviewed
chloride + menthol mr.:' ::;&-.T.:&T ik umlly e T i scientific evidences do not

L I, i st e e proncated i e pgtatiens sbniod 340 | o))y the rationality of this

N “‘“"”"""""”'*"‘ ol m':w 1‘."““” ‘;"‘:_“ FDC. Hence, the Committee

mhmmmdml s aFthe Tefiered PDCsseons une naenicd, notm [considered this FDC as
q-inrhn-pnrhhmnmntuﬁwmn.wh:hmmmu v Gever of|

bouy-acka i skt sects. irrational,
s.mm:a.mnmm-m Rerred o, I e on their Jafity or

vailabl feedbouck trom
mﬁ-n*ﬂdﬁnmwﬂﬂudmmmfanlmuarmm
qua‘liyndmﬂ-iblmquﬁl&
(3 nrlhmd -d.nfuhmm:mmlmmw
Eor quall o thy i J i fuver ef botter
natient Ty II'F-
T 'IMNI.?-H." it s the swrath] be asbed lewlllla

i o Uk don aul oke dresh
Wmmh‘ nwmc:nﬁ*mmweﬁhq'haﬁvwﬂ:
fesipi:od seiemtiflc study protsd. Sllhplm'sﬂnukl.h

rubaritied befo ‘L-‘ and wilh ek [ T emided,
1% wihole of fise o proteui submisdon shioahkd b comphvied wiihvin 3 moaths,

2597 Ambroxol HCL + 15 mg+ 50 |[Symp |3, ) . The replies /clarifications
guaiphenesin+ mgt 10 1. Pharmacodynamically irrelevant-Fatients may no wherever available from firms
Phenylephrine HCLimg+ 2 mg+ need all the ingredients and use of FDC may lead to]and eaclier data submitted by
+ chlomheniramineil mg misuse and adverse effects. : them were thoroughly
Maleate + menthol 2 Pharmacokinetically irmelevant-different dosing  lexamined. The Committee

shedule obesrved that data submitted
and available peer reviewed
|scientific evidences do not
{support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2598|paracetamol + 325 mg+ 2 |Tablets |a, ‘ The replies /clarifications
levocetrizine Di  |.5 mgt 5 1.Pharmacodynamically and phamacokinetically | wherever available from firms
HC Phenylephrine [mg+ 30 mg itrational FDC, fand earlier data submitted by
HCL + Caffeine ) 2.Patients may necd only one ingredient and use of |them were thoroughly
Anhydrous FDC may lead to misuse. examined. The Committee

obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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25%9|chlorpheniramine (2.5 mg+ [Syrup [a, : The replies /clarifications
maleate + 125 mg+ 55 Pharmaoodymmully trrelevant- wherever available from firms
ammonium mg 1. Chiorpheniramine -H1 antagenist are said to and earlier data submitted by
chloride + sodium decrease rhinorrhea but the drying effect may do  [them were thoroughly
citarte+ more harm because of their tendency to induce examined. The Committee

somnolence obesrved that data submitted

2. Ammonium Chloride: increase the fnucus and available peerreviewed

secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

2600|chlorpheniramine [4 mg+ 10 [syrup a C
maleate + mg Inadvertatntly included as "a",
dexunmethophm : Same is approved by DCG(I)

~ jhyd -
2604{Ambroxol HCI ~ [15mg+0.8m[Symup  [a, o The replies /Clarifications
IP+Levocetirizine [g+50mg+5 1. Pharmacodynamically irrelevant-Patients may nofwherever available from firms
{HCI - mg need all the ingredients and use of FDC may lead to)and earlier data submitted by
IP+Guaiphenesin+ misusc and adverse effects. them were thoroughly
Phenylephrine HCI 2.Pharmacokineticaily lrrclevant-dlﬂ‘erent dosing Jexamined. The Committee
IP+Menthol IP shedule obesrved that data submitted
' and available peer reviewed
scientific evidences do not
suppott the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2606; ParacetamolPheny325mg+10 |Uncoated|a, - ) The replies /clarifications
Iphrine HC1 mg+4mg+2 Tablets  |1.Pharmacodynamically and phamacokinetically {wherever available from firms
IP+Chlorphenirami]Omg irrational FDC. , and earlier data submitted by
ne Maleate 2.Patients may rieed only one ingredient and use of |ther were thoroughly
IP+Caffeine FDC may lead to misuse. examined. The Committee

3.Dosing shedule of the ingredients is incompatible, obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as |
irrational.

2608)Bromhexine HCl  |Bmg+650m [Uncoated|a, The replies /clarifications
IP+Paracetamol  (g+5mg+2m [tablets Pharmacodynamically irrelevant- wherever availabie from firms
IP+Phenylephrine |g+50mg L. Guiaphenesin: a mucolytic which increases mucufand earlier data submitted by
HCI secretion should not given in combination with them were thoroughly
IP+Chlorphenirami antihistaminic with anti cholinergic properties, .|examined. The Committee
ne Maleate because due to anti cholinergic properties mucus  jobiesrved that data submitted
1P+Guaiphenesin secretions is dried up. and available peer reviewed
Ip 2. Chiorpheniramine :H1 antagonist are said to scientific evidences do not

decrease chinorrhea but the drying effect may do  |support the rationality of this
nore harm because of their tendency to induce FDC. Hence, the Committee
somtolence considered this FDC as
3.Multiple ingredients with diverse pharmacologicalirrational.

profile susceptible to phannaceuncally

incompatibility
4.0ver dose and misuse of paracetamol,
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2610 [Paracetamol 500m@/325 {TAbIEHS . |y roc was tscusst uies ma 1ot 1t by srvions Covmmins o i smnests e | 1 1€ FEDIiES /clarifications
- |IPHLevocetirizine |mg+2.5mgf it P e — wherever available from firms
JHCl Smg+5mg/s by I manc s i od s ™ and earlier data submitted by
| P+Phenylephrine |mg+60mg/3 i rodacof et | 3 coabie ot cugh o T | ENEMTL were thoroughly
HCL IPrAmbroxol|0mg et o el e 0 et . The el mosle fremtine ™ |examined. The Committee
HCi [P . mm“ apnda 3 :':;":';"mi ‘;;:;“f_':;'; .:mﬂnm - obesrvefi that data subr_nitted
-aqm-:.h.-lw:mua.mmnd et wpper and available peer reviewed
clives is mruc;mn o Fwene n o -

_ s of potice1 itafioes and symptoms which unaby o not co-corbd, Thesachenr Weniiabie | SCiCNItific evidences do not
mﬁ?rﬂ:mm nadicallng presented in (e appicrions sumnkied snd support the rationality Of' thlS
mudnmmmu e —— FDC. Hence, the Commitiee
evoceliziug i wmaly given o7 aday, wumm”nmmlmumq-ummﬂ considered this FDC as

i Use of] C1ae refiried FDCH sCMR Wie W, 704 10 .
sk of he e of e Baracutam wse (435 g which sconis madepuske 14 e v ot irrational.
: Fudy-acha in ciull aubjects.
5. Salety & Efficacy: In ol the FDCS an refined in, ¢ eommusLs can b make oo fhelr sitly or
teffieacy, since o dats #ne roadity availshle. Some manafactorers subnbtied some Relback frm
|preseribers un smfury and effectiveners whick pe cirer scruliny were foand ki be of very o
|aatity and ecnld i e accepinble.
6. th alio Clite Fuel, most of such preduc ane ' the marked
R quil L a besbles oth ﬁwhnﬂwﬂnwwm
- poticat sl general by i larpe,
7. Thene fane, in e, (he ki 1 sl v} asked Eixthodth i
L. roeasider the rational kasin of their ke Grash subnisdons jdizying
| mecxical rotioanl, and (Run 2. te genorbe eredible sefety aad cfficocy daia for govite
findicntion(a} follrwisg el dewigued acizwiilic udy prodoent, Such proiocols shoald be
seniso:] betfiong the comunitte: anck with Mole comoureome: e study may be Roommaded.
'mm‘hoﬂ!um:auﬂ:ﬁrwbml .o mhouldd e p! wilkim 3 moriis,
2611|Nimesulide 100mg/100 |Tablets - [a, The replies /clarifications
[BP+Paracetamol  |mg+325mg/ 1. Nimesulide in combination has potential of misuse in |wherever available from firms
* |IP+Cetirizine HCl [325mg+5m indications for altergic conditions. Users who may not betand eartier data submitted by
[P+Plienylephrine |g/Smgt+10m |aware of this paracetamol content and may accidentally |¢hem were thoroughly
HCl IP+Caffeine IFg/5mg+25m 2 '.'he’ d":erwu::;i“fey m'::o““’ “;'f“f‘ mgredx:nt;mpaodncl t  |examined. The Committee
'with ather medicines also containing paracetamol. ; .
g25mg 2. Thereis pharmacokinetic incompatibility among the obcsrvcii that data subl:mtted
drugs. and available peer reviewed
3 Nimesuilide has documanted safety concern scientific evidences do not
4. Hepatotoxic potential of both the drugs support the rationality of this
: FDC. Hence, the Committee
considered this FDC as
Eecles, R., Fietze, I. and Rose, U.-B. (2014) Rationale  |irrational.
for Treatment of Common Cold and Flu with Multi-
Ingredient Combination Products. for Multi-Symptom
Relief in Adults. Open Joumal of Respiratory Diseases,
4, 73-82.
2612|Chlorpheniramine |4mg+125m [Syrup  |a, The replics /clariﬁcations ,
Maleate+ Ammoniu| g+65mg ' Pharmacodynamicatly irrelevant- _ wherever available from firms
m I. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
{Chloride+Sodium decrease rhinorrhea but the drying effect may do  |them were thoroughly .
{Citrate more harm because of their tendency to induce examined. The Committee
somnolence . obesrved that data submitted
2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
- 2616|Paracetamol 325mg+10 (Uncoated|a, . ' The replies /clarifications
- |IP+Phenylephrine (mg+2mg+3 tablets  |1.Pharmacodynamically and phamacokinetically ~|wherever available from firms
HCL Omg irrational FDC. and earlier data submitted by
P+Chlorphenirami 2.Patients may need only one ingredient and use of |them were thoroughty
e Maleate FDC may lead to misuse. examined. The Committee
IM+Caffeine IP 3 Dosing shedule of the ingredients is incompatible.|Jobesrved that data submitted
p
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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2617 Cetirizine HCI Smg+Smg+ | Tablets |[a, o : ’ " |The replies /clarifications
: IP+Phenylephrine [325mg+52,{ - I.Phermacodynamicatly and phamacokinetically - |wherever available from firms
HCl 25mg+7.5m imrational FDC. _ ‘ and earlier data submitted by
IP+Paracetamo! g 2.Patierits may need only one ingredient and use of |them were thoroughly
IP+Zinc Gluconate FDC may lead to raisuse. - examined. The Committee
3.Dosing shedule-of the ingredients is incompatible [obesrved that data submitted
and available peer reviewed
'Jscientiﬁc evidences do not
' support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
2626/Chlorpheniramine [4mg/4mg/4 Syrup  |i Dosing schedule is incompatibie. The replies /clarifications
Maleate mg+10mg/1 2. Both the ingredients will aggravate the adverse wherever available from firms
IP+Codeine Omg/10mg effects of sedation and drowsiness and also will and earlier data submitted by -
Phosphate IP : . interefere with the reflexes, them were tharoughly
I ~|-Thereis & high risk of abiise potential of this  |examined, The Commiree -
formulation in indian scenerio. {obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC, Hence, the Committes
considered this FDC as
irrational. .
2628)Paracetamol 500mg+2m |Uncoated|a, . The replies /clarifications
BP+Chlorpheniramig+1 Omg+30[Tablets !.Pharmacodynamically and phamacokinetically  |wherever available from firms
ine Maleate mg irrational FDC. and earlier data submitted by
BP+Phenylephrine 2.Patients may need only one ingredient and use of |them were thoroughly
BP+Caffeine FDC may lead to misuse, examined. The Committee
Anhydrous BP ) obesrved that data submitted
and availablé peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
2630|Dextromethorphan ]7.5m+2.5m Syrup 11 Dosing schedule is incompatible. The replies /clarifications
Hydrobrotni g+7.5mg+1. 2. Ingredients will aggravate the adverse effects of [wherever available from firms
irizine Smg ' - |sedation and drowsiness and also wili interefere witland earlier data subrmitted by
HCI+Zinc+Mentho the reflexes, them were thoroughly
'{3-Centrally acting anti-tussive not to be combined fexamined. The Committee
with anti-histaminic drug, obeszved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2632|Ambroxol HCI 15mgt+50m |Syrup  |a, The replies /clarifications
IP+Guaiphenesin g+100mg+2 1. Pharmacodynamically irvelevant-Patients may notwherever available from firms
[PrAmmonium  ].5mg+2mg+ need alt the ingredients and use of FDC may lead tojand eatlier daa submitted by
Chioride 0.Img misuse and adverse effects. ' thes were thoroughly
IP+Phenylephrine : 2.Pharmacokiretically frrelevani-different dosing [examined. The Committee
HCI shedule obesrved that data submiited
IP+Chlorphenirami| and available peer reviewed
ﬁne Maleate scientific evidences do not
IP+Menthol IP support the rationality of this
' FDC. Hence, the Committee
considered this FDC as
irrational. '
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2637|Paracetamol 650mg+10 |Uncoated|a, The replies /clarifications
[P+Phenylephrine !mg+5mg+2 (Tablets |1. Pharmacodynamically and phamacokinetically wherever available from firms .
HC1 IP+Cehnnne[J 5myg trrational FDC. and earlier data submitted by
HC! IP+Caifeine 2.Patients may need only one mgredlent and use ¢ of |them were thoroughly
FDC may lcad to misuse. examined. The Committee
3.Dosing shedule of the ingredients is incompatibie. obesrved that data submitted
and available peer reviewed -
1scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
‘ immational.

-2638|cetirizine Smg+ 650 |tablets |(a, Tae replies /clarifications
hydrochloridet+ |mg+ 10 mg 1.Pharmacodynamically and phamacokinetically | wherever available from firms
paracetamol +  [+30 mg irrational FDC. ' and earlier data submitted by .
phenylephrine i 2 Patients may need only one ingredient and use of [them were thoroughly
hydrochloride + "|FDC iiay lead to misuse. |examined. The Committee
caffeine ( 1.Dosing shedule of the ingredients is incompatibleobesrved that data submitted
anhydrous ) and available peer reviewed

scientific evidences do not
{support the rationality of this
FDC. Hence, the Committee

“leonsidered this FDC as
irrational.

2640|cetirizine 25mgt {symp |a, The replies /clarifications

- |hydrochloridet  [125 mg+ 2 1 Pharmacodynamlcally and phamacokinetically  [wherever available from firms
paracetamoht 5 mg+ 3.75 jirrational FDC. and carlier data submitted by
phenylephrine mg ’ 2 Patients may need only one ingredient and use of |them were thoroughly
HCH- zinc FDC may lead to misuse. examined. The Committee

|gluconate 3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
| m'atlona.l
2642|dextromethophen [10mg+ 8 ltablets |a, Tl;g rephes fclarifications
HBr + bromhexine [mg+ 2 mg + 1 Dosing schedule is incompatible. wherever available from firms
hydrochloride+ [100mg 2. Ingredients will aggravate the adverse effects of Jand earlier data submitted by
chlorpheniramine ) sedation and drowsiness and also will interefere withthem were thoroughly
maleate + the reflexes. examined. The Committee
guaiphenesin 3.Ceritrally acting anti-tussive not to be combined obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
[eomsidered this FDC as
irrational.

2644 Paracetamal+ 325mg + 10 |uncoated |a, The replies /clarifications
Phenylephrine  |mg+2 mg |tablet” {1 .Pharmacedynamicaily and phamacoklnencaliy wherever available from firms
hydrochloride+ |+ 30 mg jrrational FDC. ‘ and eatlier data submitted by
Chlorpheniramine 2 Patients may need onty one ingredient and use of jthem were thoroughly
maleate + Caffiene FDC may lead to misuse. examined, The Committee

4.Dosing shedule of the ingredieuts is lncompatlble obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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enrofloxacin+  -|200mg + {5 injection {a, The replies fclarifications ~
. (bromhexin mg Pharmacodynamicatly irrelevant- wherever avaflable frora firms
hydrochloride + 1.Enrofloxacin is not approved for human use. and earlier data submitted by
glacial acetic acid + them were thorcughly
polysorbate + 2- examined. The Commitiee
pyrrolidinone abesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
dextromethophen |10mg+8 |tablets [a, ‘| The replies /clarifications
HBr + bromhexine |mg+ 2 mg+ 1 Dosing schedule is incompatible, wherever available from firms
hydrochloride + 1100 mg -12. Ingredients will aggravate the adverse effects of |and carlier data submitted by
chlorphenirzmine sedation and drowsiness and also will intercfere witfthem were thoroughly
maleate + the reflexes. ’ ’ examined. The Committee
guaiphenesin 3.Centrally acting anti-tussive not to be combined Jobesrved that data submitted
with anti-histaminic drug, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDPC as
irrational.
levocetitizine 0.8 mg+ 15 |syrup a, ‘The replies /clarifications
dihydrochioride + mg+ 5 mgt 1. Pharmacodynamicatly irrelevant-Patients may nofwherever available from firms
ambroxol 50 mg need all the ingredients and use of FDC may lead to|and earlier data submitted by
hydrochloride + ' misuse and adverse effects. them were thoroughly
phenylephirine . 2.Pharmzcokinetically irrelevantdifferent dosing  |examined. The Committee
hydrochloride shedule obesrved that data submitted
+guaiphenesin and available peerreviewed
scientific evidenees do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational,
dextromethophen |15 mg+ S syip  |a composition appears to be
HBr+ mg+ 2 mg wrong.
chlorpheniramine
‘| hydrochloride +
chlorpheniramine
nte b . .
cetirizine Di HCL+]2.5 mg+ 30 [syrup  [a, The replies /clarifications
ambroxol HCL+ |mg+ 50 1.Pharmacodynamically and phamacokinetically |wherever available from firms
Guaiphenesin+  |mg+ 100 irrational FDC. and earlier data submitted by
ammionium mgt 5 mg+ 2 Patients may need only one ingredignt and use of (them were thoroughly
chloride+ 1l mg FDC may lead to misuse. " [examined. The Committee
phenylephrineHCL obesrved that data submitted
+ menthol and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
frmational,

W
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2658]codiene phasphatet |10 mg+4 | oral

maleate

chlorpheniramine |mg liquid

1 Dosing schedule is incompatible.

effects of sedation and drowsiness and alse will
interefere with the reflexes.

3.There is a high risk of abuse potential of this
formularion in indian scenerio.

2. Both the ingredients will aggravate the adverse

The replies /clarifications

and earlier data submitted by
them were thoroughly
exarmined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
irrational.

wherever availatle from firms

2659|chlorpheniramine " |500mg+ 2 uncoated |a,

Maleate +
phenylephrine
HCL+ caffiene

mgt10  |[tablet
mg+ 30 mg

1.Pharmacedynamically irrationate FDC.

FIC may lead to misuse.

The replies /clarifications

them were thoroughty
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. ’

wherever available from firms
2 Patients may need only one ingredient and use of |and earlier date.submitted by

The réplies /clarifications

2660|dextromethorphan |10 mgt+ oral
+ triprolidine + 1.25 mg+ 5 (liquid 1 Dosing schedule is incompatible. wherever available frora firms
phenylephrine mg 2. Ingredients wilt aggravate the adverse effects of |and eartier data submitted by
sedation and drowsiness and also will interefere withthem were thoroughly
the reflexes. examined, The Committee
3 Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. and available peer reviewed -
scientific evidences do not
support the rationatity of this
FDC. Hence, the Committec
considered this FDC as
irrational.
2662| Terpinhydrate+ |10 mg# 10 liquid  |a, . The replies /clarifications’
dextromethorphan |mg#3.75 joral Pharmacodynamically irrelevant. wherever available from firms

HBr+ menthol

mg dosage

No published literature supporting the combination, and carlier data submitted by

them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationzality of this
FDC. Hence, the Committee
congsidered this FDC as
jrrational.

2664|dextromethorphan |2.5 mg+ 5 |syrup

HCL+ mg+ 2.5
phenylephrine mgt7.5

. |HCL#+ zinc mgt 2.5 mg
gluconate+ menthol -

a,
Pharmacodynamically imelevant-
1 Dosing schedule is incompatible.

the reflexes.

The replies fclarifications
and earlier data submitted by

xamined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.

- J2. Ingredients will aggravate the adverse effects of [them were thoroughly
sedation and drowsiness and aiso will interefere wit+:

wherever available from firms
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2665|chlorpheniramine [2 mg+ 10 Joral |1 Dosing schedule is incompatible. - The replies /clarifications
Maleate+ codeine |mg+ 1.5 - |liquid  ]2. Both the ingredients will aggravate the adverse [wherever.available from firms
phosphate + mgt+ 1.5 mg effects of sedation and drowsiness and also will and earlier data submitisd by
sodium citarte + interefere with the reflexes. tham were thoroughly
menthol 3.There is a high risk of abuse potential of this examined. The Committee
formulation in inidian scenerio. |obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as-
irrational.
2666|paracetamoi + ~ |325mg+ 10 [tablets  [a, | o The replies /clarifications
phenylephrine mg+ 2 mg+ 1.Pharmacodynamically and phamacokinetically ~ |wherever available from firms
HCL+ . 30 mg *|irrational FDC. " |and earlier data submitted by
|chlorpheniramine 2.Patients may need on'y one ingrediznt and use of -|them were thoroughly
Maleate + caffeine | FDC may lead to misuse. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiittee
considered this FDC as
irrational.
2671|Codeine Phosphate|10mg+dmg |Ora} 1 Dosing schedule is incompatibie. The replies /clarifications
1P+Chlorphenirami Syrup - |2. Both the ingredients will aggravate the adverse |wherever available from firms
1ne Maleate IP effects of sedation and drowsiness and also will and earlier data submitted by
interefere with the refiexes. ‘ them were thoroughty
3.There is a high dsk of zbuse potentiat of this examined. The Committee
formulation in indian scenerio. obesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
_ irrational.
2672{Enrofloxacin + 100mg+7.5 |Solution |a, : The replies /clarifications
bromhexin mg Pharmacodynamically irrelevant- wherever available from firms
thydrochloride 1. Enrofloxacin is not approved for human use. and carfier data submitted by
' them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2673|Bromhexine HCl |[4mg+Smgt+[Oral - [a, ) ’ The replics /clarifications
IP+Dextromethorp }Smg+2.5mg|Liquid. .|Pharmacodynamically imelevant- wherever available from firms
han Hydrobromide 1. Dextromethorphan: it decreases the cough impulgnnd earier data submitted by
IP+Phenylephrine 80 expulsion of secretion would be hampered |them were thoroughly
HCI IP+Menthol _|2. Bromhexine:a mucolytic which increases mucus {examined. The Committee
secretion should not given in combination with obestved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
|because due to anti cholinergic propertics aucus  |scientific evidences do not
secretions is dried up. support the rationality of this
FDC, Hence, the Committee
considered this FDC as
irrational.

Ot
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26761 Levofloxacin 100mg+7.5 |Solution |a, 2 The replies /clarifications

Hemihydrate mg Pharmacodynamically irrelevant- wherever availatile from firms
IP+Bromhexine {. Patient may need only one ingredient and the use]and earlier data submitted by
HCI IP ’ of FDC may lead to misuse. them were thoroughly
: ’ 2. Increased risk of emergence of drug resistance d mined. The Committee
to misuse of FDC . obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2678 Levocetirizine HC1{5mg+150m |Film a, The replies /clarifications
IP+Ranitidine HCI (g Coated Pharmacodynarmcally irrelevant as both ingredient$wherever available from firms
i4 . - |Tablets |are indicated for different indications. and earlier data submitted by

' ’ ‘|them were thoroughly
exzmined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
2682|Paracetamol 650mg+5Sm [Film a, _ The replies /clarifications
[P+Phenylephrine [g+Smg+10 |Coated 1.Pharmacodynamically and phamacokinetically ~ |wherever available from firms
HCI IP+Cetirizine {mg+30mg |Tablets irrational FDC. and carlier data submitted by
HC1 2 Patients may need only one ingredient and use of [them were thoroughly
IP+Dextromethorp FDC may lead to misuse. examined. The Committee
han Hydrobromide 3.Dosing shedule of the ingredients is incompatible. Jobesrved that data submitted
Ip+Caffeine [P and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
frrational.
2687|Bromhexine Hel  [4mgtSmgt+ [Syrup |3, The replies /clarifications
[P+Dextromethorp {S0mg Pharmacodynamically irrelevant- wherever available from firms
han Hydrobromide : 1. Dextromethorphan: it decreases the cough impulsiand earlier data submitted by
[P+Ammonium 5o expulsion of secretion would be hampered them were thoroughly
Chigride IP " 12. Bromhexine:a mucolytic which increases mucus examined. The Committee
' secretion should not given in combination with obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus scientific evidences do not
secretions is dried up. support the rationality of this
FDC. Herice, the Committee
considered this FDC as
irrationat,
2638 Levocetirizine HC1|2.5mg+10m|Uncoated |a, ) The replics felarifications
|1P+Phenylephrine g+60mg+10|Tablets . Pharmacodynamically irrelevant- wherever available from firms
HCl [P+Ambroxol |{0mg+325m 1. Patients may not need all the ingredients and use [and earlier data submitted by
1P+Guaiphenesin |g of FDC may lead to misuse and adverse cffects. them were thoroughly
[P+Paracetamol IF 2 Pharmacokinetically irrelevant-different dosing examined. The Commitice
shedule. : obesrved that data submiited
3.Potential drug interactions. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.
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| 2689]Dextromethorphan 10mg+5Smg [Symp  Ja C ' ]
Hydrobromide+p +2mg Inadvertatntly included as "a".
nylephrine HC Same is approved by DCG(D
I_P+Chlorphenir_ani . )
me Maleate [p ~ |

26%0|Paracetamo] 500mg+2m Uncoated|a,
IP+Chlorphenirami 8§+Smg+16 |Tablets I.Phannacodymmically and phamacokinctically wherever avaiiable from firms
ne Maleate mg ‘ irrational FDC, and earlier data submitted by
IP+Phenyiephﬁne 2.Patients may need only one ingredient and use of them were thoroughly
HCl PP+Caffeine 1 FDC may lead to misuse examined, The Committee

The replies /clarifications

3.Dosing shedule of the ingredients jg incompatible obesrved that data submitted
and available peer reviewed
scientific evidences do not

Support the rationality of this

FDC. Hence, the Commiitee
considered this FDC as
L ifrational,

2695|cetirizine 2.5 mg+ 7.5/60 mi e, The replies fclarifications
hydrochloride+ mg+ I.Phar;nacodynamically and phamacokineﬁcally wherever available from firms
dex_lron_lethmphan Smg+7.5 irrational FDC, and earlier data submitied by

* {hydrobromide+ mg+ 125 2.Patients may need only one ingredient and use of them were thoroughly
phenylephrine  |mg+ 2.5 mg FDC may lead to misuse. examined. The Committee
hydrochloride + ' 3.Centrally acting anti-tussive not to be combined jobesrved that data submiitted
zine gluconate + with anti-histaminic drug. and available peer reviewed
paracetamol+ scientific evidences do not
menthol Support the rationality of thig

FDC. Hence, the Committee
considered this FDC ag
irrational,

2696/paracetamol+ S00mg+ 60 [tablets 8, L The replies /clarifications
pseudoephedrine mg+10 mg+ ! Dosing schedule s incompatjble. wherever available from firms
hydrochloride + Smg 2. Ingredients will aggravate the adverse effects of and earlier data submitted by
dextromethorphan sedation and drowsiness ang also will interefere wi were thoroughly
hydrobromide+ the reflexes, examined. The Committee
cetitizine 3.Centrally acting anti-tussive not te be combined obesrved that data subm; tted
hrdrachloride with anti-histaminic drug. and available peer reviewed

sctentific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC a5
itrational.

2700 dextromethorphan+ |5 mg+25 fsyrip |, The replies /clarifications
cetirizine HCL+ mg+ 5.0 I Dosing schedule is incompatible, wherever available from firms
phenylephrine+ mg+ 1 mg 2. Ingredients wiif aggravate the adverse effects of jand earljer data submitted by
menthol . sedation and drowsiness and alsy will interefere witfthem were thoroughly

the reflexes, ) examined. The Committee
3.Centrally acting anfi-tussive not 1o be combined obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational




pher\hydamine
HCL+

a, Phannachynamically irrelevant. .

- Anticholinergic property of diphenhyd:amine will [wherev
Jead to drying up of secretions while mucolytics
increase.

examined. The Committee
promhexine HCL ‘ ' obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the cationality of this
Comrmnitiee

The repties /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Comumittee -
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationatity of this
FDC. Hence, the Committee

a, ’ - .

i .l’harmacodynamical‘ly and phamacokineti cally
irrational FDC. .

2 Patients may reed only one ingredient and use of
FDC may lead to misuse. -

3 Dosing shedule of fhe ingredients is incompatible.
4.Nimesu1ide—safety concem.

The replies Iclarifications
wherever available from firms
and earlier dat2 submitted by
them were thoroughty
axamined. The Committee
obesrved that data submitted
and available peer reviewed
es do not .

1 Dosing schiedule is incompatible. ‘
2. Both the ingredients will aggravate the adverse
effects of sedation and drowsiness and also will
interefere with the reflexes. ]

3 There is a high risk of abuse potential of this
formulation in indian scenerio.

The replies [clarifications
wherever available from firms
and carlier data ,_suhmitted by
hem were thoroughty
examined. The Comittee
obesrved that data submitted
and available peet reviewed
scientific evidences da not
support the rationality of this
FDC. Hence, the Committee
considered this ¥DC as
jrrational.

a,

1 Dosing schedule is incompatible.
i |2_Ingredients will aggravate the adverse effects of
sedation and drowsiness and also will interefere with
the reflexes. '
3.Centrally acting anti-tussive not to be combined
with anti-histaminic drug.

+Phenylephrine
HCL+Pmcetamol

a, The replies Iclarifications
1 Dosing schedule is incompatible. wherever available from firms
2. Ingredients will aggravate the adverse effects of and earlier data submitted by
sedation and drowsiness and also will interefere witithem were thoroughly

the reflexes. ) . examined. The Committee

3 Cenirally acting anti-tussive not to be combined {obesrved that data submitted
with anti-histaminic drug. and availabie peer reviewed
scientific evidences donot ’
support the rationality of this
FDC. Hencs, the Committee
considered this FDC as
jrrational,
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2710|Péracetamol+Pheny| 5007500733 Tablet fa, The replies /clarifications
lephrine 5/325/3253) . . 1.Pharmacodynamically and phariacokinetically wherever available from firms
HCL+Chiomh 2Smg+5/5/5 irrational FDC. . . and earlier data submitted by | -
mine Maleate + /10/10/10m 2.Patients may need only one ingredient and uge of them were thoroughly
caffeine g42/2/2/4/2 FDC may lead to misuge. examined. The Committee

dmg+15/20 3.Dosing shedule of the ingredients is incompatible.lobesrved that data submitted.
30/16/30/15 and available peer reviewed
mg scientific evidences do not .
' support the rationality of this .
FDC. Hence, the Committes
considered this FDC ag
irrational.
2711iDiethylcabamazine 100mg+3.3 [Tablet |a, The replies /clarifications
citrate 1P+Cetrizin 3mg+50mg Pharmacodynamic irrelevant - wherever available from firms
HCL ip ) _ |1. Patient may need oniy one ingredient and use of {and carlier data submijtted by
+Guaiphenesin IP - |FDC may lead o misuse, ' them were thoroughly -
’ 2.Guaiphenesin is not indicated for eosinophillia, agexamined. The Committee
it s a mucolytic which increases mucus secretion and |obesrved that data subimitted
should not be given in combination with ' and available peer reviewed
antihistaminic with anti cholinergic properties. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FOC as
Irrational.
2712{Pseudoephedrine+ 60mg+10m | Tablet a, The replies fckerifications
Dextromethorphan g+5mg I Dosing schedule is incompatible, wherever available from firms
HBr+Cetirizige 2. Ingredients will aggravate the adverse effects of [and carlier data submitted by
HCL sedation and drowsiness and also will interefere withthem were thoroughly
the reflexes. examined. The Commiitee
3.Centrally acting anti-tussive not to be combined obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the‘miqnality of this
FDC. Hence, the Committes
considered this FDXC ag
irrational. -
2716{Paracetamol+Ch 250mg+ lm |Tablet a, The replies /clarifications
pheniramine gHSmg+15 l.PhannaDodynamimlly and phamacokineﬁcaﬂ‘y wherever available from firms
Maleate+Phenyl g imational FDC, and earlier data submitted by
rine HCL+Caffeine 2. Patients nay need only one ingredient and use of |them were thoroughly
FDC may lead to misuge. . examined. The Committee
3.Dosing shedule of the ingredients is incompatible.lobesrved that data submitted
' ' and availsble peer reviewed
scientific evidénces do not
support the rationality of this
FDC: Hencs, the Committee
considered this FDC ag
irrational.

2718} Paracetamol 325mg+100|Tablets [a, The replics /clarifications
IP+Guaiphenesin 30mg+ Pharmacodynamicaﬂy irrelevant, wherever available from firms
IP+Ambroxol HC1 16mg+2mg 1. Mucolytic increases mucus secretion and and earlier data submitted by
IP+Phenylepherine antihistaminic with anti cholinergic properties dry u were thoroughly
HCI secretions. o examined. The Committee
IP+Chlorpheniramil 2.Dosing schedule is incompatible. obesrved that data submitted
n Maleate 3. Paracetamol dose is subtherapeutic, and availeble peer reviewed

' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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2719|Ambroxol HCl
IP+Guaiphenesin |g+100mg+2
|.5mg+2mgH

15mg+50m

[P+Ammonium
Chioride 0.lmg
IP+Phenylephirine
HCl ]
1P+Chlorphenirami
ne Maleate ‘
[P+Menthot IP

a,

misuse and adverse effects.
2 Pharmacokinetically irrelevant-different dosing
shedule

1. Phanhacodynamically ierelevant-Patients may no{wherever available from firms
need all the ingredients and use of FDC may lead to|and earlier data submitted by

The replies / clariﬁcations

them were thoroughly
examined. The Committee
obestved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commnittes
considered this FDC as
irrational.

2721|Phenylephrine HCl|Smg+2mgt

IP+Chlorpheniramii 20mg/30mg
ne Maleate +325mg

IP+Caffeine -
[P+Paracetamol [P

a,

1.Pharmacodynamically and phamacokmetlca.lly
irrational FDC. ;

2 Patients may need only one mgredlent and use o
FDC may lead to misuse.

3 Dosmg shedule of the ingredients is incompatible. obesrved that data submitted

| The replies /clarifications
wherever available from firms
and earlier data submitted by
f |them were thoroughly
examined. The Committee

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2727| Dextromethorphan }10mg+100

Hydrobromide-+Gu [mg+Smg+4
aiphenesin - img
1P+Phenylephrine
HCI
1P+Chiorphenirami| -
ne Maleate [P

4, ¥
1 Dosing schedule is incompatible.

the reflexes.
3.Centrally acting anti-tussive not to be combined
with anti-histaminic drug.

2. Ingredients will aggravate the adverse effects of }and earlier data submitted by
sedation and drowsiness and also will interefere witithem were thoroughly

The replies /clarifications
wherever available from firms

examined. The Committee
obesrved that data submitred
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

[P+Dextromethorp [50mg+2.5m

"|considered this FDC as
irrational.
2725|Phenylephtine HCl{5mg+0.623 a, [
iP+Triprolidine  |mg Recommended for the treatmend
HClIP of common cold and cough
2726{Bromhexine HCl  {4mgtSmg+ a, The replies /clarifications -

Phannacodymmncally irrelevant-

wherever available from firms

han g per Sml 1. Dextromethorphan: it decreases the cough impulsgnd earlier data submitted by
Hydrobromide+Am so expulsion of secretion would be hampered Ttlhem were thoroughly
monium 2. Bromhexine:a mucolytic which increases mucus examined. The Committee
Chloride+Menthol secretion should not given in combination with obesrved that data submitted
P antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus scientific evidences do not
secretions is driedup. support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2727|Chlorpheniramine {2mg+imgt a, The replies /clarifications
Maleate 10mg-+0.5mj| 1 Dosing schedule is incompatible. wherever availabte from firms
IP+Phenylephrine |g 12. Both the ingredients will aggravate the adverse and earlier data submitted by
HC1 ' effects of sedation and drowsiness and also will  [them were thoroughly
IP+Dextromethoph interefere with the reflexes. examined. The Committee
an Hydrobromide 3.Centrally acting anti-tussive not to be combined {obesrved that data submitted
IP+Menthol IP with anti-histaminic drug. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

/?,W
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2728 Ambroxol HC] [P+ 15mg+1.25 {Syrup o, : The replies /clarifications
Terbutaline mg+7.5mg 1. On the basis of czent scientific understanding the{wherever available from firms
Sulphate IP+ FDC is pharmacodynamically irrelevant, and earlier data submitted by
Dextromethorphan 2. Use of Mucolytic alongwith anti-asthamatic druglthem were thoroughly
Hydrobromide 1P is liable to be misused ag expectorant and exposing fexamined. The Committee

the patients unnecessary to the drmgs and their obesrved that data submitted
adverse effects. and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.
Dextromethorphan 10mg+4mg |Syrup ~ |[a, The replies /clarifications
Hydrobromide +100mg per - |1 Dosing scheduie is incompatible. |wherever evailable from firms
IP+Chlorphenirami(5m| 2. Ingredients will aggravate the adverse effects of fand earlier data submitted by
© [ne Maleate ‘ sedation and drowsiness and also will interefere witlthem were thoroughiy
[P+Guaiphenesin the refiexes.  |examined. The Committce
Ip 3.Centrally acting anti-tussive not to be combined fobesrved that data submitted
with anti-histaminic drug, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
frrational
Terbutaline 2.5mg+8mgiUncoatedia, The replies /clarifications
Sulphate+Bromhex +100mg+10]tablets . Pharmacodynamically irrelevart- wherever avaitable from firms
ine mg ’ I. Guiaphenesin: a mucolytic which increases mucuand earlier data submitted by
HCH-Guaiphenesin secretion should not given in combination with them were thoroughly
+Dextromethorpha antihistaminic with anti cholinergic properties, examined. The Commities
n Hydrobropide because due to anti cholinergic properties mucus  [obesrved that data submitted
secretions is dried up. and available peer reviewed
2. Dextromethorphan: it decreases the cough impulsscientific evidences do not
so expulsion of secretion would be hampered support the rationality of this
3.Patients may need only orie ingredient and use of FDC. Hence, the Committee
FDC may lead to misuse. . sidered this FDC as
4.Dosing shedule of the ingredients is incompatible firrational,
Dextromethorphan |10mg+1.25 |Uncoated a, The replies /clarifications
Hydrobromide mg+5mg  [Tablets Pharmacodynamically irrelevant- wherever available from firms
1P+Tripolidine 1 Dosing schedule is incompatibie, and eartier data submitted by -
HCL 2, Ingredients wilt aggravate the adverse effects of |them were thoroughly-
IP+Phenylephirine sedation and drowsiness and also will interefere wi ined. The Committee
HCl 1P’ the reflexes. obesrved that data submitted
3.Centrally acting anti-tussive not to be combined |and available peer reviewed
with anti-histaminic drug. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
. irrational.
Paracetamol 125mg+5m |Syrup |, he replies /clarifications
1P+Dextromethorp gHimg 1 Dosing schedule is incompatible. wherever available from firms
han 2. Ingredients will aggravate the adverse effects of earlier data submitted by
- |Hydrobromide+Ch edation and drowsiness and also will interefere wil were thoroughly
orpheniramine the reflexes cxamined. The Comumittee
Maleate IP 3.Centrally acting anti-tussive not to be combined obesrved that daia submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational
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2735 Chlorphenirami;ic 4mg+i0mg |Syrup |1 Dosing schedule is incompatible. . The replies /clarifications

Maleate - 2. Both the ingredients will aggravate the adverse |wherever available from firms
IP+Codeine - effects of sedation and drowsiness and also will and earlier data submitted by
Phosphate IP interzfere with the reflexes. them were thoroughly
3.There is a high risk of dbuse potential of this examined. The Committee
formulation in indian scenerio. obestved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FPC as
irrational.
7738|Codeine Phosphate|10mg -4mig Oral 1 Dosing schedule is incompatible. The replies /clarifications
IP+Chiorphenirami Liquid  |2. Both the ingredients will aggravate the adverse wherever available from firms
ne Maleate IP . effects of sedation and drowsiness and also will and earlier data submitted by
' C interefere with the reflexes. . them were thoroughiy
* [3.There is a high risk of abuse potential of this examined. The Committee
formulation in indian scenerio. obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
3745| Pholcodine+Phenyl| 1.5mg+2.5 [Oral  [a, ‘ , The replies /clarificaions.

ephrine mg+1.5mg |Synup |1 Dosing schedule is incompatible. wherever available from firms

HCL+Promethazin 2_ Ingredients will aggravate the adverse effects of |and earlier data submitted by

e HCL ' sedation and drowsiness and also will interefere witpthem were thoroughly
the reflexes. N |examined. The Committee
3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. ' and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational. ‘
2746| Bromhexine 4. 0mg+5 |Liquid |a, . : The replies /clarifications
HCL+Dextrometho|mg+50mg+ Dosage Pharmacodynamically irrelevant- wherever available from firms
rphan 2.5mg Form 1. Dextromethorphan: it decreases the cough impulsand earlier data submitted by
HBrtAmmonium so expulsion of secretion would be hampered them were thoroughly
Chloride+Menthol ‘ 2. Bromhexine:a mucolytic which increases mucus examined, The Committee

secretion should not given in combination with obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
becanse due to anti cholinergic properties mucus scientific evidences do not

secretions is dried up. support the rationality of this
FDC. Hence, the Committee
considered this FDC as
“irrational.

2752{ Bromhexine 8mg+5 |tablets |la, ) The replies /clarifications
hydrochloride +  |mg+ 100 Pharmacodynamically irrelevant- ‘ wherever available from firms
Phenylephrine mgt+ 2 mg+ " |1. Bromhexine ;a mucolytic which increases muicus |and earlier data submitted by
hydrachloride+ 325mg ~ |secretion should not given in combination with them were thoroughly
Guaiphenesin + antihistaminic with anti cholinergic properties, examined, The Committee
Chlorpheniramine because due to anti cholinergic properties mucus obesrved that data submitted
maleate+ secretions isdried up. ' and available peer reviewed
Paracetamol 2. Chlorpheniramine :H1 antagonist are said to scientific evidences do not

decrease rhinorthea but the drying effect may do |support the rationality of this
more harm because of their tendency to indace FDC. Hence, the Committee
somnolence considered this FDC as

3. Paracetamol dose is subtherapeutic and potential |irrational.

misuse in FDC formualtion is likely to be
hepatotoxic .




2755|dextromethorphan [10mg+4 foral  |a c .

+ chlorpheniramingmg liquid - Inadverfaintly-included as "a".
. . : Same is approved by DCG(T}

2757 codeine phosphate+ |10 mg+  [syrup - 1 Dosing schedule is incompatible. The replies/clarifications .
levocetirizine HCL [1.67 mg+ . | 2. Both' the ingredients will aggravate the adverse  |wherever available from firms
*+ inenthol mg efficts of sedation and drowsiness and also will * {and earlier data subnitted by

interefere with the reffexes. them were thoroughly
3.Centraily acting anti-tussive not to be combined |examined. The Committee
with anti-histaminic drug. obesrved that data 'submitted
4.There is also a risk of abuse potential, and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
|considered this FDC as
irrationat.
2759)Paracetamol+Phemy 500mg+5m (Tablet  |a, " | The replies iclarifications
lephring " |gF10mg2s( 1.Pharmacodynamically and phamacokinetically  |wherever availablé from firms
HCL+Dextrometho|mg+2mg irrational FDC, and earlier data submitted by
rphan : 2.Patients may need oaly one ingredient and use of {them were thoroughly
Hydrobromide+Caff FDC may lead to misuse, examined. The Committee
feinetChloramph 3.Dosing shedule of the ingredients is incompatibie./obesrved that data submitted
iramine Maleate and available peer reviewed
scientific evidences do not |
support the rationality of this
FDC. Hence, the Committee
considered this FDC as.
jrrational, '

2766/ Nimesulide+paracef 100mg+325| Tablet a, The replies /clarifications
tamol+cetinizine  |mg+Smg+2 I. Nimesulide in combination has potential of misusbvherever available from firms
HCL+Phenylephrin| 5mg in indications for allengic conditions. Users who ma earlier data submitted by
e HCL+Caffeine not be aware of this paracetamol content and may (them were thoroughly

. [accidentally overdose when they take the multi- examined. The Committee
ingredient product with other medicines also obesrved that data submitted
containing paracetamol. and available peer reviewed
2. Thereis pharmacokinetic incompafibility amonscientific evidences do not
the drugs. : suppont the rationality of this
3 .Nimesuilide has documanted safety concern. FDC. Hence, the Committee
4. Hepatotoxic potential of both the drugs |considered this FDC as

irrational.
Eccles, R., Fletze, L and Rose, U--B. (2014)
Rationale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Joumnal of
Respiratory Diseases, 4, 73-82.

2761tnimesulide+loratad{ [00mg+5m | Tablet a, ‘ The replies /clarifications
ne+Ambroxol gt30mg+20] Pharmacodynamic imelevant- . {wherever available from firms
HCL+Phenyleprine|mg 1.Eech ingredient has different therapeutic use and |and earlier data submitted by
HCL FDC will lead to misuse and toxicity. them were thoroughly

2. Pharmacokinetic mismatch, examined. The Committee
: obesrved that data subritted
Chandler 5. Gautam, Lekha Saha, Fixed dose drug and availsble peer reviewed
combinations (FDCs): rational or irrational- a view scientific evidences do not
soint Br J Clin Pharmacol / 65:5 / 795796 support the rationality of this
Eccles, R, Fieize, I and Rose, U.-B. (2014) FDC. Hence, the Committee
Rationale for Treatment of Common Cold and Fiu considered this FDC as
with Multi-Ingredient Combination Products for irrationaf.

Multi-Symptom Reliefin Aduls. Open Journal of
Respiratory Diseases, 4, 73-82.
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2766|Nimesulide-+parace|100mg+325| Tablet  {a, - IThe replies /clarifications
tamoi+cetirizine |mgtimg*1 1. Nimesulide in combination has potential of misuswherever available from firms
HCL+Pheny!phrine|Omg+25mg in indications for allergic conditions. Users who majand earlier data submitted by
+caffeine : not be aware of this paracetamol content and may  |them were thoroughly '
anhydrous accidentally overdose when they take the multi- - |examined. The Committee
ingredient product with other medicines also - obesrved that data submitted
containing paracetamol. " |and available peer reviewed
2. Thereis pharmacokinetic incompatibility amonpcieﬂtiﬁc evidences do not
the drugs. support the fationiality of this
3.Nimesuilide has documanted safety concern. FDC. Hence, the Committee
4. Hepatotoxic potential of both the drugs considered this FDC as
irrational.
Eccles, R., Fietze, 1. and Rose, U.-B. {2014)
Rationale for Treatment of Common Cold and Flu
with Multi-Ingredient Combination Products for
Multi-Symptom Relief in Adults. Open Journal of ~
Respiratory Diseases, 4, 73-82,
2767|Cetrizine 2.5mg+7.5 |Syrup la, The replies /clarifications
HCL+Dextromethomg+125mg : 1. Pharmacodynamically and phamacokinetically  |wherever available from firms
rphan +5mg+7.5m irrational FDC. and eartier data submitted by
HBr4-+Acetaminop{g*2.5mg 2 Patients may need only oné ingredient and use of jthem were thoroughly
hen+Phenylephrine FDC may lead to misuse. examined. The Comimitiee
HCL+zinc 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
gluconate+Menthot with anti-histaminic drug. and available peer reviewed
| scientific evidences donot
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2768|paracetamol+ 650 mg+ 10 [tablets ™ |a, Tlie replies /clarifications
phenylephrine mg+4 mgt 1 .Pharmacodynamically and phamacokinetically  [wlierever available from firms
hydrochloride+ 30 mg irrationat FDC, . |and earlier data submitted by
chiorpheniramine 2 Patients may need only one ingredient and use of |them were thoroughly
maleate + caffeine FDC may lead to misuse, examined. The Committee
3.Dosing shedule of the ingredients is incompatibleobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
' irrational. .
2771|chlorpheniramine 14 mg+ 10 [liquid 1 Dosing schedule is incompatible. The replies /clarifications
maleatet codeine jmg oral dose |2. Both the ingredients will aggravate the adverse wherever available from firms
phesphate effects of sedation and drowsiness and also will and earlier data submitted by
jinterefere with the reflexes. them were thoroughly
~ |3.There is a high risk of abuse potential of thig examined. The Committee
" |[formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scienfific evidences do not
support the rationality of this
FDC.Hence, the Committee
considered this FDC as
irrational.
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2772|paracetamol + 500 mg+ 10[uncoated [a, - - - o replies /clarifications
phenylephrine . (mg+ 3¢ tablet 1. Pharmacodynamically and phamacokinetically |wherever available froim firms
hydrochloride + [m gt 2mg . irrational FDC. - . B and carlier data submitted by
caffeine+ : 2.Patients may need only one ingredient and use of [them were thoroughly
chlorpheniramine FDC may lead to misuse. examined. The Commitice
inaleate obesrvéd that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committce
considered this FDC as
imrational
2777 dext. omethorphan [10 mg+ 15 |uncoated [a, The replies /elarifications
HBR+ amnbroxol mg+ 100 tablet 1 Dosing schedule is incompatible, wherever available from firms
hydrochloride + mg+ 10 2. Ingredients will aggravate the adverse effects of |and carlier data submitted by
guaifenesin + mg+ 2 mg sedation and drowsiness and alse will interefere withthein were thoroughly
phenylephrine ‘ the reflexes. ' examined. The Committee
hydrochloride+ 3.Centrally acting anti-tussive not to be combined obesrved that data submitted
chlorpheniramine | with anti-histaminic drug. and available peer reviewed
maleate scientific evidences do not
gupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2784|Cetirizine HCY Smgt Smg+isymp  |a, The replies /clarifications
1P+Phenylephrine [10mg+ 1.Pharmacodynamically and phamacokinetically  |wherever available from tirms
HCL 1P+ 1.5mg irrational FDC, and carlier data submitted by
Dextromethorphan 2. Patients may need only one ingredient and use of {them were thoroughly -
Hydrobromide Ip+ FDC may lead to misuse. examined. The Committee
Menthol [P 3.Centrally acting anti-tussive not to be combined [obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes -
considered this FDC a5
imational.
2785|Roxithromycin IP+H 150mg+10 |Film a, Thic replies /clarifications
Serratiopeptidase |mg Coated |Pharmacodynamically irrelevant- wherever available from firms
Tablets |May lead to misuse and drug resistance and earlier data submitted by
them were thoroughly
examined. The Committes
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2786{Paracetamol 325mg+5m [Uncoated fa, ' The replies /clarifications
IP+Phenyiephrine |g+2.5mg  {Tablets 1.Pharmacodynamically and phamacokinetically  |wherever available from firms
HC irrational FDC, and carlier data subsmitted by
IP+Triprolidine 2.Patients may need only one ingredient and use of them were thoroughly
HCt 1P FDC may lead to misuse. examined. The Coinmittee
3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational.
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2789|Montelulast -1 10mg+5mg [Film a, The replies /clarifications
Sodium +200mg  |coated |Pharmacodynamically irrelevant- wherever available from firms
IP+Levocetirizine: |Tablets |1. There is no published literature supporting FDC Jﬁnﬂ earlier data submitted by
Dihydrochloride three drugs. them were thoroughly
IP+Acibrophyllin 2. Pharmacokinetic imcompatibilty: examined. The Committee

obesrved that data submitted
and available peer reviewed
scientific evidences do not
Jsupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. '
27¢1]Bromohexine 4mg+Smg+ |Symp  |a, The replies /clarifications
HCL+Dextrometho; 5S0mg+2.5m Pharmacodynamically itrelevant- wherever available from firms
rphan E |. Dextromethorphan: it decreases the cough impulsand ¢arlier data submitted by
hydrobromide+Am so expulsion of secretion would be hampered them were thoroughly
monium ' 2. Bromhexine:a mucolytic which increases mucus |examined. The Committee
chloridet+menthol secretion should not given in combination with obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peerreviewed
because due to anti cholinergic properties mucus Iscientiﬁc evidences do not
secretions is dried up. support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2792{ Acetaminophent+Lq325mg+5m |Tablet |a, - The replies /clarifications.
ratadine+ambroxol jg+30mg+20 : 1.Pharmacodynamically and phamacokinetically - |wherever available from firms
HCL+Phenylephrinfmg irrationat FDC. and earlier data submitted by
e HCL 2.Patients may need only one ingredient and use of [them were thoroughly

FDC may lead to misuse. examined, The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2793 | Cetirizine Smg+325m [Tablet |a, The replies /clarifications
HCL+Acetaminophig+15mg+5 1.Pharmacodynarically and phamacokinetically [wherever available from fixms
en+Dextromethorp [mg+7.5mg irrational FDC. ) . |and earlier data submitted by
han 2.Patients may need only one ingredient and use of |them were thoroughly
HBr+Phenyephrine FDC may lead to misuse. examined. The Committee
HCL+Zinc 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
gluconate with anti-histaminic drug. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2198idiethylcmbamaziner 150 mg+ 5 [film ~ |a, The replies /clarifications
citratet cetirizine |mg+ 100  |coated Pharmacodynamic irrelevant - ‘ wherever available from firms
hydrochloride +  {mg tablet 1. Patient may need only one ingredient and use of {and earlier data submitted by
guaifenesin FDC. may lead to misuse. them were thoroughly
2.Guaiphenesin is not indicated for eosinophilliz, ajexamined. The Committee
it is a mucolytic which increases mucus secretion and{obesrved that data submitted
|should not be given in combination with and available peer reviewed
antihistaminic with anti cholinergic properties. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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2800, Dextromethophan Img+2.SmgfSyrup - g, :
Hydrobromide +50mg+60 1 Dosing schedule 1s incompatible,
IP+Chlorphenirami mg 2. Ingredients will aggravate the adverse effects of
ne Maleate sedation and drowsiness and also will interefere wi
[P+Guaiphenesin the reflexes,
IP+Ammonium - 3.Centraily acting anti-tussive not tg he combined
Chloride Ip with anti-histaminie drug,
23802 Diphenhydmmine 8mg+50mg Synip a, Pharmacodynamica!ly irrelevant, . "~ |The replies [clarifications
HCL +4mg+100 * Anticholinergic Pproperty of diphenhydramine will wherever available from firms
IP+Guaifenesin mg+img lead to drying up of secretions while mucolytics . Jand carlier datz submitted by

increase,

[them were thoroughly

examined. The Commitiae
obesrved that daty submitted

2. Ammonium Chloride: increase the mucus
secretion in Tespiratory tract

IP+Ammonium

Chloride and available peer reviewed

IP+Menthoi [p scientific evidences do not

' Support the rationality of this
FDC. Hence, the Committee
considered this FDC as '
irrational.
: |
2804/ Chlorpheniramine 4mg+100m Cough [a, - The replies /clarifications

Maleate [p+ g+40mgH {Syrup - Phannacodynamicalbv imelevant- wherever available from firms

Ammonium mg {1- Chlompheniramine -4 antagonist are said i and earlier data sybmitted by

Chioride Ip+ decrease rhinorrhea but the drying cffectmaydo  [them were thoroughly

Sodium Citrate more hiarin because of their tendency to induce  fexamined, The Committee

IP+Mentho} 1p somnolence obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational,

2805 Chlopheniramine 4mg+10mg Liquid |1 Dosing schedule is incompatibie, The r'eplieslclniﬁcations
Maleatﬂ-Codeine Syrup 2. Both the ingredients will aggravate the adverse wherever available from firms
Phosphate effects of sedation and wsiness and also will and carlier data submitted by

interefere with the reflexes. them were thoroughty

3.There is a high risk of abuge potential of this  fexamined. The Committee

formulation in indjan scenerio. obesrved that data submitted
and available peer reviewed

-|seientific evidences do not B
Support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
L irrationat,

2808|Cetirizine HCl 2.5mg+5mg| Ora] a, Phalmacodynamically irelevant, The replies fclarifications
IP+Dextmmethorp +7.5mg+2.5|Liquid . Wherever available from firms
han Hydrobromide mg LPatients may need only one ingredient and use of Jand earlier data submitted by
IP+Zinc Gluconate FDC may lead to Misuse. them were thoroughly
+Menthol Ip |2--Phanmiacokinetic incompatibility amongst examined. The Committee

ingredients,
3..Use of anti-histamine witp centrally acting andi-
tussive ingredient is not rationale

obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational, :
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2809|Paracetamol 250mg+5.0 |Suspensi [a, The replies /ciarifications
{P+Phenylephrine |mg+1.25mgion 1.Pharmacodynamically and phamacokinetically  [wherever available from firms
HCI +10.0mg+1 irrational FDC. and earlier data submitted by
IP+Llesloratadine+ {Smg 2 Patients may need only one ingredient and use of |them were thoroughly
Zinc Gluconate FDC may lead to misuse. examined. The Committee
USP+Ambroxol 3.Dosing shedule of the ingredients is'incompatible. obesrved that data submitted
HCLIP and available peer reviewed
scientific evidences do not .
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. .
2810|Levocetirizine 2.5mg+325 (Film a, The replies /clarifications
- |Dihydrochloride+P|mg+10mg+ |Coated  }i. Pharmacodynamically irrelevant-Patients may no{wherever available from firms
aracetamol+-Phenyl}15mg Tablets |need all the ingredients and use of FDC may lead to and earlier data submitted by
ephrine ' misuse and adverse effects. them were thoroughly
HCL+Caffeinz IP 2. Pharmacokmetlcally irrelevant-different dosing |examined. The Committee
shedule. obesrved that data submitted
and available peer reviewed
scienttfic evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2316|Paracetamol 325mg/325 |Uncoated|s, The replies /clarifications
[P+Caffeine 'mg+16mg/3|Tablets {1 Pharmacodynamically and phamacohnetlcally wherever available from firms
IP+Chlorphenirami|Omg+1.5mg irrational FDC. and earlier data submitted by
ne Maleate {2mg+5mg/ 2.Patients may need only one mgred.lent and use of |them were thoroughly
IP+Phenylephrine |{10mg FDC may lead to misuse. examined. The Committee
HClIP 3.Dosing shedule of the mgredients is incompatible {obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
2820|levocetirizine 5mg+ 10 ltablets |a, The replies /clarifications
. |HCL+ montelukast|mg+ 200 Pharmacodynamically irrelevant- wherever available from firms
+ acebrophylline  fmg 1. There is no published literature supporting FDC carlier data submitted by
three drugs. them were thovoughly:

2. Pharmacokinetic imcompatibilty. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not

|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. ’
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fos e | 1126 FepliEs /clarifications

2822 dexh'b_meﬂwrphan Smg+5 syrup I8 FIDC wa dica = om 714424 by previous Cocanites st teir
hydrobromide + mg+ 50 ondee- e - | WheTever available from firms
phenylephrine  |mg: 2 5 mg by e s bmiaion et ot e and carlier data submitted by
HCl+ ammonium : B i m‘::‘;?:ﬁwmwmmm | them were thoroughly
chloride _ menthol e e = Mt it . T i e £ e e examined. The Committee
B - mﬂ nrw,qunm?mhmM obesrved that data submitted
nmlryeu:ﬂ:.ﬁhrﬁﬁib.hﬁlqu‘ul;w e Ry ko et Thu roiea | anidl availahie peer reviewed
m'ﬁmwmk-m.m m'}i‘.?:.’..'.’“ .:'r..w..ﬁi'm, scientific evidences do not
Yt ditotiscumar SR o support the rationality of this
:hﬂ?mmm mﬂm-nhmnn-mily whiks FDC Hence’ _th'e Comm'ttee
. my adsy, phuengi [ wre mere (oquen considered this FDC as
[diminisication. Unc of Pammociomol i s o of (ha refemmed FICh siome us- wearrasiind, iy o . .
Pk OF he Strenpth of e Parmcrtmant e (325 TR, which s imsdcpcae to real v or | TP TatOMAL,
|ndy-ache im it diorty
5. s‘.lr'uyu?ﬂﬂ‘hcy: hﬂhm&ammwmuhn&mﬁtnfm}-w
-n::;:!lﬁluuﬂldl: :hwmhmhdhhuﬁmymr
funlhy s coutd wot e anecptabis,
5, Nyverths the frs T the fct, met of sach o i ahurko
[l quil e ool sy s nthur I Hrvor 8F bulier
mlhmlwmnﬂummwm?muhp. )
7 Tin e, in finc, fee mepds the Fiy dnld e asked Smheritt 1o
I.mmﬁdwlhrlinﬂﬁif&‘ s subminsions j fyiz
medical rationate, o them 2 o Lty cfficay data B spocific
indico fungx) mummmmmmmmh
mnmmmqum._:. e sty may
The whoily O io shne cwcrcine i poloe? b shonid e croaplew witr, 3 monhs.
2834 Dextromethorphsea Smg+4mg+ [Syryp a, . , The replies /elarifications
. |hydrobromide+b 100mg+2.5 thmaoodynann'cnlly irrelevant- wherever available from firms
mhexine mg - {1. Guiaphenesip: 3 mucolytic which increases mucugand carlier data submitted by
HCL+Guaiphenesi secretion should not given in combination with them were thoroughly.
n+menthol antihistaminic with antj cholinergic properties, examined. The Committes
because due o anti chotinergic properties mucus obesrved that data submitted
secretions is dried up. . and available peer reviewed
2, Dcxtrol_netfmphan; it decreases the cough impulsiscientific evidences do not
S0 expulsion of secretion would be hampered support the rationality of thi
3.Patients may need only one ingredient and use of FDC. Hence, the Committee
FDCmayleadtomisuse. considered this FDC as
4.Dosing shedufe of the ingredients is incompatible, irrational,

2836 Dextromethorphan Smg+4mg+ Syip  |a, thmacodymmically irrelevant. [The replies /clarifications
hydrobromide+bro Smg+2.5mg * Bromhexine: a mucolytic which increases mucus wherever available from firms
mhexine . secretion should not given in combination with and earlier data submitted by
HCL+Phenylephi antihistaminic with angj cholinergic properties, them were thoroughly
¢ HCL+Menthol because due to anij cholinergic properties mucus  |examired. The Committes

secretions is dried up, . . obesrved that data submitted
* Dextromethorphan: jt decreases the cough impulsdand available peer reviewed
50 expulsion of secretion would be hampered scieatific ovidences do not
' '[support the rationality of this
FDC.Hence, the Committee
: considered this FDC as
!l' lm“ N
2837|cetirizine Smg+5mg+ [Tablet |a, The replies /clarifications
» HCL+phenerphri 500mg+30 - |1-Pharmacodynamicaly - and Phamacokinetically whercver available from firms
e mg  |imational FDC, and earlier data submitted by
HCL+Paracetamo] 2.Patients may need only one ingredient and use of them were thoroughly
+caffeine FDC may lead to misuge. examined. The Committee
3.Dosing shedule of the ingredients is incompatibie fobestved that data submitted
and available peer reviewed
sciestific evidences do not
Suppost the rationality of this
FDC. Hence, the Committee
considered this FDC ag ‘
irvational.
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2845) Acrivastinet+ 8mg+325m |Uncoated|a, - . . . The replies /clarifications
Paracetamol P+ |g+25mg+5 | Tablets 1.Pharmacodynamically end phamacokinetically Jwherever available from firms
Caffeine IP+ mg irrational FDC. ‘ and earlier data submitted by
Phenylephrine HCI 2.Patients may need only ore ingredient and use of |[them were thoroughly
IP ‘ FDC may lead to misuse. ' examined. The Committee

obesrved that data submitted
and available peer reviewed
scientific evidences do not
jsupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2846] Paracetamol 500mg/500 (Combikit [a, The replies /clarifications

1P+Phenylephrine \mg+10mg/1{(Film |.Pharmacodynamically and phamacokinetically |wherever available from firms
. |HCI IP+Caffeine |0mg+32mg [Coated [irrational FDC, - and earlier data submitted by
IP+Chlorphenifami|+2mg Tablets) °|2.Patients may need only one ingredient and use of [them were thoroughly
ne Maleate IP . FDC may lead to misuse. examined. The Commities
3.Dosing shedule of the ingredients is incompatible robesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2847} Naphazoline HCl [0.056% + Drops  |a, . - |The replies /clarifications
USP+C.M.C. 0.5% + Pharmacodynamically irrelevant- whercver available from firms
IP+Menthot 0.005% + 1. Therapeutic area not clear and earlier data submitted by
IP+Camphor 10.01% + 2. Multipie ingredients with diverse pharmacologicathem were thoroughly
IP+Phenylephrine 0.012% profile susceptible to pharmacentically examined. The Committee
HCLIP incompatibility ' obesrved that data submitted

and available peer reviewed
scientific evidences do not
Lsupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irtationat.
2853|Dextromethorphen | 10mg+2.5m|Syrep  [a, ' The replies /clarifications
Hydrobromide g 1 Dosing schedule is incompatible, wherever available from firms
IP+Cetirizine HCI | 2. Ingredients will aggravate the adverse effects of [arid carlier data submitted by
IP ' sedation and drowsiness and also will interefere wi were thoroughly
the reflexes; examined. The Committee
3.Centrally acting anti-tussive not to be combined [obesrved that data submitted
with anti-histaminic drug, and availsble peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
Fmﬁonal. '

[ 2856|nimesulide + 100 mg+ |[tablet |a, The replies /clarifications
paracetamol + . {325 mg+ 1. Phannacodynamically irrelevant-Patients may no wherever available from firms
levocetirizine 25 mg+5 need all the ingredients and use of FDC may lead tofand earlier data submitted by
HCL+ mg+ 25 mg misuse and adverse effects. them were thoroughly
phenylephrine 2.Pharmacokinetically irrelevant-different dosing Iexamined. The Committee
HCL+ caffeine shedule. obesrved that data submitted

3. Nimesuilide- Safety concern and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2857|dextromethorphan {10 mg+ 5 [syrup a C
HBr+ mg+ 2 mg Inedvertatntly included as "a".
phenylephrine Same is approved by DCG(I)
HCLA+
chlo

ﬂ‘#/{i-—-"

YU Qe



| 2864 bromhexine HCL+ |4 Mg+ 5 mg|syrup
dextromethophan ™ |+ 50 mg+

Br+ ammonium 2.5 mg
chloride

a, ~ [The replies /clarifications
1. On the basis of current scienific understanding the|wherever available from firms
FDCis- pharinacodynamically irrelevant. " [and eartier data submiteq by

2. Use of Mucolytic alomgwith anti-asthamatic dry them were thoroughty _
is liable to be misusedr a3 expectorant and eXxposing |examined, The Committee
the patients unnecessary 1o the drugs and their obesrved that datg submitted

adverse effects, and available peer reviewed
scientific evidences do not
support the rationality of thjs
FDC. Hence, the Commitiee
considered this FDC a5
irrational,
2868/Paracetamol+ Phen 325mgt5m [Tabicts |o, ' The replies /clarifications
lephrine g+2mg+30 _ I.thmaeodynamically and phamacokinetically wherever available from firmg
Hi Ch-Chlomphenira mg irrational FDC. i and earlier data submitted by
mine 2.Patients may need only one ingredient and uge of [them were thoroughly .
Maleate+Caffeine FDC may lead g9 misuse. " lexamined, The Committee

3.Dosing shedyle of the ingredients is incompatibie, obesrved that data submi tted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee

considered this FDC a5
irrau'on;l.

2869|Codeine 10mg+4mg Syrup - {1 Dosing schedule is incompatible, The replies Klarificationg
Phosphate+Chlorp +0.15mhH3 2. Both the ingredients wil aggravate the adverse wherever available from firmg
eniramine Y%viv effects of sedation and drowsiness and also wily and earlier data submitted by
Maleate+Alcoholfp) interefere with the reflexes. them were thoroughly
+Alcohol 3.Thereisa high risk of sbuse Potential of this examined. The Commjttee
’ ' formulation in indian Scenetio, obesrved that dsta submitted -

and availgble peer reviewed
scientific evidences do not
Support the rationality of thig
FDC. Hence, the Committee
considered this FDC a5
frrational,

2878 Dextromethorphan 10mg+Smg Syrup  |a, . The replies fclarifications
HClHPhenylephring +100mg+1. rmacodynamically imelevant. wherever available from
HCHGuaifenesin+ 25mg 1. Guiapheiesin: a mucolytic which increases Wrucuand eariier dats submitteg by
Triprolidine HCY secretion should not given in combination with  them wers thoroughly -

secretions is dried up, and available peer reviewed
2. Dexh'omeﬂ;o;phan: it decreeses the coughi i cientific evidénces do not
50 expulsion of secretion woujd be hampered Support the rationality of thig

3.Patients may need only one ingredient ang use of
FDC may fead 1o misuse.
4.Dosing shedule of the ingredients is inco,




2888| Ammomium 50.0mg+4.0|Dekogest |a, The replies /clarifications
Chloride+Bromhex|mgt+5.0mg isyrup Pharmacodynamicaily irrelevant- - |wherever available from firms
ne - 1. Bromhexine: a mucolytic which increases mucus |and earlier data submitted by -
HClH+Dextromethor secretion should net giver in combination with them were thoroughly
phan HBR - lantihistaminic with anti cholinergic properties, examined. The Commttee
because due to anti cholinergic properties mucus  jobesrved that data sulmitted
secretions is dried up. and available peer reviewed
2. Dextromethorphan decreases the cough impulse cientific evidences do not
expulsion of secretion would be hampered support the rationality of this
' FDC. Hence, the Committee
considered this FDC as
irrational.
2889| Bromnhexine 4.0mg+5.0 [Alvex |a, ' The replies /clarifications
HCHDextromethor| mg+50.0mg[cough  [Pharmacodynamically imrelevant- wherever available from firms
phan ’ . |syrup 1. Dextromethorphan: it decreases the cough impulsgand earlier data submitted by
Hydrobromide+A s |so expulsion of secretion would be hampered them were thoroughly
monium Chloride 2. Bromhexine:a mucolytic which increases mucus examined. The Committee
secretion should not given in combination with obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus | scientific evidences do not
secretions is dried up. support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2894|Bromhexine 4 0mgt+50.0{Syrup |a, The replies /clarifications
HCHAmmonium mg+5.0mg ' Pharmacodynamically irrelevant- wherever available from firms
Chloride+Dextromg 1. Dextromethorphan: it decreases the cough impulsmnd carlier data submitted by
thorphan so expulsion of secretion would be hampered them were thoroughly
Hydrobromide 2. Bromhexine:a mucolytic which increases mucus |examined. The Committee
secretion should not given in combination with obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus  |scientific evidences do not
secretions is dried up. support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2904| Paracetamol 170mg+5m [Syrup  |a, ‘ The replies /clarifications
IP+Dextromethorp (g+2.5mgHl.|. 1 Dosing schedute is incompatible. wherever available from firms
han Smg 2. Ingredients will aggravate the adverse effects of and earlier data submitted by
Hydrobromide+Phe sedation and drowsiness and also will interefere wi m were thoroughly
nylephrine HCl the reflexes. examined. The Committee
IP+Chiorpheniramil 3.Centrally acting anti-tussive not to be combined obesrved that data submitted
ne Maleate IP with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2607|Chlorpheniramine [4mg+50mg |Syrup  la, The replies /clarifications
Maleate IP+Sodium{+100mg+1 Pharmacodynamically irrelevant- " | wherever available from firms
Citrate mg 1. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
1P+ Ammonium decrease thinorrhea but the drying effect miy do  [them were thoroughly
Chloride more harm because of their tendency to induce examined. The Committee
LP+Menthol 1P sommolence " |obesrved that data subrnitted
2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract ' |scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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a mucolytic which increases mueys secretion and
should not be given in combination with .
antihistaminic with anii cholinergic properties.

150mg+Sm-fFilm g, . The replies /clarifications
gH30mg  {Coated Pharmacodynamic irrelevant - whirever availabie from firms
Tablets |1. Patjent may need only one ingredient and yse of and earfier data submitied by
FDC may lead 1o misuse, . them were thoroughly
2.Ambraxol is not indicated for cosinophillia, as if is examined, The Committee

obesrved that data submitieqd
and availeble peer reviewed
scieatific evidences do not
support the rationality of this
FDC. Heuce, the Committes
considered this FDC as
irrational. )

2909 Montelukast 10mg+5mg (Film 2 -
i+200mg  [Coated Phannacodymmiully irrelevant-
* |Tabiets three drugs. :

2. Pharmacokinetic imcompatibiity,

Bilayered|!. There is ng published !itcmture_mpporting FDC

The replies /clarifications
wherever availabie from finms
earlier data submitted by -

them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
sciemtific évidences do not
Support the rationality of this
FDC. Hence, the Committee

asidered this FDC g5 -
irrational,

2914 Ethylmorphine HCI 7.5mg+7.5 |Uncoated a,
IP+ Noscapine Bp+ mg+2.5mg |Tableis Phannacodynami&any irrelevant-
Chlorpheniramine I Dosing schedule is incompatible,
Maleate Ip :

the reflexes,
3.Centrally acting anti-tussive not o be
with anti-histaminic drug,

2. Ingredients will aggravate the adverse effects of
sedation and'drowsiness and also will interefere wi

combined

The replies felarifications
wherever available from firms
and earlicr data submitted by

them were thoroughly

ined. The Committee -
obesrved that data submitted
and avajlable peer reviewed
scientific evidences do not-
Support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irational,
2917|Cetirizine HCY Smg+15mg Syrup s, The replics /clarifications
IP+Dextromeﬂlmp . L. Ambroxol: 3 mucolytic which increages mucus {wherever available from firms
han Hydrobromide secretion should not given in combination with and earlier data submitted by -
IP+Ambroxol HCI antthistaminic with anti cholinergic Properties, them were thoroughiy
P because due to ang cholinergic properties mucus  |examined. The Committee

[expulsion of secretion would be hamp,
FDC may lead tg misuse,

2, Dexuumeﬂlorphn.decreaaes the cough impulse .
ered SCi

3.Patients may need only one ingredient and use of

obestved that data submitted

Support the rationality of this
FDC. Hence, the Committee

4.Pharmacokinetic incompatibility amongst considered this FDC as
ingredients, : irrational,
3.Use of anti-histamine with centrally acting anti-
tussive ingredient is not rationale
2918{Chlorepheniramine 4.00mg+10, Syrmp |1 Dosing schedule fs incompatible. . The replies fclarifications
Maleate - 00mg 2. Both the ingredients wilf aggravate the adverse wherever available from firms
IP+Codeine effects of sedation and drowsiness and also wif] and eartier data submitted by
Fhosphate Ip interefere with the reflexes. them were thoroughly
3.There is a high risk of abuse potential of this | eXamined. The Committee
formulation in indian scenerio, obestved that data submitted
and available peer reviewed

scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as




2919|Bromhexine HC1

IP+Phenylephrine
HCl1 )
IP+Chlorphenirami
ne Maleate
[P+Guaifenesin . .
IP+Paracetamol 1P

Smg~5mg+ |Uncoated
2mg+100m |Tablets

2, . The replies /clarifications-

Pharmacodyriamically irrefevant- wherever available from firms
1. Guiaphenesin: a mucolytic which increases mucu earlier data submified by
secretion should not given in combination with them were thoroughly
antihistaminic with anti cholinergic properties, examined. The Committee
because due to anti cholinergic properties mucus  |obesrved that data submitted
secretions is dried up. o and available peer reviewed
2. Chlorpbeniramine :H1 antagonist are said to scientific evidences do not

decrease rhinorrhea but the drying effect may do  |support the rationality of this

more harm because of their tendency to induce FDC. Hence, the Comuittee
somnolence considered this FDC as

3 Multiple ingredients with diverse pharmacologicalirrational.

profile susceptible to pharmaceutically -

incompatibility
2920| Guaifenesin 100mg+10 |Syrup. |a, ) The replies /clarifications
IP+Dextromethorp ymg+5mg+2] - ' Pharmacodynamically irrelevant- | wherever available from firms
han Hydrobromide o 1. Guaiphenesin:a mucolytic which increases mucugand carlier data submitted by
1P+Phenylephrine secretion should not given in corbination with them were thoroughly
HCl antihistaminic with anti cholinergic properties, examined. The Committee
1P+Chlorphenirami because due to anti cholinergic properties mucus  |obesrved that data submitted
ne Maleate IP secretions is-dried up. and available peer reviewed
2. Dextromethorphan: it decreases the cough impuIchienliﬁc evidences do not

so expulsion of secretion would be hampered support the rationality of this
3. Chlorpheniramine :H1 antagonist are said to FDC. Hence, the Committee
decrease thinorrhea but the drying effect may do  [considered this FDC as
more harm because of their tendency to induce irrationat.

somnolence
4. All ingredients have different therapeutic
indications.
2921|Cetirizine Hel Smg+10mg {Film a, The replies /clarifications
1P+Phenytephrine [+20mg+325|Coated 1.Pharmacodynamically and phamacokinetically —|wherever available from firms
HC1 IP+Caffeine Tablets |irrational FDC. ' . and earlier data submitted by
IP+Paracetamol [P 2 Patients may need only one ingredient and use of fthem were thoroughly
FDC may lead to misuse. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do ot
Fsupport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2922(Bromhexine HCl |[8mgt+10mg |Symup |a, ’ | The replies /clarifications
1P+Dextromethorp [+100mg+5 | - Pharmacodynamically irrelevant- wherever available from firms
han Hydrobromide |. Dextromethorphan: it decreases the cough impnls_l:md earlier data submitted by
1P+Ammonium so expulsion of secretion would be hampered them were theroughly
{Chloride 2. Bromhexine:a mucolytic which increases mucus [examined. The Commitiee
{P+Menthol IP secretion should not given in combination with obesrved that data submitted’

antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus  jscientific evidences do not
secretions is dried up, ' support the rationality of this
' FDC. Hence, the Committee
considered this FDC as
irrational.
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2923 Promethazite Ficy
" |IP+Pholcodine Ip

1.‘5mg+l._5 Syrup
mg

8 - . . N The replies /clarifications - -

I Dosing scheduje is incompatibie. wherever available from firms -
2. Ingredients wil aggravate the adverse effects of land earlier data submitted by

ion & i ill i iththem were thoroughly

the reflexes. lexamined. The Committee

3.Centrally acting anti-tugsive not o be combined obesrved that data submitteid

with anti-histaminic drug, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC a5
irrational.

a, The replies felarifications

1. Phannaoodynamically irrelevant-Patientg may nofwherever available from firmg
need all the ingredjents and use of FDC may lead tojand eartjer data submitted by
misuse and adverse effects, . - {them were thoroughly
2.Phannacokinetically irrelevant-different dosing  |examined, The Committee

-{shedule obesrved that data submitted

and available peer reviewed

scientific evidences do not

Support the rationality of thig

FDC. Hence, the Committes

considered this FDC a5

irrational,

The replies felarificationg

Cetitizine HCY Smg+325m Uncoated a, :
IP+Paracetamo] E+10mg+30{ Tablets l.PhamaCOdynamicaﬂy andphamaookineﬁcaﬂy " [wherever available from firms
IP+Phenylephirine mg irrational FDC, ' : and eartier data submitted by
HCl IP+Caffeine 2.Patients may need only ope ingredient and yse of {them were thoroughly
(anhydrous) Ip FDC may [ead to misuse, ’ examined. The Committee
obesrved that diita submijtted
and available peer reviewed
scientific evidences do not
support the rationality of thisg
FDC. Hence, the Committee
considered this FD( ag
irrational,
Dextromethorphan Smg+2.5mg) Symp  [a The replies felarifications
Hydrobromide +50mg+60 1 Dosing schedule is incompatible, wherever availabie from firms
IP+Chlorphenirami mg 2. Ingredients wiil aggravate the adverse efficts of |and earlier data submitted by
ne Maleate ' sedation and drowsiness and also will interefere witl em were thoroughly
IP+Guaiphenesin the reflexes examined. The Committee
IP+Ammoninm 3.Centrally acting anti-tussive not to he combined (obesrved that datg submitted
Chloride [P with anti-histaminjc drug. and avaifable peer reviewed
scientific evidences do not

10mg+4mg Syrup
+50mg+2.5

mg

2932 Dextromeﬁmmhan
Hydrobromide
IP+Bromhexine
HCI
IP+Guaifenesin
IP+Chlorpheniramil
ne Maleate [p

support the rationality of thig
FDC. Hence, the Committee
considered this FDC ag
irrational,

a, The replieg felarificationg
wherever availabje from firms
and eatlier daty submitted by

iththem were thoroughly

exXamined. The Committee
obesrved that data submitted
and available Peer reviewed
scientific evidences do not
support the tationality of thig

FDC, Hence, the Committae

considered this FDC as

irational.

3.Centrally acting anti-tussive not to be combined
with anti-histaminic drug.

IS 2.



2933[Bromhexire HCl ' |4mg+Smgt [Syrup - |a, The replies /clarifications
- |IP+Dextromethorn [2.5mg+2.5 : Pharmacodynamlcally irrelevant- wherever availabte from firms
{han Hydrobromide |mg }. Dextromethorphan: it decreases the cough impulsgnd -earlier data submitted by
IP+Phenylephrine so expulsion of secretion would be hampered them were thoroughly
Hydrochloriae - | 2. Bromhexine:a mucolytic which increases mucus |examined. The Commiites
IP+Menthol IP secretion should not given in coimbination witl obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus  |scientific evidences do not
secretions is dried up. support the rationality of this
' FDC. Hence, the Commitiee
considered this FDC as
irraticnal.

2934 Paracetamol 125mg+2.5 |Suspensi fa, - The replies /clarifications
IP+Phenylephrine |mgiimgt5 jon 1.Pharmacodynamically and phamacokinctically wherever available from firms
HC © T g, irrational FDC. land earlier data submitted by
[P4+Chlorpheniramil - 2 Patients may need only one mgredlem and use of |them were thoroughly
ne Maleate [P+Zinc FDC may lead to misuse. examined. The Committee
Gluconate USP 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2937|Paracetamol 500mg+25 (Film a2, The replies /clarifications
IP+Caffeine jmgtsmg  [Coated 1.Pharmacodynamically and phamacokinetically  |wherever avaitable from firms
IP+Phenylephrine . |Tablets [imational FDC. ) and earlier data submiited by
HCI1P 2. Patients may need only one ingredient and use of [them were thoroughly

FDC may lead to misuse. examined. The Committee

3 Dosing shedule of the ingredients is incompatible.|obesrved that data submitted

‘ and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committce
considered this FDC as
trrational.

2939{ Dextromethorphan |Smg+dmg+ iSyrup  |a, The replies /clarifications
Hydrobromide Smg+2.5mg Pharmacodynamically imrelevant. wherever available from firms
IP+Bromhexine ' 1.Mucolytic increases mucus secretion and and earlier data subinitted by
HCL antihistaminic with anti cholinergic properties dry ufthem were thoroughly -
[P+Phenylephrine secretions. ' " lexamined. The Committee
HCl IP+Menthol IP| 2 Dosing schedule is incompatible. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as -
irrational.
2040jDextromethorphan {5mg+2.5mg|Oral s, The replies /clarifications
Hydrobromide  [+50mg+60 iLiquid |1 Dosing schedule is incompatible. wherever available from firms
IP+Chlorphenirami|mg 2. Ingredients will aggravate the adverse effects of {and earlier data submitted by
ne Maleate sedation and drowsiness and also will interefers witithem were thoroughly
TP+Guaifencsin the reflexes. examined. The Committee
[F+Amnonium 3.Centrally acting anti-msswe not to be combined |obesrved that data submitted
Chloride 1P with anti-histarminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Henice, the Commiittee
congidered this FDC as
irrational.

153




[ 2943 Dertromethorphan Wmg+Smg [Uncoated a, oo The replies /clarifications j
Hydrobromide *Smg+32S [Tablets | Dosing schedule is incompatible, wherever available from firms
INPbenerphrine mg+30mg 2. Ingredients wiy aggravate the adverss effects of |and carljer data submitted by
HCt WP+Cetirizing | - sedation and drowsiness and also will futerefere withthem were thoroughly
HCl the reflexes : Co examined. The Cormijtes
IP+Pﬂmcelamw. - 3.Centrally acting anti-tusgjve not to bz combineq- obesrved that data submitted
M+ Caffeine with anti-histaminje drug, and available peer reviewed

.|Anhydrous 1p scientific evidences do not I
' support the rationali‘y of this
FDC. Hence, the Committee |
considered this FDC ag
itrational,
2949/ Paracetamol 125mg+1.2 |Ora) a, T The replies /ciarifications
IP+Chlorphenirami mg+2. Smg Liquid Phannacndymﬁca!ly irelevant, wherever available from firms
ne Maleate +4.0m * Mucolytic i S MUCUS secretion ang and earfier data submitted by
IP'F-Pheny'lepHriqe antihistaminie with anj cholinergic properties dry ulttiem were thoroughly - ‘
HCl ' secretions, Ce examined. The Committee
IP+Bromhexine * Dosing schedule is incompatibie, obesrved that data submitted
HClIp ' and available peer revieweq
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC g5
irrational,

Paracetamo] 125mg+1.2 [Oral a, The replies felarifications

1P+Chlorphenirami Smg+2.5mg Liquid Phannacodyni'-inlly irrelevant, |wherever available from firms

ne Maleate +4.0mg * Mucolytic increases mucys secretion and and earlier daty submitted by

IP+Phenylephrine antihistaminic with ang cholinergic propertics dry ufthem were thoroughly

HCI s¢cretions. examined. The Committee

lHBmmhexine * Dosing schedule js incompatible, obesrved that data submitted

HC1 1P and available Peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
Irrational,

Dextmmethorphan 10mg+2,5m Syrup  |a,

Hydrobromide _ I Dosing schedule i incompatible,

IP+Cetirizige HCI 2. Ingredients wifl aggravate the adverse effects of

P sedation and iness and also wilj interefere wig

the reflexes.
3 Centraily acting anti-fussive not 1o be combined
with anti-histamigic drug,

2959 Dextromethophan Smg+2.5mg Syrup g

Hydrobromide +50mg+60 1 Dosing schedule i incompatible,
IP+Chlorpheniramj mg 2. Ingredients will aggravate the adverse effects of
ne Maleate ' sedation and drowsinegs and also will interefore wig
IP+Guaifenesip the reflexes, '
IP+Ammonium 3.Centrally acting anti-tussive not to be combined

Chloride 1p with anti-histaminic drug.

support the rationﬂity of this

FDC. Hence, the Committee
considered this FDC ag
irrational, -




2961|Dextromethorphan

Smg+4mgt |Symp  [a, The replies /clarifications

Hydrobromide 50mg+2.5m Pharmacodynamically irrelevant. wherever available from firms

IP+Bromhexine {g : 1.Mucolytic increases mucus secrstion and and earlicr data submitted by

HCL antihistaminic with anti cholinergic properties dry ulihcm were thoroughly

IP+Ammonium secretions. ' examined. The Committee

Chloride - 2.Dosing schedule is mcompatibdle. obesn.2d that data submitted

IP+Menthol TP and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
immational.

2965 Levocetirizing HC1(0.8mg+10.0{Syrup  {a, 7 The replies /clarifications

’ IP+Dextromethorp jmg+7.5mg 1 Dosing schedule is incompatible. wherever available from firms
han Hydrobromide ' 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
1P+Zitic elemental |sedation and drowsiness and also will interefere witlthem were thoroughly -

’ the reflexes. ' " lexamined. The Commnittee

3 Centrally acting anti-tussive not to be combined {obesrved that data submitted

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.

2967 Dextromethorphan | 10mg+2.5m|Syrup  {a, The replies /clarifi¢ations
Hydrobromide g 1 Dosing schedule is incompatible. wherever available from firms
IP+Cetirizine HCI 2. Ingredients will aggravate the adverse effects of Jand carlier data submitted by
P sedation and drowsiness and also will interefere w1+htm were thoroughly

) the reflexes. examined. The Committee

' 3.Centrally acting anti-tussive not to be combined |cbesrved that data submitted

with anti-histaminic drug. and available peerreviewed |

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
treational.

2969|Paracetamol 325mg+5m [Uicoated |a, The replies /clarifications
IP+Phenylephrine [g+2.Smg+3 {Tablets [1.Pharmacodynamically and phamacokinetically ~ fwherever available from firms
HCL Omg irrationzal FDC. and earlier data submitted by
IP+Levocetirizine | . 2.Patients may need only one ingredient and use of jthem were thorouglily
IP+Caffeine TP FDC may lead to misuse. examined. The Committee

3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
and avajfable peer reviewed
scientific evidencés do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2970 Dextromethorphan | 10mg+4mg |Syrup  la, The replies /clarifications
Hydrobromide +240mg+24 1 Dosing schedule is incompatible. wherever avaiiable from firms
IP+Chlorpheniramil0mg+1.25m| 2. Ingredicnts will aggravate the adverse effects of and earlier data submitted by
ne Maleate g sedation and drowsiness and also will interefere withthem were thoroughly
IP+Ammonium the reflexes. examined. The Committee
Chloride 3.Centrally acting anti-tussive not to be combined {obesrved that data submitted
1°+Sodium Citrate with anti-histaminic drug. and availabie peer reviewed
1P+Menthol IP scientific evidences do not

|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational.

[
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2971 Dexn'umetholphm Smg+2mg+ Liquid [a, T ' . [Theseplies /clarifications
- |Hydrobromide - 50mg+75m| - I Dosing scheduje j5 incompatible, . . [wherever available from firms
IP‘"Chknphenirami g 2. Ingredients wifj aggravate the adverse effects of [and earlier data Submitted by -
ne Maleate ’ sedation and drowsiness and also wiil intercfere withthem were thoroughly .
IP+Guaifenesin the reflexes, c examined. The Committee
IP+Ammonium : - 3.Centrally acting anti-fussiye 10t be combined {abesrved that data submitted
Chloride Ip with anti-histaminic drug, ' and available peer reviewed
scientific evidences do not
support the rationality of this
JFDC. Henge, the Committee
considered this FDC ag
immatienal,

—

2.5mg+125 Syrup a, - The replies felarifications
thcodyunﬁcally irrelevant- wherever available fron firms
L. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
Jdecrease thinorrhes but the drving effect may do |them were thoroughly
more harm because of their tendency to induge examined. The Committce
obesrved that data submitted

somnolence
2. Ammoniym Chloride; increase the mucus and available peer reviewed
secretion in respiratory trace scientific evidences do not
' Support the rationality of thig
FDC. Hence, the Committee
considered thig FDC ag
frrational, ‘
a, The replies felarifications .
wherever available from firms

the reflexes : '
3.Centrally acting anti-tussiyve not to be combined [obesrved that data submitteq
with anti-histaminic drug, - {and available peer reviewed

a,
Pﬁannaaodynamiwlly itrelevant-

1 Dosing schedyle is mcompatible,

2. Ingredients will aggravate the adverse effects of
sedation and drowsinegs and also will interefere wi
the reflexes.

3.Centrally acting anti-tngsjve not to be combined

with anti-histaminic drug,

3.Centrally ﬁcﬁng anti-tussive not to pe combined
with anti-histaminic drug.
4.Paracetamol dose is-submemPeutiq.




i

| 2986|Salbutame!- 1lmg+2mg+ |Symp  a, ‘The replies /clarifications
Sulphate TP eq. to | 50mg+0.5m 1. On the basis of current scientific understanding the] wherever available from fions
Salbutamol~-Bromh g FDC is pharmacodynamically irrelevant. - and earlier data submitted by
exine HCl 2. Use of Mucolytic alongwith anti-asthamatic druggthem were thoroughly
IP+Guaiphenesin is liable to be misased as expectorant and exposirg |examined. The Committee
* . {IP+Menthol IP the patients unnecessary to tite drugs and their obesrved that data submitted
‘(adverse effects. and available peer reviewed
scientific evidences do not
1support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

2988 Nimesulide 100mg+325{Enteric  |a, The replies /clarifications
[P+Paracetamol  |mg+5mg+5{Coated |1. Nimesulide in combination has potential of misusevherever available from firms
IP+Cetirizine HCl |mg+30mg |Tablets {in indications for allergic conditions. Users who maand earlier data submitted by
[P+Phenylephrine : not be aware of this paracetamol contentand may  |them were thoroughly
HCI IP+Caffeine accidentally overdose when they take the muifi- ~ jexamined. The Commuttee
anhydrous IP ingredient product with other medicines alse obesrved that data submitted

containing paracetamol. and available peer reviewed

2. Thereis pharmacokinetic incompatibility amongcnennﬁc evidences do not

the drugs. support the rationality of this

3. Nimesuilide has documanted safety concern. FDC. Hence, the Committee

4. Hepatotoxic potential of both the drugs considered this FDC as
irrational.

Eccles, R., Fietze, I and Rose. U.-B. (2014)

Rationale for Treatment of Common Cold and Flu

with Multi-Ingredient Combination Products for

Multi-Symptom Relief in Adults. Open Jowrnal of

| Respiratory Diseases, 4, 73-82.

2990|Paracetamol 325mg+5m Uncoatedra, The replies /clarifications
IP+Phenylephrine jg+16mg+2 {Tablets Pharmacodynamlcally and phamacokinetically'  |wherever available from firms
HClIP+Caffeine |mg irrational FDC. and earlier data submitted by
1P+Chlorphenirami 2 Patients may need only one mgredlent and use of {them were thoroughly
ne Maleate IP FDC may lead to misuse. examined, The Committee

3.Dosing shedule of the ingredients is incompatible.fobesrved that data submitted
and available peer reviewed.
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
2996 |Caffeine 30mg+2mg |Uncoated [P > soemal ot on 335311y paiois Commiecomd b emtissn | The replies /clarifications
TP+Chlotphenirami{+500mg+5 {Tablets ghofPasoamcl i emsinsdapsic o ube e ofbeoihe, by | wherever available from firms
or a5 Fry the: T (ke indivation. may he
ne Maleate mg it regarl, and eatlier data submitted by
IP+Paracetamol  wan b ciburved that e Endicadt dinthe them were thoroughly
IP+Phenylephrine e s e s e con o i owtic ity or (X BININEA. The Commiittee
HCI iP fcacy,sivea o daca ar oaly ot Soms manutaciren sibmuitiod s Edent tuen | o hegrved that data submiitted:
. - i itichm scrulimy wiie foud 0 be of very poor . .
oyt bt bt and available peer reviewed
e some e o the esiis ot thisiga By argas o {Scientific evidences do not
et L M, e be skt i 0| SUPPOTL the rationality of this
mf"’:‘:ﬂ"‘;:"“"ﬁ : "‘:‘n:::w fapinos jystllying ‘FDC. Hence, the Committee
w llowing well delgned. scinle smly prtocel. Such protocnt sl bo considered this FDC as
‘ hefive e und wit thei the Kty may be S
wiokeof he tbove exerie: o profocet sabmision dhould o completed witie 3 meaths, fiTTATIONAL
megand to Barscetamnol 1P 125myg -Hhemydaphrine 1UCT 10mp +Chicrpbenimemine Malerte B
4Caffeie anhydrous TP 3iwg Tablels, Gim cliiwd thet the FDC is pre- 1988 21 per M5
dstm an Ky submltied 2 paper also ia this coganl. Howevur adeguate evidence shall be
i abe fegard fitr this pacicuiar srenpih, fallun: ot wiich wilk stract e okove deciaiuny
mnmmm:u-muammmyurmmm dnnmmmm
for the sma may e previded
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2997, Chiorpheniramine 4mgtl0mg [Oral - | Dosing schedule is incompatibfe. IThe replies /clarifications
. [Maleate | Liquid- |2, Both the ingredients will aggravate the adverse | wherever available from firms
BP+Codeine effects of sedation and drowsiness and also will and earlier data submitted by
Phosphate BP interefere with the reflexes, them were thoroughly
3.There is a high risk of abuse potential of this examined. The Committee
formulaticn in indjan scenerio. obesrved that data submitted:
- and available peer revieived
scientific evidences do not
support the mtionality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

- 2998/ Codeine Phosphate 10mg+4mg Syrup |1 Dosing schedule is incompatible, The replies /clarifications
IP+Chlorpheniram; . ) 2. Both the ingredients wil} aggravate the adverse wherever available from firms
ne Maleate [P effects of sedation and drowsiness and also wi 1} and earlier data submitted by,

' interefere with the reflexes. Jthem were thoroughiy
' [3.There is a high risk of abuse potential of this  |examined, The Committee
formulation in-indian scenerio, obesrved that data submitied

and available peer reviewed
scientific evidences do niot
Support the rationality of this
FDC._ Hence, the Committes
considered this FDC ag
irrational.

2999 Dextmmcthorphgn 10mg+8mg [Uncoated a, The replies /clarifications
Hydrobromide +100mg+2 [Tablets |i Dosing schedule is incompatible, whercver available from firms
IP+Bromhexine mg . 2. Ingredients wilt aggravate the adverse effects of |and earjer data submitted by
HC! sedation and drowsiness and also will interefere withthem were thoroughly
IP+Guaifenesin the reflexes. examined. The Committee
IP+Chlorphenirami ' 3.Centrally acting anti-tussive not to be combined obesrved that datx submitted
ne Maleate [P with anti-histaminje drug. and available peer reviewed

scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3002)Paracetamol 325mg+2.5 |Film a, The replies /clarifications
IP+Levocetirizine mg+i10mg+ |Coated l.Phammcodynm:icaIly and phamacokinqticaﬂy wherever available fiom firms
HCI |15mg Tablets [irrational FDC: ) ' and earlier data submitted by
IP+Phenytephrine 2.Patients may need only one ingredient and use of |them were thoroughly
HCI IP+Caffeine FDC may lead to misuse, . €xamined. The Committee
anhydrous [P 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted

’ and availsble peer reviewed
sclentific evidences do not
support the rationality of this

"|EDC. Hence, the Committee
considered this FDC as
jirrational,

3003{Codeine Phosphate| 10mgHmg Syrup I Dosing schedule js incompatible,- The replies /clarifications
IP+Chlorphenirams 2. Both the ingredients wiii aggravate the adverse  (wherever available from finns
ne Maleate IP effects of sedation and drowsiness and also wil] and earfier data submitted by

inferefere with the reflexes, - them were thoroughly

3.Thereis a high risk of abuse potential of this examined. The Committee

formuiation in indjan scenerio, obesrved that data submitted
and avajlable peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

irrational. J

o

1%



3004iChlorpheniramine |5mg+125m |Syrup . la, The replies /clarifications
Maleate g+56mg+l Pharmacodynamically irrelevant- wherever available from finns
iP+Ammonium |mg - 1. Chlérpheniramine :H1 antagonist are said to and earlier data submitted by
Chloride decrease rhinorrhea but the drying effect may do  [them were thoroughly
IP+Sodium Citrate moie harm because of their tendency to induce .. |examined. The Committes
IP+Menthol IP soranolence - : e obesrved that data submitted

2. Ammoniwm Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract scientific evidences do not -
' support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3005|Chlorpheniramine |2mg+28mg |Syrup  |a, The replies /clarifications
 |Maleate +Tmg+3.25 Pharmacodynamically irrelevant- wherever available from firms
[P+Ammonium  |mg 1. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
Chloride decrease rhinorrhea but the drying effect may do  Jthem were thoroughly
IP+Noscapine more harm because of their tendency to induce examined. The Committee
IP+Sodium Citrate sommolence obesrved that data submitted
Ip 2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imrational.

3006/ Chlorpheniramine [4mg+10mg |Syrup {1 Dosing schedule is incompatible. The replies /clarifications
Maleate 2. Both the ingredients will aggravate the adverse |wherever available from firms
IP+Codeine effects of sedation and drowsiness and also will and earlier data submitted by
Phosphate IP interefere with the reflexes. them were thoroughly

: 3.There is a high risk of abuse potential of this examined. The Committee
formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
1FDC. Hence, the Committee
considered this FDC as
ifrational, '
3009|Chlorpheniramine [4mg+10mg {Syrup {1 Dosing schedule is incompatible. The replies /clarifications |
Mateate 2. Both the ingredients will aggravate the adverse  fwherever available from firms
iP+Codeine effects of sedation and drowsiness and also will and earlier data submitted by
Phosphate IP interefere with the reflexes. them were thoroughly
3.There is a high risk of abuse potential of this examined. The Committee
formulation in indian scenerio, obesrved that data submitted
and available peer reviewed
scientific.evidences do not
support the rationality of this
FDC. Hence, the Commiitee
considered this FDC as
trrational.

3010|Cetirizine 5mg+10mg |Uncoated|a, The replies /clarifications
Dihydrochioride [+8mg+100 |[Tablets } wherever available from firms
IP+Dextromethorp fmg 1. Dextromethorphan: it decreases the cough impulsand earlier data submitted by
han Hydrobromide s0 expulsion of secretion would be hampered them were thoroughly
IP+Bromhexine 2. Bromhexine:a mucolytic which increases mucus [examined. The Committee
HCI secretion should not given in combination with obesrved that data submitted
IP+Guaifenesin IP antihistaminic with anti cholinergic properties, and available peer reviewed

because due to anti cholinergic properties mucus  |scientific evidences do not
secretions is dried up. support the rationality of this
3.Pharma5mking.ﬁc incompatibility amongst FDC. Hence, the Committee
ingredients. considered this FDC as
4.Use of anti-histamine with centrally acting anti- {irmational.

tussive ingredient is not rationale
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S ) ‘ The replies /clarifications )

Tablets Phannacodynamic irrelevant . i wherever avaiizbla from firms
: ; nly one ingredient and use of land earlier dats submitted by

) them were thoroughly :

2.Guaiphenesin ig not indicated for eosinophillia, examined. The Committee -
itisa Iaucolytic which increages mucus secretion ang| abesrved that data submitted
should not be given in combination with and available peer reviewed
antihistaminic with anti cholinergic ptoperties. scientific evidences do not
'  |support the rationality of this
f FDC, Hence, the Committee
considered this FDC ag

irrational,

I

" [500mg+10 |Uncoateq a, The replies /clarifications
IP+Phenylcphrine mg/5mg+2 [Tablets I.Phannacodynunical ly and phamaookinetically wherever availabie from firms

1 Irrational FDC. . . [and earlier datq submitted by.
2 Patients may need only one ingredi?nt and use of fthem were thoroughly
FDC may léad to misuse, o examined. The Committee
3.Dosing shedule of the ingredients is incompatible obesrved that data submitteq
and available peer reviewed
scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC as
irrational.

The replies /clarificitions

3017 Dextromethorphn Smg+2. 5me|Syrup a, )
" |Hydrobromi, +50mg+60 ! Dosing schedyte 18 incompatibfe,

whercver availablé from firms

IP+Chlorphenirami mg 2. Ingredients will apgravate the adverse effects of and eatlier data submitred by

ne Maleate sedation and drowsiness and also will interefere wit em were thoroughly
IP+Guaifenesin the reflexes, - ’ i
IP+Ammoniym 3.Centrally acting anti-tussive not o be combined
Chloride Ir with anti-histaniipic drug.

! Codeine 10mg-+4mg Syrap |} Dosing schedule is incompatibie. The replies felarifications
Phosphamchlmp 2. Both the ingredients will aggravate the adverse wherever available from firms
eniramine Maleate effects of sedation and drowsiness and also will  [ang earlier data submitteq by
P+ -finterefere with the reflexes.

3.Thereisa high risk of abyse potential of this
’ formulation in indian scenerio.

3020|Bromhexine 8mg+100m [Uncoated a,
HCHGuaifenesin B+5mg+2m [Tabjets _Phannaeoﬂmmically irrelevant-
IP+Phenylephrine 8+325mg 1. Bromhexine :a mucolytic which increases muggs

THC secretion should not given in combination with

IP+Chiomphenirami antihistaminic with agt cholinergic Properties,

ne Maleate * |because due to ans cholinergic properties mucus 7

IP+Pacacetamol Ip Secretions is dried up.

3. Paracetamo] dose is subtherapeutic ang potentiat |
misuse in FDC formualtion js likely to be

Jepatotoxic . |
[ o




3025 Ambroxot HCI IP +|15mg+ Syrup a, The replies /clarifications
~ |Guaiphenesin IP+ |S0mg+ ’ 1. Phannacodynamically irrelevant-Patients may nofwherever avaitable from firms
- {Phenylephrine-HC1|2, Smg+ need all the ingredients and use of FDC may lead to|and earlier data submitted by
P+ i 2mg+img misuse and adverse effécts. them were thoroughly
‘| Chlorpheniramine ) 2.Pharmacokinetically irrelevant-different dosing  |examined. The Committee
Maleate IP + shedule obesrved that data submitted
Menthol IP and available peer reviewed
scientific evidences do not
support the rationality of this -
FDC. Hence, the Committee
considered this FDC as
irrational.
3027|Ketotifen Fumarate| lmg+!0mg [Uncoated|a, The replies /clarifications
IP+Cetirizine Tablets |1. No supporting publlshed literature available on thevherever available from firms
Dihyydrochloride IP combination. and earlier data submitted by
2. Pharmakokinetic mrompanblhly, themn were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commifiee
considered this FDC as
irrational.
3030)Chiorpheniramine |2mg+Smg+ |Uncoated | FX v ixues aatir on 5003014y ot Commmitios amd Ve ot 7% T Ty replies /clarifications
Maleaﬁc . 325mg+30 [Tabiets :{m;‘h w.r-,'u:: mmhhm}m“m"mxgmx wherever available from firms
iptPlenylephrine [mg . ke i i o, ) ] and earlier data submitted by
HC] = unm:.:rmcumw:mm o them were thoroughly
{1P+Paracetamol g :ﬂm’:,:mg;::;ﬁmu::ﬂmm:;::;,ﬂ; examined. The Committee
TP+Cafteine Froscfbers i safey i efiivenens wiich e st smuiny wore st w sulvay oot [nhesrved that data submitted
ulnhym#w.ldmn. iouepiube. .
Anbydrous |P = Bt o e (i mekeof the fc, o of pach prodosismcinshemkd an available peer reviewed
behssreii "ﬂ:m vy i o ientific evidences do not
' emadle morsiad sl qr their ey ;mr;:u support the rationality of this
e s " [FDC. Hence, the Committee
d with thekr gry e atudy may b considered this FDC as
'lh'nhlwl‘ s sz i slwk[h.mwplmuﬂwnlﬁu nu:lbu. .
As negamd 1 P 1P 325mg - im HET P Llsng +C i wjirrational.
|y +Calfiine anhyureus I Himg Tebdels, firm clabued thet 1he EDC upns-l!mluwrm'(
Ficabth ot il they sabesiticd o papur alse i this nepurl, Twever sd
. Fudnelmmlnmmmmhmlm'-mmMhn.urwnknniunmnu-bm-lmm:
‘lhm;n: n!mullhz:hm naluhn..-niq of calfeine dorages o Mose FOCs. -
b “.
3033]Paracetamol 250mg/170 |Suspensi [a, The replies /clarifications
IP+Fhenylephrine [ml+5.0mg/2[on 1 Dosing schedule is incompatible. wherever available from firms
HC . |-5mg+2.0m 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
IP+Chlorphenirami|g/1.5mg+50 Lsedatlon and drowsiness and also will interefere withthem were thoroughly
ne Maleate . |-mg the reflexes. examined. The Committee
IP4+Dextromethorp 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
han Hydrobromide with anti-histaminic drug. and available peer reviewed
i scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3035| Terbutaline 2.5mg+200 |Uncoated|a, : The replies /clarifications
Sulphate mg+8mg  |Tablets |1. On the basis of current scientific understanding the| wherever available from firms
IP+Bromhexine FDCis pharmacodynamically irrelevant. and earlier data submitted by
HCI IP+Etofylline 2. Use of Mucolytic alongwith anti-asthamatic drugzthem were thoroughly
BP is liable to be misused as expectorant and exposing |examined. The Commnittee
the patients unnecessary to the drugs and their obesrved that data submitted
adverse effects. and available ‘peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

Iz



The replies fclarifications

vherever available from firms

-1and earlier data submitted by
them were thoroughly - 5

IP+thy|ephrine mg+2.5mg I.Phaﬂnacodwmmicaﬂy and phamacokineticaily
e 17.5mg irrational FhC. :
2.Patients may need only one ingredient and use of
FDC may [eaq to misuse.
3.Dosing sheduje of the ingredients is incompatible [¢

support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irratiopal,

The replies fclarificationg
wherever available from firmg
And earfier daty submitteq by
hem were thoroughly

200mg+50 Uncoated a,
IP+Gusifenesin mg+2mg+2 ITablets Phannacodynamical]y irrelevant,
{P+Brombexine mg . " 1. Mucolytic increaseg Mucus secretion ang
| ‘ antihistaminic wity anti choIinergic_pmpem‘e,s dryu
{P+Chiorpheniram; " [secretions, B
ne Maleate Ip 2.Dosing schedule i incompatible,
+ |3 Paracetamol dosge i subtherapentic.

3042{Paracetameof 325mg+5m [Uncoateq a, The replies fclarifications
IP+Cetirizine HCL E+Smg+30 [Tablets l.Phannacodxmuﬁcaﬂ‘y and phamacokinelically wherever available from firmg
IHthyleplm’ne mg irmational FDC. and earlier data submitted by
HCl IP+Caffeine IP 2.Patients may need anly ope ingredient and yse of [thery were thoroughly
FDC may lead to misuse, examined. The Committee

3.Dosing sheduje of the ingredients is inoompatiple. obesrved that data submitted
T and available peer reviewed
seientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC ag
irrational,

#Ketotifen Fumarate]] mg+200m [Tablets a, The replies Iclarifications
IH'Iheophylline g : Phannaoodynamicnlly irelevant- wherever available from firms |
(Anhydrons) | ] 1. Theophylline has narrow therapeutic index, and infand earjier data submitted by

FDC the toxicity of drug is major congery, them were thoroughly
|2 Pharmakokinetic incompatibility, examined. The Committee
obesrved that data submiited

and available peer reviewed
Scientific evidences dis ot
Support the rationality of this
FbcC. Hence, the Committee
considered this FDC as
irrationat,

C

Chloxphem'rmnine 4mg+10mg Syrup |[a
L Inadvertatnily included as "g",

Maleate
IP+Dexhomethorp Same is approved by DCG(D
han Hydrobromide ) B
F .

46| Ambroxol HCJ |30mg+2mg [Tablets a, - ' The replies lclarifications
IP+Saibutamo} +100mg 1. On the basis of curyent scientific understanding the wherever available from firms
Sulphate . FDC is phar_macodymimlly irrelevant and earlier data submitted by
IP+TheophyIIine iy 2. Use of Mucolytic alongwith anti-asthamatic drugsthem were thoroughly

is liable to be misused as €xpectorant and €xposing €xamined, The Committee
the patients unnecessary to the drugs and their obesrved that data submitted
adverse effects, and available peer reviewed
scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC a5
irrational,
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3048|Bromiiexine HCl  [4mg+5mgt [Syrup a, The replies /clarifications
. [P+Dextromethorp | 50mg+2.5m Pharmacodynamicaily irrelevant- wherever available from firms

han Maleate - |8 . Dextromethorphan: it decreases the cough impulsgand earlier data submitted by
IP+Ammonium © so expulsion of secretion would be hampered them were thoroughly
Chloride : ‘ 2. Bromhexine:a mucolytic which increases mucus’ examined. The Committee
IP+Menthol [P ‘ seeretion should not given in combination witn obesrved that data submitted
antihistaminic with anti cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus | scientific evidences do not
secretior.s is dried up. support the rationality of this
FDC. Hence, the Committee
1 considered this FDC as
irrational.
3053|Paracetamol 325mg+5m {Uncoated|a, . |The replies /clarifications
IP+Caffeine g+Smg+25 |Tablets 1.Pharmacodynamically and phamacokinetically  |wherever avaitable from firms
IP+Phenylephrine |mg : irrational FDC. Coe and eartier data submitted by
HCF - - . ' 2 Patierits may need only one ingrédient and use of them were thoroughly
IP+Chlorphenirami FDC may lead to misuse. examined. The Committee
ne Maleate IP - 3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committes

considered this FDC as
irrational.

3054/ Paracetamol 325mg+25 |Uncoated|a, ' The replies /clarifications
IP+Caffeine " |mg+Smg+5 | Tablets 1.Pharmacodynamically and phamacokinetically  |wherever available from firms
IP+Phenylephrine |mg+100mg irrational FDC. and earlier data submitred by
HC1 IP+Cetirizine 2.Patients may need only one ingredient and use of |them were thoroughly
HCI [P+Nimesulide! _ FDC may lead to rhisuse. examined. The Commitiee
BP . 3.Dosing shedule of the ingredients is incompatible.jobesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
‘ irrational.
3055|Cetirizine HCL  |5mg+100m [Uncoated|a, The replies /clarifications
IP+Nimesulide gtlomg  |Tablets 1.Pharmacodynamically irrelevant as different wherevér available from firms
BP+Phenylephrine ingredients have different therapeutic indication and earlier data submitted by
HCL iP : 2. Nimesulide: safety concem them were tharoughly

examined. The Committes
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
itrational.
3060|MontelukasttLevod10mg+5mg |Tablets |a, ’ . The replies /clarifications

etirizine +200mg Pharmacadynamicatly irrelevant- wherever available from fivms-

HCl+-Acebrophyllin 1. There is no published literature supporting FDC dﬁnd earlier data submitted by

e SR three drugs. them were thoroughly

2. Pharmacokinetic imcompatibilty. examined, The Committee

obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3



Paracetamol*Phen 325mg+10 [Tablers a, . . SR ) ’Thc replies fclarifications
lepliritie+Caffeine ng+32mg .| . l.Pharmnmdynamically and phamacokinetically " wherever avaitable from firins |
. irrational FDC, . and earlier data submitted by

2.Patients may need only one ingredient and use of them were thoroughly

FDC may lead 1o misuse, - T examined. The Committee

3.Dosing shedule of the ingredients js incompatible fobesrved that data sibmittad
and available peer reviewed
scientific evidences do not
support thie rationality of this
FDC. Hénce, the Cormittee

considered this FDC

irrational. o
3063{Levocetirizine Smg+Smg+ [Tablets a, * [The replies /clarifications
) HCH-Phenylephrine Pharmacodynamically irrelevani- wherever avaitable from firms
HClH+Ambroxoe) 1. Multiple ingredient and diverse pharmacodynamidand carlier data submiited by
HCHParacetamn| activity - - ther: were thoroughly )
2.Potential dryg interactior, ' examined. The Commiitee
3. Subtherapentic dose of paracetamol, obesrved that data submitted

and avajlable peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC a5
irrational,

3064 Pamcétamol—l—?hen 325mg+10 Uncoated]a, The replies lclarifications

lephrine mg+2mg+3 |ablet l.Phanmmdynamically and phamacokineﬁcally wherever available from firms -
HC]+Ch!orphem‘ra Omg irrational FDC. ' " |and earlier data submj tted by
mine 2.Patients may need only one ingredient and uge of {them were thoroughly
Maleate+Caffeine FDC may lead to misuse. examined. The Committee

3.Dosing shedyle of the ingredients is incompatible obesrved that data submitted
= and available Peer reviewed
scientific evidences do not
"{Support the rationality of this
FDC. Hence, the Committee

considered this FDC ag
irrational;
3065/Cetrizine 2.5mg+125 ’Syrup a, : The replies /clarifications
HCH Paracetamoi+ mg+Smg+7, l.PI-l_mnaoodynamically and phamacbkinetically wherever available from firms
Phenylephrine+Zin Smg irrational FDC. and earlier data submitted by
¢ Gluconate ' 2. Patients may need only one ingredient and use of {them were thoroughly
FDC may lead to misuse, examined. The Committes

The replies /clarifications

3067|ParacetamoH Phegy 325mg+5m Tabletsja, ' ' _
ically and phamacokineﬁcaﬂy W.IIEWVEI" available from firmg

lephrine+Cetriz Smg+7.5 I.Phannaoodynam i
Zinc Gluconate mg frrations] FDC, _ and earlier data submitted by
2. Pafients may need only one ingredient and use of [them were thoroughly
FDC may lead to misuse, examined. The Committee

3.Dosing shedule of the ingredients is Incompatible obesrved that data submitted
and avaifable Ppeer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC a5
irrational.

W n




CPM-+Phenylephrin

tmg+2.5mg|Tabléts ~[a,” - : - The replies /clarifications
e+Paracctamol+Zinf+325mg+7. | - 1.Pharmacodynamically and phamacokinetically  |wherever available from firms
¢ Gluconate Smg irrational FDC. and earlier data submitted by
2.Paticnts may need only one ingredient and use of {them were thoroughly
FDC may lead to misuse. examined. The Committee
4.Dosing shedule of the ingredients is incompatible|obesrved thai data submitted
: and available peer reviewed
|sciefitific evidences do not
support the rationality of this
FDC. Hence, *he Committee
considered this FDC as
itrational,
Paracetamol+Chior)650mg+4m |Sachet |[a, The replies /clarifications
opheniramine g+10mgt+is 1.Pharmacodynamically and phamacokmettcally {wherever available from firms
maleate+Phenylephimg+30mg irrational FDC. and earlier data submitted by
rine+Dextromethor ) 2 Patients may need only one ingredient and use  of them were thoroughly -
phan FDC may lead to risuse. examined. The Committee
Hydrobromide+Cai 3.Dosing sheduie of the ingredients is incompatibleJobesrved that data submitted
feine ' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
Chlorpheriramine [2mg+10mg |Suspensi |a, The replies /clarifications
maleatetDextromed+250mg+5 |on I Dosing schedule is incompatible. wherever available from firms
horphan mg 2. Ingredients will aggravate the adverse effects of [and earlier data submitted by
HBvr+Paracetamol+ sedation and drowsiness and also will interefere WItlihem were thoroughly
Phenylephrine HCI the reflexes. examined. The Committee
: ' 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
Paracetamol+Levoqd325mg+2.5 |Film b FOC w e e an 2304304 by pevhons esnlies s s evnmass me o | 1 N€ TEPIiES {clarifications
ctirizine mg+5mg+6 [Coated b i, o e, i *  |wherever available from firms
HCH-Phenylephrine{Omg Tablets . rvw don 2nd ok hound e and earlier data submitted by
HCHAmbroxol hm"‘"m—?ﬂm"-'“ e e [them were thoroughly:
HCI e TRt prvep. Tos mcha? el o combiniog be | oy amined. The Committee
T e b, JODESTVEd that data submitted
‘mmﬂm:k'nml-.u.bwmnﬂrvm y e and available peer reviewed
and e FDUs hendd In svcomemodale divers [T .
types.of poth s M- do o -k, P 1 chear Wensiricti: | SCAENLIfiC evidences do not
ﬂm“‘t‘“‘ff’“ﬂf T ' ufsupport the rationality of this
e et . sy aie | DC- Hence, the Committee
iz i wmally gives e day, pheryicplvine o el weald reive o hepeed conisidered this FDC as
Yulmvintubration. Ui ol Paracctaran] in e of the ndemad FTCs soors. un- warmmicd, et o .
ik of the sirenglh of Ibe 1 scd (328 ng), which acoms e o Ireat e or | ETTAtIONAL
wm-aﬂtnmm
5. s:mt!!kn—hﬂhmhummmmmmnhmmmimw
elTitacy, Koc o Gt an: neadily available. Some mntufactunrs submittod song foedbadk Fym
| proscribors.om safity: ad eibctivencsn whdch vn chear scndiin: s iz (o be of ey pror
1 walhyﬂﬂl!ml bnnecq'lnblg
6. Neverdy £ 1w B mnﬁlfmdlpmih.‘hmhh-mh.
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Paracetamol+Pheny{325mp+10 |Tablets 8, The replies /clarifications -
lephrine mg+30mgt 1.Pharmacodynamically snd phamacokinefically ~ [wherevet available from firms
HCHCaffeine+Chl{2mg . wrational FDC. - and earlier data submitted by
orpheniramine 2.Patients may nesd only one ingredient and use of |them were thoroughly
Maieate FDC may lead to misuse, - examined. The Committee
3.Dosing shedule of the ingredients is incompatible.Jobesrved that data submitied
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Fence, the Committee
considered this FDC as
irrationai.
Acetaminophent-G | 125mg+25 Syrup a, The replies fclarifications.
uaifenesintDextro [mg+7.5mg+H ‘ 1. Use of anti-histamine with centrally acting anti- |wherever available from firms
methorphan Smgtimg tussive ingredient is not rationale and earlier data submitted by-
Hvdrobromide+Ch 2. Patients may need only one ingredient and use of {them were thoroughly
orpheniramine FDC may lead to misuse. examined. The Committee
Maleate 3.Different mechanism of action without synerglstl besrved that data submitted
" laction. and available peer reviewed
4.Also the Acetaminophen, an antipyretic, ismot  [scientific evidences do not
indicated in the cough syrup. (04.01.201 6) support the rationality of this
' FDC. Hence, the Committee
considered this FDC ag
irrational.
Chlorpheniramine |2mg+10mg |Suspensi [a, ) The replies /clarifications
maleatetDextrome{+250mg+5 |on 1 Dosing schedule is incompatible. wherever available from firms
horphan mg 2. Ingredients will aggravate the adverse effects of and earlier data submitted by
HBr+Paracetamol+| sedation and drowsiness and also wilt interefere witjthem were thoroughly
Phenylephrine HClH the reflexes. . examined. The Committee
|3-Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic dug, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee -
considered this FDC as .
irrational.
Paracetamol+Brom|325mg+8m Tablets a, The replies /clarifications
hexine g+50mgt2 Pharmacodynamically imrelevant. wherever available from firms
HCHGuaiphenesin|mg+5mg 1.Mucolytic increases mucus secretion and and earlier data submitted by
+Chlorphenirami : antihistaminic with anti cholinergic properties dry utthem were lﬁoroughly
Maleate+Phenylep) secretions. |examined. The Committee
rine HCI 2.Dosing schedule is uwompatlble. obesrved that data submitted
3. Paracetarnol dose is subtherapeutic. and available peer reviewed
' ‘ scientific evidences do not
support the rationality of this
) FDC. Hence, the Committee
considered this FDC as
irrational.’
Cetirizine Smg+10mg |Syrup  |a, The replies /elarifications
Dihydrochloride+Dy+5mg + 1.Pharmacodynamically and phamecokinetically |wherever available from firms
extromethorphan  [0.1%v/v irrational FDC. and earlier data submitted by
Hydrobromide+Ph 2.Patients may need only one ingredient and use of them were thoroughly
nylephrine FDC may lead to misnse. examined. The Committee
HCI+Tulsi 3.Use of anti-histamine with centrally acting anti- |obesrved that data submitted
tussive ingredient is not rationale and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational.
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3087|Cetirizine 5mg+10mg |Oral a, The replies /clarifications '
HCi+Dextromethorj+13mg Liquid 1.Pharmacodyriamically and phamacokinetically wherever available from firms
pham . . ©Nirrational FDC. . ) and earlier data submitted by
HydmbrumidﬂArrJ 7 Patients may nesd only one ingredient and us¢ of |them were thoroughly
braxol HC1 FDC may lead to misuse. | axamiined. The Committee
i 2 o- 3.Centrally acting anti-tussive not to be cotnbined “|obesrved that.data subunitted
‘ with anti-histaminic drug. and available peer reviewed
‘ scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3088| Terbutaline 2 5mg+100 Uncoatedia, The replies Jelarifications
Sulphate+Bromhex mg+émg  [tablet 1. On the basis of current scientific understanding thel wherever available from firms
Jjine HCI+Erofylline FDC is phannacodynamically irrelevant. and earlier data submitted by
2. Use of Mucolytic alongwith anti-asthamatic drug them were thoroughly
is liable to be misesed as expectorant and exposing examined. The Committee
the patients unnecessary to the drags and their obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDT as
jrrational.
3089|Dextromethrpalm 10mg+Smg |Syrep 13 The replies /clarifications
Hydrobromide-l-Cet +5mg+t.5m| 1 Dosing schedule is incompatible. wherever available from f_irmé
irizine g 2. Ingredients will aggravate the adverse effects of [and eartier data submitted by
Dihydrochloride+P sedation and drowsiness and also will interefere withthem were thoroughly
henylephrine the reflexes. ) ' examined. The Committee
HCl+Menthol '3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationatity of this
FDC. Hence, the Committee
congidered this FDC as
jrrational.
3092|Céterizine Ismg+10mg |Film a, : The replies [clarifications
HCl+Phenylephrine +325mg+30|Coated 1.[’harmaoodynamically and phamaookinetical\y \wherever available from firms
HCl+Paracetamol+|mg+20mg Tablets [irrational FDC. - and carlier data submitted by
Ambroxol 2 Patients may need only ene ingredient and use of |them were thoroughly
HCH-Caffeine FDC may lead to misuse. examined, The Committee
anhydrous obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational-
3093| Guaifenesin+Dextr 100mg+10 |5ml a, The replies /clarifications
omethorphan mg symup Pharmacodynamically irrelevant- wherever available from firms
Hydrobromide 1. Guaiphenesin -a mucolytic which increases mucu nd eartier data submitted by
secretion. them were thoroughly
2. Dextromethorphan: it decreases the cough impulspexaraincd. The Committes
so expulsion of secretion would be hampered obesrved that data submiitted
(04.01.2016) znd available pecr reviewed
scientific evidences do not
support the rationality of this
|FDC. Hence, the Committee
_lconsidered this FDC as
irrational.
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Paracetamob-PhenyS00mg+10 JFilm . - a : The replics /efarifications
lephrine ~ mg+30mg+ [Coated I.Phannaéndynamically and phamacokinetically  Jwherever available from firms
HCl+Caffeine+Chl 2mg Tablefs |irratiorial FDC. C . and earlier data submitted by
orpheniramire 2.Pstients may need only one ingredient and use of thern were thoroughly
Maleate FDC may lead to misuse. examined. The Committee
! 3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationalitv of this
FDC. Hencs, the Cormittee
considered this FDC us
irational, ’
Paracetamol+Brom|[325n.g+8m | Tablets a,’ The replies /clarifications
hexine g+2mg+100 Pharmacodynamically irrelevant, wherever available from firms
HC+Chlorphenira mg+5mg 1.Mucolytic increases mucus secretion and and carlier data submitted by
mine . o . antihistaminic with antj cholinergic properties dry ufthém were thorougaly -
| maleate+Guaipheng |secretions. - . ' examined. The Committee
sint+Phenylephrine 2.Dosing schedule is incompatible. obesrved that data submitted
HCt 3. Paracetamol dose is subtherapeutic, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irmational.
Levocetirizine 2.5mg+325 [Film a, ] The replies /clarifications
Dihydrochloride mg+10mg+ [Coated |1, Pharmacodynamically i rrelevant-Patients may nofwherever available from firms
IP+Paracetamol I0mg Tablets (need ail the ingredients and use of FDC may lead tofand earlier data submitted by
IP+Phenylephirine misuse and adverse effects, them were thoroughly
HCI IP+Caffeine 2.Pharmacokinetically irrelevant-different dosing lexamined. The Committee
Anhydrous IP shedule, obesived that data submitted
‘ and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational,
Dextromethorphan (10mg+250 |0Oral a, The replies /clarifications
Hydrobromide mg+5mg+2 |Liquid |1 Dosing schedule is incompatible, wherever available from firms
iP+Paracetamol  |mg 2. Ingredients will aggravate the adverse effects of [and earlicr data submitted by
IP+Phenylephirine sedation and drowsiness and also will interefere wi were thoroughly .
HCl ) the reflexes, examined. The Committee
IP+Chiorphenirami 3.Centrally acting anti-tussive not to be combined obesrved that data submitted
ne Maleate [P with anti-histaminic drug, and available peer reviewed
scientific evidences do not
support the rationality of this
FDC_ Hence, the Committee
cansidered this FDC as
irrational.
Paracetamol 125mg+5m |Oral 4, The replies /clarifications
IP+Dextromethorp gt2.5mg+l [Liquid i Dosing schedule is incompatible, wherever available from firms
han Hydrobromide mg 2. Ingredients will aggravate the adverse effects of [and earlier data submitted by
IP+Phenylephrine sedation and drowsiness and also will interefere witfthem were thoroughly
HCL ‘ |the reflexes. examined. The Committee
IP+Chlorphenirami " |3.Centrally acting anti-fussive not to be combined Jobesrved that data submitted
ne Maleate IP with anti-histaminic drag. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

lbg



3103|Paracetamol

han Hydrobromide g
[P+Phenylephrine
HCL
1P+Chlorphenirami
ne Maleate IF

~T250mg10 [Oral-
P+Dextromethorp |mg+5mg+2 Liquid

a,
{ Dosing schedule is incompatible.

gedation and drowsiness and also will interefere wi

the reflexes.
3.Centraily acting anti-tussive not 1o be combined
with anti-histaminic drug. )

The replies Iclaﬁﬁcaﬁoﬁs 1

2, Ingredients will aggravate the adverse effects of {and earlier data submiticd by

lconsidered this FDC as

wherever available from firms

et were thoroughly
examined. The Comumittee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Comtmittee

irrational.

3105| Paracetamol

HCl+Chlorphenira jmg
mine Maleate
1p+Caffeine

(Anhydrous)

325mg+5m l}ncoated a,
[P+Phenylephrine g+2mg+15 tablet 1 .Pharmacadynamically and phamaookingtically

irrational FDC.

= Patients may need only one ingredient and use of
FDC may lead to misuse. ’

3.Dosing shedule of the ingredients is incompatible.

The replies fclarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Commitice
obesrved that data submitted
and available peer reviewed
scientific evidences do not

(Acetaminophen) g+2.5mg+l.
[P+ Dextromethorp smg

han Hydrobromide
1E-+Phenylephrine
HCl
1P+Chilorphenirami|
ne Maleate IP

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3106 Dextromethorphan |Smg+50me Syrup 13, The replics /clarifications
'|Hydrobromide +2mg+2.5m Pharmacodynamically irreievant. wherever aviilable from firms
[P+Ammonium |8 1.Mucolytic increases mucus secretion and and carlier data submitted by
Chloride antihistaminic with anti cholinergic properties dry ufthem were thoroughly
P+ Bromhexine secretions. ' examined. The Committee
HC! 1P+Menthol IP 2 Dosing schedule is incompatibie. obesrved that dita submitted
|and available peer reviewed
scientific evidences do net
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3108lCaffeine 30mg+35m |Uncoated|a, The replies /clarifications
(Anhydrous) g+2.5mg+2 tablet 1.Pharmacodynamically and phamaookinetically wherever available from firms
IP+Paracetamol Mg irrational FDC. ard earlier data submitted by
1P+Phenylephrine 2 Patienis may necd only one ingredient and use of |them weré thoroughly
HCI 1P+ FDC may lead to misuse. examined. The Committee
Chlorpheniramine 3.Dosing shedule of the ingredients is incompatible obesrved that data submitted
Maleate IP and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDIC as
irrational.
3109|Paracetamol 170mg+5m [Syrup The replies felarifications

a,
1 Dosing schedule is-incompatible.

sedation and drowsiness and also will interefere wil
the reflexes.

|with anti-histaminic drug.

' I wherever available from firms
2. Ingredients will aggravate the adverse effects of |and carlier data submitted by

3 Centraily acting anti-tussive not to be combined |obestved that data submitted

hem were thoroughly
examined. The Committee

and avaitable peer reviewed
scientific evidences donot’
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.
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3111|Ketotifen Fumarate] Img+5mg -[Film a, The replies /clarifications .
IP+Levocetrizine ' JCoated (1. No supporting published literature available on erever available from firms
Dihydrochloride TP Tablets |combination, and earlier data submitted by

2, Pharmakokinetic incotnpatibility . them were thoroughly
examined. The Committee
obesrved ¢hat data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
ircationai.

3112|Paracetamol 325mg+2.5 |Film a, . The replies /clarifications
IP+Levocetirizine [mg+I0mg+|Coated |1. Paracetamol dose is subtherapeutic, wherever available from firms
HCl ‘ 7.5mg tablets - |2, Pharmacokinetic incompatibility. and earlier data submitted by
IP+Phenviephirine | - o 3. Potential for drug-drug interaction. them were thoroughly
HCl IP+Zine 4. No published literatire supporting addition of Zinc examined. The Committee
Gluconate USP in this FDC. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationalify of this
FDC. Hence, the Committee
considered this FDC as
irrational.

31!4|Paracetamol 500mgt5m [Uncoated|a, ‘{The replies /clarifications
1P+Phenylephrine g+1.25mg+ {Tablets |1 -Pharmacodynamicalty and phamacokinetically |wherever available from firms
HCl . 15mg irrational FDC. and earlier data submitted by
IP+Triprolidine 2. Paticnts may need only one ingredient and use of {them were thoroughly
HCI IP+Caffeine IF FDC may lead to misuse. examined. The Committes

3.Dosing shedule of the ingredients is incompatible fobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

31 15| Dextromethorphan Smg+5mp+ |Symp The replies /clarifications
Hydrobromide . |125mg+2m Pharmacodynanucally irrelevant-1 Dosing schedule wherever available from firms
1P+Phenylephrine |g ) is incompatible. . and earlier data submitted by
HCi 2. Ingredients will aggravate the adverse effects of them were thoroughly
1P+Paracetamol sedation and drowsiness and also will interefere withexamined, The Committee
IP+Cetirizine HCI the reflexes. . obesrved that data submitted
IP 3.Centrally acting anti-tussive not to be combined |and available peer reviewed

with anti-histaminic drug, scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3119(Dextromethorphan |10mg+100 |Uncoated a, The replies /clarifications

Hydrobromide mg+8mg+2 (Tablets (1 Dosing schedule is incompatible. wherever available from firms

IP+Guaiphenesin  {mg : 2. Ingredients will aggravate the adverse effects of land earlier data submitted by

1P+Bromhexine sedation and drowsiness and alse will interefere witithem were thoroughly

HCl the reflexes. examined. The Committee

IP+Chlorphenirami 3.Centrally acting anti-tussive not to be combined Jobesrved that data submitted

ne Maleate [P with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

irrational.

M
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3120[Caffeine 30mz+325 |Uncoated|a, . The repties /clarifications
{Anhydrous) mg+10mg+ Tablets 1.Pharmacod nansically and phamacokinetially wherever available from firms
[P+Paracetamol | SME irrational FDC. ) “|and earlier data submitted by
[P+Phenylephrine 2 Patients may need only one ingredient and use of |them were thoroughly
HCl Ip+Cetirizine FDC may lead to misuse. ' examined. The Committee
HCI 1P ‘ obesrved that data submitted:
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
jrrational.

3121 Dextromethorpharn 10mg+ding |Syrup T e, : The replies Jclarifications

- |Hydrobromide +5mg+100 Pharmacodynamically irrelevant- . wherever available from firms
1P+Phenylephirine {mg 1. Guiaphenesin: a mmcolytic which increases mucutand earlier data submitted by
HCL : o secretion should not given in combination with them were thoroughly
1P+Guaifencsin TP anfibistaminic with anti cholinergic properties, * |examined. The Committee

because due to anti chelinergic properties milcus obesrved that data submitted

secretions is dried up- . and available peer rgviewed

2 Dextromethorphan: it decreases the cough impulsiscientific evidences do not
|50 expulsion of secretion would be hampered support the rationality of this

3 Patients may need only onc ingredient and use of |FDC. Henee, the Committee

FDC may lead to misuse. considered this FDC a5

4. Dosing shedule of the ingredients is jncompatible. jrrational.

3123|Bromhexine HCl AmgtSomg [Syrup & The replies /clarifications
IP+Ammonium +5mg 1_Pharmaculogically ne synergistic effect wherever available from firms
Chloride 2. Multiple ingredients with diverse phmnaoologic nd earlier data submitted by
1P+Dextromethorp profile susceptible to pharmaceutically them were thoroughly

Than Hydrobromide incompatibility examined. The Committce

P obesrved that data submitted
and available peer reviewed
scientific evidences do not .
support the rationality of this
FDC. Hence, the Cominittee
considered this FDC as
irrational.

3125|Paracetamol 500mg+30 Uncoated|a, The replies Jelarifications
[p+Caffeine mg+i0mgt Tablets 1 Pharmacodynamically and phamaeokinetically wherever available from firms
IP+Phenylephrine |4mg ‘ jrrational FDC. and carlier data submitted by
HCHChlorphenira |2.Patients may need only one ingredient and use of [them were thoroughly
mine Maleate IP FDC may.lead to misuse. examined. The Committee

' 3 Dosing shedule of the ingredients is incompatible|obesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
jrrational. '

3127 Dextromethorphan 10mg+1.25 [Symp a, The replies Jclarifications
Hydrobromide mgHSmg thnacodynamically irrelevant- wherever availabie from firms
[P+Triprolidine 1 Dosing schedule is incompatible. : and earlier data submitted by
HCl 2. ngredients will aggravate the adverse effectsof [them were thoroughly
1P+Phenylephrine sedation and drowsiness and also will interefere wil xamined. The Committec
HCL {ihe reflexes. obesrved that data submitted

3.Centrally acting anti-tussive not to be combined |and available peer reviewed
with anti-histaminic drug. scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC 35
L_ jrrational.
L—_________-—-—

)= |



The replies /clarifications

3129\ Guaiphenesin - 100mg+10 |Syrup  fa, .
IP+Dextromethorp mgtSmg+4 * (Pharmacodynamically irrelevant- _ |wherever available from firms
han Hydrobromide jmg 1. Guiaphenesin: a mucolytic which increases mucu carfier data submitted by

{IP+Phenylephrine secretion should not given in combination with them were thoroughly

HCl antihistaminic with ani cholinergic properties,  {cxamined. The Committee

IP+Chlorphenirami because due to anti cholinergic properties mucus whesrved thut data submitted

ne Maleate IP secretions is dried up. “|and avaflable peer reviewed
2. Dextromethorphan: it decreases the cough impulsscientific evidences do not
s0 expulsion of secretion would be hampered support the rationality of this
3.Patients may need only one ingredient and use of |FDC. Hence, the Committee
FDC may lead to misuse. considered this FDC as
4.Dosing shedule of the ingredients is incompatible.|irrational,

1 3133 Ambroxol HCI IP+{15mg+0.8m Syrup Ja, The replies /clarifications
Levocetirizine HCl g+img+50 1. Pharmacodynamically irrelevant-Patients may noywherever available from firms
1P+ Phenylephrine |mg need all the ingredients and use of FDC may lead tojand earlier data submitted by -
HCl 1P+ misuse and adverse effects. them were thoroughly
Guaiphenesin [P+ 2.Pharmacokinctically irrelevant-different dosing  |examined. The Committee
Menthol IP shedule obesrved that data submnitted

and available peer reviewed
scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC as
irrational.
3135|Levocetirizine HCl{5mg+325m Uncoated s, ‘The replies [clarifications
IP+Paracetamol  [g+5mg+30 Tablets [Pharmacodynamically irrelevant- wherever available from firms
IP+Phenylephrine |mg 1. Patients may not need ail the ingredients and use [and eafier data submi tted by
HCl IP+Caffeine IP of FDC may lead to misuse and adverse cffects. them were thoroughty
- {2-Pharmacokinetically irrclevant-different dosing | examined. The Committee
shedule, obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the ratienality of this
FDC. Hence, the Commitice
congidered this FDC as
irrational, :
3138|Chiorphepiramne  [2.5mg+125 Symup |a, ) ‘ The replies /clarifications
Maleate mg+55mg Fharmacodynamiically irrelevant- wherever available from firms
IP+Ammoniuvm  [per Sml 1. Chlorpheniramine :Hi antagonist are said to and carlier data submitted by
Chloride +Sodiwmn decrease rhinorrhea bat the drying effectmay do  |them were thoroughly
Citrate more harm-because of their tendency to induce cxamined. The Committee
somnolence obesrved that data submitted
2. Ammonium Chloride: increase the muocus and available peer reviewed
secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
3143|Pseudocphedrine  |60mg+Smg |Uncoated 1, The replies /clsrifications
HCE IP+Cetirizine | Tablets | Pharmacodynamically irrelevant. wherever available from firms
HCI P L.Both increase the sedation as adverse effect. and earlier data submitted by
2.Dosing schedule is incompatible. them were thoroughly
' examined. The Committes
obesrved that data submitted
and availzble peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDIC as
irrational.

7%



Ungoated

S —
The replies fclarifications

1146{Dextromethorphan 10mg+100 a,
Hydrobromide | mg+8mgt+2 Tablets |1 Dosing schedule is incompatible. wherever available from firms
I?+Gu’aifenesin mg 2, Ingredients will aggravate the adverse effects of and earlier data submitted by -
[P+Bromhexine sedation and drowsiness and also will interefere withthem were thoroughly
HCl the reflexes. ‘ examined. The Commiite”
IP+Chlorphenirami 3 Centrally acting anti-ssive not to be combined |obesived that data submitted
ne Maleate IP with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of thi3
FDC. Hence, the Committee
considered this FDC as
irrational.
3147| Dextromethorphan smg+2mgt |Symp |3 The replics fclarifications
Hydrobromide 50mg+2.5m! 1 Dosing schedule is incompatible. wherever available from firms
[P+Chlorphenirami|g 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
ne Maleate o sedation and drowsiness and also will interefere withthem weré thoroughly
[P-+Ammonium the reflexes. ' examined, The Committee.
Chloride 3 Centrally acting anti-tussive not to be combined |obesrved that data submitted
ip+Menthol P with anti-histaminic drug. and available peer reviewed
scieptific evidences do not
support the rationality of this
FDC. Hence, the Commiltes
cousidered this FDC as
frrational. '
3151|Cetirizine HCl Smg+325m’ Uncoated|a, : The replies felarifications
[P+ Paracetamol g+30mg+>5 Tablets l.Pharmacodynamically and phamamkinetically wherever available from firms
[P+Caffeine - - |mg irrational FDC. and earlier data submitted by
1P+Phenylephirine 2 Patients may need only one ingredient and use of jthem were thoroughly
HCIIP . FDC may lead to misuse. examined. The Committee
’ obesrved that data submitted
and available peer reviewed
scientific evidences do net
support the rationality of this
FDC. Hence, the Committes
congidered this FDC as
irvational.
3154| Ambroxol HCI 15mg+50m Liquids |a, The replies felarifications
[P+Guaiphenesin g+2mgt2.5 1. Pharmacodynamically jrrelevani-Patients may no wherever available from firms
] {p+Chlorphenirami|mg+1mg need all the ingredienfs and use of FDC may lead toland earlier data submitted by
ne Malcate : misuse and adverse effects. them were thoroughly :
|1P+Phenylephirine | . 2 Pharmacokinetically irrelevant-différent dosing |examined. The Committee
HCI 1P+Menthol [P shedule obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
¥DC. Hence, the Committee
congidered this FDC a8
jrrational.

1%




3155|Nimesulide .[100mg+325|Tablets |a, . The replies /elarifications ;
BP-+Paracetamol mg/500mg+ 1. Nimesulide in combination has potential of misu herever available from finms
TP+Cetirizine HCI Smg+5mg+ in indications for allergic conditions. Users who majand earlicr data submitted by
1P+Phenylephrine {30mg not be aware of this paracetamol content and may jthem were thoroughly
HCl It+Cafteine accidentally overdose when they take the multi-  |examined. The Committes

’ ingredient product with other medicines also " |obesrved that data submitied
containing paracetamol. and available peer reviewed
2, Thereis pharmacokinetic incompatibility amonjscientific evidences do not
the drugs. support the rationality of this
3.Nimesuilide has documanted safety coneern. FDC. Hence, the Committes
4. Hepatotoxic potential of both the drugs considered this FDC as

irrational.
Eccles, R, Fietze, I. and Rose, U-B. (2014)
Rationale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for
Maulti-Symptom Relief in Adults. Open Journal of
Respiratory Diseases, 4, 73-82.

3157 Levocetirizine 2.5mg+500 |Uncoated|a, The replies /clarifications

Dihydrochloside |[mg+1 Omg+ |Tablets |1. Phamacodynamically irrelevant-Patients may notwherever available from firms

, [\P+Paracetamol  [30mg need all the ingredients and use of FDC may lead tofand eariier data submjtted by

IP+Phenylephrine misuse and adverse effects. them were thoroughly

HCI IP+Caffeine 2.Pharmacokinetically irrelevant-different dosing |examined. The Committee

Anhydrous IP shedule. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. ‘

3158) Paracetamol 325mg+25 |Uncoated]a, : The replies /clarifications
1P+Caffeine mg+Smgt2 [Tablets 1.Pharmacodymamically and phamacokinetically  |wherever available from firms
Anhydrous mg " [lirrational FDC. and earlier data submitted by
IP+Phenylephrine " [2.Patients may need only one ingredient and use of {them were thoroughly
HCI FDC may lead to misuse. |examined, The Commitice
IP+Chlorphesirami 3.Dosing shedule of the ingredients is incompatibleJobesrved that data submitted
ne Maleate IP and available peer reviewed

scientific evidences do not |
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irmational,

3161{Salbutamol 2mg+105m [Oral a, The replies /clarifications

‘ Sulphate IF eq. to g+100mg |[Liquid |1,0n the basis of current scientific understanding the| wherever available from firms
SalbutamolHAmi FDC is pharmacodynamically imelevant. and earlier data submitted by
phylline 2. Use of Mucolytic alongwith anti-asthamatic drugjthem were thoroughly
IP+Guaifenesin IP is liablc to be misused as expectorant and exposing [examined. The Committes

the patients unnecessary to the drugs and their obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
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Uncoated

a, .

1143|Salbutamol 2mg100m : The replies /clarifications
Sulphate IP ¢q. to g+img Tablets | 1. On the basis of current scientific understanding the| whersver available from firms
Salbutamol EDC is pharmacodynamically irrelevant. |and eartier data submitted by
+Thoephyiline 2. Use of Mucolytic alongwith anti-asthamatic druggthem were theroughly
[P+Bromhexine is liable to be misused as expectorant and exposing examined. The Committee
HCI TP the patients unnecessary to the -drugs and «heir obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered thisFDC as -
{irrational. '
3165|Dextromethorphan 10mg+100 {Unceated|a, The replies /clarifications
Hydrobromide mg+émgt2 (Tablets |1 Dosing schedule is incompatible. whetever available from firms
IP+Guaiphenesin  jmg - 2. Ingredients will aggravate the adverse effects of jand earlier data submitted by
Ti-+Bromhexine *\sedatjon and drowsiness and also will interefere witjthem were thoroughly
HCI i the reflexes. ) , * |exarmined. The Committee
[P+Chlorphenirami 3 Centrally acting anti-tussive not to be combined |obesrved that data submitted
ne Maleate [P with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3166 Paracetamol 325mg+100|Film 2, ' The replies /clarifications
[P+Guaiphenesin  |mg+30mg:+|Coated Pharmacodynamically imelevant. | wherever available from firms
IP+Ambroxol HCl |10mg+2mg tablets |1 .Mucolytic increases mucus secretion and and earlier data submitted by
1P+Phenylephrine ' antihistaminic with anti cholinergic properties dry u Hhem were thoroughly
HC . secretions. examined. The Committee
IP+Chiorphenirami 2 Dosing schedule is incotnpatible. obesrved that data submitted
ne Maleate TP 3. Paracetamol dose is subtherapeutic. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as ’
jrrational. :
3167|Codeine 10mg+4mg |Oral 1 Dosing schedule is incompatible. [The replies /clarifications
Phosphate+Chlorp Liquid [2. Both the ingredients will aggravate the adverse wherever available from firms
eniramine Maleate effects of sgdaﬁon and drowsiness and also will ~ |and earlier data submitted by
P interefere with the refiexes. them were thoroughly
3 There is a high risk of abuse potential of this |examined. The Commiittee
formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.




Nimesulide +|100mg+325(Film a, The replies /clarifications
- |BP+Pzaracetamol mg+Smgt] |Coated 1. Nimesulide in combination has potential of misugawherever available from firms
[P+Cetirizine HCl (0mg+25mg [Tablets [in indications for allergic conditions. Users who majand carlier data submitted by
IP+Phenylephirine ’ not be aware of this paracetamol content and may |them were thoroughly
HCI [P+Caffeine [l‘* accidentally overdose whan they take the multi- examined. The Commitice
ingredient product with ¢ ther medicines aiso jobesrved that data submitted
containing paracetamol. and aviilable peer reviewed
2, Thereis phammacokinetic incompatibility amongscientific evidences do not
the drugs. suppo:t ihe rationality of this
3.Nimesuilide has documanted safety concem. FDC. Hence, the Committes
4. Hepatotoxic potential of both the drugs - considered this FDC as
irrationai,
Eccles, R., Fietze, L and Rose, U.-B. (2014)
Rationale for Treatment of Common Cold and Fiu
with Multi-Ingredient Combination Products for
-|Multi-Symptom Relief in Adu'ts. Open Joumal of
Respiratory Diseases, 4, 73-82.
Ambroxol HCI 15mg+2mg {Oral a, ’ The replies /clarifications
IP+Chiorphenirami +30mg+5m |Liquid ]1. Pharmacodynamically irrelevant-Patients may nofwherever available from firms
ne Maleate gtlmg : need all the ingredients and use of FDC may lead to[and earlier data submitted by
tP+Guaiphenesin " |misuse and adverse effects. . them were thoroughly
1P+Phenylephrine 2.Pharmacokinetically irrelevant-different dosing [examined. The Committee
HCI IP+Menthol shedule obesrved that data submitted
and available peer reviewed .
scientific evidences do not
support the rationality of this
FDXC. Hence, the Committes
considered this FDC as
irrational.
Chlorpheniramine [4mg+Smg+ |Oral a, The replies /clarifications
maleate . |100mg+5m |Liquid |1 Dosing schedule is incompatible, wherever available from firms
IM+Dextromethorp g - 2. Both the ingredients will aggravate the adverse  [and earlier data submitted by
ban Hydrobromide cffects of sedation and drowsiness and also will them were thoroughly
IP+Guaifenesin interefere with the reflexes. examined. The Commitice
IP+Phenylephrine |, 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
HCI IP with anti-histaminic drug. and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
Paracetamol 325mg+Sm (Film . [a, ' " | The repli¢s /clarifications
IP+Phenylephrine |g+2mg+30 |Coated 1.Pharmacodynamically and phamacokineticaily  [wherever available from firms
HCI mg - Tablets [irrational FDC, : and earlier data submitted by
IP+Chlorphenirami 2. Patients may need only one ingredient and use of |them were thoroughly
nie Maleate FDC may lead to misuse, examined. The Committee
IP+Caffeine 3.Dosing shedule of the ingredients is incompatible {obesrved that data submitted
anhydrous [P and avatlable peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
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3178 Paracetamol 325mg+5m [Film a . 1The replies [clarifications ]
TP+Phenylephrine grimg+30 Coated 1 Pharmacodynamicaily and phamacokinetically wherever available from firms
HCl mg - Tablets |irrational FDC. and carlier data submitted by
[P+Chlorphenirami 2. Patients may need only one ingredient and use of |them were thoroughly
ne Maleate FDC may lead 1o-misuse. _ |examined. The Committee
[P+Caffeine 3 Dosing sheduls of the ingredients is incomipatible, obesrved that data submitted
anhydrous IP . and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence. the Committee
{considered this FDC as
lirrational.
3179|Dextromethorphan | 10mg+5mg Symp |3, The reglies /clarifications
Hydrobromide +15mg 1 Dosing schedule is incompatible. : whierever available from firms
[P+Cetirizine HCI 2. Ingredients will aggravate the adverse effects of |and earlier data submiitted by
1P+Ambroxol HCl sedation and drowsiness and also will interfere witithem were thoroughly
the reflexes. ’ . examined. The Commuttee
3.Centrally acting anti-tussive not to be combined [obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irmational.

3181} Paracetamol 125mg+5m |Oral 2, The replies /clarifications
[P+Dextromethorp |gt2mg+5m Suspensi |1 Dosing schedule is incompatible. wherever available from firms
han Hydrobromide |g per Smi |on 2. Ingredients wilt aggravate the adverse effects of |and earlier data submitted by
[P+Chlorphenirami sedation and drowsiness and also will interefere wit were thoroughly
ne Maleate - the reflexes. examined. The Committes
{P+Phenylephrine 3 Centrally acting anti-tussive not to be combined (obesyved that data submitted
HCLIP with anti-histaminic drug. and available peer reviewed

scientific evidences do not
|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3186|Chlorpheniramine |2mgt15mg Film a, The replies /clarifications
Maleate +325mg+5 |Coated |1 Dosing schedule is incompatible. whercver available from firms
l_P'I-Dextromethorp mg Tablets |2. Both the ingredients will aggravate the adverse |and earlier data submitted by
han Hydrobromide effects of sedation and drowsiness and also will them were thoroughly
IP+Paracetamol interefere with the reflexes. , examined, The Committee
[P+Phenylephrine 3.Centrally acting anti-tussive not to be combined obesrved that data submitted
HC1IP with anti-histaminic drug. and available peer reviewed -
ientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3193\ Paracetamol+Pheny 500mg+5m |Tablets |3, The replies /clarifications
lepherine g+2mgt30 1.Pharmacodynamicalty and phamacokinetically wherever availabte from firms
HCH-Chlorphenira img irrational FDC. ) and earlier data submitted by
mine 9 Patients may need only one ingredient and use of |them were thoroughly
Maleate+Caffeine FDC may lead to misuse. ) examined. The Committee

3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational. -




3194/ Dextromethorphan 10mg+8mg |Uncoated]a, The replics /clarifications
HBr+Bromohexine +2img+100 ftabler |1 Dosing schedule is incompatible. wherever available from firms
HCI+Chlorphenira mg -+ |2. Ingredients will aggravate the adverse effects of {and earfier data submitted by
mine ' sedation and drowsiness and also will interefere wi were thoroughly -
maleate+Guaipheng the reflexes, examined. The Committee
in 3.Centrally acting anti-tussive not to be combined lobesrved that data subinitted”

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
feonsidered this FDC as
irrational,

3195/Codeine 10mg+4mg |Oral 1 Dosing schedule is incompatible. he replies /clarifications
Phosphate+Chlompk Liquid |2, Both the ingredients will aggravate the adverse (wherever availabie from firms
eniramine malcate effects of sedation and drowsiness and also will and carlier data submitted by,

interefere with the reflexes, : [thém were thoroughly
" |3.There is a high risk of abuse potential of this  |examined. The Committce
formulation in indian scenerio, obesrved that data submitted
- and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irmational.

3196|Caffeine 23mg+325 [Tablets [a, The replies /clarifications
anhydrous+ mg+2mg l.PhannacodynamicaIly and phamacokinetically  [wherever available from firms |
Paracetamol+ irrational FDC. and carlier data submitted by
Chiorphenjramine 2.Patients may need only one ingredient and usc of [them were thoroughly
maleate FDC may iead to misuse, examined. The Committee

3.Dosing shedule of the ingredients is incompatible fobesryed that data submitted
‘ and available peer reviewed
scientific evidences do not
support the ratibnaiity of this
FDC. Hence, the Committee
considered this FDC as
) frational,

3199( Dextromethosphan 7.5mg+130 (Symp |, C
Hydrobromide+ mg+2.5mg Inadvertatntly included as "a".
Sodium Citrate+ Same is approved by DCG(I)
Chlorpheniramine

3200{ Paracetamol+ 325mg+10 |Uncoated]a, The replies /clarifications
lephrine mg+15mg2.{tablet  |] Dosing schedule is incompatible, wherever available from firms
HCHDe: Omg 2. Ingredients will aggravate the ddverse effects of |and earlier data submitted by
phan sedation and drowsiness and also will interefere wi were thoroughly
Hydrobromide+chi the reflexes. i examined. The Committee
orpheniramine 3.Centrally acting anti-tussive not to be combined fobesrved that data submitted
maleate with anti-histaminic drug. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
imational.

3201} Dextromethorphan 10mg+100 [Syrup [, 'The replies /clarifications
Hydrobromider mg+35.0mgH - {1 Dosing schedute is incompatible. . {wherever available from firms
Guaiphenesin+ 4.0mg 2. Ingredients will aggravate the adverse effects of fand earlicr data submitted by
Phenylephrine sedation and drowsiness and also wiil interefere withthem were thoroughly
HCH the reflexes, - examined. The Committee
Chiorpheniraprine 3.Centraily acting anti-tussive not to be combined Jobesrved that data submitted
maleate - with anti-histaminic drug. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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3203 Ammoniuin 50mg+Smg [Syrup & . The replies [clarifications
Chloride+Dextroms +2.5mg+2.5 1. Pharmacodynamically irrelevant. wherever available fror firms
thophan+Cetirizine|mg 2., Pharmacokinetic incompatiblity amongst the ~ | and earlier data submitted by
HCHMenthol ingredients . them were thoroughly
* |5.Gse of anti-histamine with centrably acting anti- examined. The Committee
tussive ingredient is not rationale obesrved thatdata submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.

12041 Paracetamol+Pheny 500mg+10 Uncoated|a, . The replies fclarifications
lephrine mg+2.5mgH tablet 1. Pharmacodynamically and phamacokinetically wherever available from firms
HCHLevocetirizine | 30mg imrational FDC. ) and earlier data submitted by
HC+Caffeine 9 Patients may need only one ingredient and use of. litiem were ihoroughly
anhydrous FDC may lead to misuse. ’ examined. The Committee

3 Dosing shedule of the ingredients is incompatible. obesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the sationality of this
FDC. Hence, the Committee.
considered this FDC a3 '
irrational.

3207| Dextromethorphan 10mg+325 Uncoated|a, The replies /clarifications
HBr+Paracetamol+ mg/500mg+ tablet 1 Dosing schedule is incorpatible. wherever available from firms
Cetirizine S5mgtimg 2_Ingredients will aggravate the adverse effects of |and earlier data submitted by
HC1+Phenylephﬁnc sedation and drowsiness and atso will interefere withthem were thoroughly )
HCH the reflexes. axamined. The Committee

31.Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. " land available peer reviewed
' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.
3210]Chlorpheniramine Amg+8mgt |Syrup 3 ) " | The replies fclarifications
maleate+Terpin 0.6mg+100 Pharmacodynamically irrelevant- wherever available from firms
Hydrate+Antimony| mg+100mg 1. Chlorphenirarhinc -H1 antagonist are saidto  |and earlier data submitted by
Potassium +1img decrease thinorrhea but the drying effect may do |them were thoroughly
TartratetAmmoniu mare harm because of their tendency to induce examined. The Committee
m chloride+Sodium somnoleace obesrved that data submitted
Citrate+Menthol 2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3221|Bromhexine gmgt+10mg Oral a, ‘ The replies fclarifications
HCHDextromethor| +100mg  |liquid Pharmacodynamically irrelevant- wherever available from firms
phan 1. Dextromethorphan: it decreases the cough impulsiand earlier data submitted by
Hydrobromide+Am so expulsion of secretion would be hampered them were thoroughly
momiune 2. Bromhexine:a mucolytic which increases mucus examined, The Committee
ChoridetMenthol secretion should not given in combination with obesrved that data submitted

antihistaminic with anti cholinergic properties, and available peet reviewed

because due to anti cholinergic properties fucis scientific evidences do not

secretions is dried up. support the rationality of this
FDC. Hence, the Commitiee
congidered this FDC as
jrrational.
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|Codeine 10mg+4mg | Oral 1 Dosing schedule is incompatible. The replies /clarifications
Phosphate+Chlorp! liguid  [2. Both the ingredients wiil aggravate the adverse  [wherever available from firms
eniramine majeate . effects of sedation and drowsiness and also will and earlier data submitted by
interefere with the reflexes. them were thoroughly
3.There is a high risk of abirse potential of this examined. The Committee
formulation in indian scenerio, obesrved that gata submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
Paracetamol+Brotm 325mg+8m |Film a, The replics /clarifications
hexine g+2mg+5m | Coated Pharmacodynamicaily irrelevant. wherever available from firms
HCH-Chlorphenira g#100mg |Tablets 1.Mucolytic increases mucus secretion and and carlier data submitted by
mine - i antihistaminic with anti cholirergic properiizs dry u*ﬂ iem wese thoroughly
maleate+Phenylep secretions, examined. The Committee
fine . 2.Dosing schedule is incompatible, obesrved that data submitted
HCM-Guaiphenesin 3. Paracetarnol dose is subtherapeutic. and avaitable peer reviewed
scientific evidences do not
support the raticnality of this
FDC. Heuce, the Commitiee
considered this FDC as
irrational.
Promethazine - 1.5mg+1.5 {Oral a, : The replies /clarifications
HCHPholcodine |mg liquid |1 Dosing schedule is incompatible. wherever available from firms
2. Ingredients will aggravate the adverse effects of [and carlier data submitted by
sedation and drowsiness and also will inferefere wi+hem were thoroughly
the reflexes. examined. The Committee
3.Centrally acting anti-tussive not to be combined lobesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
Terbutaline 2.50mg+10 {Uncoated|a, : i ‘| The replies /clarifications
Sulphate+Etofyili Omg+30mg |tablet 1. On the basis of curvent scientific understanding thejwherever available from firms
+Ambroxol HC] . FDCis pharmacodynamically irrelevant. and earlier data submitted by
2. Use of Mucolytic alongwith anti-asthamatic drug$them were thoroughly
is liable to be misused as expectorant and exposing lexamined, The Committce
the patients unnecessary to the drugs and their  |obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee
considered this FDC as
irrational.
Dextromethorphan [5.0mg+4.0 Syrup |a, Phammacodynamically irrelevant, The replies /clarifications
Hydrobromide+Bro mg+50mg+ * Bromhexine:a nwrecolytic which increases mucus wherever available from firms
mhexine 2.5mg secretion should not giver in combination with and earlier data submitted by
HCHAmmonium antihistaminic with anti cholinergic propesties, them were thoroughly.
Chloride+Menthol because due to anti cholinergic properties mucus examined. The Committee
secretions is dried up. obesrved that data submitted
* Dextromethorphan: it decreases the cough impulseland available peer reviewed
50 expulsion of secretion would be hampersd scientific evidences do not
* Ammonium Chloride: increase the mucps secretio support the rationality of this
in respimatory tract FDC. Hence, the Committee
considered this FDC as
irrational.

)80



3232|Phenylephrine HCl|Smg+3mg+ | Tablets |a The replies /ciarifications

IP+Bromhexine  |100mg+Zm- Pharmacodynamically irrelevant. wherever available from firms
Hydrobromide g+325mg 1 .Mucolytic increases mucus secretion and and earlier data submitted by
1P+Guaiphenesin antihistarninic with anti cholinergic properties dry ufthem were thoroughly
[P+Chlorphenirami - secretions. ‘ examined. The Committee

ne Maleate ‘ ‘ 2.Dosing scheduile is incompatible. obesrved that data submitted
1P+Paracetamol IP 3. Paracetamol dose is subtherapeutic. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.

3233|Paracetamol 325mg+10 [Tablets la, _ The replies /clarifications
[P+Phenylephrine (mg+imgt3 1.Pharmacodynamically and phamacokinetically wherever available from firms
HCI IP+Cetirizine |0mg - lirrational FDC. : " |and cartier data submitted by
Dihydrochloride . . 7. Patients may need only one ingredient and use of {them were thoroughly
IPHCaffeine FDC may lead to misuse. - lexamined. The Committee
anhydrous IP 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. ’
3234| Paracetamol 325mgt+10 |Tablets ta, The replies /clarifications

IP+Phenylephrine |mg+2mg+3 1.Pharmacodynamically and phamacokinetically ~ |wherever. available from firms

HCl Omg irrationat FDC. and earlier data submitted by

iP+Chlorphenirami} 2.Patients may need only one ingredient and use of |them were thoroughly

ne Maleate ‘ FDC may lead to misuse. ‘ examined. The Committee

IP+Caffeine 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitied

anhydrous IP and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
. |considered this FDC as
irrational.

3237|Dextromethorphan | 10mg+5mg Oral a, : The replies /clarifications
Hydrobromide +5mg+1.5m|Liquid |} Dosing schedule is incompatible. o wherever available from firms
IP+Phenylephrine |g 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
HC! 1P+Cetirizine _ sedation and drowsiness and also will interefere withthem were thoroughly

HC! IP+Menthol TH the reflexes. - . examined. The Committee
3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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31238|Nimesylide 100mg+325|Tabiets a, The replies /clarifications
BP+Paracetarmgl mg+Smgts 1. Nimesulide in combination has potential of misuswhercver availabie from firmg
IP+Phenylephrine mg+30mg in indications for allergic conditions. Users who mafand earlier data submitted by
HCI IP+Cetirizine not be aware of this Parecetamol content and may |them were thoroughly
HCl IP4+Caffeine I accidentally everdose when they take the multi- Jexamined. The Committee

Ingredierit product with other medicines also obesrved that data submifted
containing paracetamo), {and available peer reviewed
2. Thereis phannacokinetic incompatibility amongscientific evidences do not
the drugs fsupport the rationality of this
3.Nimesuitide has documanted safety concern. FDC. Hence, the Committce
4. Hepatotoxic potential of both the drugs considered this FDC ag
imational,

Eccles, R, Fietze, . and Rose, U.-B. (2014)
Rationale for Treatment of Common Coid and Fly
with Multi-Ingredient Combination Products for

. |Multi-Sympton: Relief in Adults, Open Journal of
Respiratory Discases, 4, 73-82.

|

3244 Dextromethophan Smg+amg+ ILiquids a, Pharmacodynamically irrelevant-, - The replies /clarifications
Hydrobromide 50mg * Dextromethorphan; jt decreases the cough impulsewherever avaj lable from firms.
IP+Bromhexing so expulsion of secretion would be hampered and earlier data submitted by
HC1 * Ammonium Chioride: increase the mucus secretiodthem were thoroughly
IP+Ammonium in respiratory tract examined. The Committee
Chloride TP * Bromhexine:a mucolytic which increases mucus  [obesryed that data submitted

secretion should not given in combination with and availablé peer reviewed.
antihistaminic with anti cholinergic properties, scientific evidences do not
because due to antj cholinergic properiies mucus support the rationality of this
. [secretions is dried up. FDC. Hence, the Committee
considered this FDC as
imationat,

3247 Paracetamol * |2350mgf250 |Liquids a, The replies /clarifications
IP+Chlorphenirami mg+2mg/2 - |1 Dosing schedule is incompatible, wherever available from firms
ne Maleate mg+2.5mg/ 2. Ingredients will aggravate the adverse effects of and earlier data submitted by
IP+Phenylephrine Smg+Smg/s sedation and drowsiness and also wii| intercfere withthem were thoroughly
HCl mg ‘ the reflexes. examined. The Committee
IP+Dextromethmp 3.Centrally acting anfi-tussive not to be combined {obesrved that data submitted
han Hydrobromide with anti-histaminic drug. and available peer reviewed
Ifg ) scientific evidences do not

Support the rationality of this
FDC, Hence, the Committee -
considered this FDC as
irrational.

343 Pmcetamol_ 325mg/500 [Uncoated a, The replies /clarifications
1P+Chiorphenirami mg+2mg+5 l.Pharmacoc_lynamicaﬂy and phamacokinetically wherever available from firms
ne Maleate mg+30mg irrational FDC. X and earlier data submitted by
IP+Phenylephrine . 2.Patients may need only one ingredient and uge of |them were thoroughly
HC1 IP+Caffzine [P FDC may lead to misuse, . |examined. The Committee

-|3.Dosing shedule of the ingredients is incompatible jobesrved that data submitted
and availabie peer reviewed
scientific evidences do not
Support the rationality of this _
FDC. Hence, the Committee
considered this FDC a3

Iirrational.

e
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7251|Phenylephrine HCI[2.5mg+125

Liquids |a

)  1The replies felarifications
[P+Pametamol mg<2.0mgt 1 Pharmacodynamically and phamacokinetical'y wherever available from firms
IP+Bromhexine img irrational FDC. ‘ and earlier data submitted by
HCi ) 2_Patients may need only one ingredient and use of |them were thorou ghly
[P+Chlorphenirami FDC may lead to misuse. : / exarnined. The Committee
ne Maleate .IP 3 .Dosing shedule of the ingredients is incompatible. obesrved that data submitted
4 Mucolytic increases mucus secretion and and available peer reviewed
antihfstaminic with anti cholinergic propertics dry upscientific evidences do not
secretiors. support the ratiouatity of this
FDC. Hence, the Committee
considered this FDC as
jrrational.
3252|Cetirizine HCl 1P+ Smg+5mg* |Tablets |2, The replies /clarifications
Phenytephirine HCI 325mg+30 1 Pharmacodynamically and'phamacokinetically wherever available from firms
1P+ Paracetamol  |mg jrrational FDC. L and eartier data submitted by
1P+ Caffeine 2 Patients tay need only one ingredient and use of |them were thoroughly
anhydrous 1P FDC may lead to misuse. examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do ot
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3257)Promethazine 1.5mg+1.5 10ral a, The replies /clarifications
HCH+Pholcodine+P mg+2.5mg (liquid 1 Dosing schedule is incompatible. wherever available from firms
henylephrine HCI 2. Ingredients will aggravate the adverse effects of [and earlier data submitted by

the reflexes.

with anti-histaminic drug.

sedation and drowsiness and also will interefere wit

3 Centrally acting ani-tussive not to be combined’ Jobesrved that data submitted

hem were thoroughly
examined. The Committee

and available peer reviewed
séientific evidences do not

support the rationality of this
FRC. Hence, the Committee

considered this FDC as
irrational.
3267| Phenylephrine HCI Smg+325m Uncoated a, ) The replies Jclarifications
[P+Paracetamol |2+ 5mg+2 |Tablets 1. Pharmacodynamically and phamacokinetically wherever available from firms
1P-+Caffeine mg irrational FDC. and earlier data submitted by
IP+Chlorphenirami 2 Patients may need only one ingredient and use of them were thoroughly -
ne Maleate IF FDC may lead to misuse. examined. The Committes
3 Dosing shedule of the ingredients is incompatible jobesrved that data submitted
and available peet reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational. '
3268| Dextromethorphan 10mgt+1.25 |[Uncoated|a, The replies /clarifications
Hydrobromide mg+smg (T ablets Pharmacodynamically irrclevant- wherever available from firms
1P+ Tripolidine HCI 11 Dosing schedule is incompatibie. and earlier data submitted by
[P+Phenylephirine 2. Ingredients will aggravate the adverse effects of jthem were thoroughly
HCIIP ' sedation and drowsiness and also will interefere witl «arhined. The Committee .
' the reflexes. obesrved that data submitted

with anti-histaminic drug.

3.Centrally acting anti-tussive not to be cambined

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
“|considered this FDC as
jrrational.
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3273 Triprolidine HCI 0.625mg+5 |Syrup [, ) : The replies /clarifications
1P+Phenylephrine mg+125mg 1.Pharmacodynamically and phamacokinetically  [wherever available from firms
IP+Paracetamol IP . itrational FDC. ) o and earlier data submitted by

2.Patients may need only one ingredient and use of {them were thoroughly :

" IFDC may lead to misuse. . examined. The Committee

3.Dosing shedule of the ingredients is incompatible, abesrved that data submitt=d
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee
considered this FDC
irrational. . -

'3277Bromhexine HC| 8mg+I0mg [Syrup  |a, ] The replies fclarifications

: IP+Dextromethorp +100mg+5 Pharmacodynamically irrelevant- wherever available from firms
han Hydrobromide [mg 1. Dextromethorphan: it decreases the cough impulsiand earfier data submitted by
IP+Ammonivm 50 expuision of:secretion would be hampered . [them were thoroughly

"|Chloride 2. Bromhexine:a mucolytic which increases mucus |examined. The Commitiee
[P+Menthol ip secretion should not given in combination with obesrved that data submitted
antihistaminic with anté cholinergic properties, and available peer reviewed
because due to anti cholinergic properties mucus scientific evidences do not
secretions is dried up. support the raticnality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

3278| Paracetarnol 325mg+30 |Uncoated a, The replies /clarifications
IP+Caffeine mg+10mg+ |Tablets I.Pharmacodynamically and phamacokinetically  [wherever available from firms
Anhydrous 2mg imational FDC, ’ and earlier data submitted by
IP+Phenylephrine 2.Patients may need only one ingredient and vse of {them were thoroughly
HCl . FDC may lead to misuse. examined. The Committee
IP+Chlorphenirami 3.Dosing shedule of the ingredients is incompatible [obesrved thas data submitted
ne Maleate IP and avatlable peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3279{Chlorpheniramine 2.5mg+125 [Syrup  [q, The replies /clarifications
Maleate mg+55mg+ Pharmacodynamically irrelevant- wherever available from firms
[B+-Amimonium Img 1. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
Chiloride decrease rhinorrhea but the drying effect may do  [them were thoroughly -
IP+Sodium Citrate more harm because of thejr tendency to induce examined. The Committee-
IP+Menthol IP somnolence abesrved that data submitted
2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

32824 Paracetamol 320mg+20 |Uncoated|a, - ‘The replies /dlarifications

" |IP+Caffeine - mg+dmg Tablets Pharmacodynamically frrelevant- ‘wherever available from firmgs
Anhydrous 1. Paracetamol dose is subtherapeutic. and earlier data submitted by
IP+Chlorphenirami 2. Potential for drug-drug interaction, them were thoroughly
ne Maleate [P examined. The Committee

obesrved that data submitted

and available peer reviewed

scientific evidences do not

support the rationality of this

FDC. Hence, the Committee

considered this FDC as
irrational,
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3283|Guaifenesin 50mgt+5mg |Syrep |2, e {The replies [clarifications
IP+Dextromethorp |+60mg+2.5 Pharmacodynamically frrelevan'- . wherever available from firms
han Hydrobromide |mg 1. Guaiphenesin:a mucolytic which increases mucus and ezrlier data submitted by
}P+Ammonium . secretion should not given in combination with thet were thoroughly '
Chloride antihistaminic with anti cholinergic properties, examined. The Committee
IP+Chloiphenurami pecause due to anti cholinergic’ properties mucus obestved that data <ubmitted
ne Maleate [P isecretions is dried up. and available peer reviewed
2 Dextromethorphan; it decreases the cough impulsmcientific evidences do not
so expulsion of secretion would be hampered support the rationality of this
13. Ammonium Chloride: increase the mucus FDC. Hence, the Committee '
secretion in respiratory tract considered this FDC as
4, Chiorpheniramine :H1 antagonist are said to irrational.

decrease rhinorrhea but the drying effect may do
more harin because of their tendency to induce
somnolence

5. All ingredients have differert therapeutic -
indications. -

32881 Phenylephrine HCI 5mg+325m |Uncoated|a, . The replies /clarifications
' IP+Paracetamo!  |g+15mg+2 | Tablets |1.Pharmacodynamicaily and phamacokineticalty wherever available from firms

1P+Caffeine . ‘|Img irrational FDC. and earlier data submitted by
1P+Chlorphenirami : 2 Patients may need only one ingredient and use of them were thoroughly
ne Malzate [P FDXCmay lead to misuse. examined. The Committee

3 Dosing shedule of the ingredients is incompatibleJobesrved that data submitted
' and available peer reviewed
scientific evidences do not

|support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
jrrationat.
3289| Paracetamol 325mgt30 |Uncoated|a, - The replies felarifications

IP-+Caffeine mg+10mg+ |Tablets 1.Pharmacodynamically and phamacokinctically. wherever available from firms

(Anhydrous) ~  |5mE irrational FDC. and earlier data submitted by

1P+Phenylephrine 2 Patients may need only one ingredient and use of |them were thoroughly.

HCl _ |FDC may lead to misuse. examined. The Committee

1P+CetirizineDihyd obesrved that data submitted

rochloride TP and available peer reviewed
scientific evidences do not

support the rationality of this
¥FDC. Hence, the Committee -

considered this FDC as
irrational.
3290| Paracetamol 325mg+10 |Uncoated]a, The replies /clarifications
1P+Codeine mg+2mg  |Tablets |1 Dosing schedule is incompatible. wherever available from firms
Phosphate ] 2. Both the ingredients will aggravate the adverse land earlier data submitted by
1P+Chlorphenirami effecis of sedation and drowsiness and also will them were thoroughly
ne Maleate 1P interefere with the refiexes. examined. The Committec
3. Paracetamol dose is subtherapeutic. obesrved that data submitted
4 There is also a risk of abuse potential. and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
) considered this FDC as

’ trrational. ’
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3292{Codeine Phosphate 10mg+4mg (Liquid |1 Dosing schedule is incompatible. The replies /clarifications -
IP+Chiorphenirami ~ {Oral 2. Both the ingredients wil] aggravile the adverse  {wherever available from firms
ne Maleate IP effects of sedation and drowsiness and also will . and sarlier data submitted by

intercfere with the reflexes, them were thoroughly

3.There is a high risk of abuse potential of this examined. The Committee

formutation in indian scénerio. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commiitee
congidered this FDC as
imational.

3296 Dextromethorphan 5mg+2.5mg|Oral a, : . The replies /clarifications
Hydrobromide +50mg+60 [Liquid |1 Dosing schedule is incompatible, wherever available from firms
IP+Chlorphenirami|mg 2. ingredients will aggravate the adverse effects of [and earlier data submitted by
ne Maleate - szdation and drowsiness and also will interefere witlthem. were thoroughly
IP+Guaiphenesin the reflexes. | examined. The Committes
1P+Ammonium 3.Centrally acting anti-tussive not to be combined |obesrved that data submitted
Chloride 1P with anti-histaminic drug, and available peer reviewed

scientific evidences do not
support the rationality of this
FDC, Hence, the Committee
considered this FDC a
irmational. :

3299 Paracetamol 500mg+60 fUncoated|a, The replies /clarifications
[P+Pseudoephedrin mg+img+3 (Tablets 1.Pharmacodynamically and phamacokinetically |wherever available from firms
e HC1 IP+Cetirizine|Omg irrational FDC, ' and earlicr data submitted by
HCI IP+Caffeine 2.Patients may need only one ingredient and use of [them were thoroughly
(Anhydrous) IP FDC may lead to misuge. examined. The Committee

3.Caffeine is CNS stimulant where as obesrved that data submitted
Pscudoephedrine leads to sedation, and available peer reviewed
4.Dosing sheditle of the ingredients is incompatible, scientific évidencqs do not
’ support the rationality of this
|FDC. Hence; the Committee
considered this FDC as
irmational.

3302{Ambroxol HCl ~ {15mg+50m Syrp  |[a, [ The replies /clarifications
IP+Guaiphenesin [g+5mg+2m 1. Pharmacodynamically irrelevant-Patients may no{wherever available from firms
1P+Phenylephrine (g ' need all the ingredients and use of FDC may lead toand earlier data submitted by
HCL misuse and adverse effects. them were thoroughly
TP+Chlorphenirami 2.Pharmacokinetically irrelevant-different dosing jexamined. The Committee
ne Maleate IP shedule obesrved that data submitted

and available peer reviewed

scientific evidences do not

support the rationality of this

FDC, Hence, the Committee

considered this FDC as
lirrational,

3304 Paracetamoi 500mg+5m |Uncoatedfa, The replies /clarifications

: IP+Phenylephrine g£+2mg+30 |Tablets I.Phannmodyiinmically and phamacokinetically wherever available from firms
HCI mg ifrational FDC, and earlier data submitted by
IP+Chlorphenirami 2.Patients may need only one ingredient and use of [them were thoroughly
ne Maleate FDC may lead to misuse. cxamined. The Committee
IPM+Caffeine IP 3.Dosing shedule of the ingredients is incompatible.Jobesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FD'C as
imationat.
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3105|Dextromethorphan | Smg+60mg Liguid

a,
1 Dosing schedule is incompatible.

'I'hé replies /clarificztions

Hydsobromide . {+2.5mg+50 Oral wherever available from finns
IP+Ammonium Mg 2. Ingredients will aggravate the adverse effects of |and earlier data submiited by
Chloride sedation ard drowsiness and also will intetefere witlthem were thoroughly
[P+Chlorphenirami the reflexes. examined. The Commitiee
ric Maleate 3 Centrally acting anti-fussive not to be combined jobesrved that.data submitted
[P+Guaifenesin IP with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational. ’
3307| Ambroxol Hel 1P+ {15mg+50m Liquid  {a, The replies [clarifications

Chlorpheniramine |g
Maleate IP+ .
Phenylephrine HClj *
1P ’

Guaifenesin IP+  |g+2mg+5m |Oral

1. Pharmacodynamically irrelevant-Patients may no
need all the ingredients and use of FDC may lead to
misuse and adverse effects.

2 Pharmacokineticalty irrelevant-different dosing '
shedule

wherever aveilable from firms
and earlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
3309|Paracetamol 125mg+!5 Synp {3, The replies /clarifications *
iP+Ambroxol HCl |mgt+5mg+2 Pharmacodynamically irrelevant wherever available from firms
|P+Phenylephrine jmg 1. Dosing schedule is incompatible. and earlier data submitted by

HCI
1P+Chlorphenirami
ne Maleate 1P

2. Ingredients will aggravate the adverse effects of
sedation and drowsiness and also will interefere wit
the reflexes.

3.Potential for drug-drug interaction.

them were thoroughly
xamined. The Committee

|obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3310|Codeine Phosphate| 10mg+4mg 1Syrup

1P+Chlorphenirami
ne Maleate IP

| Dosing schedule is incompatible.

2. Both the ingredients will aggravate the adverse
effects of sedation and drowsiness and also will
interefere with the reflexes.

3.There is a high risk of abuse potential of this
formulation in indian scenerio.

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thoroughly
examined. The Committee -
obesrved that data submitted
and available peer reviewed
scientific evidences do not

FDC. Hence, the Committee

support the rationality of this

considered this FDC as
irrational.
3312 Parﬁcetamol 250mg+5m (Oral a, The replies /clarifications
IP+Phenylephrine g+1.25mg+ |Liguid 1.Pharmacedynamically and phamacokinetically wherever available from firms
HCt 10mpg+rism| - irrational FDC. and earlier data submitted by

[P+Desloratadinet |8
Zin¢ Gluconate
USP+Ambroxol
HCL 1P

2. Patients may need only one ingredient and use of
FDC may lead to misuse.
3 Dosing shedule of the ingredients is incompatible.

them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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3313 Paracetamol

125mg+2.5 [Oral

l.PhannaccdynamicalIy and phamacokinetically

The replies felarifications
wherever available from firms

IP+Phenerphn'ne mg+0,5 Liquid :

HCI Smg+7. 5mg, irrational FDC. and earlier data submitted by

IP+Desloratadine+ 2.Pztients may need only one ingredient and use of {them were thoroughty

Zinc Gluconat= FDC may lead to misuse. . examined. The Committes

USP+Amiroxo) 3.Dosing shedule of the ingredients is incompatible Jobesrvad that data submitted

HClIP and available peer reviewed
scientific evidences do not
Support the rationality of this -
FDC. Hence, the Commitiee
considered this FDC a5
irrational. . )

3323 Dextromethorphan Smg:dmgt |Liquid |q, The replies fclarifications
Hydrobromide 50mg Oral Phannacodynamicaﬂy imelevant, wherever available from firmns
IP+Bromhexine LMucolytic increases mucus secretion and and earlier data submitted by

" [HCI - antihistaminic with antj cholinergic properties dry uithem were thorougtily -

JIP+Ammonium secretions. . ’ examined. The Committee

Chloride IP 2.Dosing scheduie js incompatible. obesrved that data submitted

and available pecr reviewad
scientific evidences do not
support the rationality of this
FDC. Hence, the Committet_a
considered this FDC as
irrational.

3327/ Phenylephrine 5mgt+500m (Uncoated a, The replies fclarifications
HCH-Parzcetamol £+30mg+2, [Tablets I.Phannacodynamicaﬂy and phnmacokincﬁcally wherever available from firms
IP+Caffeine Omg irmational FDC, and earlicr data submitted by
Anhydrous-l-CMmp 2.Patients may need only one ingredient and uge of [them were thoroughly
henitamine Males FDC may lead to misuse, " |examined. The Committes

3.Dosing shedule of the ingredients is incompatible obesrved that data submitted
' and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
irrational,

3329(Paracetamol 500 mg + rl'ablets a, The replics fclarifications
IP+Phenylephrine {10 mg+ 32 l.Phannacodynamical]y and phamacokincu‘cally wherever available from firms
HCl IP+Caffeine mg itrational FDC. : and earlier data submitted by
(anhydrous) Ip 2.Patients may need only one ingredient and uge of [them were thoroughly

FDC may lead to misuse, ) €xamined. The Committee
3 Dosing shedule of the ingredients is incorpatible,|obesrved that data submitted
' and available peer reviewed
. |scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC as
irrational,
3330{Chlorpheniramine 2.5mg+125 Syrup  |a, The replies /clarifications
Maleate img+55mg+ Phannaoodynamically irrelevant. wherever available from firms
IP+Ammoniym 0.5mg 1. Chlorpheniramine -1 antagonist are said o and earlier data submitted by
Chloride decrease thinorrhea but the drying effect may do  {them were thoroughly
1P+Sodium Citrate mrore harm because of their tendency to induce examined. The Committee
TP+Mentho! Ip somnolence obesrved that data submitted
2. Ammonium Chloride: increase the mucus and available peer reviewed
seczetion in respiratory fract scientific evidences do not
Support the mtionality of this
FDC. Heace, the Committee
considered this FDC as
irrational,

P

I8¢




Oral '

The replies /clarifications

3333[Chiorpheniramine {2.5mg+125 a, .
Maleate mg+1.25mg|Liquid Pharmacodynamically irrelevant- ) wherever available from firms
[P+Ammonium 1. Chtorpheniramine :H1 antagonist are said %o and earticr data submitted by
Chloride decrease rhinorrhea but the drying effect may do  |them were thoroughly
[P+Menthol TP | nore harm because of their tendency to induce examineq. The Committee
somnolence obegrved that data submitted
2. Ammonium Chioride: increase the mucus and available peer reviewed
secretion in respiratory iract scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.

3334[N-Acetyl Cysteine [200mg + Film a, The replies /clarifications
USP+ Ambroxol  |30mg - Coated |Pharmacodynamically irrelevant- wherever available from firms
Hydrochloride [P+ [+2.5mg Tablet |i Dosing scheduleis incompatible. ‘| and easlier data submitted by
Phenylephrine  [+2.5mg 2. igredients will aggravate the adverse effects of |them ‘were thioroughly
Hydrochloride 1P+ sedation and drowsiness and also will interefere withexamined. The Committee ’
LevocetirizineHydr the reflexes. ' obesrved that data submitted
ochloride IP 3. Potentiat for Drug-Drug interaction. and available peer reviewed

4. Indication of N-acetyl cystine in the FDCis scientific evidences do not
irrelevant. suppor the rationality of this
FDC. Hence, the Committec
considered this FDC as
irfational.
3341|Dextromethorphan [10.0mg+2.5|Syrup 3, The replies Jclarifications
Hydrobromide mg+1.25mg _ |Pharmacodynamically irrelevant- wherever available from firms
IP+Phenylephrine |+1.50mg 1 Dosing schedule is incompatible. and earlier data submitted by
Hel 1P+Tripolidine 2. Ingredients will aggravate the adverse effects of |them were thoroughly
Hcl IP+Menthol 1P sedation and drowsiness and also will interefere wit*:xamined. The Committee
the reflexes. obesrved that data submitted
3.Centrally acting anti-tussive not to be combined |and available peer reviewed
with anti-histaminic drug. scientific evidences do not
support tize rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3345/ Dextromethorphan |Smg+50mg (Syrup |2, The replies /clarifications .
Hydrobromide +2mg+2.5m| Pharmacodynamically irrelevant. wherevet available from firms
IP+AmmoniumChl g’ | Mucolytic increases mucus secretion and and earlier data submitted by
oride antihistaminic with anti cholinergic properties dry u*ihem were thoroughly
iP+Bromhexine secretions. : examined. The Committee
Hydrochloride 2 Dosing schedule is incompatible. obesrved that data submitted
1P-+Menthol 1P and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
irrational.
3350|Chlorpheniramine Amg+10mg |Liquid {1 Dosing schedule is incompatible. The replies /clarifications
maleate Oral 2. Both the ingredients will aggravate the adverse | wherever available from firms
Ip+Codeine effects of sedation and drowsiness and also will and earlier data submitted by
Phosphate ip intereferc with the reflexes. them were thorcughly
3.There is a high risk of abuse potential of this examined. The Committee
formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitice
considered this FDC as
irrational.

€9




3351/ Parecetamoi 325mg+10 [Uncoated|a, : ~{ The replies /clarifications
IP+Phenylephrine mg+5mg+3 [ Tablets I.Phannacodynamicaﬂy and phamacokinetically - |wherever available from firms |
Hydrochloride! Cmg : irrational FDC, ) and earlier data submitted by
etirizine ) 2.Patients may need only one ingredient and use of them were thoroughly

.|Hydrochloride FDC may lead to misuse, cxamined. The Committee
IP+Caffeine ) " " |3.Dosing shedule of the ingredients is incompatible jobesrved that data submitted
Anhydrous IP and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

.Jconsidered this FDC as
irrational.

3353|Bromhexiae 4mg+Smg+ [Liquid  |a, . The replies /clarifications _
Hydrochloride  |50mg+2.5m/Oralg Pharmacodynamically irrelevan- wherever available from firms
IP+Dextromethorp g . |. Dextromethorphan: it decreases the cough impul earlies data submitted by
han Hydrobromide 50 expulsion of secretion would be hampered - |them were thoroughly
1P+ Ammonium o " - |2. Bromhexine:a mucolytic which increases mucus Jexamined, The Committee
Chloride secretion shouid not given in combination with obesrved that data submitted
IP+Menthol P antihistaminic with antj cholinergic properties, and available peer reviewed

because due to anti cholinergic properties mucus scientific evidences do not

secretions is dried up, Support the rationality of this
FDC. Hence, the Committes
considered this FDC as
irrational

3354|Paracetamol 300mg+4m |Expector a, : The replies /clarifications
IP+Chlorphenirami gtlSmg . [ent - I.Pharmaoodynamically and phamaookinelicallyl wherever available from Grms
ne Maleate (uncoatedirrational FDC. and earlier data submitted by
1P+Caffeine{ Anhyd tablet) |2.Patients may need only one ingredient and use of them were thoroughly
rous) [P FDC may lead to misuse, ‘ examined. The Committee

3.Paracetamol dose is subtherapeutic. obesrved that data submitted
4.Dosing shedule of the ingredients is incompatibleJand available peer reviewed
3. Potential for drug-drug interaction, scientific evidences do not
’ support the rationality of this
FDC. Hence, the Committee
i considered this FDC as -
. ireational.
3335|Chlorpheniramine dmg+10mg [Oral I Dosing schedule is incompatible. The replies /clarifications
Maleate Liquid 2. Both the ingredients will aggravate the adverse  |wherever available from firms
IP+Codeine cifects of sedation and drowsiness and also will and earlier data submitted by
Phosphate 1P ‘ interefere with the reflexes, - them were thoroughly-
3.There is a high risk of 2buse potential of this cxamined. The Committes
formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scieatific evidences do not
support the rationality of this
FDC. Hence, the Cominities
considered this FDC as
irrational,

3357\ Paracetamol 650mg/500 [Film a, The replies /clarifications
IP+Phenylephrine mg+img/S (Coated I.thnacodynamically and phamacokinetically wherever available from firms
Hydrochloride mg+Smg/5 |Tablets [irrational FDC. and earlier data submitted by
IP+Cetirizine mg+30mg/3 2.Patients may need only one ingredient and use of them were thoroughty
Hydrochloride g FDC may lead to misuse. examined. The Committee -
iP+Caffeine 3.Dosing shedule of the ingredients is incompatible Jobesrved that data submitted
(anhydrous) Ip and available peer reviewed

scieatific evidences do not
support the rationality of this
FDC. Hence, the Commiucg
considered this FDC as
irrational.

Py %



3358] Salbutamol Tmgromgt [Film © |, S " TThe replies /clarifications |
Sulphate IP eq. to -|30mg ICaated |1. On the basis of current scientific understanding the wherever available from firms
Safbutamol+Cetiriz Tablets |FDCis pharmacodynam_ically icrelevant. - |and earlier data submitted by -
ine Hydrochloride 2. Use of Mucolytic alongwith anti-asthamatic drugsthem were thoroughly ’
P+Ambroxol is liable to be misused as expectoral t and exposing examined. The Committee
Hydrochloride 1P the patients unnecessary to the drugs and their obasrved that data submitted
adverse effects. ' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3360t Pa1 acetarnol 500mg+5m |Film a, The replics /clarifications
1P+Phenylephrine g+img+30 Coated ].Phannacodynamically'and phamacokinetically wherever available from firms
Hydrochloride mg ITattets |irrational FDC. ’ and earlier data submitted by
IP+Levocetirizine 9 Patients may need nnly one ingredient ard use of |them were thoroughly
Hydrochloride ' FDC may lead to misuse. examined. The Committee '
IP+Cafifeine 3.Dosing shedule of the ingredients is incompatible obesrved that data submitted
(anhydrous) [P and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, th_e Committee

congidered this FDC as .
jrrational.
3363| Dextromethorphan |10mg+5mg Uncoated|a, The replies /clarifications
Hydrobromide | +8mg:+50m |Tablet Pharmacodynamically irrelevant- wherever available from firmis
[P+Phenylephrine (g+2mg 1 Dosing schedule is incompatible.f and earlier data submitted by
Hydrochloride ' 2. Ingredients will aggravate the adverse effects of |them were thoroughly
1P+Bromhexine sedation and drowsiness and also will interefere witfy xamined. The Committec
Hydrochloride the reflexes. obestved that data submitted
IP-+Guaifenesin 1P9 3.Centrally acting anti-tussive not to be combined and available peér reviewed
Chlorpheniramine with anti-histaminic drug. sctentific evidences do not
Maleate IF support the rationality of this
FDC. Hence, the Committee
considered this FDC as
lirrational.
1364|Paracetamol 500mg+10 |Uncoated|a, The replies /clarifications
1P+Phenylephirine mg+2mg+t3 |Tablets 1.Pharmacodynamically and phmmcdkineﬁcally wheréver avaitable from firms
Hydrochloride Omg irrational FDC. and earlier data submitted by
TP+Chlorphenirami 2 Patients may need only one ingredient and use of |ihem were thoroughly
ne Maleate FDC may lead to misuse. examined. The Committee
1P+Caffeine 3.Dosing shedule of the ingredients 1§ incompatible|obesrved that data submitted
(anhydrous}) IP and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

5557 Dexiomethorphan |10mg+1.25 [0l [&

The replies /clarifications

Hydrobromide mgt+Smg  jLiquid Pharmacodynamically irrelevant- wherever available from firms -
[P+Triprolidine 1 Dosing schedule is incompatible. ‘ and earlier data submitted by
Hydrochloride 2. Ingredients will aggravate the adverse effects of [them were thoroughly
1P+Phenylephrine |sedation and drowsiness and also will interefere withexamined. The Committec
Hydrochloride IP the reflexes. obesrved that data submitted
3.Centrally acting anti-tussive not to be combined |and available peer reviewed
with anti-histaminic drug. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3368| Dextromethorphan {omgt+4mg Syrup |2 C
Hydrobromide - Inadvertatntly included as "a".
[P+Chlorphenirami \same is approved by DCG(I)
ng Maleate JP ‘

14 |



The replies /clarifications

-3379 Patacetamal . 300mg+8m [Uncoated]a, : . _ o i
- |IP+Bromhexine B+2rmng+50| Tablets Pharmacodynamically irrelevant. . " [wherever available from firms ]

HCi mg _ * Mucolytic Increases mucus secretion and and earlier data submitted by

IP+Chiorpheniran:i antihistaminic with antj cholinergic properties dry uphem were thoroughiy

ne maleate secretions. ' examined, The Committee

ip+Guaiphenesin [ - * Dosing schedule is ncompatible, "|obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag

L irrational.

3281 Salbutamol 2mg+100m [Uncoated a, _ . The replies /clarifications
Sulphate IP-eq.t0 [g+8mg Tablets |1. On the bagis of current scientific understanding the} wherever available from firms
Salbutamol-i-'l‘heop . FDCis pharmacodynamically irrelevant, and earlier data submitted by

" |eylline Anhydrous , . 2. Use of Mucolytic alongwith anti-astharmatic druggthém were thoroughty ' )
IP+Bromhéxine is liable to be misused as expectorant and exposing {examined. The Committee
HCi IP : the patients unnecessary to the drugs and their . obesrved that data submitted

adverse effects. and available peer reviewed
scientific evidences do not
support the mtionality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3382 Pamceﬁmoi - |325mg+5m |Uncoated Falt FOC s it _ﬂhﬁ_-mm“hmh Comnitec sod ik, = 10 replies /charifications
IPH evocetirizine E+3mg+30 |Tablets k- o s FIC e wherever available from firms
Hcl mg - oy e o submion 2l o Pulching's o «pemfand earlier data submitted by
IP+P, henylephrine . :?t;;?mm&ﬁum«wh Sppnoees; Thes e them were ﬂmmughly
Hel IP+Ambroxol e & e et o Themellal ok trostiiy e (o omined. The Committee
Hel IP . 2. 1 prodacis ofqqusda :fiﬁgv-mmﬁw?m .. |obesrved that data submitted

: g ini. oy bl v, e enplratory f ot i and available peer reviewed
mﬁmkﬁtwn‘liniu' h Ve i the FICs benid 4o B - 2 -
Ml‘ﬁnrlllludmhnlmlﬂnq_—s‘ﬁ sl o o -t Thoa s el el able scientific evidences do not
TM‘;&%‘:}_ fcives prencnd i ined o [ SUPPOT the rationality of this
lhmnllhh:ul‘m&.:lﬂﬂ‘-n z&m_ ) FDC. Hence, the Committee
i oy o it i vl el considered his FDC g

dh i Uy o Para fbe mimod FDCY soeqy k- Y, il [, 0
amcaké of I srengih of s Parscsmnol wed {325 ), which Sy insdogeate o o fver or | IITREON AL
Doity-acko b adll s,
5, &thnq:mwrhm-mhmmmh-hqumu
eiMlency, siack do dofn are rwmily avsiisbl, S sbunl [ Hom
mﬁ-w-rumwm‘naqﬂm—mm wore i bo bé off wiry poor
bty aod erah? ot he acecptahie 5
6. Neverth the i i mnu.mormm-ginm
fEor quilbe somic the a things have argued fa Swwr ol Pt
patimt adiscrence. mmbmlhﬂ
7, Thesetors, im fimx, fin oo s Be e ith
1 & ol hasls of thely WM“'*H“
5 i then 2, jo ety and ofHeacy datn for sperific
\me;wlmmmmml Sach protocots sheld b
mnhﬂhhﬂumiln“-hlﬁWnlhmwhm
‘whola of the shove wxoncing for podoeot dhoukd within Jmoreiny,

3383|Nimesulide [00mg+5m {Uncoated a, The replies /clarifications
BP+Cetirizine Hel g+Himg Tablets I.Phannacodynamically and phamacokineﬁcally wherever available from firms
IP+Phenylephrine - |irrational FDC: and earlier data submitted by
Hcl IP 2.Patients may need only one ingredient and use of them were thorougl_ﬂy

' FDC may lead to misuse, examined. The Committee
3.Potential for nimesulide toxicity and misusein  |obesrved that data submitted
FDC. ) and available peer reviewed

4.Potential for drug-drug interaction, scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee

considered this FDC ag
irrational,

B



3384 Dextromethorphan |10mg+Smg [Incoated |a, T : "The reities /clarifications’
Hydrobromide +2mg+i00 |Tablets 11 Dosing schedule is incompatible. - wherever available from firms
IP+bromhexine Het [mg - |2. ngredients will aggravate the adverse effects of |and earlier data submitted by
IP+Chiorghenirami : sedation and drowsiness and also will interefere wiqtthcm were thoroughly
ne Maleate the reflexes. examined: The Committee
1P+-Guaiphenesin - S - |3.Centrally anting anti-tussive not to be cofubined [obestved that data submitted
P with anti-histaminic drug. and availabte peer reviewed

scientific eviderces do not
support the rationality of this
FDC. Hence, the Commiftee
considered this FDC as
irrationat.
3385|Naphazoline Hel 0.056% wiviEye  {a, - The replies /clarifications
USP+Chlorphenira |+ 0.01%  |Drops Pharmacodynamically irrelevant- wherever availabie from firms
mine Maleate . |wiv+ 1. Therapeutic area not clear o and earlier data submitted by
IP+Zinc Sulphate  [0.12% wiv 2. Multiple ingredients with diverse pharmacelogicdkhem were thoroughly
iP+Boric Acid - |+ 125% profile susceptible to pharmaceutically " " |examined. The Committee
Tp+Sodium chloridejw/v + incompatibility obesrved that data submitted
P+chlorobutol 1P [0.05% wiv and available peer reviewed
(As Preservative) |+ 0.035% scientific evidences do not
wiv support the rationality of this
FDC. Hence, the Committee
considéred this FDC as
irrational.

3386{Paracctamol 325mg+10 |Uncoatedja, ' ' ’ The replies /clarifications
iP+Phenylephrine |mg+2mg+3 Tablets |1.Pharmacodynamically and phamacokineticaily wherever available from firms
Hel Omg frrational FDC. and earlier data submitted by
[P+Chlorphenirami 2.Patients may need only one ingredient and use of |them were thoroughly
ne Maleate FDC may lead to misuse. : examined. The Committee
IP+Caffeine 3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted
(anhydrous ) IP and available peerreviewed

scientific evidences do not

" support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3387 Paracetamol[P+Bro{325mgr4m Uncoated|a, The replies /clarifications
mhexine g+5Smg+4m [Tablets Pharmacodynamically irrelevant. wherever available from firms |
HcllP+Phenylephri|g+30mg . |1.Mucolytic increases rmicus secretion and and eartier data submitted by
ne Hol . antihistaminic with anti chelinergic propetties dry u+:hem were thoroughly
[P+Chlorphenirami secretions. examined. The Committce
ne Maleate 2 Dosing schedule is incompatible. obesrved that data submitted
P+Guaifenesin 1P 3. Paracetamol dose is subtherapeutic. and available peer reviewed

| scientific evidences do not
support the rationatity of this
FDC. Hence, the Committee
considezed this FDC as
irrational. C

3388| ParacetamollP+Lev| 500mg+2.5 Uncoated|a, ' The replies /clarifications
ocetirizine Hel mg+30mgt Tablets |1.Pharmacodynamically and phamaookineﬁcally whercver available from firms
1P+Caffeine 10mg imational FDC. : and earlier data submitted by
(anhydrous} 2 Patients may need only one ingredient and use of |them were thoroughly
[P+Phenylephrine | FDC may lead to misuse. ' examined. The Committee -
Hcl IP - |3.Dosing shedule of the ingredients is incompatible. obesrved that data submitted

) and available peer reviewed
scientific evidences do not
support the rationality of this

IFDC. Hence, the Committee
considered this FDC as
irrational. :

Lt — B4



3389(Salbutaro] - | The replies /clarifications ﬁ
Sulphate TP eq. to wherever available from firms-
Salbutarnoi+Brom and earlier data subrnitted by

them were thoroughly
Hydrochloridelp examired, The Committee
obesrved that data Submitted
and available peer raviswed
scientific evidences do not
|support the rationality of this
FDC. Hence, the Commities
vonsidered this FD( a5
n- ]a(ml- ﬂl.

3390| Paracetamolip+ph 325tmg+5m |Uncoated a, : - [The replies /clarifications:
nylephrine He] g+2mg+15 [Tablets I.Phannaéodynmically and phamaeokinetically wherever available from firms
IP+Chlorphenirami mg - irrational FDC., . and carfier data submitted by
ne Maleate .12.Patients tay need-only ope ingredient and use of them were thoroughiy
1P+Caf¥eine "IFDC may lead o misuse, ’ examined. The Committee

{(anhydrous) fp 3.Dosing shedule of the ingredients is incompatible obesrved that data submitted
‘ ' and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC a5 '
litrational,

3391 Dextrometholphan [0mg+5mg [Uncoated a, The replies /clarifications
Hydrobromide +50mg+5m |Tablets | Dosing schedue is incompatible, ) wherever availabie from firms
1P+Phenyiephrine g+325mg 2. Ingredients will aggravate the adverse cffects of wnd earfier data submitied by
Hel IP+Guaifenesin sedation and drowsiness and also will interefere wi were thoroughly
IP+Cetirizine He) the reflexes, xamined. The Committee
IP+Acetaminophen 3.Centrally acting anti-tussive not to be combined ed that data submitted
e with anti-histaminie drug, and available peer reviewed

[sclentific evidences do not
'support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
imationzl,

3392/ Guaifenesin+ 100 mg+ 8 [tablet [a, {The replies /clarifications
Bromhexine HCL+ mg+ 5 mg+ Phannacodynamiully irelevant- whevever available from firmg
Chiorphenitamine 2 mg ' l. Guaiphenesing mwscolytic which increases myucusand carlier data submitted by
HCL+ Paracetamol secretion should not given in combination with [t were thoroughly

| antihistaminic wigh agti cholinergic Pproperties, cxamiined, The Committee
because due to angj cholinergic properties mucus  lobesrved that data submitted
secretions is dried up, ’ @nd available peer reviewed
2. paracetamol : addition of paracetamol express thefscientific evidences do not
consumers to the hepatotoxic effect of antipyretic  [suppori the rationality of this
unnecessarily . FDC. Hence, the Committee
3. Chiorphenicamine ‘H1 antagonist are said to considercd this FDIC as
decrease rhinomhes but the drying effect may do  |irrational
more harm becanse of thejr tendency to indyce
Somnolence _
4.All ingredients present in the FDC have different
indications, : :
3395|Paracetarno] 500mg+10 {Uncoated|a, : B The replies /clarifications
mg+2mg+3 {Tablets I.thnacodynamicaﬂy and phamaooldneﬁcally whezever available from firms
Omg irrational FDC. aad earlier data submitted by
2.Patients may need only one ingredient and use of them were thoroughly
FDC may lead o misuse, eXamined, The Committee
3.Dosing shedule of the ingredients js incompatible jobesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this

Hence, the Commiittee

considered this FDC as

‘Hrational.

|
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Phenylep_ﬁrine

The replics /clarifications

3359 Smg+2mgt |Tablets |3, - -
HC1=Chlorphenira | 16mg+500 1 .Pharmacodyramically and phamacokinetically wherever available from firms
mine mg jrrational FDC. ' and earlier data submitted by
Maleatet+Caffienet| 2 Patients may need only one ingredient and use of |them were thoroughty
Paracetamol FDC may lead to misuse. examined. The Committee
3 Dosing shedule of the ingredients is incompatibleobesrved that data submitted
‘ and available peer reviewed
scientific evidences do net
) support the rationality of this
FDC. Hence, the Comumittee
considered this FDC as
frrational.
1403|Chlorpheniramine 3mg+110m |Solution - |a, The replies fclarifications
Maleats g+18.5mgt Pharmacedynamically irrelevant- wherever available from firms
Jp+Ammonium  [0.9mg 1..Chlorphemramine :H1 antagonist are said to and earlier data submitted by
Chloride - decrease rhinarrhea but the drying effect may do .+ |them were thorcughly
[P+~hloroform more harm because of their tendency to induce examined. The Committee ’
1P+Menthol IP somnolence ‘ : obestved that data submitted
2. Ammonium Chioride: increase the mucus and available peer reviewed
-|secretion in respiratory tract scientific evidences do not
‘ support the rationality of this
{¥DC. Hence, the Committee
considered this FDC as
irrational.
1404] Betholite-PD 1mg+50mg {Oral a, The replies fclarifications
' (Salbutamotl +15mg . |Liquid ]i. On the basis of current scientific understanding thejwherever available from firms
Sulphate FDCis pharmacodynamically frrelevant. and earlier data submitied by
iP+Choline 2. Use of Mucolytic alopgwith anti-asthamatic drugithem were thoroughly
Theophylinate is liable to be misused as expectorant and exposing examined. The Commitiee
BP-+Ambroxot HCl the patiens unnecessary 0 the drugs and their obesrved that data submitted
P adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committce
considered this FDC as
imational.
3405|Guaiphenesin 10mg+10m |Oral a, : The replies /clarifications
1P+Dextromethoph gHdmg+5m Liquid Pharmacodynamically irrelevant- wherever available from firms
an g 1. Guiaphenesin: a mucolytic which increases mucw earlier data submitted by
Hydrobromide+Chl secretion should not given in combination with them were thoroughly
orpheniramine antihistaminic with anti cholinergic properties, examined. The Committee
Maleate because due to anti cholinergic properties mMucus obesrved that data submitted
[P+Phenylephirine secretions is dried up. and available peer reviewed
HCl IP 2. Dextromethorphan: it decreases the cough impulsscientific evidences do not
so expulsion of secretion would be hampered . sepport the rationality of this
3. Patients may need only one ingredient and use of FDC. Hence, the Committee
FDC may Jead to misuse. considered this FDC as
4.Dosing shedule of the ingredicnts is incompatible. irrational.
3406|Salbutamol 1mg+50mg jOral a, : The replies [clarifications
Sulphate IP eq. t0 +15mg Liquid [1.Onthe basis of current &cientific understanding thejwherever available from firms
salbutamol FDCis phammcodynamical!y imrelevant. and carlier data submitted by
1P+Choline 2. Use of Mucolytic alongwith anti-asthammatic druggthem were thoroughly
Theophylinate is liable to be misused as expectorant and exposing |examined. The Committee
BP+Ambroxol HCI the patients unnecessary to the drgs and their  |obesrved that data submitted
BP adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC a3
imational.
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3409 Chiorpheairamine 4mg+10mg |Oral
Maleate + Codeine - ILiquid
Phosphate IP

I Dosirg schedule is incompatiple, .
2. Both the ingredients will aggravate the adverse

jeffects of sedation and drowsiness and also will

interefere with the reflexes.
3.There is'a high risk of sbuse potential of this
formylation in indian scengrip,

The replies /clarifications j
wherever available from fims
and earlier dats submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and availabie peer reviewed -
scientific evidences do not
support the mationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

3410 Dextromelhorphan 10mg+4mg |Oral
Hydrobromide+Gy +100mg+5 Liquid
aifenesiq+Chlorph mg

a,
1 Dosing schedule is incompatible,

2. Ingredients wil aggravate the adverse effects of
sedation and drowsiness and also will interefere witlti

" |niramine
MaleatetPhenylep, the reflexes.. examined. The Committee
rine Hel' 3.Centrally acting anti-tussive not to be combined [obesryed that data submitted

) with anti histaminic drug, and available peer reviewed
screntific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC ag

‘ irrational,
3411|Codeine Phosphate 10mg+dmg [Syrup |1 Dosing schedule is incompatible, The replies /clarifications
IP+Chiomphenirami : 2. Both the ingredients will aggravate the adverse wherever available from firms
ne Maleate IP effects of sedation and drowsiness and also will and earlier data submitted by
interefere with the reflexes. them were thoroughly

3.There is g high risk of abase potential of this
formulation in indian scenerio.

examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this

FDC. Hence, the Committes
considered this FDC a5
irrational,

3415|Codeine Phosphate 10mg+dmg Syrup
{P+Chlorphenirami
ne Maleate [P

1 Dosing schedule is incompatible,

2. Both the ingredients wil] aggravate the adverse
cffects of sedation and drowsiness and also wil}
interefere with the reflexes. )
3.Thereisa high risk of abuse potential of this
formulation in indian scenerio,

The repliesfdau’ﬁcations_
wherever available from firms

and earlier data submitted by
them were thoroughly .
examined. The Committee
obesrved that data submitted
and availsble peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
trational.

4mg+10mg [Nil
+H0.1mg

Eﬁmrphenimmine
Maleate
IP+Codeine
Phosphate
IP+Menthoi 1

1 Dosing schedule js incompatible,
- Both the ingredients will aggravate the adverge

. |interefere with the reflexes,

3.There is a high risk of abuse Ppotential of thig
formulation in indian scenerio,

The replies /clarifications
wherever available from firms
and earlier data submitied by

them were thoroughly
examined. The Committee

obesrved that data submitted
and avaijlable peer reviewed
scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC as

et
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3424| Dextromethorphan 5mg+50mg Syrup The replies /claritications -

a, . . - . :
|Hydrobromide+Gu [+2.5mg+60 1 Dosing schedule is incompatible. wherever available from firms
aifenesint+Chlorphemg : 2. Ingredients will aggravate the adversc effects of |and earlier data submitted by
niramine : sedation and drowsiness and also will interefere withthem were thoroughly
Maleate+Ammoniu | - the reflexes. - examined. The Committece
m Chioride IP . . 3.Centrally acting anti-tussive not to be combined obe_:srved that data submitied
with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
34372|Dextromethorphan |10mg+5mg |[Syrup |3, The replies /clarifications
Hydrobromide—l'CetJ+5mg+l Sm 1 Dosing schedule is incompatible. wherever available from firms
irizine HCl g 2. Ingredients will aggravate the adyverse effects of |and earlier data submitted by
{P+Phenylephirine | :  {sedation and drowsiness and also will interefere withthem were thoroughly .
Hel 1P+HMenthol 1P ‘ the reflexes. ’ examined. The Committee
3 Centrally acting anti-tussive not to be combined {obesrved that data submitted
|with anti-histaminic drug. and available peer reviewed
. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considerad this FDC as
irrational. -
3433|Chlorpheniramine |Smg+100m |Syrup  |a, _ ' The replies /clarifidations
Maleate g+40mg+1 " |Pharmacodynamically irrelevant- - wherever available from firms
1P+Ammonium  jmg " 1. Chlorpheniramine :Hi antagonist are said to and earlier data submitted by
Chioride " ldecrease rhinorrhea but the drying effect may do them were thoroughly
IP+Sodium Citrate | more harm because of their tendency to induce examined, The Committes
1P+Menthol IP somnoleace - obesrved that data submitted
2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory fract scientific evidences do not
support the rationality of this
FDC. Hence, the Commitiee
considered this FDC as
irrational,
3439|Chloropheniramine|Zmg+Smg+ (Syrup |2 C
Maleate 10mg Inadvertataily inciuded as "a".
IP4Phenylephrine Same is approved by DCG(T)
HCH
IP+Dextromethorp
han Hydrobromide |
1P
3443|Chlorpheniramine |3mg+130m Oral a, - | The replies /clarifications
Maleate . |g+65mgt0. |Liquid Pharmacodynamically irrelevant- wherever available from firms
IP+Ammonium  |5mg 1. Chlorpheniramine :H1 antagonist are said to and earlier data submitted by
Chloride decrease thinorrhea but the drying effect may do them were thoroughly
IP+Sodiim Citrate more harm because of their tendency to induce examined. The Committee
[P+Menthol IP * |somnolence obesrved that data submitied
2. Ammonium Chloride: increase the mucus and available peer reviewed
secretion in respiratory tract ' scientific evidences do not
support the rationality of this
FDC. Hence, the Committee’
considered this FDC as
irrational.




..3445|Chlorpheniramine dmg+10mg [Ofal . ]} Dosing schedule is incompatible. - . | The repiies /clarifications
Maleate _ Liquid. 12, Both the ingredients will aggravate the adverse  |wherever available from firms
[P+Codeine effects of sedation and drowsiness and also wil] - and earlier data submitted by

. {Phosphate TP interefere with the reflexes. - them were thoroughly
3.There is a high risk of abuse potential of this examined. The Con.mittee
formulation in indian scenerio. obestved that data submiteed

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Comniittee
considered this FDC as
irrational,
-| 3448|Chlorpheniramine 3mg+130m [Oral a, - " |The replies /clarifications
Maleate - gt65mg+0. [Liquid Pharmacodynamically irrelevant. . wherever available from firms
" [IPtAmmonium  |smg L. Chiorpheniramine :H1 antagonist are said fo and earlier data submitted by
‘IChloride | ‘ *|decrease rhinomrhea but the drying effectmaydo  [them were thoroughly

IP+Sodium Citrate more harm because of their tendency to induce examined. The Committce

[P+Menthot 1P somnolence obesrved that data submitted

: 2. Ammonium Chloride: increase the mucus and avajiable peer reviewed
secretion in respiratory tract scientific evidences do not

support the rationality of this -
FDC. Hence, the Committee
considered this FDC as
irrational,
3449/Diphenyhydramine 12.5mg+7.5{Oral a, ) 'The replies Iclan'ﬁcati_njns
HCl IP+Terpine mg+125mg |Liquid - Pharmacodynamically irrelevant, wherever available from firms
Hydrate +55mg+1.5 No published literature supporting the combination |and earlier data submitted by
USP+Ammonium |mg : them were thoroughly
Chloride examined. The Committes
IP+Sodium Citrate obestved that data submitted
P and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational, '
3451|Chlorpheniramine 4mg+10mg (Oral .11 Dosing schedule is incompatible, .| The replies /clarifications
Maleate Liquid |2, Both the ingredients will aggravate the adverse jwherever available from firms
IP+Codeine effects of sedation and drowsiness and also will and carlier data submitted by
Phosphate IP interefere with the reflexes, them were thoroughly
‘ 3.There is a high risk of abuse potential of this - examined. The Committee
formulation in indian scenerio. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3452%iPseudoephedrine 60mg+8mg |Uncoated|a, The replies /clarifications
HCI. Tablets Pharmacodynamically irelevant, wherever available from firms
IP+Bromhexine ‘ 1. Mucokinetic increases mucug secrefion and and earlier data subrmitted by

“HCl IP decongestant will dry up secretions. them were thoroughty

2.Dosing schedule is incompatible, examined. The Commitice
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,

2]
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3453|Cetirizine HCl

Smg+10mg
+325mg+25
mg+100mg

1P+Phenylephrine
HCl
IP+Paracetamol
IP-+Caffeine
{Anhydrous),
1P+Nimesulide BP

Uncoatedia,

S The replies /clarifications

I Phannacodynamlcall:, and phamacokmettcally wherever available from firms

irrational FDC. and earlier data submitted by

2.Patients may need only one ingredient and use of [them were thoroughly

FDC may lead to misuse. examined. The Committee

.5 Dosing shedule of the ingredients is incompatiblejobesrved that data subriitted
.|and available peer reviewed
scientific evidences do not
suppart the rationality of this
FDC. Hence, the Comimiltee

{considered this FDC as

irrational.
3455|Dextromethorphan | Smg+4mg+ a, - : The replies /clarifications
Hydrobromide 50mg+50m Pharmacodynamically itrelevant. ' wherever available from firms
IP+Bromhexine - |g 1.Mucolytic increases mucus secretion” and and earlier data submitted by
HCI ’ antihistaminic with anti cholinergic properties dry ujth ‘were thoroughly
IP+Ammonium secretions. jexamined. The Cormittee
Chloride 2.Dosing schedule is incompatible. obesrved that data submitted
1P+Menthol IP and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3456|Guaifeniesin 100mg+10 a, The rephes /clarifications

IP+Dextromethorp {mg+5mg+4
han Hydrobromide {mg
[P+Phenylephrine
HCl
1P+Chlorphenirami
ne Maleate [P

wherever available from firms
and earlier data submitted by
thern were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
ientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

Pharmacodynamically irrelevant-

1. Guaiphenésin:a mucolytic which increases m
secretion should not given in combination with
antihistaminic with anti cholinergic properties,
because due to anti cholinergic properties mucus
secretions is dried up.

2. Dextromethorphan: it decreases the cough impuls
s0 expulsion of secretion would be hampered

3. Chlorpheniramine :H1 antagouist are said to
decrease rhinorrhea but the drying effect may do
more harm because of their tendency to induce
somnolence

4. All ingredients have different therapeutic
indications.

3459,

Hydrobromide+Leyg+5mg+7.5
ocetirizine HCI  |mg
[P+Phenylephrine
HCI IP+Zinc
Gluconate eq. to
elemental Zinc

Dexiromethorphan | 10mg-+2.5m|Expector

1 Dosing schedule is incompatible. "|The replies /clarifications

2. Ingredients will aggravate the adverse effects of [wherever available from firms
sedation and drowsiness and also will interefere wil d earlier data submitted by
the reflexes. them were thoroughly
3.Centrally acting anti-tussive not to be combined ined. The Committee
with anti-histaminic drug. obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

3463

Dextromethorphan |10mb+-Smg+
Hidrobromide 50mg+60m
IP+Cetirizine Di |g
HCI1
1P+Guaifenesin
1P+Ammonium
Chtoride IP

considered this FDC as
irrational.

3, ’ ' : The replies /clarifications

1 Dosing schedule is incompatible. whierever available from firms

2. Ingrediénts wiil aggravate the adverse effects of {and earlier data submitted by

sedation and drowsiness and also will interefere witlthem were thoroughly

the reflexes. _ exammined. The Committee

3.Centrally acting anti-tussive not fo be combined jobesrved that data submitted

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as .
irrational.

Ot
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3968] Levoostiraimerp s Seug+325m [Uncoted[a,

acetamoMPheny]
hrin, i

8+5mg+25 ITablets
eine mg ,

3472 Levocetirizine Hel [0.8mg+15m Oral

" |misuse and adverse effects.

1.-Pharmacodynamjcally iirelevant-l’atients may no
need afl the Ingredients and use of FDC may lead 1y
2.P

shedule,
3. Subtherapeutic doge of paracetamol.

hnmlacoldneﬁcally ine!evm_lt—diﬂ'e_rent dosing

a, .
i. Phannlcodynamica!ly irrelevant-Patimts may no

IThe roplies Zclarifications. i
!wherever available from firmg

and earlier data submiited by -
ther were thoroughly )
eXamined, The Committee
obesived that diuta submitted
and available peer reviewed
scientific evidences do not
Support the rational; ty of this
FDC. Hence, the Committee
considered this FDC as
irrational

- [1P4-Ambroxo} HC] 8+50mg+s Suspensi .
IP+Guaifenesin mg on need all the ingredienty and use of FDC may lead toland earlier dptg submitted by
-|"P+Phenylsphirine | misuse and adverse effects. _ them were thoroughly
HCl IP+Mentho [ 2.Phannaeokinetically itrelevant-differens dosing  (examined. The Commitiee
' : shedyle obesrved that daty submitted
and available peer reviewed
scientific evidenices do nog
Support the rationality of thig
FDC. Hence, the Committee
considered this FDC as
irrational,

3473 Paracetamg] 250mg+5m [Ora) a, The replies felarifications
IP+Phenylephrine g+l.25mg+ Suspensi I.Phamacodymmieallymd phamacokinehcaﬂy wherever available from firms
HCl 60mg on Irrationa] FDC, and earlier datg submitted by
1P+Lwoeet|'lizine ‘ 2.Patients may need caly ope ingredient and use of them were thoroughiy
HCI IP+Sodium FDC may lead to misuse, <xamined. The Committee
Citrate Ip 3.Dosing shedule of the ingradients ;s Incompatible jobesrved that data submitted

4. Potential for drig-drug interaction and available pecr reviewed
scientific evidences do not
support the rationality of thig

|FDC. Hence, the Committee
considered this FDC ag
imational,

3476 Ambroxo) HCI [P+ 15mg+1mg [Org] a, : The repiies /clarifications
Saibutamo} +55mg+1m Liquid {1, On the basis of Current scientific understanding the wherever available from firms
Su!phatelPeq.' to Syp [FDCis pharma ically irrelevant. and earlier daty submitted by
Salbutama}+ ]2 Use of Mucolytic alongwith anti-asthanatic druggthem were thoroughly
Choline is liable to be misnged & expectorant and €Xposing |examined. The Committee
TheophyWinate Bp+ _fthe Patients unnecessary io the drugs and thejr obesrved that data submitted
Menthol 1p adverse effects, [and available peer reviewed

{Bcientific svidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC g5
irational,

3489 Paracetame] 325mg-+2m Uncoatedfa, . The replies felarifications

- [IP+Chlorpheniram; g+25mg  Jables l.Pharmaoodynanﬁcaﬂyand phamacokineticlﬂy wherever available from firmg
he maleate ' irrational FDC. and earlier data submitraq by
IP+Caffeins 2.Patients may need only one ingredient ang use of {them were thoroughly
Anhydrous [p may lead to misuge. examined, The Committee

3 1 dose i3 subtherapeutic obesrved that data submitted

and available peer reviewed
scientific evidences do not
Support the rationality of thig
FDC. Hence, the Committee
considered this FDC as
irrational,
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3504 Paracetamol - - 1500mg+10

Hydrochlotide =~ [Smg

‘ Uncoated|zs,
IP+Phenylephrine img+2nigt2 |Tablets

1.Pharmacodynamically and phamacokineticalty
irmational FDC.

The replies fclarifications
wherever available from firms

and earlier data submitted by -

IP+Chlorphenirami 2 Patieits may need only one ingredient and use of [them were thoroughly
ne Maleate FDC may lead to misuse. . examined. The Committee
IP+Caffzine IP 3 Dosing shedule of the ingredients is mcompat-bl. obesrved that data submicted
! and available peer reviewed
scientific evidences do not
' support the rationality of this
FDC. Hence, the Committee
congidered this FDC as
irrational.
3506jParacetamol 500mg+2m |Film - |a, The replies /clarifications
IP+Chlorphenirami|g+30mg+10[{Coated | Pharmacodynamically irrelevant. wherever available from firms
ne Maleate Omg+10mg [Tablets |» Mucolytic increases mucus secretion and and earlier data submitted by
[P+Ambroxol o antihistaminic with anti cholinergic propemes dry ufthem were thoroughly .
Hydrochloride secretions. examined. The Committee
IP+Quaifenesin = Dosing schedule is incompatible. obesrved that data submitted
{P+Phenylephrine and available peer reviewed
Hydrochoride I[P scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
3507| Levocetirizine 2.5mg+10m|Uncoated]a, _ | The replies /larifications
Hydrochloride g+60mg+10|tablets  |1. Phanmacodynamically irrelevant-Patients may nojwherever available from firms

IP+Phenylephrine [Omg+325m

need 21l the ingredients and use of FDC may lead to

and earlier data submitted by

Hydrochloride g misuse and adverse effects. them were thoroughly
1P+Ambroxol 2 Pharmacokinetically imelevant-different dosing  |exaniined. The Committee
Hydrachloride shedule. ' obesrved that data submitted
1P+Guaiphenesin 3.Potential drug interation. and avaitable peer reviewed
1P+Paracetamol IP 4. Subtherapeutic dose of paracetamol. 'scientific evidences do nor
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3509|Levocetirizine 2.5mg+500 Uncoatedla, The replies /clarifications
Hydrochloride mg+10mg+ [tablets 1. Pharmacodynamically irrelevant-Patients may no{wherever available from firms
1P+Paracetamol  |30mg need all the ingredients and use of FDC may lead to|and carfier data submitted by
1P+Phenylephrine misuse and adverse effects. them were thoroughly
Hydrochloride 2 Pharmacokinetically imelevant-different dosing  |examined. The Committee
IP+Caffeine shedule, obesrved that data submitted
anhydrous eq. to and available peer reviewed
caffeine scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3511|Chlorpheniramine |4mg+10mg |Oral 1 Dosing schedule is incompatible. The replies /clarifications
Maleate +0.1mg Liquid |2. Both the ingredients will aggravate the adverse |wherever available from firms
1P+Codeine effects of sedation and drowsiness and also will and cartier data submitted by
Phosphate linterefere with the reflexes. them were thoroughly
IP+Menthol IP 3.There is a high risk of abuse potential of this  |examined. The Committee
formulation in indian scenerio. obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as

irrational.
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3512 Chloxphenimniine 4mg+133m

Oral - [a, - .

Pharmacodynamicaj]y irrelevant-

The replies /clarifications ) —’
wherever available from firms

Maleate [P+Vasy £+6.25mg+ |Liquid

Extract eq. to 160mg+60 *|L. Chlorpheniramine -H] antagonist are szid to and earlier data submitted by

Vasaka [P mg+img decrease rhinorrhea byt the drying effectmay do  [them were thoroughly

'66+Tolubalsm more harn because of their tendency to induce examined The Commrittee

IP+Ammonium - |sontnolence - . .. : - oiesrved that data submitted

Chloride . 2. Ammonium Chloride: increase the mucus and available peer reviewed

IP+Sodium Citrate secretion in respiratory tract. scientific evidences do not

IP+Menthol [p support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational, .

Oral a The replies /clarifications

3513(Bromhexine Hel 4mg+2.5mg
IP+Cetrizine Hel +5mg+50m

IP+Phenylephrine g+1mg
HCI oo

Liquid (1. Pharmacologically no synergistic effect

profile susceptible to phamaceutically .

2. Multiple ingredients with diverse pharmacologi
- _-jthem were thoroughly
|examined. The Commitiee

wherever available from firms
d earlier data submitted by

IP+Guaifenesin incompatibility,
IP+Menthol Ip 3. Phannacokineﬁcally incompatibiliy. obesrved that data submitted
and avajlable peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3514|Dextromethorghan Smgt1Smg {Syrup  [a, _ The replies /clarifications
Hydrobromide +50mg+2m . I Dosing schedule is incompatible, wherever available from firms
1P+Ambroxo] Hcl gt2.5mg 2. Ingredients wifl agpravate the adverse effects of and eardier data submitted by
IP+Ammonium sedation and drowsiness and also will interefere withthem were thoroughly
Chloride the reflexes. . . ) examined. The Committee
IP+Chlorphenirami 3.Centratly acting anti-tussive not to be combined  [obesrved that data submitted
ne Maleate with anti-hismminic,drug. and available peer reviewad
IP+Menthol Ip scientific evidences do not
support the rafionality of this
FDC. Hence, the Committee
considered this FDC az
irrational,

3515)Ambroxol Hel 15mg+2mg |Oraj a, The replies /clarifications
IP+Chlorphenirami mg+50m |Liquid- |I. Pharmaoodynamimlly irrelevant-Patients may nofwherever available from firms
ne Maleate gtImg Syrup  Ineed all the ingredients and use of FDC may lead to(and carlier data submitted by
IP+Phenylephrine misuse and adverse effects, them were theroughly
Hel IP+Guaifenesin ) ZPhannaooldneﬁcaﬂy imelevant-different dosing  [examined, The Committee
IP+Menthol Ip shedule ‘ obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
irrational,

3518 Dextromethorphan 10mg+5mg |Oral a, The replies /clarifications
Hydrobromide +5mg+7.5m Liquid- Phamnacodynamically imrelevant. wherever available from finms
IP+Phenylephrin gH.5mg  [Synp o Dosing scheduie is incompatible, and carlier data submitted by
Cl IP+Cetirizine 2. Ingredients will aggravate the adverse effects of [them were thoroughly
HC! IP+Zinc sedation and drowsiness and also will interefere wi amined. The Commitiee
Gluconate USP as the reflexes, obesrved that data submitted
elemental 3.Centrally acting anti-tgsive not g be combined |and availabie peer reviewed
Zinc+Menthol IP with anti-histaminic drug. scientific evidences do not

support the rationality of this
FDC. Henrce, the Committee
congidered this FDC as
irrational,

Ot
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Diethylcarbamazine] 100mg+60

The replies /clatifications

1 35201 Film a,
Citrate mg+2mg {Coated | Pharmacodynamic irrelevant - wherever available from firms
{P+Guaiphenesin ... . Tablets |{1. Patient may need only one ingredient and use of [and earlier data submitted by
{P+Chlorphenirami ' FDC may lead to misuse. them were thoroughly
ne Maleate 2.Guaiphenesin is not indicated for eosinophillia, aTexamincd. The Committee
it is a mucolytic-which increases-mucus secretion andjobesrved tnat data submitted
should not be given in combination with and available peer reviewed
antihistaminic with anti cholinergic properties. scientific evidences do not
support the ratiorality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3521|Diethylcarbamazine| 50mg+50m |Film . |a, . The replies /clarifications
Citrate gtlmg Coated | Pharmacodynamic itrelevant - wherever available from firms
IP+Guaiphenesin Tablets |1. Patient may need only one ingredient and use of [and earlier data submitted by
IP+Chlorpheniramil FDC may lzad to misuse. ‘tthem were thoroughly
ne Maleate ’ 2.Guaiphenesin is not indicated for eosmophlllua, agexamined. The Committee
[ ’ it is 2 mucolytic which increases mycus secretion anv:lw obesrved that data submitted
should not be given in combination with and avaitable peer reviewed
antihistaminic with anti cholinergic properties. scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3522|Diethylcatbatmazine250mg+150|Film a, The replies /ctarifications
Citrate mg+dmg  |Coated Pham'laoodynamtc irrelevant - wherever available from firms
{P+Guaifenesin Tablets |1. Patient may need only one ingredient and use of |and earlier data submitted by
IP+Chlorphenirami FDC may lead to misuse. them were thoroughiy
ne Maleate 2.Guaiphenesir is not indicated for eosinophillia, agexamined. The Committee
it is a mucolytic which increases mucus secretion and{obesrved that data subrmitted
should not be given in combination-with " land available peer reviewed
antihistaminic with anti cholinergic properties. scientific evidences do not
support the rationality of this
FDC: Hence, the Committee
considered this FDC as
irrational.
3523| Terbutaline 2.5mg+200 {Sachets |a, The replies /clarifications
Sulphate IP+N-  |mg+100mg " |1. On the basis of current scientific understanding the|wherever available from firms
Acetyl L-Cysteine FDC iz pharmacodynamicaily imelevant. and earlier data submitted by
USP+ Guaifenesin 2, Use of Mucolytic alongwith anti-asthamatic drug$them were thoroughly
14 ) is liable to be misused as expectorant and exposing |examined. The Committee
the patients unnecessary to the drugs and their obesrved that data submitted
adverse effects. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
3524|Calcium Gluconatef500mg+5m |Film a, The replies /clarifications
IP+Levocetirizine |g Coated (Pharmacodynamically irrelevant- wherever available from firms
Dihydrochloride IP Tablets |1.Each ingredients have different indication. and ecarlicr data submitted by
2.This combination does not follow the concept andthem were thoroughly
- fpurpose of FDC examined. The Committee
' obesrved that data submitted
and available peer reviewed
scientific evidences do not
{support the rationality of this
FDC. Hence, the Committee
considered this FDC as
Trrational.
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ool
IP+Levocetirizine - mg+60mg. |Coated

Di hydrochloride Tablets.
IP+p, hedri

eHel Ip

Chioride p

650mg+2,5 [Film

"{1 Dosing schedale
12. Both the ingredients wily aggravate the adverse

The replies /claﬁﬁcations

a, : S
L Paraceqmol dose high " [wherever available from firms
2, Pharmacokinetjc incompatibility. and earlier daja submitted by

3. Potentia} fordrug—drug interaction, them were thoroughly
' [examined. The Committee
obesrved that datg submitted-

and available peer reviewed
scientific evidence do ot
Suppaort the rationality of this
|FDC. Hence, the Committee
considered this FDC g5
irrational,

The replies lelarifications
wherever available from firms
and earlier data submitted by
them were thomughly
examined, The Committee
obesrved that data submitted
and avaijlable peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC a5
irrational, -

is incompatible.

effects of sedation and drowsiness and also will
interefere with the reflexes.

3.Thereis a high risk of abyse potential of this
formulation in indian scenerio,

lﬂmgi-Smg Syrup
+Smg+1.5

Salbutamoel
Sulphate €.lc  H+50mg Oral
Saibutamel
1P+Choline
Theophylinste

cisteine

BP

1mg+50mg | Liguids

a, . The replies /elarifications

1 Dosing schedute i incompatible, : wherever available from firms

2. Ingredients will aggravate the adverse effects of and earlicr dagy submitted by

sedation and drowsiness and ajso will interefere wit] hem were thoroughly

: examined, The Commiites

3.Centrally acting anti-tussive not to be combined .Jobesrved that data submitted

with anti-histaminic drug. and available peer revieweq
scientific evidences do not
sipport the rationality of this
FDC. Hence, the Committee
considered this FDC as

irational,




3560[Pamacetamol -~ 1500mg+2m |Tablots o, , R T [The replies fclarifications

‘IP+Chilorphenirami| g+30mg+10 1.Pharmacodynamically and phamacoki_neticélty whetever available from firms |
ne Maleate mg irrational FDC. and carlier data submitted by
P Caffeine ’ 2.Patients may need only one ingredient and use of |them were thoroughly
Anhydrous - FDC may lead to misuse. examined. The Committee
iP+Phenylephrine . 3.Dosing she<lule of the ingredients is incompatible fobesrved thai data submitted
HCl P and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational,
3561|Chlorpheniramine |2mg+30mg (Syrup [, : ' The replies ‘clarifications
maleate Pharmacodynamically irrelevant FDC wherever available from firms
IP+Vitamin C 1P _ and earlier data submitted by

*|them were thoroughly .
examined. The Committee

- |obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

3562|Calcium Gluconate|500mg+4m |Solid  |a, R The replieslclariﬁcalidﬁs
P+Chlorphenirami{g+50mg  |Oral Pharmacodynamically irrelevant- : . |wherever available from firms

ne Maleate 1.Each ingredients have different indication. and eartier data submitted by
IP+Vitamin C [P : 2.This combination does not follow the concept andthem were thoroughly
purpose of FDC examined. The Commitiee
obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationaiity of this
FDC. Hence, the Committee

considered this FDC as
‘ irrational.
3566 Paracetamol 500mg+5m (Uncoateda, The replies /carifications .
[P+Phenylephrine {g+2mg+30 |Tablets * |L.Pharmacodynamically and phamacokinetically {wherever available from firms
HCI mg irrational FDC. . * Jand earlier data submitted by
P+Chlorphenirami 2.Patients may need only one ingredient and use of |them were thoroughty
ne Maleate ' FDC may lead to misuse. examined. The Committee
P +Caffeine [P o . |3Dosing shedule of the ingredients is incompatible.Jobesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Herice, the Committee

considered this FDC as
irrational. :
3568|Chlorpheniramine [2mg+500m |Film a, The replies /clarifications
Maleate g+60mg+30|Coated  {1.Pharmacodynamically irrationale FDC, wherever available from firms |
IP+Paracetamol mg Tablets |2 Patients may need only one ingredient and use of [and earlier data submitted by
‘| [P+Pseudoephedrin FDC may lead to misuse. them were thoroughly
¢ HC 1M+Caffeine 3.Caffeine is CNS stimulant where as examined. The Committee

" [(anhydrous) IP ‘ Pseudoephedrine leads to sedation; obesrved that data submitted

. and available peer reviewed
scientific evidences do not
|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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The replies /clarifications
Wwherever aviilable from firms
carlier data submitted by
them were tharoughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the raticnality of thjs
FDC. Hencs, the Committee
considered this FDC a5
irrational,

Tablets Pha:macodynamienﬂy imelevant-

The replies /clarifications
wherever available from firms
and earlier data submitted by
them were thorough!y

1. Both ingrediems have different indications,
2. Misuse and toxicity of paracetamol,

scientific evidences do not
Support the rationality of this
FDC. Hence, the Commiittee
considered this FD(C a5
irrational.
300mg+5m [Uncoated]a, - ‘ ' The rephies /clarifications
B+15mg+2 |Tabletg I.Pha:macodynamka'lly and phamacokinetically wherever availabie from firms
mg imational FDC, - and carlier data submirted by
2 Patients may need only one ingredient and use of [them were thoroughly
FDC may lead to Misuse, cxamined. The Committee
3.Dosing shedule of the ingredients is incompatible.obesrved that data submitied
and availsble peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committse
comsidered this FDC as
irrationg].
0.05% wiw [Cream a, " [The replies Iclarifications
+0.75%  [base thnacodynanﬁcaﬂy imrelevant- ) whezever available from firms
wiw +2.0% [1-Each ingredients of FDC has different therapeutic fand carlier data submitted by
whw + 1.0% indication and is at variance from the concept and them were thoroughly
wiw

purpose of FDC, exammed The Committee
2. Combining two antimicrobia} drugs in the presenfobesrved that daga submitted
EDC is liable to be misused and emergence of and available peer revieweg

resistance and adverse effects, scientific evidences do not

3 NO study is found supporting the combined yse ofsupport the rationality of this

two antibiotics in this FDC FDC. Hence, the Committee
considered this FDC g5

3579 Beclomethasone 0.025%
Dipropionate-+Clotdw/w + +1%
ilmzole-f-Neomyc' wiw+0.5%
Sulphate wiw

Cream

e _
Re-examined and the
Commitiee recommended that
FDC shall not be used
coativously for more than one
week without re-evaluation by
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3593|Betamethasone - {0.05% w/w Cream  |a ¢

Dipropionate Ip Eq.;+ 0.1% wiw Re-examined and the

to +2.0% wiw : e Committes recommended that-
Betamethasonct : FDC shali be used for “steroid
ntarnicin Sulphate responsive dermatosis

IPEq. to ‘ associated with mixed
Gentamicin+Micon infection™.

azole Nitrate IP FDC shali not be used
' - continously for more than one
week without re-evaluation by

173600[Betamethasone  [1gm/0.61ma |Cream s, ’ " |Thereplies /clarifications

Valerate +Fusidic |g+20mg+1 Pharmacodynamically irrelevant- wherever available from firms
Acid+Gentamycin |mg+10mg+ Combining iodochiorohydroxyquinone in the and earlier data submitted by
Sulphate+Tolnaftat|10mg - present FDC is not preferred due to adverse effects |them were thoroughly
e+lodochlorhydrox and availability of better safer drugs. NO study is  examined. The Committee

yquinoline(ICHQj ] found supporting the combined use of this FDC, " lobasrved that data submitted
: ' ' “- - |andavailable peer reviewed
scientific evidences do not

support the rationality of this
|FDC. Hence, the Committes
considered this FDC as
irrational,
3603{Miconazole Nitrate[2.00%w/w [cream |a ' {c . .
+ clorocresol + + Re-examined and the ,
neomycin Sulphate (0. 10%w/w Committee recommended that
+0.50%w/w| FDC shall not be used

continously for more than one
week without re-evaluation by

3606|Beclomethasone  [0.025%  [Cream |a e
" | Dipropionate wiw+ = |base Re-examined and the
IP+Clotrimazole  |1.00% wiw Committee recommended that
[P+Neomycin + (.50% FDC shatl not be used
Sulphate IP Eq. to |w/w + -tcontinously for more than one
NeomycinHChlorod 0.10% wiw week without re-evaluation by
111 . f ici

3615|Clotrimazele = |1.00% w/w [Cream |a [ .
iP+BeclomethasoneH 0.025% Re-examined and the
Dipropionate = |wiw + 0.5%| Committee recommended that
1P+Neomycin wiw FDC shall not be used i
Sulphate IP eq. to ) continously for more than one
Neomycin week without re-evaluation by

3622|Beclomethasone  |0.025% Cream |a ¢
Dipropionate wiw + 1% ) Re-examined and the
IMClotrimazole [wiw + 0.5% Committee recommended that
IP+Neomycin wiw +0.1% FDC shall not be used
Sulphate IP Eq. to jw/w coatinously for more than one
Neomycin+Chlorod week without re-evaluation by
resol IP , .

3632|Clobetasol 0.025%w/v |Lotion |a, ' The replies /clarifications
Proionate-+Ofloxaci]+0.1%w/v+ Pharmacodynamically irrelevant- . - wherever available from firms
n+Miconazole 2.0%w/v+3. No study is found supporting the combined use of |and earlier data submitted by
Nitrate+Zinc 0%wiv this FDC as use of zinc sulphate in Topical form is [them were thoroughly
Sulphate not scientifically proven (09.01.2016). examined. The Committee

obesrved that data submitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
itrational.
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3635|Betamnethasone+G 0.10%w/w+|Cream [a ‘
ntamycin 0.10%w/w+ Re-examined and the
Sulphate+Miconaz 2.0%wiw Committee recommended that
ole FDC shall be used for "steroid
responsive dermatosis
associated with mixed
infection”, .
FDC shall not be used
continously for more than one
week without re-evaluation by
3638/ Ofloxacin+ 0.75%w/w+|Cream |a, - The replies /clarifications
Omidazole + . 2.0%wiw+1 Phannacodynmnica]ly irrelevan- wherever available from firms
Terbinafine HCI -+ D%wiw+0, 1.Each ingredients of FDC has different therapeuticfand earlier data submitted by
Clobetasol 05%w/w+0. indication and is at variance from the concept and [them were thoroughly
Propionate + 20%w/w0, purpose of FDC. ' examined. The Committee
Methyl Paiaben + |02%wiw 2. Combining two antimicrobial drugs in the presenfobesrved that data submitted
Propyl Parsben ’ FDC is liable to be misused and emergence of and available peer reviewed
resistance and adverse effects. scientific evidences do not
3 NO study is found supporting the combined use o sitpport the rationality of this
two antibiotics in this FDC - {FDC. Hence, the Committee
considered this FDC as
* lirrational,
3641|beclomethasone 0025% |cream |a c
Dipropionate +  |w/w + 1% Re-examined and the
clotrimazole +  |wiw +0.5 Committee recommended that
neomycin sulphate % wiw + FDC shall not be used
+ chlrocresol 0.1 % wiw continously for more than one
week without re-evaluation by
3642 clobetasol ) 0.05%w/w [cream  |a ¢
propionate+ +0.5 % _{Re-examined and the
neomyecin sulphate {w/w + Committee recommended that
+ clotrimazole L0%w/w FDC shall not be used -
continously for more than one
week without re-evaluation by
3649 Clotrimazole % wiw+ |Cream |a c :
IP+beclome 0.025% ) Re-examined and the
Dipropionate wiw + 0.5% Commiitee recommended that
IP+Neomycin wiw + FDC shall not be uged \
Sulphate " 10.15% whw continously for more than one
1P+Methylparaben [+ 0.08% week without re-evaluation by
IP+Propylparaben |wiw the physician.
P
3653]Ofloxacin IP 0.75% wiw |Topical |a, The replies /clarifications
+Ornidazole +2.0% wiw|Cream Pharmaoodynamically irrelevant- ) wherever available from firms
[P+Terbinafine [+ 1.0% wiw - {1.Each ingredients of FDC has different therapeuticfand earlicr data submitted by
. {HCI BP+Clobetasol HL.05% indication and is at variance from th concept and (them were thoroughly
Propionate wiw + purpose of FDC. ‘ ' examined. The Committee
BP-+Methyt 0.20% wiw 2. Combining two antimicrobia] drugs in the obesrved that data submitted
Paraben IP+Propyl {+ 0.029% FDC is liable to be misused and emergence of and available peer reviewad
Paraben [P wiw resistance and adverge effects, scientific evidences do not
3 NO study is found supporting the combined use support the rationality of this
two antibiotics in this FDC FDC. Hence, the Committes
' considered this FDC as
irrational,
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36§\C10b'etasol= : 0.05% w/w |Topical |a, The replies /clarifications
-|{Propionate +0.1% wiw|Cream  |Pharmacodynamically irrelevant- wherever aailable from firms
-+ |USP+HGentamicin [+ 2.0% wiw No study is found supporting the combined use of [and earlier dats submitted by
P+Miconazole + 2.5%w/w this FDC as use of zinc sulphate in Topical form is them were thoroughly
- Nitrate IP+Zinc not scientifically proven (09.01.2016). examined. The Committee
Sulphate IP - obesrved ihat data subntitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
1 3659{Clobetasol 0.05% wiw [Cream |a ¢
Propionate +2% wiw + Re-examined and the
USP+Miconazole |0.5% wiw + Committes recommendert that
Nitrate 0.1% wiw FDC shall not be used
IP+Neomycin ’ continously-for more than one
Sulphate week without re-evaluation by |
IP+Chlorocresol IP the physician.
3660(Bethamethasone  [0.061% Cream |a, The replies /clarifications
Valerate wiw+0.1% Pharmacodynamically irrefevant- wherever available from firms
IP+Gentamicin - |wiw + 1.5% Combining iodochlorohydroxyquinone in the and earfier data submitted by
Sulphate [P eq. to  fwiw + 1.5% present FDC is not preferred due to adverse effects {them were thoroughly
Gentamicin+Tolnaf{w/w + and availability of better safer drugs. NO study is  |examined. The Committee”
tate+Idochlorhydro|0.05% wiw found supporting the combined use of this FDC.  |obesrved that data submitted
xyquinoline +0.1% wiw| and available peer reviewed
IP+Borax scientific evidences do not
BP+Chlorocresol support the rationality of this
P FDC. Henee, the Committee
considered this FDC as
irrational.
3663|terbinafine+ 1% w/w+ |cream a, The replies /clarifications
ofloxacint+ 0.75% " |Phannacodynamically irrelevant- wherever available from firms
omiazole + wiwt 2% 1.Each ingredients of FDC has different therapeutic |and earlier data submitted by
clobetasole what indication and is at variance from the conceptand {them were thoroughty
propioanate + 0.05% purpose of FDC. ’ examined. The Committee
methylparaben +  fw/wt 2. Combining antibiotic , antifungal, steroid in the |obesrved that data submitted
|propylparaben 0.20% wiw present FDC is liable to be misuse and emergence dfind available peer reviewed
+0.02% resistance and adverse effects. scientific evidences do not
wiw 3.Use of steroid in case of fungal infection might  |support the rationality of this
i actually worsen the treatment as it encourages fungdFDC. Hence, the Committee.
growth. NO study is found supporting the combined|considered this FDC as
use of an antibacterial with an antifungal ingredient)irrational,
4.Use of zinc sulphate in Topical form is not
scientifically proven (09.01.2016).
3669|ofloxacin + 0.75%w/w+|cream  [a, ) ‘The replies /clarifications
ornidazolet 2.0% wiw + Pharmacodynamically irrelevant- wherever available from firms
terbinafine HCL+ |1.0%w/w+ 1.Each ingredients of FDC has different therapeutic}and eatlier data submitted by
clobetasole 05% wiw+ indication and s at variance from the concept and [them were thoroughly
Ppropionate + 20% putpose of FDC., examined. The Committee
methylparsben+  |w/w+.02% 2. Combining two antimicrobial drugs in the presen{obesrved that data submitted
propylparaben wiw FDC is liable to be misused and emergence of and available peer reviewed
resistance and adverse effects. scientific evidences do not
3 NO study is found supporting the combined use ofsupport the rationality of this
two antibiotics in this FDC FDC. Hence, the Committee
considered this FDC as
irrational.
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2.5 mg+ 60

"The replies /clarifications

3670 levocetirizine lets . |a, :
- [HCL+ ambroxol mg+ 5 mgt I Dosing schedyle is incompatible, " (wherever available from firms
HCL+ 325 mg. 2. Paticnts may need only one or two ingredients angand earlier data submitted by
Phenylephrine HCL use of FDC may lead to misyse. them were thoroughly -
' examitied. The Committee
Jobesrved that data submitted
and available peer reviewed
scientific evidences do not
Support the rationality of tiis
FDC. Hence, the Committee
considered this FDC ag
irrational.
3673|clobetasol 05% wiwt [cream  |a c
Propionate + 1% wiws Re-cxamined and the ‘
gentamycin 2,0 % wiw+ Ccujmnittee recommended that
sulphate + 2.5 % wiwt| »|FDC shall not be used
miconazole nitarte+ |05 % wiw+ cont:nously for more than one
borax+ chivrocreso].1% wiw week without re-evaluation by
the physician,
3678{Permethrin + 1.0%w/w + [Soap a, The replies /clarifications
Cetrimide 1P + 0.5%w/w + [.This FDC has no therapeutic value, wherever available from firms
Menthol IP 1.0%wiw and earlier data submitted by
' them were thoroughly

examined. The Committee
obesrved that data submiited
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
irrational.

3679|Clobetaso] 0.05%w/w [Cream a c .

Propionate +0.5% wiw Re-examined and the
BP+Neomycin +2.0% wiw Committee recommended that |
Sulphate +0.1%w/w FDC shall aot be ysed
IP+Miconazole continously for mors than one
Nitrate week without re-evaluation by
IP+Chlorocresol Ip the physician,

3680 Clobetasol 0.025%wiv [Topical |a, ' The replies /clarifications
Propionate BP + [+ O.1%w/v |Lotion - Phammoodynamimlly irrelevant- - ‘|wherever available from firms
Ofloxacin + 2.0%wiv No study is found supporting the combined use of [and earfjer data submitted by
[PtMiconazole  {+3.0%w/y this FDC as use of zinc sulphate in Topical form is them were thoroughly
Nitrate IP+Zing : not scientificaily proven {09.01.2016), Jexamined. The Committes
Sulphate BP ’ obesrved that data submitteg

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC._ Hence, the Commitiee
considered this FDC ag
irrationat,

3686]beclomethasone 0.025%w/w [cream a, c
dippropionate+ [+ 1% wiw + Re-examined and the
clotrimazole +  {.5% whw Committee recommended that
nesmycin sujphate FDC shali not be ysed

continously for more than one
week without re-evaluation by

3687|Clotrimazole + %wiw+ lcream |a c
beclomethasone 025% wiw Re-examined and the
dipropionate + + 5% wiw Committee recommended that
neomycin sulphate FDC shall not be used

continousiy for more than one
week without re-evajuation by
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3691|Clobetasol . . [0.05%wéw+|Tapical. |a [ . .
Propionate + 1.00%w/w+|Cream Re-examined and the
Clotrimazole + 0.5%w/wt0 Committee recommended that
Neomycin Sulphate |.10%w/w FDC shall not be used
+ Chlorocresol |- continously for more than one
: © lweek without re-evaluation by’
3695|Clindamycin + 1.0%wiw+4|Gel - a, d-
Nicotinamide + | .0%w/w+0. " | Pharmacodynamically itrelevant- Re-examined and tie
Allantoin |50%w/w 1. Study did not show-any added advantage of Committee observed that
clindamycin phosphate 1% in combination with Clindamycin 1% and
nicotinamide gel 4% over clindamycin phosphate 1 [nicotinamide 4% are
% alone. . comparable in some siudies .
However no data are available
Dos SK, Barbhuiva JN, Jana S, Dey SK for their efficacy and safety,
Comparative evaluation of clindamycin phosphcte. |which needs to be established .
1% and clindamycin phosphate 1% with
nicotinamide gel 4% in the treatment of acne
vulgaris. Year : 2003 | Volume : 69 | Issue: 1 |
Page : 8-9
3701|Ciotrimazole 1.0% wiw +{Cream |a ' ¢ ] ]
{P+Beclomethasonc|0.025%wiw Re-examined and the -
Dipropionate " [H0-5%wiw Committee recommended that
IP+Neomycin eq. . ' : FDC shali not be used
to Neomycin : continously for more than one |
' week without re-evaluation by
3707 Ofloxacin + 0.75%w/w |Cream |a, ) The replies /clarifications
Omidazole + + 2%wiw + Pharmacodynamicaily irrelevant- wherever available from firms
Terbinafine 1%wiw + | .Each ingredients of FDC has different therapeutic|and earlier data submitted by
HCl+Clobetasol  }0.05%w/w indication and is at variance from the concept and |them were thoroughly
Propionate purpose of FDC. fexamined. The Committee
2. Combining two antimicrobial drugs in the presenfobesrved that data submitted
FDC is liable to be misused and emergence of and available peer reviewed
resistance and adverse effects. scientific evidences do not
3 NO study is found supporting the combined use ofsupport the rationality of this
two antibioties in this FDC FDC. Hence, the Committee
considered this FDC as
" |irrational.
[ 3723|Clobetasole 0.05%w/w |Cream |a c -
Propionate BE + |+ 0.5%w/w Re-examined and the
Neomycin Sulphate [+ 2.0%w/w | |Committee recommended that
IP ¢ Miconazole [+ 0.3%w/w FDC shall not be used
Nitrate IP + - continously for more than one
Imidurea USPNF week without re-evaluation by
3727|Clobetasol 0.05%w/w [Cream {a ' c ‘
Propionate + 0.1%w/w Re-examined and the
BP+Gentamicint+M]+ 2.0%w/w Committee recommended that
iconazole Nitrate |+ 0.1%w/w FDC shall not be used
IP+Chlorocresol 1P 4 continiously for more than one
: ' week without re-evaluation by
3734|beclomethasone  |.025% w/w |cream (&, The replies /clarifications
dipropionate + + 10 % wiw Pharmacodynamically irrelevant- wherever available from firms
clotimazole + + 5% wiw Combining iodochlorohydroxyquinone in the and earlier data submitted by
neomycin sulphate [+ 1% w/w present FDC is not preferred due to adverse effects {them were thoroughiy
+ . and availability of better safer drugs. NO study is  [examined. The Committee
iodochlorohydroxy found supporting the combined use of this FDC.  |obesrved that data submitted
quinone and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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3736/ clobetaso] 05% wiw +topical g, c :
propionate + 2% w/w + [cream Re-examined and the
miconazole nitrate |.5 Yo wiw+ | Committee recommended that |
+ neomyein -10 % wiw FDC shail not be used

| sulphate + - ’ continously for more than one
L chlorocresol - week without re-evaluition by
3744|Clobetasol {0.025%wrw |Lotion | ¢
Propiionage +0.1%wiw Re-examined and the
BP+Ofjoxacin + 2.0%w/w Committes recommended that
IP+Miconazole : FDC shall not be ysed
Nitrate IP continously for mere than oné

week without re-evaiuation by

3746|Neomycin Sulphare 100mg+100,Powder
+ Doxycycline HCJ mg

The replies /clarifications
wherever available from firms
and earier data submitted by
them were thoroughly

a, .
Phannamdynamically irrelevant. .
1. Patient may need only ope ingredient
2. Drug misuse should nof be there for diagnostic

Uncertainty g
3. Inadvertent use of antimicrobials may lead to  Jobesrved that data submitted
€mergence of resistence and available Peer reviewed

4. No published literature supporting this.

combination of products found Support the rationality of thig.

FDC. Hence, the Committee

considered this FDC as
Irmational
3748/Ciprofloxacin Cl + 0.5 %w/w+0{Cream a, The replies /clarifications
Fluocinolone 25%wiw+ Phan-nacodynamically irrelevant- wherever available from firms
Acetonide + 0%w/iw+0, 1.Each ingredients of FDC has different therapeuticfand carljer duta submittedt by
Clotrimazele + 5%wiw+0.1 indication and is gt variance from the concept and [themn were thoroughly
Neomycin Sulphate [9%w/w purpose of FDC, examined. The Committes
+ Chlorocresol 2. Combining two antibiotics , antifungal, steroid in obesrved that data submitted
the present FDC is liable to be misused and and available peer reviewed
emergence of resistance and adverse effects. scientific evidences do not
3.NO study is found Supporting the combined yge ofsupport the rationality of this
ingredients in this FDC. FDC. Hence, the Commij ttee
considered this FDC g5
irrational.
3749|Clobetasol 0.025%w/v [Lotion |[a, The replies /clarificationg
Propionate + +0.1%wiv+ Pharmacodynamically irrelevant- wherever available from firms
Ofloxacin + 2.0%wiv+3, No study is found supporting the combined usc of fand earlier data submitted by
Ketoconazole + | 0%w/v this FDC as use of zinc sulphate in Topical form is {them were thoroughly
Zinc Sulphate not scientifically proven {09.01.2016). examined. The Committee
obesrvéd that data submitted
and avaijlable peer reviewed
scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC ag
|imational,
3752|Clobetasol 0.05%w/w+|Cream |a c T
Propionate + 0.5%w/w+2| | Re-examined and the
Neomyrin Sulphate [% w/w-+0, 1 Committes recommended that
+ Micoaazole Yow/w FDC shall not be used
Nitrate + contindusly for more than one
Chlorocresol week without re-evaluation by [
3757 Clotrimazole+Begl, 1%w/w+0.0/Cream a [+
Jmethasone 25%wiw+), Re-examined and the
Dipropionate+Neo S%ew/w+). ] Committee recommended that
myein S%wiw+0.0 FDC shall not be used
8%w/w continously for more than one
week without re-evalualion by
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3762 0.025%w/w|Cream |a
Acetonide+Micona|+2.0%w/ v+ ) Re-examined and the
zole 0.5%wiw Committee recommended that
Nitrate+Neomycin FDC shall not be used
Sulphute - continously for more than one
. : week without re-evaliation by,
the physician.
3768|Clobetasol 0.05%w/w+|Cream |a c
Propionate+Neomy|0.5%w/iw+2 Re-examined and the
cin Yowiw Committee recommended that |
SulphatetMiconaz FDC shall not be used
ole Nitrate . continousty for more than one
- |week without re-evaluation by
: the physician,
3772)|Clofrimazole+Beclgl .00%w/w+|Cream |a c )
methasone 0.025 Yowrw Re-examined and the
DipropicnatetNeo {+0.500%w/? Committee recommended that |
my¢in w0.150% {FDC shall not be used
SulphatetMethyl |w/w+0.080 continously for more than one
Paraben+Propyl  |%w/w week without re-evaluation by
Paraben : the physician '
3777|Clobetasol 0.5%1+0.5% |Cream |[a c :
Propionate+ +2.0% Re-examined and the
Neomycin Committee recommended that
Sulphate+ FDC shall not be used
Miconazole Nitrate continously for more than one
week without re-evaluation by
3782|Clobetasot 0.025%w/w|Cream |a, The replies /clarifications
Propionate+ +0. 1 %w/w+ Pharmacodynamically irrelevant- wherever available from firms
Ofloxacint 2.0%wiwt3 No study is found supporting the combined'use of |and earlier data submitted by
Miconazole 0% w/w-H0. this FDC as use of zinc sulphate in Topical form is |them were thoroughly
Nitrate+ Zinc 1%wiw not scientifically proven (09.01.2016). examined. The Committee”
Sulphate+ P- obesrved that data submitted
Chlorocresol and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
3795|Miconazole Nitrate]2 0%w/w + |Cream.  |a c :
1P+Gentamicin 0.1%wiw + Re-examined and the
Sulphate 0.05%w/w Committee recommended that -
IP+Clobetasone FDC shall not be used
Butyrate BP . continously for more than one |
: week without re-evaluation by
) . the physici .
3802|Clotrimazole 1.00%w/w |Creain |a ' a c ' ‘
IP+Beclomethasoné|+ : Re-examined and the
Dipropionate 0.025%wiw Committes recommended that
1P+Gentamicin + FDC shall not be used
Sulphate IP 0.10%w/w continously for more than one
week without re-evaluation by
3807|Clotrimazole 1%wiw+ |Cream |a c
iP+Beclomethasone|0.025%w/w | for Re-examined and the
Dipropionate + 1%w/w  |external Committee recommended that
IP+Clindamycin use : FDC shall not be used
Phosphate BP continously for more than one
) week without re-evaluation by
3810;Beclomethasone  [0.025%w/v |Lotion |a ' c -
Dipropionate + 1.0%w/v Re-examined and the
IP+Clottimazole |+ 0.5%w/v Committee recommended that
1P+Neomycin FDC shall not be used
Sulphate IP Eq. to continously for more than one
Neomycin week without re-evaluation by

Ql}I



| 3814(Clorimazoie 1.00%w/w [Cream |q c
[P+Beciomethasone|+ Re-examined and the
Dipropionate 0.025%wiw -|Committce fecommended that |-

eomycin + FDC shall not be used
jSulphate Ip 0.50%w/w coatinously for more than one.
' - week without r=-evaluation by
3821 Betamethagone 0.50mg+1.0 Cream a, The replies felarificationg
Valerate Omg+15.00 Phanncodynaxnically irelevant. wherever available from firms
IP+Gentamicin mg+15.00m Combx‘m'ng'iodoch!orohydroxyquinone in the and earfjer data submitted by
Sulphate present FDC s not prefemred due g adverse effects them were thoroughly
1P+Tolnafiate and availability of better safer drugs. NO stwdy is  fexamined. The Commit_tce
IP+Iod‘ochlorhydro found Supporting the combineg use of this FDC, obesrved that data submitted
Xyquinoline Ip &nd available peer reviewed
scientific evidences donot
Support the rationality of this
. Hence, the Committee
considered this FDC as )
) irrationa,
3822 Clotrimazole 11-00%wiw Cream | c
IP+Dexamethasonel+ Re-examined and the
Acetate 0. 10%wrw Committee recommended that
USHFmdiomycin + FDC shall ot be used
Sulphate Jp 0.50%wi/w continously for more than one
(Neomycin + week withoyt re-evaluation by
Sulphate 0.08%wrw the physician,
IP)+Metbyl +
Paraben [P+ Propy) 10.04% /sy
Paraben [p
3839(Clobetaso] 10.05%w/w [Cheam a ¢ :
Propioinate +2.0%wiw : Re-examined and the
BP+Miconazole |+ 0.5%w/w Committee recommended that
Nitrate FDC shall not be used )
IP+Neomycin continously for more than one
Sulphate [p week without re-evaluation by
3843/ Clobetasol 0.05%w/w |Cream a, The replies Felarificationg
Propionate + Pharmacodynamically irrelevang- wherever available from firmg
USP+Gentamicin 0.10% wrw . |1- Combining iodochlorohydmxqumne inthe land egrljer data submitted by
Sulphate + Present FDC is not preferred due 1o adverse effects |them were thoroughly
IP+Tolnaftate J1.00%w/iw and availability of better safer drugs, NO study i5 examined. The Committee
IP+1dochlorhydrox _ ound supporting the combined use of this FDC.  fobesryeq that data submitted
Yquinone LO0%wiw 2 Combining two antifingal ang two antimierobiai Jang available pecr reviewed
IP+Ketoconazole 1t the present FDC is sclentifically irrelevant and 18 (scientific evidences do not
12.00%w/w Tiable to be misused. It will lead to emergence of Support the rationality of this
resistance and adverse effects. FDC. Hence, the Committes
‘ considered this FDC ag
irrationat,
3844 Miconazole Nitrate|2.00% wiw Ointment fa c
IP+Fluocinolone [+ ' Re-examined ang the
Acetonide IP 0.01%w/iw Committee recommended that
. FDC in ointment dosage form jg
3847\ Miconazole Nitrate|2%w/w + Topical [a c
Neomycin 0.5%w/w + {Cream Re-exzamined and the
Sulphate 0.1%w/w | Committee recommended that
IP+Fluocinolone FDC shall not be used
Acetonide Ip continously for more than one
week without re-evaluation by
3851 Beclomethasone 0.025%w/w |Cream a c
Dipropicnate +0.5%w/w Re-examined and the
"Neomycin T I%wiw + Commitiee recommended thay
Sulphate 0.1%w/w FDC shall pot be used
IP+Clotrimazole continously for more thar one
IP+Chlorocresol Ip week without re-evaluation by
P .
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1852 Clobetrasol 0.05%w/w |Cream |a, ' The replies )clariﬁcatic--z;s !

Propionate -+ 0.5%wiw Pharmacodynamically irrelevant- wherever available from firms -
|BP+Neomycin + 2.0%wiw . 1 No study is found supporting the combined use of |and earlier data submitted by
Sulphate + 2.0%wiw this FDC as use of zinc sulphate in Topical form is |them were thoroughly
1P+Miconazole o : not scientifically proven {09.01.2016). examined. The Committee
Nitvate IP+Zinc  ° ovesrved that data submitted
Suiphate IP : 1 : and avajlable peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considerad this FDC as
irmational.
3863|Flucinolone 0.01%w/w |Ceam |a c
Acetonide - ot Re-examined and the
1P+Gentamicin 0.10%w/w Committee tecommended that
Sulphate S : FDC shali not be used
1P+Clotrimazole iP|1.00%wiw continously for more than one

week without ré-evaluation by

3865{Clobetasol = ]0.05%w/w |Cream . |a | ' c

Propionate + 0.5%wiw Re-examined and the
USP+Neomycin [+ 2.0%w/w Committee recommended that
Sulphate + 0.1%w/w . FDC shall not be used
IP+Miconazole ' continously for more than one
Nitrate week without re-evaluation by
IP+Chlorocresol [P the physician. :
3875{Clobetasol 0.05%w/w |Cream |a ' 1c
Propionate + Re-examined and the
[P+Neomycin 0.50%w/w Committee recommended that
Sulphate + FDC shall not be used '
IP+Miconazole 2.00%w/iw Jcontinously for more than one
Nitrate IP week without re-evaluation by
_ ‘ ¢ L
3898|Ofloxacin+Ornidaz](.75%w/w+|Cream  |a, ' The replies /clarifications
ole+Terbinafine  |2.0%wiw+l1 Pharmacodynamicatly irrelevant- wherever available from firms
HCHClobetasol  |.0%w/w+(. 1.Each ingredients of FDC has different therapeuticland earlier data submitted by
Propionate 05%wiw indication and s at variance from the concept and  |them were thoroughly
' purpose of FDC. examined. The Committee

2. Combining two antimicrobial drugs in the present obesrved that data submitted
FDC is liable to be misused and emergence of and available peer reviewed
resistance and adverse effects. - scientific evidences do not

3 NO study is found supporting the combined use ofsupport the rationality of this
two antibiotics in this FDC ' FDC. Hence, the Committee
considered this FDC as
itrational.

1901|Ketoconazole+Becl2%+0.025 1Cream |a c

oemthasone+Neom|%+0.5% ’ Re-examined and the

yein Committee recommended that
' FDC shalt not be used

continously for more than one

week without re-evaluation by

3908|Fluocinolone 0.025%w/w|Cream |a e

Acetonide+Micona|+2.0%w/wH Re-examined and the

zole 0.5%wlw Committee recommended that
Nitrate+Neomycin : FDC shall not be used
Sulphate ' continously for more than one

week without re-evaluation by
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3915 Allantoin+Dimethi 0.2%whve+1[Cream

onet+UreaiPropyle 0% w/w+10)

This FDC was earlier
Commiitee gy 22.8.2014 as under:

discussed by previons - =

teplies /clérifications ™
wherever available from firms

e+Glycerin+Liquj 0%wiw+s, Fimm did not turg up for presentation. The FDC is notand earlier data submitted by
d paraffin 0%wiw+5.0 " |rational as ingredients present in the FDC have them were thoroughly
Y%w/w+8.0 antagenistic fimctions, Further, theze are ng . [examined. The Committee
Yowiw supparting documents to prove that the FDC j5 nbestved that data submitted
rational for the propoged indication. Herice, the and available peer revieweq
committee did not recommend, [scientific evidences do not
support the rationality of thig
FDC. Hence, the Committee
considered this FDC ag
‘ irrational, ’

3929 lAcriflavine 0.12gm.+5.0|Cream This FDC wag earlier discusseq by previous The replies /clarifications
HCI+Thymo}+Ce Omg+0.50g Committee on 228.2014 as under: wherever avaiiabje from firms
mide m Firm could not present any Supporting data in' respedand earlier data submj tted by
: of the rationality of the FDC. Moreover, the FDC i hery were thoioughly

also not approved anywhere in the world, Hence, amined. The Committee

committee did not recommend, obesrved that datg submitted
and available pecr reviewed

) scientific evidences do not
There is na justification for addition of Thymol in Support the rationality of this
this FDC (09.01.2016), : FBC. Hence, the Compnittee
' considered this FDC as .

irrational, ;

3937 Betamethagone 0.61mg+0.5 Topical [a, ¢ replies /clarifications )
Dipropionate mg+5mp+1 [Cream Phannacodynamically irrelevant. wherever available from firms
IP+Neomycin mg+1.0mg] ’ Combining iodochlorohydroxyquinone in the and earlier data submitted by
Sulphate . present FDC is riot preferred due 1o adverse effects [them were thoroughly
IP+Tolmaftate aud availability of better safer drugs. NO study is lexamined. The Committee
USP+lIodo Chiorg found Supporting the combined use of this FDC, obesrved that data submitted
Hydroxy Quinoline and available peer reviewed
IP+Chotorocreso] scientific evidences dg not
P support the rationality of this

FDC. Hence, the Committee
considered this FDC ag
_ imational,

3938Clobetasole 0.05%wrw. [Topical |a c _

Propionate +0.5%w/w [Cream Re-examined and the
Usp+Neomycin + 2.0%wiw Committee recommended that
Sulphate + 0. 1%wiw | FDC shall not be used
[P+Miconazole : continously for more than one
Nitrate week withous re-evaluation by
IP+Chlorocresol ip the physician.

3971{Ofloxacin 0.75%wiw [Cream a, The replies /clarifications
IP+Omidazole +2.0%wiw : Phanmeod}"namically irrelevant- wherever available from firmis
IP+Terbinaf + 1.0%wiw I.Each ingredients of FDC has different therapeutic{and earljer data submitted by
HCL ) + ' indication and s a variance from the conceptand fthem were thoroughly
BP+Clobetasol 0.05% wiw purpose of FDC, examined, The Commitiee

|Propionate H).20%wiw 2, Combining two aittimicrobia] drugs in the obesrved that data sup
BP+Methyl + FDC is liable tg be misused and emergence of ahd availabie peer reviewed
Paraben IP+Propy] 10.02% w/w resistance and adverge effects, scientific evidences do not
Paraben 1p 3 NO study is foynd supporting the combineg use ofsupport the rationality of this
two antibiotics in this FDC FDC. Hence, the Committce
considered this FDC as
irrafional,

3974 Clobetaso} 0.05%w/w [Cream a

Propionate +0.5%wiw Re-examined and the
USP+Neomycin 2.0%wiw + Committee reco

Sulphate 0.1%w/w FDC shalf not be used
IP+Miconazoje continously for more than one
Nitrate week without re-evalyat;
IP-I-Chlorot;l'eso] IP, the physician,




"3094| Clotrimazole ewiw £ JGat |, ' ' P

IP+Clindantycin -~ [2%w/w + - {Pharmacodynamically irretevani- . it was observed that l'h_is FDC is
Phosphate+Benzyl |2%w/w ) t.Each ingredients of FIIC has different therapeutic |not for the demmatological use
Alcohol [P " lindication and is at variance from the concept and |but under the category '
purpase of FDC. Giyne.The FDC is already
2. Combining antibiotic antifungal, steroid in the |recommended for coducting
|present FDC is liable to be misuse and emergence dElinical trial by the previous
resistance and adverse effects. Commitiee.
3.Use of steroid in case of fungal infection might '
actually worsen the treatment as it encourages fungdl
growth. NO study is found supporting the combined
use of an antibacterial with an antifungal ingredient
3995|Clatrimazole 1%w/w+ (Cream |a ' c -
IP+beclomethasone 0.025%wiw Re-examined and the
Dipropionate + 0.5%wiw Commmittee recommended that
TP+Neomy<in it FDC shall notioe used
Suiphate 0.15%wiw ' continously for more than ong
IP+Methylparaben |+ - ) week without re-cvaination by
IP+Propylparaben [0.08%w/w | the physician.
1F '
3996] Clobetasol 0.05%w/w [Cream |a ’ L
Propionate L 2%wiw e+ Re-examined and the
BP+Miconazele  |0.5%w/w + Committee recommended that
Nitrate 3%wiw + . FDC shall not be used _ ..
TP+Neomycin 0.6%wiw ' continously for more than one
Sulphate ' ; week without re-evaluation by
IP+Glyeerin the physician. .
IP+Cetrimide [P ' ‘
3998| Beclomethasone  |0.025%w/w [Topical |a ¢ .
Dipropionate + [%w/w + fcream Re-examined and the
USP+Clotrimazole {0.5%w/w + Committee recommended that
IP+Neomycin 1.0%w/iw - FDC shall not be used
Sulphate continously for more than one
[P+Chlorocresol 1P week without re-evaluation by
. )  lihe physici , )
4002|Clobetasol 0.05%w/w [Cream |a ¢ ' C
Propionate + 0. 1%wiw] Re-examined and the
USP+Neomycin |+ 2.0%w/w Committee recommended that
Sulphate N ) FDC shall not be used
P+Miconazole continously for more tharn one
Nitrate 1P ’ week without re-evaluation by
4004|Beclomethasone  [0.03%w/w [Cream |a ¢ : :
Dipropionate + |Re-examined and the
+@entamicin 0.10%wiw | Committee recommenided that
Sulphaie + 2%wiw . FDC shall not be used
IP+Miconazole C continously for more than one
Nitrate IP ' : week without re-evaluation by
4005|Clotrimazoie+Beclg 1 .0%w/w+0|{Cream |a ¢
methasone - |.025%wiwt Re-examined and the
Dipropionate+Neo [0.5%w/w o Committee recommenides that
mycine sulpahte FDC shall not be used
: continously for more than one
week without re-evatuation by
he physici
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SY%wiw+,

w/w+1|External

0.05%w/w+ topical [g,

- The mphes felarificationg

Phannacodynamr'cally irrelevant- available from firms
I.Each ingredients of FDC has different therapeutic fand earlier data submied by
indi_cation and is at variance from the Conceptand  |them wers thoroughly
purpose ot FDC. ' examined, The Committee
2. Combining two antifungal drugs in the present - fobesrved thet date submitted
has no scientifie rationality as NO studyis  [apd available peer reviewed
found Supporting this FDC. Scientific evidences do not
Support the’ rationality of thig
FDC. Hence, the Committee
considered this FD¢ as
irrational,
a c ,
Re-examined ang the
Conimitice recommendeg that

a,

Pharmacodynamicatly irrelevant-

" |FDC shal; not be used
continonsty for more than one
week withoyt re-evaluation by

1S DINVSICHS

The repfies Ielarifications

S wherever available froim firms
1.Each ingredien(s of FDC has different therapentic and earlier daty submitteqd by
indication and is a¢ variance from the conceptand  [them were thoroughly ‘
purpose of FDC, examined, The Committee
- Combining twy #atimicrobial drugs in the Presenfobesrved that data submitted

FDC is liable 1o be misused and emergence of and avajlable Peer reviewed
resistance and adverge effects. scicatific evidenices do not
3 NO study is foung Supporting the combiped use of support the Tationality of this
two antibiotics in this FDC IFDC. Hence, the Committee
considered this FpeC as
irrational, -
a, "The replies /clarifications
Phannacodynamiully imelevant. wherever available from firms
1.Each ingredients of FDC has different therapeutic Jand catlier data submijtted by
indication and is at variange from the concept and |them were thomughly
purpose of FDC, - cxamined. The Commitsee
2. Combining mfo_g[i_ny‘ggpi_a_l_ drugs in the pre obesrved - T e
FDC isTiable 1o be misused and emergence of and available peer revieweq
Tesistance and adverge effec Sctentific evidences dg not
3 NO study is found Ting the combined yga ofsupport the rationality of this
two antibiotics ip this FDC . Hence, the Committee
considered this FDC g4
IrTational,
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4027iClobetasol . [0-05%bwiw Cream |a, o - " | The replies /clarifications
Propionate +0:5%wiw |. Pharmacodynamically irrelevant- wherever available from firms
USP+Neomycin & - No study is found supporting the combined use of |and earlier data submitted by
., |Sulphate 2.00% w/w this FDC as use of zine sulphate it Topical form is {them were thoroughly
IP+Miconazole |+ not scientifically proven (09.01.2016). examined. The Committee
Nitrate IP+Zinc  |2.00%w/w obesrved that data submitted
Sulphate and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as .
irrational.
4036)CloLetaso! 0.05%w/w+|cream  |a c - :
propionate+Micona2.0%w/w+0 Re-examined and the
zole S%wiwt0. | Committee recommended that
nityateHMeomycin 11%w/w FIC shall not be used
iuipahte+chlorocre§ continously for more than one
of week without re-evaluation by
4040|Miconazole 2%w/w+0.5{Topical ja c
nitrate+Neomycin {aw/w+0.05|cream Re-cxamined and the
Sulpahte+clobetaso| Y%ew/w-+0.1 Committee recommended that
3 I 7 FDC shall not be used
propionate+chlorog |continously for more than one
resol week without re-¢valuation by
404 |Beclomthasone  [0.025%w/v |cream  ja ¢ .
Dipropionate+ +1%wiv+S Re-cxamined and the
Clotrimazole+Chlof%w/v+0.3% Committee recommended that
amphenicol+Genta | w/v+2%w/v FDC shall be used for "steroid
mycin responsive dermatosis
Sulpahte+Lignocia associated with mixed
ne Hel ‘ infection”.

) FDC shall not be used
continously for more than one
week without re-evaluation by

4042|Beclomethasone  {0.025%w/w|cream  |a c
dipropionate+clotri|+ 0% w/w+ Re-examined and the
mazole+Neomycin |0.25%w/w+ Committee recommended that
suiphate-+Methylprg0.02 5% w/w FDC shall not be used
ben+Propylparaben| continously for more than one

: week without re-evaluation by

4066{Clotrimazole 1.0%w/w + [Cream  |a c
1P+Beclomethasone|0.025%w/w | - Re-examined and the
Dipropionate + 3500 Committee recommended that
IP+Neomycin units per FDC shall not be used
Sulphate gH0.15%w/ continously for more than one
1P+Methyl Paraben|w + ‘| week without re-evaluation by
IP+Propyl Paraben 0.08%w/w e e the physician. —---———-—

e P e T —_— e T -

4100{Clobetasole 0.05% w/w |Qintment |a c
Propionate +05%wiw| " |Re-examined and the
USP+Neomycin [+ 2.0%w/w Committee recommended that
Sulphate + FDC shail not be used
IP+Miconazole  |0.10%w/w " |continously for more than one
Nitrate {week without re-evaluation by

"|1P+Chlorocresol IP the physician.

pt—""
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4101 Beclomethasona jo.zsmg-m.s Ointment |3 - - - ’ The replies /chﬁﬁcaﬁons
.. Djpmpioname - {mg+15mg+ wherever available from firms

IP+Neomyciy I5Smg+Img and eartier data submitred by
Sulphate 1 ' them were thoroughty
IP+Tolnaftate examined. The Committea
USP-I—lodochlorhyd obesrved that data sybmitted
TexXyquinoline : - - and available peer reviewed
IP+Chloracreso] 1p . jscientific evidences do not
' * |support the rationality of this
FDC. Hence, the Commiftee
considered this FDC ag
" lirrational,
Befamethasone D;- 0.05% wiw Topical |a ¢ -
Propionate eq. 1o |+ 0.1 % wiw|Créam Re-examined and the
Betamethasone |+ 2%. wiw ' [Committee recommended that
BP+Gentamycin " .|FDC shall be used for "steroid
Suiphate eq. o respotisive dermatosis '
Gentamycin . associated with mixed
BP+Miconazgle infection™,
Nitrate eq. to FDC shall not be used
Miconazole Bp continously for more than one
week without re-evaluation by
4107/ Betamethasone D;- 0.05% wiw [Topical a, _ The replies /clarifications . -
Propionateeq. to |+ 0.1%wtw [Lotion Phannacodynamically irrelevant. wherever available from firms
Betamethasone |+ 2.5% wiw No study s found Supporting the combined yse of |and earlier data submitted by
BP+ in |+ 1.0% wiw this FDC as yse of zinc suiphate in Topical form jg them were thoroughly
Sulphate G0 +0.1% wiw hot scientifically proven (09.01.20!6). examined. The Committee
Gentamycin . obesrved that data submitted
BP+Zine and availdble Peer reviewed
IP+Clotrimazgfe scientific evidences do not
IP+Chlorocresol Support the rationality of this
IP(As Preservative) FDC. Hence, the Committes
considered this FDC as -
irrational,
0.005% wiy Suspensi [a c
Re-examined and the
Committee fecommended that
FDC shall not be yseqd
continously for more than one
week without re-cvaluation by
WIS DOVSICian - :
a, b. )
Pharmaéodynmnicaﬂy irrelevani. ' The matter wag examined, The
1. Therapeutic area not clear Committee opined that this is a
2. Muttiple ingredients with diverse Pharmacologica itamin Preparation and shalj-bq
profile. discussed seperately with other
vit. Preparations -Presently this
FDC may be categorised under
category b '
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$143|Clobetasol 0.05%w/w+|Cream |a ¢’ . -

I Propionate 0.50%w/w+- Re-examined and the
BP+Neomycin | 1%wiw Committee recommended that |
Sulphate FDC shall not be used
IP+Clotrimazole TP, continously for more than one

: - week without re-evaluation by
4155|Paracetamol 500mg+2.5 |Uncoated [a, The replies /clatifications
IP+Phenyephrine |mg+30mg |[Tablets - |i.Pharmacodynamically and phamacokineiically |wherever available from firms
Hydrochloride irrational FDC. ’ fand earlier data submitted by
IP+Caffeine 2.Patients may need only one ingredient and use of |them were thoroughly
{anhydrous) IP FDC may lead to misuse. examined. The Committee
3.Dosing shedule of the ingredients is incompatible.|obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the mtionality of this
FDC. Hence, the Committee
considered this FDC as
irrational. '
4161|Paracetamol 325mg+30 |Uncoated|a, The replies /clarifications
IP+Caffeine mg+2mg [tablets | Pharmacedynamically imrelevant- wherever avaitable from firms
IP+Chlorphenirami 1. Subtherapeutic dose of paracetamol. and earlier data submitted by
ne Maleate [P 2. Caffeine causes stimulation whereas, them were thoroughly -
Chlorpheniramine causes sedation. éxamined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4162| Paracetamol 250mg+2.5 | Suspensi |a, The replies /clarifications
IP+Promethazine [mg on 1. Pharmacedynamicaily irrelevant. wherever available from firms |
Hydrochloride [P |2. Both ingredients have different indications. and earlier data submitted by -
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
'Iscientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational. ,
4169|Borax BP+Boric  [0.050%wi/v |Eye a The replies /clarifications
acid . |+3%wiv+[{Drops |Pharmacodynamically irrelevant- wherever available from firms
IP+Naphazoline 3% wiv+ 1. Therapeutic area not clear ) and earlier data submi#ed by
Hydrochloride 0.0025%w/ 2. Multiple ingredients with diverse pharmacologicathem were thoroughly
BP+Menthol v+ profile susceptible to pharmaceutically examined. The Committee
1P+Camphor 0.0025w/v incompatibility obesrved that data submitted
IP66+Sodium . |+ and avaitable peer reviewed
methyl hydroxy  |0.023%w/v scientific evidences do not
benzoate eqvi. [P : support the rationality of this
to methyl hydroxy FDC. Hence, the Committee
banzoate considered this FDC as
: irrational.
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~10.025%wrv [Ear -

support the rationality of thig
encourages fungs

¥DC. Hence, the Committes
und Suppotting the combined
with an antifinga| ingredien
charging eat i3 nog required

considered this FDe as
ircational,
3
0.5%wrv + Eye .
acetate IP+Airopine, 1%wiv +
sulphate

"To be ased in condition of

fevere Acute Uveitis in adults
"o ‘




The replies /clarifications

4204| Salbutamol(as 2ing+200m, {Uncoated|a, N ‘ _ .

* iSalbutamel gtimg Tablets. |1. On the basis of current scientific utderstanding the| wherever available from firms
Sulphate FDC is pharmacodynamically itrelevant. and earlier data submitted by
IPy+Hydroxyethylti 2. Use of Mucolytic alongwith anti-asthamatic drug#them were thoroughly
eophyiline IP . lis liable to be misused as expectorant and exposing examined. The Committee
85(Etofyiline)+Bro the patients unnecessary 1o thé dregs and their - obesrved that data submitted
mhexine adverse effects. ' and avaitable peer reviewed
Hydrochloride 1P scientific evidences do not

support the-rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational,
4207|Paracetamol 1P+-DL3125mg+12. |Suspensi Ja, The replies /clarifications
© |Methionine BP Smg on 1.Pharmacodynamically irrelevant - misusé and  |wherever available from finns
averuse of one of the ingredients of FDC in case it ikind earlier data submitted by
not indieated. - o i them were thoroughly
2 There is no recent peer reviewed scientific data  |examined. The Committes
regarding efficacy of Methionine in preventing obesrved that data submitted
paracetamol toxicity in FDC (07.01.2016). and available peer reviewed
scientific evidences do not
support the rationality of this
|FDC. Hence, the Committee
considered this FDC as
irrational.
4213|Chloramphenicol  (5%w/v+  |Ear a, The replies /clarifications
1P+Beclomethasone(0.025%w/v |Drops Pharmacodynamically irrelevant- wherever available from firms
Dipropionate + 1%wiw + 1.Each ingredients of FDC has different therapeutic | and earlier data submitted by
IP+Clotrimazole  [2%wiv indication and i$ at variance from the concept and them were thoroughly
IP+Lignocaine ) purpose of FDC. , examined. The Committee
Hydrochloride [P 2. Combining antibiotic , antifungal, steroid in the |obesived that data submitted
present FDC is liable to be misuse and emergence qfind aveilable peer reviewed
resistance and adverse effects. scientific evidences do not
3.Use of steroid in case of fungal infection might support the rationality of this
actually worsen the treatment as it encourages funggFDC. Hence, the Committee
|growth. NO study is found supporting the combin considered this FDC as
use of an antibacterial with an antifungal ingredient irfational.
4.Lignocaine use in discharging ear is not required
(07.01.2016).

4214]Salbutamol 2mg+200m [Uncoated{a, ' " [ The replies /clarifications
IP+Etofyline+ gt8mg Tablets |1. On the basis of current scientific understanding the|wherever available from firms
Bromhexine HCI FDC is pharmacodynamically irrefevant. and eartier data submitted by
P 2. Use of Mucolytic alongwith anti-asthamatic drug+them were thoroughly

is lisble to be misused as expectorant and exposing |examined. The Comumittee

the patients unnecessary to the drugs and their obesrved that data submitted

adverse effects. " |and available peer reviewed

’ scientific evidences do not
sipport the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4221|Dextromethaphan |10mg+2mg (Uncoated|a, The replies /clarifications -

" |Hydrobromide +4mg Tablets |1 Dosing schedule is incompatible. : whetever available from firms
lP-I-ChlopheniramirJ 2. Ingredients will aggravate the adverse effects of |and earlier data submitted by
¢ Maleate sedation and drowsiness and also will interefere wi were thoroughly
IP+Bromhexine the reflexes. examined. The Committee
Hydrochloride P 3 Centrally acting anti-tussive not to be combined - [obesrved that data submitted

with anti-histaminic drug. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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C_!obetasol+Neo !
cin+Clom'mazole +

g+5mg+2m

1% viv

| The replies felarifications

my|0.05%w/w Cream

0.50%w/w
+ 1% w/iw

1 Dosing schedyle is incompatible,

2. Ingredients will aggravate the adverse effects of
sedation and drgy il §

3.Centralty acting anti-gyss

with anti-histamipic drug,

ive not to be combined

100mg+8m Tablets - [a, N :
Phannaeodynapu‘cally irrelevant- wherever available from firms
L. Guaiphenesin -5 mucolytic which increases mucugang earlier data submitted by
Secretion should not given in combination with them were thoroughly
antihistaminiic with ang; cholinergic properties, Jexamined. The Committee
because due to an choiinergic properties Mucus  jobesrved that dats submitted
Secretions is dried yp, - and available peer roviewed
2 Chlorpheniranine :H1 antagonist are said to scientific evidences do not
decrease rhinorhea biut the drying effect maydo lsupport the rationality of this
more harm because of their tendency 1o induce FDC. Hence, the Commitee
somnolence Considered this FDC a5
3. paracetamol : 55 cough and cold not aflows . |irrationa],
accompanied by fever, addition of paracetamo}
eXpress the consumers (o tfie hepatotoxic effect of
antipyretic Unnecessarily
4. Al ingmdiqnts have different therapeutic
indications. ’
0.1% wiv + Spirit a, . The replies clarifications
. Phannacodynanﬁcally irrelevant- wherever available from firms
1. No published literature supporting the use of  land earlier data submitted by
combination, them were thoroughly
examined. The Committae
cbesrved that data submitteq
and availsble peer reviewed
scientific evidences do not _
Support the rationality of this
DC. Hence, the Committee
considered this FDC a5
Emrational,
a, ‘ " b, : )
* Overdose of vitamin Bi2 The matter wag examined The
- [Committee opined that thisis a
vitamin preparation and shall by
discussed seperately with other
vit. Preparations -Presently this
FDC may be categorised under
category b
a, The replies fclarifications .

witerever available from firms
and earlier data submitted by

ithihem were thoroughly

examined. The Committec
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of thig
FDC, Hence, the Committes

OonstderedthisP'DCps

N ey

Re-examined and the
Committee recomemended that
FDC shal! not be used
continously for more than one
week without re-evaluation by

e phvsician
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4262[Beclomethasone  [0.025%w/w Ointment |a-- c
dipropionate 1+ 2%wiw + Re-examined and the
IP+Miconazole  |0.5%w/w + Committee recommended that
Nitrate 0.250%w/w FDC shall not be used
IP+Neomycin ' continously for more than ona
sulphate week without re-evaluation by
P+Chiorocresol (as the physician,
preservative) IP
4264| Clabetasole 0.05%w/w |Cream = |a c
Propionate -+ 0.5%wiw Re-examined and the
‘BP-+Neomycin + 2%wiw + Committee recommended that
sulphate 0.1%wiw FDC shall notbe used
1P-+Miconazole ' continéusly for more than one
Nitrate ' week without re-evaluation by
1P+Chlorocreso! the physician.
(As Preservatives)
1P
Chlorocresol (as
preservative) IP
4269|Brombexine 8mg+100m |Uncoated|a, The replies /clarifications
hydrochldn'de g+5mgt+2m [Tablets Phammacodynamically imrelevant- wherever available from firms
1P+Guaifenesin g+325mg 1. Bromhexine :a mucolytic which increases mucus jand earlier data submitted by
TP+Phenylephrine secretion should not given in combination with them were thoroughly )
hydrochloride - |antihistaminic with anti cholinergic properties, examined. The Committee
IP+Chlorphenirami becanse due to anti cholinergic properties mucus  {obesrved that data submitted
ne Maleatz secretions is dried up. and available peer reviewed
1P+Paracetamol 1P 2. Chilerpheniramine :H1 antagonist are said to scientific evidences do not
decrease rhinorrhea but the drying effect may do  |support the rationality of this
more hanm because of their tendency to induce  {FDC. Hence, the Committee.
somnolence considered this FDC as
3. Paracetamo! dose is subtherapeutic and potential irrational.
misuse in FDC formualtion is likely to be
hepatotoxic .
4270| Ergotamine Img+10mg {Uncoated|a, The replies /clarifications
Tartrate +100mg+25[Tablets Pharmacodynamically irrelevant- wherever available from firms
1P+Belladona dry |0Omg 1. Betladona dry extract not indicated for migraine. and earlier data submitted by
extract [P+Caffeine 2. Dose of paracetamol is subtherapeutic. them were thoroughly
{anhydrous) examined. The Committee
1P+Paracetamol IP obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationatity of this.
FDC. Hence, the Committee
considered this FDC as
irrational.
4275| Dextromethorphan | 10mg+4mg {Syrup a C
hydrobromide Inadvertattly included as "a”.
IP+Chiorphenirami Same is approved by DCG(I)
ne Maleate 1P
~
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Phenytoin 1 100mg+50 Unc@at'eﬂ a,

TP+Phencbarbitone mg Tablets
Sodiim Ip . - |1. Phenobarbital wifj
' phenytoin by affec
metabolism, Significant int,
2. Phenobiarbita] decreasss levels of phenyioin by
increaging metabolism,
3. Phenobarhitaj may occasionally not change or
Ve increase (via competitive inhibition) phenytoi
levels, FDC. Hence, the Committee
T considered this FDC ag
' hl!p:l/reference.medscape.com/dmg— irrational.
intaacﬁoncheclner.

4284 Imipramine 25mg+2mg Film a, The replies /clarifications
hydrochloride ' Coated Phannacodynamically irrelevant- wherever available from firms
IP+Diazepam, jp Tablets l. Diazepam ang imipramine both increase sedation and earlier data submitted by

2. Potential for interaction, them were thoroughly
. examined. The Committee
: hrp:/Mrence.Mcape. com/drug- obesrived that daty Submitted
interactionchecker. and available peer reviewed
scientific evidenceg do not
Support the rationality of this
FDC.‘Henee, the Cominittee
considered this FDC ag
irrational,

4296|Nimesulige . 100mg+15 [Film a, : The repﬁesldanﬁcatlons
BHSemﬁopepti mg Coated |]. Safety concern with nimesulide wherever availgble from firms
se (enteric Tablets {2.Ng evidence to Support that Sematiopeptidase o d earlier data submitted by

-|coated)30,000- - § .. ) 0T any particular advaniage over Nimesulide, them were thoroughiy
Sermatiopeptidage 3. On the other hand, the patient i exposed to preater examined. The Committee
units) risk of Bastrointestina] (G} irritation and serious  fobesrved that data submitted
(30,000 _ bleeding from unsuspected peptic ulceration, i Peer reviewed
Serratiopeptidase : scientific evidences do not
unitg) Chandler 5, Gaviam, Lephg, Saha, Fixed dose drug |support the nationality of thig

' inations (FDCs): rationar or irrational: a view|FDC, Hence, the Committee
int Br J Clin Pharmacol / 65. 5 /795794 considered this FDC as
Hrational. -
Gliclazide 40mg+400 Uncoated &, ‘ The replies lelarifications
IP+Metformin mg Tablets ' |Sub-therapentic dose of matformin, wherever available from firms
HCL1p and earlier daty submitted by
them were thoroughiy
examined. The Committee
obesrved that dara submitted
and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee
considered this FDC a5

irrationat,

Clotrimazole I%w/w+ ICream |a c

IP+Neomyrcin 0.5% wiw +] Re-examined and the
Sulphate Ip eqvt.  10.025%w/w Commiitee recommended that
To FDC shall not be used

Neomycin-i-Beclo
he

Uiproplonate [P




The replies /clarifications

431 7{Paracetamol 250mg+15.- (Syrup |8,
P+Ambroxel HCL|mg+5mg+2 ) Pharmacodynamically irrelevant wherever available from firms
* {IP+Phenylephrine {mg - . |1. Dosing schedule is incompatible. and earlierdata submitted by
HCL 2, Ingredients will aggrivate the adverse effects of |them werc thoroughly
IP+Chlorphenirami sedation and drowsiness and also will interefere wi amined. The Committee
ne Maleare [P thie reflexes. obesrved that data submiited
3 Potential for drug-drug interaction. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4320|Paracetamot IP+  |125mgt7.5 |Drops |8, The replies /clarifications
Ambroxol . mgt2.5mg+ Pharmacodynamically irrelevant wherever available from firms
Hydrochloride IP+ | lmg 1. Dosing schedule is incompatible. and earlier data submiited by
Phenylephrine - |2. Ingredients will aggravate the adverse effects of |them were thoroughly
Hydrochloride sedation and drowsiness and aiso will interefere withexamined. The Committee
1P+Chlorphenirami the reflexes. obesrved that data submitted
ne Maieate 3.Potential for drug-drug intel.rak:tion. and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4322|Paracetamol 500mg+30 |Film la, The replies /clarifications
IP+Ambroxol mg+0mg+ |Coated Pharmacodynamically irrelevant wherever available from firms
Hydrochloride IP+ | 2mg Tablets |1. Dosing schedule is incompatible. _ |and eartier data submitted by
Phenylephrine : 2. Ingredients wiil aggravate the adverse effects of [them were thoroughly
Hydrochloride sedation and drowsiness and also will interefere wit%:xamined. The Committee
[P+Chlorphenirami the reflexes. obesrved that data submitted
ne Maleate 3.Potential for dreg-drug interaction. and available peer reviewed
| sciantifit evidences do not .
B support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4344| Dextromethorphan |Smg+1.5mg}Oral a, The replies /clarifications
Hydrobromide +2.5mgl 70 1 Dosing schedule is incompatible. wherever available from firms
IP+Chlorphenirami|mg 2. Ingredients will aggravate the adversc effects of |and earlier data submitted by
ne Maleate sedation and drowsiness and also will interefere wit were thoroughly
IP+Pheylephrine the reflexes. : examined. The Committee
Hydrochloride 3.Centrally acting anti-tussive not to be combined obesrved that data submitted
IP+Paracetamol IP with anti-histaminic drug. |and available peer reviewed
Iscientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
4345|Oflaxacin [P+ 50mg+125 {Suspensi |a, _ The replies /clarifications
Ornidazole IP mg on 1. Both ingredients of the FDC have different wherever available from firms
therapeutic indcations and earlier data submitted by
2.Inappropriate use of omidazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safety concerns in paediatric patients. obesrved that data submitted

and available peer reviewed
scientific evidences do not
|support the rationality of this
FDC. Hence, the Committee
considered this FDC as
[irrational.
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4357| Albatero} Sulphate [1mgs+
Peq. to AlbuteroH-|50mg-+
Etofylline IP+ dmg+img
Bromhexine H(}
IP+ Menthol Ip

2.Patients may need only one ingredient and use of
FDC may lead to misuse,

The replies /clarifications
wherever available from firms
and earlier data submiited by
them were thoroughly
examined, The Committee
obesrvid that date submitted
and aviilable peer reviewed
scientific evidences do ot
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
ircational.

Hard

4158|Aluterol Sulphate [ImgT8mgr
Gelatin

IP eq. to Albuteroh 100mg
Bromhexine H(}

IP+ Theophylline
anhydrous IP

Capsules |and requires cloge monitor;

Ia ' .
1. Theophyltine is a narrow therapeutic indexed dm
ng.

2.Patients may r.eed only one ingredient and use of

FDC may lead to misuse.

imational.

The replies /clarifications
ver available from firms
and earlier data submitted by
them. were tharoughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC g5

4359|Clobetasole 0.05%
Propionate Wivw +
USP+Gentamycia [0.10% Wiw
Suiphate IP eq. tg |+ 2.00%
Gentamycin+Micorw/w +
azole Nitrate 10.10% wiw
IP+ChIqrocrmol (as
Preservative) Ip

[+ H
Re-examined and the
Committee récommended that
FDC shall not be used
continously for more than one
week without re-evaluation by
the physician, i

Img+50mg
+img

4385/ Salbatarmol (A3

a, .
1. On the basis of current scientific understanding
JFDC is phsmaeodynamically frrelevant.

The replies /clarifications
wherever available from tirms
and carlier data submitted by
were thoroughly

and available peer reviewed
ientific evidences do not

Support the rationatity of this

FDC. Hence, the Committes

Smg+325m
er2mg+30
ilmg

Tablets

Unecoated

[considered this FDC as
imational,
The replics /elarifications ﬁ‘
wherever available from finns
and earlier data submitted by -
themn were thoroughly
exemined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Comimittee -
considered thig FDC as

irrational.
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PMOI

The replies /clarifications

4416 ; 125mg+15 |Symp (&, -
Ip+Ambroxol Hel |mg+35mg+2 Pharmacoedynamically imrelevant wherever available from firms
IP+Phenylephrine |mg 1. Dosing schedule is incompatible. and carlier data submitted by
Hel 2. Ingredients will aggravate the adverse effects of [them were thoroughly
IP+Chlorphenirami sedation and drowsiness and also will interefere with:xamined. The Committee
ne Maieate IP the reflexes. -abesrved that data submitted
‘ 3.Potential for drug-drug interaction. and available peer reviewed
_ scientific evidences do not
' support the rationality of this
FDC. Hence, the Committee
considered this FDC as
jrrational.

441 7|Phenylephrine HC1|5mg+325m |Tablets  ja, The replies /clarifications
1P+Paracetamol  |g+2mgt+15 1.Pharmacodynamically and phamacokinetically - {wherever available from firms
IP+Chlorphenirami|mg . irrational FDC, "’ : .|and earlier data submitted by
ne Mileate ) 2 Patients may need only ore ingredient and use of them were thoroughly
[P+Caffeine FDC may lead to misuse. ’ examined, The Committee
Anhydrous IP 3.Dosing shedule of the ingredients is incompatible, abesrved that data submitted

and available peer reviewed
|scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
_|considered this FDC as
irrafional.

443 1|Codeine Phosphate | 10mg+4mg |Oral 1 Dosing schedule is incompatible. The replies /clarifications
IP+Chlorphenirami Liquid  [2. Both the ingredients will aggravate the adverse |wherever available from firms
ne MaleatelP effects of sedation and drowsiness and also will  |and earlier data submitted by

interefere with the reflexes. them were thoroughly
"|3.There is a high risk of abuse potential of this |examined. The Committee
formulation in indian scenerio. dbesrved that data submitted
' and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

444 3| Levocetirizine 2.5mg+10miUncoated |a, ’ : The replies /clarifications
Hecl[P+Phenylephri [g+325mg+3tablets | 1. Pharmacodynamically imrelevant-Patients may nofwherever available from firms
ne Hecl Omg need all the ingredients and use of FDC may lcad toland earlier data submitted by
1P+Paracetamol misuse and adverse effects. them were thoroughly
IP+Caffeine 2.Pharmacokineticatly irrelevant-different dosing  |examined. The Committee
(Anhydrous) {shedule. ' obeseved that data sibmitted

and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

4448} Ofloxacin 50mg+125 |[Symp a, ‘ i The replies /clarifications
IP+Ornidazoie IP |mg 1. Both ingredients of the FDC have different wherever available from firms

' therapeutic indcations and earlier data submitted by
2 Inappropriate use of oridazole will lead to them were thoroughly
emergence of antibiotic resistance against quinalongexamined. The Committee
3. Safety concemns in paediatric patients. obesrved that data submitted

‘ and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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"

72 Levocetrizine HCI]0 8mprismlOra 2

wherever avaifable from firms

IP+Ambroxol Hel. g+50mp+s Suspensi Phannacodynamlcally imrelevant-
IP+Guaifenesin on 1.Patients may not nieed all the Ingredients and yse find carlier data submitted by
TP+Fhenylephrine FDC may lead to misuse and adverse effects, them were thoroughly
Hel P thamamldneﬁcally imelevant-different dusing |examined The Committee
-|shedule, obesrved that data submitted
and available peer reviewed
scientific evidences do not
! Support the rationaiity of *his
FDC. Hence, the Committee
considered this FDC as
irrational.
4473| Paracetamo] 250mg+5m [Oral a, T The replies fclarifications
IP+Phenylephrine 8+1.25mg+ |Suspens; I.Phalmacodynamlcally and phnmacolunehcally wherever available from firms
Hel 60mg lon itrational FDC and earfier data submitted by
IP+Levocetirizine - 2.Patients may need only one ingredient and use of {them viere thoroughly
HCI 1P+Sodium FDC may lead to misuse, |¢xamined. The Committee
Citrate [p 3.Dosing shedule of the ingredients jg Incompatible.Jobesrved that data Submitted
4. Potential for drug-drug inferaction, and available peer reviewed
scientific evidences do not
support the rationaiity of this
FDC. Hence, the Committes
considered this FDC a5
. Irrational. .
4482| Paracetamal 300mg+150[Uncoated a, . The replies /clarifications
IP+Propyphenazon mg+50mg  [Tablets Phaxmm:;dynamieally irrelevant- wherever available from, firms
¢ IP+Caffeine 1. Paracetamol dose is subtherapeutic, . [and earlier data submitted by
(Anhydrous) Fp 3 Succptibilityof:dvem drug reaction is very highthem were thoroughty :

3. Misuse potential,

examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational. -
4485(Chlorpheniramine 4mg+Smg+ Liquid a, The replics /clarifications
Maleate 100mg+10 (Orats I Dosing schedule js imcompatible, wherever available from firms
1P+Phenylephrine mg 2. Both the ingredients wilj aggravate the adverse [ang carlier data submitted by
Hcl IP+Guaifenesin effects of sedation and drowsiness and alsg will  [them were thoroughly .
IP+Dexlromcthorp interefere with the reflexes. examined. The Committee
han Hel IP 3.Centrally acting anti-fussive not to be combined |obesrved that daa submitted
with anti-histeminic drug, and available peer reviewed
: ’ scientific evidences do not
Support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

4492 Phenytoin Sodium
IP+Phenobarbitone mg
ip

100mg+30 {Uncoated

fablets

a,

incressing metabotism,

3. Phenobarbital may occasionally not change or
even increase (via competitive inhibition) Phenytos
levels.

http:/reference, medscape.com/drug-

interactionchecker.

support the rationality of this
FDC. Hence, the Committee
considered this FDC as
itrational,

W'
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4527|Gnaifenesin 50mg+10m |Syrup . The replics /clarifications

IP+Diphenhydrami|gt4mg+5m | 3 Phannacodynammally irrelevant- wherever available from firms
ne Hel g » Anticholinergic property of dlphenhydramme will |and earlier data submitted by
IP+Bromhexine " {lead to drying up of secretions while mucolytics them were thoroughly
Hydrochloride |- increase. h examined. The Commitice
IP+Phenylephrihe abesrved that data submitted
Hydrochloride IP ‘ and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
453 5|Paracctamol 325mg+20 |Uncoated|a, . - ' The replies /clarifications
1P+ Caffeine mg+2mg  |tablets Pharmacodynamicaily irrelevant- wherever available from firms
{Anhydrous) 1. Paracetamol dose is subtherapeutic. and earlier data submitted by
iP+Clilorphenirami - 2. Potential for drug-dug interaction. them were thoroughly
{ne Maleate IP ’ ) examined. The Committee

obesrved that data submitted
arid available peer reviewed
scieritific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as_
irrational.

4536/ Dried Alumnium - {106mg+15 (Capsules |a, ‘ The replies /clarifications
Hydroxide Gel mg+2mg Pharmacodynamically irrelevant- i wherever available from firms
[P+Propantheline : 1. No published literature supporting the FDC and earlier data submitted by
Bromide - |2. In present scenario Propanthaline has safety them were thoroughly
iP+Diazepam IP | . . * fconcems. - examined. The Committee

3. Use of diazepam is imational. obesrved that data submitted

and available peer reviewed
scientific evidences do not

support the rationality of this
FDC. Hence, the Committee

considered this FDC as
irrational.
4570{Bromhexine Hel  {8mg+5mg+ | Uncoatedia, The replies /clarifications.
IP+PhenylephrineH2mg+ Tablets [Pharmacodynamically irrelevant- wherever available from firms
- 325mg 1. Bromhexine :a mucelytic which i increases mucus |and earlier data submitted by
iP+Chtorphenirami secretion should not given in combination with them were thoroughly
ne Maleate antihistaminic with anti cholinergic properties, examined. The Committee
1P+Paracetamol IP because due to anti cholinergic properties mucus  [obesrved that data submitted
secretions is dried up. and available peer reviewed
2. Chlorpheniramine :F1 antagonist are said to scientific evidences do not
|decrease rhinorrhea but the drying effectmay do  |suppord the rationality of this
more harm because of their tendency to induce FDC. Hence, the Commiittee
somnolence considered this FDC as
3, Paracetamol dose is subtherapeutic and potential [irrational.
|misuse in FDC formualtlcrn is likely to be
hepatotoxic .
4571|Bromhexine Hel  [4mg+2.5mg|Suyrup |3, ' ) " | The replies /clarifications
iP+Phenylephrincty+2mg+125 Pharma_oodynamiehlly irrelevant- " |wherever available from firms
cl mg 1. Bromhexine :a mucolytic which increases mucus |and earlier data submitted by
IP+Chlorphenirami secretion should not given in combination with them were thoroughly
ne Maleate antihistaminic with anti cholinergic pmpem=s. examined. The Committee
_[IP+Paracetamol IP because due to anti cholinergic properties mucus  |obesrved that data submitted
secretions is dried up. : and available peer reviewed
2. Chlorpheniramine :H! antagonist are said to scientific evidences do not

decrease rhinorrhea but the drying effect may do | support the rationality of this
more harm because of their tendency to induce FDC. Hence, the Committee

somnolence - : considered this FDC as
3. Potential misuse in FDC formualtion is likely to |irrational.
be hepatotoxic .
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The replies felarifications

Jwherever availabie from firms

. {and carlier data submitted by
them were thoroughly

325mg+10 Uncoated|a, '
mg+2mp+3 | Tablets l.PhErmaeodymically and ph'amaco_kinetically
Omg irrational FDC, '

2.Patiants may need only one ingredient and gy
FDC may lead to misuse.

3.Dosing shedule of the ingredients i5 incompatible,

The replies /clarifications
wherever availabile from firms
and earfier data submjtteq by.
them were !horoughly
examined. The Committes
obesrved that data submitted
and available peer reviewed
scientific evidences do not

se of

4591 Paracetamo] 325mg+10 Uncoated|a,

) The replies /clarifications
IP-l-Phenylepbrim mg+32mg | Tablets I.thmacodygmicajly and phamaookinetically wherever available from firms
¢l IP+Caffoine irrational FDC, and earlier data submitted by
(anhydrous ) 2.Patients may need only one ingredient and uge of Ithem were thoroughly
FDC may lead 1o miguse,

€xamined. The Committes
3.Dosing shedule of the ingredients s incompatible obesrved that daty submitted

and available peer reviewed
scientific evidences do not
Support the rationality of this
FDC, Hence, the Committee
considered this FDC as
itrational.

Re-cxamined and the
Committee recommended that
FDC shall be used for "steroid
responsive dermatosis
associeted with mixed
infection",

FDC shall not be used
continously for more than one
week without re-evaluation by

T Yy



4643

Oﬂoxﬁcin
P+Omidazole IP

50mg+125

mg

Oral
suspensio
n

a,
1. Both ingredients of the FDC have different

therapeutic indcations
2 Inappropriate use of oridazole will lead to

3. Safety concems in pacdiatric patients.

The replies /clarifications
wherever availabie from firms
and earlier data submitted by
them were thoroughly

emergence of antibiotic resistance against qumaloné:r amined. The Commiftee

obesrved that data submitted

{and available peer reviewed

scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

4644

- |release form)+

Glibenclamide
IP+Metformin Hct
IP (In sustained

Pioglitazone Hcl 1P|
¢q. to Pioglitazone

Smgt500m
g+15mg

Uncoated
bilayered
tablets

a,

1. There is no published literature supporting this
FDC.

2. The Pioglitazane has safety concernis.

The replies /clarifications
wherever available from firms |
and eartier data submitted by
them were thoroughly
examined. The Committee
abesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.

4651

Teimisartan +
Metformin

40 mg +
1000 mg

Tgb et

a,
Phamacodynamically irrelevant as no study
supports this combination.

The rcphes Iclanﬁcatlons
wherever available from firms
and earlier data submitted by
them were thoreughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC.: Hence, the Committce
considered this FDC as
irrational.

4873

Allantoim BP+
Vitamin-E
Acetatet Tea tree
oil

0.25%/wiw
+H).25wiwt-
0.50%wiw

Medicate
d Soap

c

Re-examined and the
Committee recommended FDC
as cleansing agent for acne,

4874{ Allantoin

BP4+-Vitamin-E
Acetate+Tea tree
oil+Titanium
Dioxide [P

4906

0.20%wiwH
0.25%wfwr+
0.25%wiwt
0.50%wiw

Medicate
d Soap

c

Re-examined and the
Committee recommended FDC
as cleansing agent for acne.

Ammonium
Citrate+Vitamin B
12+Folic
Acid+Zinc
Sulphate
Monohydrate

160mg+7.5

mg+0.5mgH
20.61mg

Soft
Gelatin
Capsules

a, - .
Pharmacodynamically irrelevant-

1. Therapeutic area not clear

2. ingredients susceptible to pharmaceuticatly

incompatibility

The replies /clatifications
wherever available from firms
and eatlier data submitted by
them were thoroughly
examined. The Committee
obesrved that data submitted
and available peer reviewed
scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
frrational.
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L. Over dase of metyleobalamin :
2. Multiple ingredient Stisceptible to pharmaseg
incompaﬁbi(ily and susceptible dpge

tically

inoompatibilitjr
3.Dose of Folic acid &

nicotinamide sub-
peutic,




5275|Bietin 100megt. {Film a, ' ' - b
USP+Vitamin B6 |Smg+45mg {Coated  [Pharmacodynamically irrelevant- ‘ The matter was examined.The
IP+Niacinamide |+5mcg+20 |Tablets |l.-Therapeutic area not clear Committee opined that thisisa
[P+Folic Acid mcg+50mg - |2. Muttipte ingredients with diverse pharmacologicalvitamin preparation znd shall bg
IP+Cyanocobalami{+100 Lacs proﬁlé susceptible to pharmaceutically " |discussed seperately with other
n IP+Caleinm spores incompatibility vit. Preparations .Presently this
Pantothenate ’ FDC may be categorised under.
IP+Zinc Sulphate category b
IP+Lactic Acid '
5617|Calcium 740mg+7.5 {Tablets |[a, . b.
Orotate+Zinc mg+50meg Pharmacodynamicaily irrelevant- The matter was examined.The
SulfatetFolic +0.5meg 1.Each ingredients have different indication. Committee opined that thisis a
Acid+Cyanocobaia ' 2.This combination does not follow the concept anyvitamin preparation and shall bg
min purpose of FDC discussed seperately with other
3. Sub-therapeutic dose of Vit-B12 vit. Preparations .Presently this
- FDC may be categorised under
category b B
5659 Protein 500mg+i50]|Syrup  |a, b.
Hydrolysate+Iron ng+0.5mg+ sub-therapeutic dose of vifamin B12 The matter was examined.The
Choline 0.5mg+0.25 : Committee-opined that this is'a
Citrate+Thiamine [mg+25meg witamin preparation and shall bg
HCHRiboflavin+P |+0.5meg discussed seperately with other
yridoxing vit. Preparations .Presently this
HCHFolic _ FDC may be categorised under
Acid+Cyanocobal category b
5807|Proteine 10mg+200 |Syrup  |a, b.
Hydrolysate eq. to |mg+15mg+ sub-therapeutic dose of vitamin B12 The matter was examined. The
Nitrogen+lron 7.5mgH).5 Committee opined that this is 2
Choline Citrate eq. [mg+0.5mgH vitamin preparation and shall bg
. jto elemental 0.25mg+0.2 discussed seperately with other!
Iron+Zinc Sulphate|5mcg vit. Preparations .Presently this
IP+Nigcinamide |. FDC may be categorised under
iP+Thiamine HCI categoryb
IP+Riboflavin ) ‘
TP+Pyridoxine HCl
1P+Cyanocobalami
nIP
5837 Thyroid IP'85 15mg+ Film a, The replies /clarificitions -
+Thiamine 25mg+ |Coated [No clinical studies found supporting the use of this | wherever available from firms
Mononitrate IP+  [2.5mg Tablets |combination and carfier data submitted by
Riboflavin IP+ 1mg+ Smgt *|them were thoroughly
Pyridexine HC] IP+| 10mig+25m examined. The Committee
Calcium g obesrved that data submitted
Pantothenate [P+ and available peer reviewed
- | Tocopheryl Acetatd scientific evidences do not
IP+Nicotinamide IH : : support the rationality of this
FDC. Hence, the Commiftee-
considered this FDC as
irrational.
5958| Ascorbic Acid IP+|150mg+10 |Uncoated|a, Pharmacodynamically irrelevant- The replies /clarifications
Manadione Sodium [mg+ 50mgt+|[Tablets |1. Therapeutic area not clear ' wherever available from firms
Bisulphate+ Rutin |132mg+).5 2. Multiple ingredients with diverse pham'lacologicuiand earlier data submitted by
NF, XI + Dibasic |mg - |profite. them were thoroughly
Calcium Phosphate| . . examined. The Committee .
IP + Adrenochrome ) obesrved that data submitted
Mono . and available peer reviewed
Semicarbazone scientific evidences do not
support the rationality of this
FDC. Hence, the Committee
considered this FDC as
irrational.
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1% wrv + Ear

0.025% wyy Drops
+2% wiv +

a, ] i ifications
Phannacodynax_nical'ly irrelevang. - wherever available

L.Mucolytic increages Mucus secretion gpg i
antihistaminic with 5,

The replies /clariﬁt_:ations
ver available from firms
and earlier datg submitted by
them were thoroughiy
examined. The Committee

z Committes
considered this FDCas
t}irrational,




6214

Zinc Sulphate IP
eq. to elemental
Zinc+Vitamin A
Palimate
IP+Vitamin D3

AIP+Vitamin Bi

1P+Vitamin B2
IP+Vitamin B6
IP+Niacinamide IP

25mg+5.7m
gt+1600

-{U+200

[U+1.5mgt
1.5mg+1.0
mgt+15mg

Oral

a, .
Pharmacodynamicaily irrelevant-
1. Therapeutic area not ciear

2. Combination irrational.

b.
The matter wes examined.The |
Committee opined that this is a
vitamin preparation and shall bq

3. Element arc of different class hence have diverse discussed seperately with other

activity

vit. Preparations .Presently this
FDC may be categorised under
category'b’
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7/ pestminophen
P+Nimeusalide

-_ Hamm.,usr

Lincoated

125mg+ [00mg+25
Omy Tablets

a,

Li fitle m Bination has p fal of
tisuse and have documanted safery conieers,
2.Faarmacody namically iratignale FDC a3 hvo
ingredients hive same mechapfam of attion.

biudice

Nimeusuligs +
Chlorzxezons USP

325g100mygh25
Oy

n

1.Nimesulide in cornbination haa potemial of
misuse and have docurmanted safety concer,
2.Ph fy ically irrational FDC as hwo
inrecients hive sme mechanism of action,

ul-:jlx:i'u

3026 |

15mg#Smy+2 5mg Syrup

a
I Doting schedule is inco.npatible,
2 Ingredicnta will aggravare the hdverse affocts
af sedetion end drowsinesy and also will
interefera with the reflexes.
3.Ceruraliy acting snti-nussive not 1o be

bined with anti-histaminj druy,

C
Inadertatatly included a5 3",
Same is approved by DCA(L)

[5mg+Smp+smg

nglwwm :

Pral Liquid

a
IDosingsdwdul_eia tncompatible, -
2, Ingredients wiii aggravate the adverse effects
of sedation end drowsiness and also wil]
inserefere with the reflexas,

3.Canirally ncting anti-tussve not & be
<ombined with anti-histamrinic drug.

Tnadvestetntly included as "a”.
Saue is gpproved by DCG(T)

100mg+4mp+10m
30mg

%
imational FDC,

of FOC may lead to misuse.

2LPatients may nced only one ingredient and use,

LPhnmcndynmmnllymdphmhmuﬂy
'DC.

subjudice

3208 b Side+ Chlorphears

100mg+4myg+10m
£t 30mg

a
1. Nimesulide in combination has potential of
n!isnuiliindb'calimﬁ:rdhﬁc coaditions,

Users who may not be aware of this pamestamo

content end may accidentally overdose when i
ke the multi- ingredient produst with other
dicines alsa containing par Lo
2 Thereis phmmmhnmcllmpm'hlny
Eong the drugs.
%mdﬁd:mdo;wdwm
tnmmpomofmmm

Ecdes, &, Fietze, 1. and Rose, U.-B, (2014)
Rationale for Treatment of Common Cold and

Fiu with Mulfi-Ingredient Combination Producig
 for Multi-Sympiom Reficfin Adults. Open

Journs] of Respiratory Diseases. 4,73-82,

subjudice

- |MaleatetCaffeine

umm-wwﬁ.,.
O Chit et

100mg/100mg10m
o5mgtimg/dmg+

8 .
I.Mmdideinnmnbinlighnpotmﬁnlnf
nismh:indicaﬁnrqfordlag‘cmdiﬁm

Users who may not be awawe of this pamcetamol

ke the multi- ingredient prodoct with other
oiedicines alea containing paracetamol.
2 Thereis pharmacokinetic incompatibility

" =mong the druga,

3MEmesuilids bas docuriumted safety congem,
ﬂw:pohﬁﬂ of both the drugs

Eccles, R.. Fietze. I. and Rose, U.-B, (2014
Rationale for Treatment of Common Cold and

Fluwith Multi-Ingredicat Combination Products]

for Muld-Symptom Relicf in Adults, Open

_Jon.lufRnspiraoryDiams,*l. 73-32.

subjudies

Bnetims Hydnciarid
IP + Beuzyl Alcobol 1P

130mg+1,0%+1%v fnjection
N

5,
1 Peamacodynamically imelevaat BDC,
ABypersensitivity to lignocaine i alw 1 safety

subjudice

L/&,

Qk e kate )
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Minutes of the Meeting of Expert Committee held on 4.01.2016 and 05.1.2016 to
review proposals and advic_e Drugs. Controller General (India) in matters
related to approval of the safety and efficacy of Fixed Dose Combinations
(FDCs) permitted for manufacture for sale in the country without due approval

from office of DCG (!)
Members present:

1. Prof. Chandrakant Kokate, Vice-Chancellor, -KLE University, Belgaum,
Karnataka & Ex-President of Pharmacy Council of India - Chairman

2. Prof. Sahjay Singh, Deptt. Of Pharmaceuticals, |IT, BHU, Varanasi - Member

3. Dr. C. D. Tripathi, Prof. & HOD (Pharmacology), Safdarjung Hospital, New
Dethi — Member

4. Dr. Bikash Medhi, Deparfment of Pharmacology, PGIMER, Chandigarh-
Member

5. Dr. RK Khar, Foimer Dean & Head, Jamia Hamdard, New Dethi — Member

6. Dr. J. C. Suri, Prof., Department of Pulmonary, VMCC & Séfdarjung Hospital,
New Delhi '

7. Dr. B. Gupta, Pro'f.,,Dept. of Medicine, Hindu Rao Hdspital. New Delhi

Dr. C.L._Kaul,, Former. Director, NIPER and Dr. Sanjeev Sinha, Prof., Dept. of
Medicine AIIMS could not attend the meeting.

The Chairman welcomed the members of the Commitiee and apprised that the issue
is related to the grant of manufacturing licerises for sale of the Fixed Dose
Combinations (FDCs) which fall under the definition of the term “New Drug” in the
country without due approval by the Licensing Authority as defined under rule 21(b)
i.e. Drugs Controller General (India).

In respect of other FDCs falling under definition of "New Drug” icensed by State
Licensing Authorities before 1.10.2012, without the permission of DCG(l), it was
decided and submitted by the Ministry of ‘Health and Family Welfare to the
Parliament Standing Commitiee that the DCG(l) would direct all the State Drugs
Controllers to ask the concerned- manufacturers to prove the safety and efficacy of
such FDCs before CDSCOQ within a period of 18 months, failing which such FDCs
will be considered for being prohibited for manufacture and marketing in the country.
Accordingly, DCG (1) vide letter dated 15.01.2013 requeésted all the State Drug
Controllers to ask the concerned manufacturers to prove the safety and efficacy of
such FDCs within 18 months.

In view of above, a large number of applifcat'ions were received by CDSCO. In order
to examine such a huge number of applications in a timely manner, Ministry of Health



& Family Wé!fare vide order No. X1 1035/53/2014—DQC dated: 16.09.2014 Constituted

Committee under the cha:rmanshg‘p of Prof. C. K- Kokate, V:ce-ChancéHor, KLE

1. FDCs Considered as Irrational by the Committee were categorized
under category ‘a’ ang accordingly show Cause notices have been
issued to the concerned Manufacturers, '

2. FDCs  requiring further deliberation with subject experts were
categorized ynder category ‘p’ and further deliberations are in
progress. '

3. FDCs considered ag rational by the' Committee Were categorized
under category ‘c' ang accordingly approval letters have been
issued to the concerned Mmanufacturers. -

. g fu
category ‘d’ ang accordingly letters asking the firms to submit
Phase v trial  protoco] have 'been issued to the concerned

manufacturers,

he detailed therabéu_tic category-wise agenda containing FDCs related to
Pulmo_na category was placed befor_e the Committee. The Committee also signed
the No Conflict of Interest. The Committee discussed each FDC ang made their

récommendations aenclosed,
The meeting ended with the \ggthanks to the Chair,

QL’”W&MHJ ’ g\\\\

(Or. R.K. Khar)

' V(Dr. Bikash Medhi) (Dr.a 1
(Prof. Safwygigh) (%Z?é% :
-—""Tr”é

. ' £
(Prof. Chandrakang Kokate)
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Minutes of the Meeting of Expert Committee held on 6.1.2016 to review
proposals and advice Drugs Controller General {(India) in matters related to
approval of the safety and efficacy of Fixed Dose Combinations (FDCs)
permitted for manufacture for sale in the country without due approval from
office of DCG (I}

Members present:

1. Prof. Chandrakant Kokate, Vice-Chanceilor, KLE University, Belgaum,
Karnataka & Ex-President of Pharmacy Council of india - Chairman

2. -Prof. Sanjay Singh, Deptt. Of Pharmaceuticals, IIT, BHU, Varanasi - Member

3. Dr. C. D. Tripathi, Prof. & HOD (Pharmacology), Safdarjung Hospital, New
Delhi — Member |

4. Dr. Bikash Medhi, Department of Pharmacology, PGIMER, Chandigarh-
Member

5. Dr. R.K. Khar, Former Dean & Head, Jamia Hamdard, New Delhi — Member

6. Dr. C.L. Kaul, Former Director; NIPER

7. Dr. Richa Dewan, Prof. & Head, Dept. of Medicine, MAMC, New Delhi

Dr. Sanjeev Sinha and Dr. Ashutosh Biswas, Prof., Dept. of Medicine, AlIMS could
not attend the meeting.

The Chairman welcomed the members of the Committee and apprised that the issue
is related to the grant of manufacturing licenses for sale of the ‘Fixed Dose
Combinations (FDCs) which fall under the definition of the term “New Drug” in the
country without due approval by the Licensing Authority as defined under ruie 21(b)
i.e. Drugs Controller General {India).

In respect of other FDCs falling under definition of “New Drug’ licensed by State
Licensing Authorities pefore 1.10.2012, without the permission of DCG(l), it was
decided and submitted by the Ministry of Health and Family Welfare to the
Parliament Standing Commiittee that the DCG(l) would direct all the State Drugs
Controllers to ask the concerned manufacturers to prove the safety and efficacy of
such FDCs before CDSCO within a period of 18 months, failing which such FDCs
will be considered for being prohibited for manufacture and marketing in the country.
Accordingly, DCG (I) vide letter dated 15.01.2013 requested all the State Drug
Controllers to ask the concerned manufacturers to prove the safety and efficacy of
‘such FDCs within 18 months. '

In view of above, a large number of applications were received by CDSCO. In order
to examine such a huge number of applications in a timely manner, Ministry of Health
& Family Welfare vide order No. X1 1035/53/2014-DQC dated: 16.09.2014 constituted
a Committee under the chairmanship of Prof. C. K. Kokate, Vice-Chancellor, KLE
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University, Belgaum, Kamataka. As directed by the Ministry, following actions have
been initiated by CDSCO:-

egory ‘a’ and accordingly show cause notices have bgen

2. FDCs requiring further deliberation with subject experts were
categorized under category ‘b’ and further deliberations are in

progress.

3. FDCs considered as rational by the Committee were categorized
under category_‘c' and accordingly approval letters have been
issued to the concerned manufaciurers.

deemed to have been cancelled. Now, the firms have submitted their replies which
need to be examined by the Committee.

The detailed therapeutic category-wise agenda containing FDCs related to Medicine
category was placedrbefore the Committee, The Committee also signed the No
Conflict of Interest, The Committee. discussed each FpC and made their

récommendations as enclosaq -

The meeting ended with the vote of thanks to the Chair.

Pooin dﬁxb\‘\‘b (Mg
(Dr. RK. Kha‘?)/’/ M(Dr. Blkash Medhi)  (pr. C.D.M

% . ' - / ) \ |
(Prof. Sa%h) (%’ ‘{,‘(Dréﬁm\ 5

W Tié
wyh
(Prof. Chandrakant okate)
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Mlnutes of -the Meetmg of Expert Commlttee held on 7.1.2016 to~ review
proposals and adwoe Drugs Controller General (Indra) in matters related to
approval of the safety and. efﬁcacy of Fixed. Dose. Combmatlons '(FDCs)
permitted for manufacture for sale in the country wrthout due approval from

office of D( DCG ()

Members p‘resent'
.1. Prof. "Chandrakant Kokate Vlce-Chanoellor KLE University, Belgaum,
Kamataka & Ex-Presrdent of Pharmacy Council of india - Chairman -
2. Prof. Sanjay Singh, Deptt OfPharmaceutlcals, IIT, BHU Varanas: -Member
3. Dr. 'C. D. Tripathi, Prof. & HOD (Pharmaoology) Safdarjung Hospatal New

) Delhi — Member
4. DF. . Blkash Medhi, Department of Pharmacology,_; PGIM_ER,-.Chandigfarhf

-"'Member ,

or. RK. Khar Former Dean & Head, Jamia Hamdard, New Delhi — Mermber
Dr. C.L. Kaul Former Dlrector 'NIPER - Member : N
Dr. Richa Dewan, Prof & Head, Dept. of Medlcme MAMC, New Delhi

- Dr. Rohit Saxena Assoolate Prof Dept of Opthalmolgy, AlIMS, New Delhr

. Dr.RK Arya, Prof.& Head Dept. of Ofthopaedlcs RML HOSprtaI New Deihi
1 0 Dr. Dlplka Deka, Prof Dept of O&G AlIMS, New Delhl .

11.Dr. J.C. Passey, Prof. & Head Dept of ENT, MAMC, New Dethi

®w o N o ;

Dr. San]eev Stnha. Prof Dept of Medlcme AIIMS could not attend the meetrng

The Chalrman welcomed the members of the Commlttee ‘and appnsed that the issue”
is refated to the ‘grant of manufactunng I;censes for sale of the Fixed Dose' '
Combinations {FDCs) whzch fall under the: deﬁmtlon of the term “New Drug in the -
country without due, approval by the Licensing Authonty as deﬁned under rule 21(b)
i.e. Drugs Controller General (lndla) .

in respect of other FDCs fallmg under deﬁnmon of "New Drug Iloensed by State

'chensmg Au'd'lontles before 1.10. 2012, without the permnssron of DCG(l), it was

decided .and ‘submitted - by the Ministry. of Health and Family ‘Welfare to the
Parlxament Standlng Committee that the' DCG(I) would direct all the State Drugs
Controllers to ask the concerned manufacturers fo prove the safety and effi icacy of .
such FDCs. before CDSCO mthln a period .of 18 months, failing which such FDCs.
will be consrdered for being prohlblted for manufacture and marketrng in the oountry _
Acoordlngly DCG (1) vide letter dated 15.01.2013 requested all the State Drug
Controllers to ask the ooncerned manufacturers o prove’ the safety and effi cacy of
‘such FDCs within 18 months. - - '







Minutes of the Meeting of Expert Committee held on 8.1.2016 to review
proposals and advice Drugs Controller General {India) in matters related to
approval of the safety and efficacy of Fixed Dose Combinations (FDCs)
permitted for manufacture for sale in the country without due approval from
office of DCG (l)

Members present:

1. Prof. Chandrakant Kokate, Vice-Chancellor, KLE University, Beigaum,
Karnataka & Ex-President of Pharmacy Council of India - Chairman

2. Dr. C. D. Tripathi, Prof. & HOD (Pharmacology), Safdarjung Hospital, New
Delhi — Member

3. Dr. Bikash Medhi, Department of Pharmacology, PGIMER, Chandigarh-

Member

Dr. R.K. Khar, Former Dean & Head, Jamia Hamdard, New Delhi — Member

Dr. C.L. Kaul, Former Director, NIPER - Member

Dr. Debashish, Prof., MAMC, New Delhi

Dr. Nihar Ranjan, Assoc. Prof., Dept. of Gastro , AlIMS; New Delhi

Dr. Viveka Jyotsana, Prof., Dept. of Endocrinology, AlIMS, New Delhi

Dr. B. Gupta, Prof. , General Medicine, HinduRao Hospital, NDMC, New Delhi

© @ N e

Dr. Sanjeev Sinha, Prof., Dept. of Medicine, AlIMS, Prof. Sanjay Singh, Depit. Of
Pharmaceuticals, |IT, BHU and Dr. Ashutosh Biswas, Prof. AliMs could not attend
the meeting.

The Chairman welcomed the members of the Committee and apprised that the issue
is related to the grant of manufacturing licenses for sale of the Fixed Dose
Combinations (FDCs) which fall under the definition of the term “New Drug” in the
country without due approval by the Licensing Authority as defined under rule 21(b)
i.e. Drugs Controller General (India).

In respect of other FDCs falling under definition of “New Drug” licensed by State
Licensing Authorities before 1.10.2012, without the permission of DCG(I), it was
decided and submitted by the Ministry of Health and Family Welfare to the
Parliament Standing Committee that the DCG(I) would direct all the State Drugs
Controllers to ask the concerned manufacturers to prove the safety and efficacy of
such FDCs before CDSCO within a period of 18 months, failing which such FDCs
will be considered for being prohibited for manufacture and marketing in the country.
Accordingly, DCG (I) vide letter dated 15.01.2013 requested all the State Drug
Controllers to ask the concerned manufacturers to prove the safety and efficacy of
such FDCs within 18 months.
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& Family Welfare vige order No, X1 i035/53/2014-DQC dated: 16.09.2014 Constituteq
a Committee Under the. chairmanship of Prof, ¢ K. Kokate, Vice-ChanceHor. KLE
Um‘v'ersity, Belgaum, Karnatakg, As directeq by the Ministry, following actions haye

1. FDCs Considered ag lrrationaf by the Committee Were categorizeqd
under Category ‘3’ and accordingly show Cause noticeg have been
issued to the concerneq Manufacturers

\ \\\B
! (Dr. Gupta
(Dr. Dﬁh\hnf)\ (Dr. Nihariﬁﬁn)

T c.
(Prof, Chandrm;e)




Minutes of the Meeting of Expert Committee held on 9.1.2016 to review
proposals and advice Drugs Controller General (India) in matters related to
approval of the safety and efficacy of Fixed Dose Combinations (FDCs)
permitted for manufacture for sale in the country without due approval from
office of DCG (1)

Members present:

1. Prof. Chandrakant Kokate, Viice-Chancellor, KLE University, Belgaum,
Karnataka & Ex-President of Pharmacy Council of India - Chairman

2. Dr. C. D. Tripathi; Prof. & HOD (Pharmacology),_Safdarjung Hospital, New
Delhi — Member |

3. Dr. Bikash Medhi, Department of Pharmacology, PGIMER, Chandigarh-

Member

Dr. R.K. Khar, Former Dean & Head, Jamia Hamdard, New Delhi - Member

Dr. C.L. Kaul, Former Director, NIPER - Member -

Dr. Sanjeev Sinha, Prof., Dept. of Medicine, AlIMS.

Dr. V. Ramesh, Prof., Dept. of Dermatoiogy. Safdarjung Hospital, New Delhi

Dr. Hitendra Singh Tanwar, Ass. Prof., Dept. of Medicine, RML Hospitat, New

Delhi

® N o o >

Prof. Sanjay Singh, Deptt. Of Pharmaceuticals, IIT, BHU could not attend the

meeting.

The Chairman welcomed the members of the Committee and apprised that the issue
is related to the grant of manufacturing licenses for sale of the Fixed Dose
Combinations (FDCs) which fall under the definition of the term “New Drug” in the
country without due approval by the Licensing Authority as defined under rule 21(b)
i.e. Drugs Controller General (India).

In respect of other FDCs falling under definition of “New Drug’ licensed by State
Licensing Authorities before 1.10.2012, without the ‘permission of DCG(I), it was
decided and submitted by the Ministry of Health and Family Welfare to the
Parliament Standing Committee that the DCG(l) would direct all the State Drugs
Controliers to ask the concerned manufacturers to prove the safety and efficacy of
such FDCs before CDSCO within a period of 18 months, failing which such FDCs
will be considered for being prohibited for manufacture and marketing in the country.
Accordingly, DCG (1) vide letter dated 15.01.2013 requested ali the State Drug
Controllers to ask the concerned manufacturers to prove the safety and efficacy of

such FDCs within 18 months.
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In view of above, a large number of applications were received by CDSCO. In order
to examiine such a huge number of applications in a timely manner, Ministry of Health
& Family Welfare vide order No. X11035/53/2014-DQC dated: 16.09.2014 constituted
a Committee under the chairmanship of Prof. C. K. Kokate, Vice-Chancellor, KLE
University, Beigaum, Karnataka. As directed by the Ministry, following actions have

been initiated by CDSCO:-

1. FDCs considered as lrrational by the Committee were categorized
under category ‘a’ and accordingly show cause notices have been
issued to the concerned manufacturers,

2. FDCs requiring further deliberation with subject experts were
categorized under category ‘b’ and further deliberations are in

progress.
3. FDCs considered as rational by the Committee were categorized

under category ‘c' and accordingly approval letters have been
issued to the concerned manufacturers.

4. FDCs requiring further generation of data were categorized under
category ‘d’ and accordingly letters asking the firms to submit
Phase IV trial protocol have been issued to the concerned

manufacturers.

The members were apprised that FDCs to be discussed in the meeting have already
been examined by the Committee and have been found to be irrational. Based on
the recommendations of the Committee, Show cause notices were served to the

DC.Z%WU" r o W
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