E.No. 6-4/FF/130/02—DC(RE—REG20121 ‘

From:
The Drugs Controller General (India)
Directorate General of Health Services

EDA Bhawan, New Delhi
Dated

To, 19 JaN 2012

M/S. Allergan India Pvt Limited
KSEF Building Opp.Kims Hospital ,

Kondojji, Basappa road,
Kalasipalyam, Bangalore-560002

Sub: -Registration of M/S. Allergan Sales LLC, 8301, Mars Drive , Waco, Texas,
76712, USA _ under the Provisions of Drug & Cosmetics Rules for the purpose of

A ey
import of drugs in India

FE-130
Dear Sir,

Please refer to your application no. NIL dated 23/12/2011, received by this Office
vide diary no. 59193 dated 27/12/2011 on the above subject. Registration Certificate
in Form 41 under the Rules is issued for the manufacturing site along with the name
(s) of drug (s) imported under the said Certificate subject to the condition:

1. The drugs shall confirm to the standards / specifications mentioned in the
Second Schedule of the Act, or such other standards / specifications
forwarded by you and approved by this Directorate.

2. The drugs shall have the composition, strengths, standards and packing as
approved by this Directorate..

w2

Dispute, if any, in respect of t};lﬂg,pay@:g@\ fees and submission of TR6

challan, shall have tgﬂbewsetﬂgf(i\l,?\@,!i“(@@ﬁ&é’ﬁank and the applicant.
S s __(.A,‘e;:\?—""‘ ST W l’_.”.W"‘_’_,_,___,W_,_...s__ S . .

s \:}";- \!‘» -,\‘{.{(",_‘ .
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4. The drugs will be required-tobe “ithdrawn from sale from the market in case
any undesirable reactions due to its medication are brought to light at any
stage. This Directorate should be informed of adverse reports on the drug, if

any.

5. The drugs shall be marketed fof indications for which they have been
approved. '

6. If any claim is made for these drugs in future other than those approved,
prior permissions from this Directorate will be necessary before such claim is
made. -

7. The drugs shall be supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder. _




This registration in no way relieves you of the responsibility of complying
with all other provisions of the Drugs & Cosmetics Act and Rules there under,
~ and any other provisions of any other Act and Rules applicable in the matter
concerned. : , _

Each consignment of the drugs to be imported by you shall be accompanied
by a test / analysis reports.

10..Based on this registration, import applicaﬁons for the drug (s) endorsed in the

enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules.

11. This Registration Certificate is being issued under the condition that during

the pendency of Registration, the applicant may be required to deposit
inspection fee as stipulated under Clause (5) of Rule 24-A and enable
inspection of manufacturing site by the officials authorised for this purpose.

Non-compliance to this condition as afid-whenso-directed-would-result-in—————

cancellation of Registration Certification.

Please note that Registration Certificate issued is liable to be suspended / cancelled, if
any of the condition stipulated above is not complied with, apart from any other
condition that may be taken under the provisions of the Drugs & Cosmetics Act, 1940
and the Rules there under. =~

et e

Ry B
Please acknov\{leﬁdfggﬁfmgrecelpt.
. \7:‘\. ’ ,,.r" )

Yours faithfully,

g
/
' Drugs Controller General (India)

Copy forwarded to:

1.

The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400038 : '

2.

The Assistant Drug Controller (I), 15/1, Stra_nd Road, Custom House, Kolkata-
700001. - : - ' ' o

The Assistant Drug Controller (I), Room No. 66, 21¢ Floor, Custom House, Chennai-
600001. - ,
The Assistant Drug Controller (I), Jawaharlal Nehru Port, Trust Nhava Seva Port,
Raigard, Maharashtra. _

The Assistant Drug Controller (1), International Air Cargo Complex, Indira Gandhi

~Jnternational Air Port; New Delhi-110037. - .o -



F.No. 6-4/FF/130/02-DC(REREG2012)

GOVERNMENT OF INDIA

- Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare

FDA BHAWAN, NEW DELHI (NDIA)

(See Rule 27-A)
REGISTRATION CERTIFICATE
Registration Cemﬁcate issued for import of drugs into India
Under Drugs and Cosmetics Rules, 1945

. ! —
Registration Certificate No. FF-130 S 'ﬁ 9 JAH B@?@l

1. M/S. Allergan Sales LLC; 8301, Mars Drive , Waco, Texas, 76712, USA having factory
premises at M/s. Allergari Sales LLC, 8301, Mars Drive , Waco, Texas, 76712, USA _has
been registered under Rule 27.A as a manufacturer and is hereby issued this Registration
Certificate, s e e "

2. Name(s)'of drug(s)ﬁ-’févhich may be 1mported under this Registrati(‘i'.r"i.-- Certificate (Please refer

sl

~ the enclosed list of-drugs).

e L
o qfib‘lz fb?'s 02/2015 unless it is sooner

3. This Registration Certificate shall be.infsice

suspended or canceﬁé‘gl under the

4. This Registration Céftjficate is issued: ‘ gh he office._ of ‘ the manufacturer or his
authorised agent in Iﬁdi{g M/S Allérgan :Inidia ‘Pvt Limited KSEF Building  Opp.Kims

4Ho$pital_,l(0ndoﬁ—i,—Basé'ppa%roa'deﬁal'a’sfﬁa’WBﬁg—alore-560002 who -will be_

;o . _responsible for the businessﬁeiétij_{ities of the manufacturer in India in all respects,

i
{ i
kS )]

L

5. This Registration Certificate is subject to the conditions stated overleaf and to such other
conditions as may be specified in the Act and the Rules, from time to time.

e"‘;‘,\\;BARD CONWO( G
S a8
Place: New Dol | N | \}ﬁf’
ace Neq el 2012 coscolifffeosco
Date: B, el 8 LICENSING AUTHORITY
— . 'é”f/um, oo -

Seal/Stamp
Dr. V. G. SOMANE

Drugs Controli
Die. Generzl ¢
Minisiry of He
FLA Bhaws




Conditions of the Registration Certificate

The Reglstratlon Certificate shall be displayed at a prominent place by the authorised agent.

2. " No drug shall be registered unless it has a free sale approval in the country of origin, andfor in
other major countries.

3. The manufacturer or his authorised agent in India shall comply Wlth the conditions of the
import licence issued under the Drugs and Cosmetics Rules, 1945.

4. The manufacturer or his authorised agent in India shall inform the licensing authority forthwith

in the event of any administrative action taken due fo adverse reaction, viz. market

withdrawal, regulatory restrictions, or cancellation of authorisation, andfor not of standard

quality report of any drug pertaining to this Registration Certificate declared by the Regulatory
Authority of the country of origin or by any Regulatory Authority of any other country, where
the drug is marketed/sold or distributed. The despatch and marketing of the drug in such
cases shall be stopped immediately, and the licensing authority shall be informed
immediately. Further action in respect of such stopped marketing of drug sha|l be followed as
per the direction of the licensing authority. In such cases, action equwalent to that taken with
reference to the concerned drug in the country of origin or in the country of marketing shall be
followed in India also, in consultation with the licensing authority. The licensing authority
may, however, direct any further modification to this course of acﬁon, including the withdrawal
of the drug from Indian market within 48 hours time period.

5. The manufacturer or his authorised agent in lndia shall inform the licensing authority within 30
days in writing in the event of any change in manufacturing process, or in packaging, or in
labelling or in testing, or in documentation of any of the drug pertaining to this Registration
Certificate. In such cases, where there shall be any major change/modification in
‘manufacturing, or in processing or in testing, or in documentation as the case may be, at the
discretion of the licensing authonty’,/the ,m;\nufacturer or his authorised agent in India shall
obtain necessary approval wﬁhupﬁO,da&fs by/submlttnng a separate application along with the
reglstratlon fee, as specmedftn claﬁse ()1)“;c sub rule (3) of rule 24-A.

6—T he manufac cturemwhi q&ﬁorlsedﬂgenklfklndlaﬁshalunforthechensm\cLauthontv
..1mmed!ately in wrmng m’ the€vent of any change in the const:tutlon of the firm and for.
address of the r‘égéié ed %c&e/ factory premises operating under this Reglstrat|on Certificate.
Where any such change in the constitution of the firm and/or address takes place, the current
Registration Certificate shall be deemed to be valid for a maximum period of three months
from the date on which the change has taken place unless, in the meantime, a fresh
Registration Certificate has been taken from the licensing authority in the name of the firm
with the changed constitution of the firm andfor changed address of the registered office or

factory premises’.



F.No. 6-4/FF/130/02-DC(RE REG 2012)
| GOVERNMENT OF INDIA
Central Drugs Stand_ar.d Control Organisation
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHI (INDIA)

NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. FE-130
DATED. . '

1.Ketorolac Tromethamine Opthalmic Solufian.;j;’;? :

Each mt contains:
Ketorolac “Tromethami

<

2. Bimatopost Opthalm

T - Each ml:contains:
4. Bimatoprost Opthalmic
Applicator: '
5.Gatifloxacin’ Opthalmic-Solutior
Each ml Contains}fis ¢ O OENEDN |
Gatifloxacin Sés\aﬁhiﬁfé%étii% ‘l . J
Equivalent To Gatifloxacin, IP.... 1 OBTWIV
.
ITEMS (FIVE) ONLY
5

w- | | \{6’5" ‘

Place: New Delhi LICENSING AUTHORITY
| Da‘coe;:fjE 9 Jik K{ﬁg Seal/Stamp

Die. General
Winistry of Hea!
FDA Bhaw






F. No. 6-4/FF/34/2011-DC

From:
The Drugs Controller General {India)

Directorate General of Health Services
FDA Bhawan, New Delhi

Dated:

To, | 1 9 J/‘:\N 2012

M/S. Besins Healthcare India Pvt. Ltd.
Gala No. 7 & 8, It Floor, Building No.B6,
Shree Arihant Compound, kalher,
Bhiwandi,

Dist. Thane - 421302

Sub: -Registration of M/s. Besins Manufacturine Bel ium, Groot-Bijgaardenstraat
128, 1620 Drogenbos Belgium under the Provisions of Drug & Cosmetics Rules for
the purpose of import of drugs in India,

FF-616

Dear Sir,

Please refer to your application no. Nil, dated 06/12/2011, received by this office
vide diary no. 57080, dated 13/12/2011, on the above subject. Registration
Certificate in Form 41 under the Rules is issued for the manufacturing site along
with the name (s) of drug (s) mmported under the said Certificate subject to the
~ condition: : ,

1. The drugs shall confirm to the standards / specifications méntioned in the
Second Schedule of the Act, or such other standards / specifications
forwarded by you and approved by this Directorate. :

2. The drugs shall have the composition, strengths, standards and packing as
approved by this Directorate,

3. Dispute, if any, in ré;iag of the payment of fees and submission of TR6

Chaﬂan,shallhaveté‘_fb‘e‘%?éﬁ_  betweeithe bank and the applicant.

4. The drugs will be required to be withdrawn fidin shle from the market in case
any undesirable reactions due to its medication are brought to light at any
stage. This Directorate should be informed of adverse reports on the drug, if

any.

5. The drugs shall be marketed for mdicaﬁons for which they have been
approved. ;

6. If any claim is made for these drugs in future other than those approved,
prior permissions from this Directorate will be necessary before such claim is -
made. - :

7. The drugs shall be supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder. :



8. This registratibn in no way relieves you of the responsibility of complying

9.

with all other provisions of the Drugs & Cosmetics Act and Rules there under,
and any other provisions of any other Act and Rules applicable in the matter

concerned.
Each consignment of the drugs to be imported by you shall be accompanied

by a test / analysis reports.

10. Based on this registration, import applications for the drug (s) endorsed in the

enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules.

11. CDTL test report for three lots/batches for each drug product is required to

submit this office before issue of Import license.

12. This Registration Certificate is being issued under the condition that during

the pendency of Registration, the applicant may be required to. deposit

Copy forwarded to:

1

inspection fe‘e"‘as—sﬁpulated—-under-Gl-ause—-(—5)—of—RuIe_24=A_.and_.enab1e
inspection of manufacturing site by the officials authorised for this purpose.
Non-compliance to this condition as and when so directed would result in
cancellation of Registration Certification.

Please note that Registration Certificate issued is liable to be suspended /
cancelled, if any of the condition stipulated above is not complied with, apart
from any other condition that may be taken under the provisions of the Drugs
& Cosmetics Act, 1940 and the Rules there under.

Please acknowledge the receipt.

Yours faithfully,

f\].ﬁ/./v -

Drugs Controller General (India)

PRy
0

T
PPN

The Assistant Drug ,Controll__er-'(I'),frhg’é%"’(;us’cbm‘ House, Annexe, Ballard

* Estate, Fort, Mumbai-400038.<2 ™~

“The Assistant Drug.Contiollet (1), 15/1, Strand Road, Custom House,
Kolkata-700001.5 7% -
The Assistant Dritg Controller (), Room No. 66, 24 Floor, Custom House,
Chennai-600001. ~ '
The Assistant Drug Controller (I), Jawaharlal Nehru Port, Trust Nhava Seva
Port, Raigard, Maharashtra.
The Assistant Drug Controller (I), International Air Cargo Complex, Indira

- Gandhi International Air Port, New Delhi-110037.



F. No. 6-4/FF/34/2011-DC

GOVERNMENT OF INDIA

Central Drugs Standard _Co.ﬁtrol Organisation
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHI (INDIA)

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE
Registration Certificate issued for import of drugs into India
" Under Drugs and Cosmetics Rules, 1945

Registration Certificate No. FT-616 : . % 9 Jp_ 3.\} ?wed
: , A ‘

1. M/S, Besins Manufacturing, Belgium ha_‘vfi,_gg_ factory premises at M/s, Groot-Biis aardenstraat
128, 1620, Drogenbos Belgium has beén'registered under Rule 27-A as a manufacturer and is
hereby issued this Registratiori Cerfificate.

the enclosed list of dggég).

At -

. £ }/ ‘-w.,\‘_\
3. This Registration Certificate shall b

X il SN z"}' {'{«.
- : £zt
suspended or cancelled un‘derhgﬁe i

authorised agent in Indii M/S'B
Building No.B6, Shree Arihant Co
be responsible for the business actiy

5. This Registration Cert‘i'flgqt_e is subject to:th conditions stated overleaf and to such other
. conditions as may be specified in the Act and the Rules, frofn time to time, :

Place: New Detlhi

D] 9 Jay 2019

%y .
LICENSING AUTHQRITY :

Seal/Stamp

Dr. V. G. SOMANI

Drugs Controlle en's;,ran! ’(

Min
Fou



Conditions of the Registration Certificate

L The Registration Certificate shall be disjjlayed at a prominent place by the authorised agent.

2. No drug shall be registered unless it has a free sale approval in the country of origin, and/or
in other major countries. :

3. The manufacturer or his authorised agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetics Rules, 1945.

4, The manufacturer or his authorised agent in India shall inform the licensing authority
forthwith in the event of any administrative action taken due to adverse reaction, viz. market

withdrawal, regulatory restrictions, or cancellation of authorisation, and/or not of standard

quality report of any drug pertaining to this Registration Certificate declared by the
Regulatory Authority of the country of origin or by any Regulatory Authority of any other
country, where the drug is marketed/sold or distributed. The despatch and marketing of the
drug in such cases shall be stopped immediately, and the iicensing authority shall be
informed immediately. Further action in respect of such stopped marketing of drug shall be
followed as per the direction of the Hcerreing authority. In such cases, action equivalent to
that taken with reference to the concerned drug in the country of origin or in the country of
marketing shall be followed in India also, in consultation with the licensing authority. The
licensing authority may, however, direct any further modification to this course of action,
including the withdrawal of the drug from Indian market within 48 hours time period.

5, The manufacturer or his authorised agent in India shall inform the licensing authority within .
‘30 days in wntmg in the eventof émy change in manu.facturing process, or in packaging, or in
labelling or in testing, or in documentation of any of the drug pertaining to this Registration -
Certificate. 'In such cases, | urhe:re there shall be any major cherlge/ modification in
manufacturing, or in processing or in testing, or in documentation as the case may be, at the
dISCI‘ethIl of the licensing authority, the manufacturer or h15 authorised agent in India shall
obtain necessary approval within 30 days by submlttmg a separate application along with the
Tegistration fee, as specified in clause (ii) of sub rule (3)\of rule 24-A

S
6. The manufacturer or his authorised agent m(lndla shaII inform the hcensmg authority

o munedlately in wntmg in the. event- df,.an \,r:'hange in the constitution of the firm and Jor -

address of the reglstered ofﬁce/ " ' toﬁr, p/rlenuseS operating under this Registration
Certificate. Where any such change\}r\r & constitution of the firm and/or address takes place,
the current Registration Certificate shall be deemed to be valid for a maximum period of
three months from the date on which the change has taken place unless, in the meantime, a
fresh Registration Certificate has been taken from the licensing authority in the name of the
firm with the changed constitution of the firm and/or changed address of the registered

office or factory premises”.



F. No. 6-4/FF/34/2011-DC

oo GOVERNMENT OF INDIA
i Central Drugs Standard Control Organisation
)l Ministry of Health & Family Welfare
e FDA BHAWAN, NEW DELHI (INDIA)
NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
U.N-D-ER———R—EGI—S—TRA—TIGN‘_C'E’RTI'FICKTE_NO. FF-616
DATED
139 9an 202
les EP/USP ('iéiiggpg)
EP/USP (206%_’9)
Place: New Delhi - LICENSING AUTHORITY
~ Seal/Stamp

e &
Heagr govess®

Dr. V. G. SOMAN]

Dsugs Controlier Gan
1

Date: 3§ Jazs 207
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F.No. 6-4/FF/22/04-DC (RE-REG 2012)

From :
The Drugs Controller General {India)
Directorate General of Health Services

FDA Bhawan, New Delhi
Pared 4§ JAN 2012
To,

M/S. Tashima Inc
No.2, 1st Floor , 8th Main , 2rd Cross,

Byrasandra LayoutJayanagar; 1st-Block-East,

Bangalore-560011

Sub: -Registration of M/S. Nycomed GMBH Robert Bosch Strasse 8,1)-78224, Singen
Germany _ under the Provisions of Drug & Cosmetics Rules for the purpose of
import of drugs in India

FF-505

Dear Sir,

Please refer to your application no. Nil dated 04/08/2011, received by this Office
vide diary no. 36579 dated 27/07/2011 on the above subject. Registration Certificate
in Form 41 under the Rules is issued for the manufacturing site along with the name
(s) of drug (s) imported under the said Certificate subject to the condition:

1. The. drugs shall confirm to the standards / specifications mentioned in the

Second Schedule .f:4he. Act, or such other standards / specifications

Eaaty
g0

forwarded by youan& /@v.gd by this Directorate.
o, e

W A
A

W, NN
. ) AFT N
2. The drugs shall have %e\égr;lg@c;si@n, strengths, standards and packing as

approved by this Directorat®™_* #3% .
3. Dispute, if any, in respect of the\pa(ym%nf;of fees and submission of TR6
challan, shall have to be settled between;@e”bank and the applicant.

R

E 4. The drugs will be required to be withdrawn from sale from the market in case

any undesirable reactions due to its medication are brought to light at'any -
stage. This Directorate should be informed of adverse reports on the drug, if
any. . -

5. The drugs shall be marketed for indications for which they have been
approved. .

6. If any claim is made for these drugs in future other than those approved,
prior permissions from this Directorate will be necessary before such claim is
made. '

7. The drugs shall be supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder.



with all other provisions of the Drugs & Cosmetics Act and Rules there under,
and any other provisions of any other Act and Rules applicable in the matter

concerned.
Each consignment of the drugs to be imported by you shall be accompanied

by a test / analysis reports.

10. Based on this registration, import applications for the drug (s) endorsed in the

enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules.

11. This Registration Certificate is being issued under the condition that during

the pendency of Registration, the applicant may be required to deposit
inspection fee as stipulated under Clause (5) of Rule 24-A and enable
Inspection of manufacturing site by the officials authorised for this purpose.

This registration in no way relieves you of the responsibility of complying

Non-compliance to this condition as and when so directed would result in
cancellation of Registration Certification.

Please note that Registration Certificate issued is liable to be suspended / cancelled, if

any of the condition stipulated above is not complied with, apart from any other .

condition that may be taken under the prov151ons of the Drugs & Cosmetics Act, 1940
and the Rules there under.

Please acknowledge the receipt.

Yours faithfully,

e

—
Drugs Controller General (India)

Copy forwarded to:

1

2

The Assistant Drug Controller (I), New Custom House, Annexe Ballard Estate, Fort,

Mumbai-400038.
The Assistant Drug Controller (1), 15/ 1 Strand Road; Cust _ Am‘ House, Kolkata-

700001 e
The Assxstant Drug Controller (1), Room N S. 66 21“11 FIoor, Custom House, Chennai-
N

600001, :
The Assistant Drug Controller (I), Iaw’.‘ h arlaf N/Eru Port, Trust Nhava Seva Port,

Raigard, Maharashtra. -
The Assistant Drug Controller (I), Internatmnal Air Cargo Complex, Indira Gandhi
International Air Port, New Delhi-110037.

N



 E.No. 6-4/FF/22/04-DC (RE-REG 2012)
GOVERNMENT OF INDIA

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHI (INDIA)

Form 41

(See Rule 27-A)
REGISTRATION CERTIFICATE
Registration Certificate issted for import of drugs into India
Under Drugs and Cosmetics Rules, 1945

Registration Certificate No. FF-505 LA

1.

© Certificate.

. This Registration Certificate shall b

19 Jan 200

M/S. Nycomed GMBH, Robert Bosch Strasse 8, D~78224 Smgen, Germany having factory
premises at M/s. Nycomed GMBH, Rob'“ Bosch Strasse :8; D-78224, Singen, Germany
has been registered under Rule 27-; turer and is hereby issued this Keglstrahon

this Registratif)ﬁ“ftlﬂ(:ertificate (Please refer

A

(_)_"'1'(':04'1201'2"{0 '31[03{2015 unless it is sooner

suspended or cariceﬁé‘d under the rt

This Reglstratlon Cert1f1cate is issued ough' the ' office ‘of the manufacturer or his
authorised agent in Indlf ,M/S Tashima:dne no:2:1st Floor ,8th Main ,2nd Cross,Byrasandra
Lavout ,JayanagarIst Block- East, Bangalore-560011 who will be responsible for the
business actlvmes of the manufactur i Ind1a in all respects

Place: New Delhl
Date: -
T

~ 'This Reglstratlon Certificate is sub]ect

conditions as may be specxfled in'the Act anﬂ‘the..Rﬁles, fr@}?ﬁme ijo time.

her

w!

‘:‘;.\Noanu co"’”o,:

Vs

LICENSING AUTHORITY
Seal/Stamp

Or. V. G. SOMANI
Drugs Controller General {indiz)
Die. Generat of Health Services
thinistry of Health & Family We \fare
FOA Bhawan,iotia Read, LT.0.
Naw Delm 116002

2012




Conditions of the Registration Certificate

The Registration Certificate shall be displayed at a prominent place by the authorised agent.

2. No drug shall be registered unless it has a free sale approval in the country of origin, and/or in
other major countries. o

3. The manufacturer or his authorised agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetics Rules, 1945. '

4. The manufacturer or his authorised agent in india shall inform the licensing authority forthwith
in the event of any administrative action taken due to adverse reaction, viz. market
withdrawal, regulatory restrictions, or cancellatlon of authorisation, and/or not of standard
quality report of any drug pertaining to this Reglstratlon Certificate declared by the Regulatory

Authority of the country of origin or by any Regulatory Authority of any other country, where
the drug is marketed/sold or distributed. The despatch and marketing of the drug in such
cases shall be stopped immediately, and the licensing authority shall be informed
immediately. Further action in respect of such stopped marketing of drug shall be followed as
per the direction of the licensing authority. In such cases, action equivalent to that taken with
refererice to the concerned drug in the country of origin or in the country of marketlng shall be
followed in India also, in consultation with the licensing authority. The licensing authority
may, however, direct any further modification to this course of action, 1nc|udlng the withdrawal

of the drug from Indian market within 48 hours time period.

5. The manufacturer or his authorlsed agent in India shall 1nform the hcensmg authonty within 30

days in writing in the event of any change in manufacturing process, or in packaging, or in
labelling or in festing, or in documentation of any of the drug pertaining to this Registration
Certificate. - In such cases, where there shall be any major changelmodlf ication in
manufacturing, or in processing or in testing, or in documenta‘uon as the case may be, at the
discretion of the licensing authority, the manufacturer or hIS authonsed agent in India shall
obtain necessary approval within 30 days by submitting a sepprate appllcatlon along with the

registration fee, as specified in clause (ii} of sub rule (3) offu € 2

6. The manufacturer or his authorised agent in India shall mfor’{;l the' llcensmg authority 1mmediatcly in

()

i
- writing in the event of any change in the constitution of t f r?fand jor address of the regtstered

office/ factory premises-operating-under-this- Reg:stratmm

' :;consmunon of the firm and/or address takes place the cuirrent jlé:glstratlon Certificate shall be deemed

to be valid for 2 maximum period of three months;fro ejdate on which the change has taken place”
unless, in the meantlme a fresh Registration Cemﬁcate has been taken from the licensing authority in
the name of the firm with the changed constitution of the f' rm and/or changed address of the registered

office or factory premises”.




GOVERNMENT OF INDIA

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHI (INDIA)

NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTR@EION CERTIFICATE NO. FE-505

BATEB—-——%Q—-—JA

1. lron Sucrose V814 Injection
Each 5- ml Ampoule contams
100 mg ‘fron as IronSu
sucrose complex

Jiron (Ilj) Hydroxide.

omplex Solution'for

Hyeronide

s .
S .

~ ITEMS (TWO) ONLY

VB .
LICENSING AUTHORITY
Seal/Stamp

Place: Néw D
Date: "E ? Wi

4

Dr, V. G. SOMAN]

Drugs Controller Senaral {India}
Die. General of Heaith Services
Binistry of Hezlih iy Welfare
FDA Bhawen,itotls Read, LT.0.
flow Delhi- 110 002







F. No. 6-3/BD/43/2011-DC

From:
. The Drugs Controller General (India)

Directorate General of Health Services :
FDA Bhawan, New Delhi

Dated:

To, | 49 JAl 2012

M/S. G.C Chemie Pharmie Ltd.
5-C, Shri Laxmi Industrial Estate,
New Link Road, Andheri(W),

Mumbai-400053

Sub: -Registration of M/S. Livzon New North River Pharmaceutical Co, Ltd.,
Renmin One Road, Qingyuan City, Guangdone Province, P. R. of China under the
Provisions of Drug & Cosmetics Rules for the purpose of import of drugs in India.

BD-1020

Dear Sir,

: Please refer to your application no. Nil, dated 15/12/2011, received by this office
vide diary no. 58563, dated 22/12/2011, on the above subject. Registration
Certificate in Form 41 under {the Rules-is issued for the manufacturing site along
with the name (s) of drug (s) imported under the said Certificate subject to the
condition: : - - :

1. The drugs shall confirm to the standards / specifications mentioned in the
Second Schedule of the Act or such other standards / specifications
forwarded by you and approved by this Directorate.

2. The drugs shall have the composition, strengths, standards and packing as
approved by this Directorate. I

-
e
= e

3. Dispute, if any, in respect of }he})’a(/ \A;\\ﬁ)of;,feés and submission of TR6
challan, shall have to be settled be Weeh'the bank and the applicant,

PratETS N A
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4. The drugs will be re_&_"_g ed\tc :

 any undesirable reactions-due to its medication are brought to light at any
stage. This Directorate should be informed of adverse reports on the drug, if

aIIY. - . . . " )

5. The drugs shall be marketed for indications for which they have been
approved,

6. If any claim is made for these drugs in future other than those approved,
prior permissions from this Directorate will be necessary before such claim is
made.

7. The drugs shall be supplied and marketed as per the provisions of the
- existing Drugs & Cosmetics Act and Rules thereunder.

to be-Withdrawn from sale from the marketincase - - - -




8.

10.

11

This registration in no way relieves you of the responsibility of complying:
with all other provisions of the Drugs & Cosmetics Act and Rules there under,
and any other provisions of any other Act and Rules applicable in the matter
concerned. -

Each consignment of the drugs to be imported by you shall be accompanied
by a test / analysis reports.

Based on this registration, import applications for the drug (s) endorsed in the
enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules. .

This Registration Certificate is being issued under the condition that during
the pendency of Registration, the applicant may be required to deposit
inspection fee as stipulated under Clause. (5) of Rule 24-A and enable
inspection of manufacturing site by the officials authorised for this purpose.

Non-compliance-to-this-condition-as-and-when-so-directed-would-result-in
cancellation of Registration Certification.

Please note that Registration Certificate issued is liable to be suspended /
cancelled, if any of the condition stipulated above is not complied with, apart‘
from any other condition that may be taken under the provisions of the Drugs
& Cosmetics Act, 1940 and the Rules there under.

Please acknowledge the receipt. -
Yours faithfully,
o

-~

Drugs Controller General {India)

7

Copy forwarded to: | o / f" ,

1.

s 7

The Assistant Drug Controller (I), New. Cﬁ%tém House, Annexe, Ballard

9.

Estate, Fort, Mumbai-400038. ,!’ -
‘The Assistant Drug; Contro]ler (D, 15 / 1’, ’Strand Road, Custom House,
Kolkata-700001. - S/

£

The Assistant Drug Controller (I),,«‘Ro?q\ }Qo 66, 27d Floor, Custom House,

Chennai-600001.

The Assistant Drug Controller (I) ']a?/vaharlal Nehru Port, Trust Nhava Seva
“ Port, Raigard, Maharashtra. e

The Assistant Drug Controller (I), Internatlonal Air Cargo Complex, Indira

Gandhi International Air Port, New Delhi-110037.




E. No. 6-3/BD/43/2011-DC

GOVERNMENT OF INDIA

Cexitrz_ll Drugs Standard Control Organisation
Ministry of Health & Family Welfare

FDA BHAWAN, NEW DELHI (INDIA)

Form 41,

(See Rule27-A)
REGISTRATION CERTIFICATE
Registration Certificate issued for import of drugs into India
| Under Drugs and Cosmetics Riules, 1945

Registration Certificate No. BD-1020 ! z ~ DRted
- 01
1.

‘the enclosed list of drﬁgs)

et

tated. overleaf and to such other

5. This Registration Certificaty ect’to the o
- € Actand the Rules;from time to time.

“conditions as may be speci

e

Place: New Delhi _ o)
19 JAn 202 , G0 | |
e o LICENSING AUTHORITY
| - Seal/Stamp
Dr. V. G. SOMARN]

Drugs Controller G India)r

Dte, General of
i Healih &




Conditions of the Registration Certificate

1. The Registration Certificate shall be displayed at a prominent place by the authorised agent.

2. No drug shall be registeréd unless it has a free sale approval in the country of origin, and/or
in other major countries,

3. The manufacturer or his authorised agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetics Rules, 1945.

4. The manufacturer or his authorised agent in India shall inform the licensing authority
forthwith in the event of any administrative action taken due to adverse reaction, viz. market

withdrawal, regulatory restrictions, or cancellation of authorisation, and/or not of standard

quality—report-of—any drug~peitaifing to this Registration Certificate declared by the

Regulatory Authority of the country of origin or by any Regulatory Authority of any other
country, where the drug is marketed/sold or distributed. The despatch and marketing of the
drug in such cases shall be stopped immediately, and the licensing authority shall be
informed immediately. Further action in respect of such stopped markeﬁng of drug shall be
- followed as per the direction of the licensing authority, In such cases, action equivalent to
that taken with reference to the concerned drug in the country of origin or in the country of
marketing shall be followed in India also, in consultation with the licensing authority. The
Héensirlg authority. may, however, direct any further modification to this course of action,
includ'mg‘thé withdrawal of the drug from Indian market within 48 hours time period.

5, The ménufact-urer or his authorised égent m India shall inform the licensing authority within
30 days in writing in the event of any change in manufacturing process, or in Packaging, or in
labelling or in testing; or in documéntaﬁon of any of t}I‘f;gI"r‘ug.‘_pertaiIﬁng to this Registration
Certificate. In such’ cases,' where there shall bé Qg{l}yjﬁ;ajor change/modification in
manufacturing, or in Processing or in testing, or u}fcil’og?l}nmtahon as the case may be, at the
discretion of the licensing authority, the manufz{g%}}f;erfo?‘his authorised agent in India shall

/
N

obtain nNecessary approval within 30 days by suiﬁf tl;n ) separate application along with the

I _
registration fee, as specified in clause (ii) of sul,ﬁf ?1}9(3 of rule 24.A,

‘ : /iy -
6. The,manufacturerforfhiS*authorised*agér}f"' ’—““Iﬁgiﬂha]l inform the licensing authority

immediately in writing in the event of gﬁ{y’i_}ngé in the constitution of the firm ‘and Jor
address .of“ the registered office/ factg;f""“préﬁﬁsés operating under this Registration
Certificate. Where any such change in the constitution of the firm and/or address takes place,
the current _Regi'straﬁon Certificate shall be deemed to be valid for a-maximum period of
three months from the date on which the change has taken place unless, in the meantime, a
fresh Registration Certificate has been taken from the licensing authority in the name of the

firm with the changed constitution of the firm and/or changed address of the registered

office or factory premises”,



F. No. 6-3/BD/43/2011 -DC
GOVERNMENT OF INDIA
Central Drugs Standard Control Organisation

Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHI (INDIA)

NAME (S) OF DRUGS, WHICH MAY_BE_IMPORTED————

UNDER™ REGISTRATION CERTIFICATE NO. BD-1020

DATED S
19 JaN 283
Vo
" Place: New Delhi . - LICENSING AUTHORITY
Date: - ~Seal/Stamp

Dr. V. G. SOMANI

cntroller ¢
AR R

119 Jan 2012

argl of ™







