. No. 6-3/BD/06/07-DC(RE-REG-2011)

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

FDA Bhawan, New Delhi
Dated

To, gi FEB 2@??

M/S. CENTAUR CHEM

E-257, SOLARIS-I, 2ND FLOOR 98, SAKI
VIHAR RD OPP. L & T SATE NO. 6.
SAKINAKA

MUMBAI-400072

Sub: -Registration of M/S, SYMBIOTICA SPECIALITY INGREDIENTS SDN. BHD,
NO. 518, JALAN WAJA 4, TAMAN INDUSTRI WATA, 09000 KULIM, KEDAH,
MALAYSIA under the Provisions of Drug & Cosmetics Rules for the purpose of
import of drugs in India '

Dear Sir, R ) | @@FE@E @pr

Please refer to your application No. NIL dated 31 /12/2010: received by this
‘Office vide diary No: 1254 dated : 10/01 /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.

3. Dispute, if any, in respect of the payment of fees and submission of TR
challan, shall have to be settled between the bank and the applicant.

~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 The drugs will be required-to be withdrawn from sale from the market in case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 drugﬁ 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 necessatry 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 registration in no way relieves you of the responsibility of complying with
all other provisions of the Drugs & Cosmelics Act and Rules there under, and
any other provisions of any other Act and Rules applicable in the matter
concerned. ‘

9 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
o ;JJicqrg_  under the Rules.

111 This Régistration Certificate is being issued ander 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 th

Youss faithfully,

Drugs Controller General (India)

Copy forwarded to:

1. The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400038. _
"9, The Assistant Drug Controller (I}, 15/1, Strand Road, Custom House, Kolkata-
700001.
3. The Assistant Drug Controller (I}, Room No. 66, 2nd Floor, Custom House, Chennai-
600001.

4. The Assistant Drug Controller (1), Jawaharlal Nehru Port, Trust Nhava Seva Port,
" Raigard, Maharashtra: : : :
5. The Assistant Drug Controller (1), International Air Cargo Complex, Indira Gandhi
International Air Port, New Delhi-110037.



GOVERNMEN'T OF INDIA

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

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE
Registration Certificate issued Jor import of drugs into India

Under Drugs and Cosmetics Rules, 1945

Registration Certificate No. BD-710 oo™ o L5y

S. SYMBIOTICA SPECIALITY INGREDIENTS SDN. BHD, NO. 518 ALgNs va ;84 2011
TAMAN INDUSTRI WATA, 09000 KULIM, KEDAH, MALAYSIA having factory premises

at Mjs. SYMBIOTICA SPECIALITY INGREDIENTS SDN. BHD, NO. 518, JALAN WAJA 4,
TAMAN INDUSTRIWAJA, 09000 KULIM, KEDAH, MALAYSIA “has been registered

under Rule 27-A asjé manufacturer and isher by issued this Registration Certificate.

2. Name(s) of drug(s), which may be imp

ZCITiLY

i

the enclosed list of drgg”sli"

L suspended or cancell”éffél:;gnder the ruI .

4.  This Registration Certifféagg is issued t ‘aﬁgh\:tshe office of t.l}éf;’,rr{anufacturer or his :
authorised agent in India M{S CENTAUR CHEM E-257, SOLARIS-I, 2ND FLOOR 98, SAKI
VIHAR RD OPP. L & T SATENQ. 6. SAKINAKA  MUMBAI-400072
_who will be responsible for the busingss activities of the manufacturer in India in all
respects. o

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

Place: New Delhi : e, L '
pate: €% FEB 2018 ' ~ LICENSING AUTHORITY




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 registered uniess it has a free sale approval in the country of origin, and/for 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 stand'ard
quality report of any drug pertaining to this Registration Certificate declared by the Regulatofy
Authority of the country of origin or by any Regulatory Authority of any other country, where
the drug is marketed/sold or distributed. The despateh and marketing of the drug in such
cases shall be stopped immédiate!y. and the licensing authority shall be informed
immediately. Further action in respect of such stopped marketing of drug shali be followed as
per the direction of the licensing authority. in such cases, action equivalent to that taken with
reference fo 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
déys in writing in the event of any change in manufacturing process, of in packaging, or in
labelling or in testing, or in docurnentation of any of the drug pertaining to this Registration
Certificate.  In such cases, where there shail 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 authority, the manufacturer or his authorised agent in India shall
obtain necessary approval within 30 days by submitting a separate application along with the
registration fee, as specified in clause (i} of sub rule (3) of rule 24-A. -

6. The manufacturer or his authorised agent in India shall inform the licensing authority immediately in
writing in the eveni of any change in the constitution of the firm and /or address of the registered
office/ factory premises operating under this Registration Certificate. Where any such change in the
constitution of the ﬁtfrrn”andfor address takes place, the current Registration Certificate shall be deemed

o be valid fora maximu period of three months from-the.date on which: the change has taken place ..
unless, in the meantime, a fresh Registration Certificate has Deen 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”.




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 REGISTRAT;ON CERTIFICATE NO. BD-710
DATED 21 FEB 2N

1. MOMETASONE FUROATE EP

2, CLOBETASOL PROPIONATE"EP""

3. PREDNISOLONE SODIUM!

sﬁﬂmnnn ro,v%{

Piace: New Delhi o
,Dat’e: g l ;F E-Eh 2& 11 . . rf4£mc;ovikﬂ>.-&“
o, .







No. 6-3/BD/17/05-DC(RE-REG-2008)

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

FDA Bhawan, New Delhi

Dated g] Eg& 201

To,

M/S. CHR. HANSEN (INDIA) PVT. LTD.,
606/605, EVEREST GRANDE,

MAHAKALI CAVES ROAD, ANDHERI (E),
MUMBALI 400 093

Sub: -Registration of M/S. CHR. HANSEN A/S, AVEDQERE,1-27, JERNHOLMEN,
2650, HVIDOVRE, DENMARK under the Provisions of Drug & Cosmetics Rules for
the purpose of import of drugs in India

Dear Sir,

Please refer to your application No. NIL dated 11 /12/2010:  received by this
Office vide diary No : 58670 dated : 16/12/2010 on the above subject. Amended
Registration Certificate in Form 41 under the Rules due to change in the address of
Indian Agent 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 iﬁ%r% €. :

2. The drugs shall have the composition, strengtt
approved by this Directorate.

dking as

3. Dispute, if any, in respect of the payment of fees and submission of TR6
“challan, shall have to be settled between the bank and the applicant,

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.



8 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. ,

9 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.

'117This 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.

Pleaée acknowledge the receipt. @F E: @E @@@Y

Drugs Controller, Genéral (India)

Copy forwarded fo:

1. The Assistant Drug Controller (), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400033. ‘

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

3. The Assistant Drug Controller (I), Room No. 66, 2nd Floor, Custom House, Chennai-
600001.

4. The Assistant Drug Controller (I), Jawaharlal Nehru Port, Trust Nhava Seva Port,

- Raigard, Maharashtra. :

5. The Assistant Drug Controller (I), International Air Cargo Complex, Indira Gandhi

International Air Port, New Delhi-110037.



Place; New Delhi

Da"cei: g ! §§8 2&”

GOVERNMENT OF INDIA

Central Drugs Standard 'Ceia‘-?trel Organisation
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHT (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. BD-551 ) ﬁj} ARl '{::5-“3}‘ Vo Dated
L& S iwﬁ ES% gﬂ"
1. M/S. CHR. HANSEN A/S “‘DENMARK having factory premlses at MY/s, CHR HA N A/S,
' AVEDOERE,1-27, TERNHOLMEN 265 [IDOVRE, DENMARK has been registered
under Rule 27-A asa manufacturer“" i ¢ ued this Regxstratmn Certificate.
\ \
2. 'Name(s) of drug(s) thch may be -this Reglstratn_)h Certificate (Please refer
the enclosed list of d.rugs) -
3. This Registration Cerhf{ca;r%e»ehqal} berin ‘ 012000-t0-3 11 unless it is sooner
_ suspended or cancelled under the rul; .
Ly g
4. This Registration C’értlfn:ate is i ugh the office of*‘*the manufacturer or his
authorised agent in Iﬁdla M/S CH. ANSEN-{INDIA) PVT LTD., 606/605, EVEREST
GRANDE, MAHAKALK«CAVES ROADFANDHERI (E), MUMBAI 400 093 who will be
re5pon31b1e for the businéss® actlvmes of the manufacturer ‘in India in all respects,
~~~~~ &\“‘V
5. This Reg1strat10n Certificate is sub}ect to the: condxtwns stated overleaf and to such other

conditions as may be specified in the Act and £ the Rules, from time to time.

LICENSING A¥THORITY




Conditions of the Registration Certificate

The Registration Certificate shall be displayed at a prominent place by the authorised agent.
No drug shall be registered unless it has é free sale approval in the country of origin, and/or in
other major co&ntries. ,

The manufacturer or his authorised agent in India shall comply with the conditions of the
lmport licence issued under the Drugs and Cosmetics Rules, 1845.

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 adthorisation, and/or not of standard
quality report of any drig 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
:mmedlately 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 fo that taken with
reference to the concerned drug in the country of origin or in the country of marketing shalil be

“ foliowed in India also, in consultation with the licensing authority. The ficensing authority

li'“ @@lﬁ‘%f

ad orlty w1thln 30

ithdrawal

may, however, direct any further modification to this cours
of the drug from Indian market within 48 hours time @%ﬁ?%@
.The manufacturer or his authorised agent in India s
days in writing in the event of any change in manufacturing process or in packagmg or in
lapelling or in testing, or in documentation of any of the drug pertaining to this Registration
Cert_ificéte. 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 authority, the manufaciurer or his authorised agent in India shall
obtain necessary approval within 30 days by submitting a separate application along with the
registration fee, as specified in clause (i) of sub rule (3) of rule 24-A.

The manufacturer or his authorised agent in India shall inform the licensing authority immediately in
writing in the event of any change in the constitution of the firm and /or address of the reglstered
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 émd/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 REGISTRATION CERTIFICATE NO. BD- 551

DATED 21 FEB 0

W BE R R RT § H
% b % CURE R R
< SRR

1. BETA CAROTENE'(WS)
140-WSS, BC-200-WsS

2. BETA CAROTENE(OS ";*B
BC-3000- 05

3. UREX?LEND

COMPOSITION -
TOTAL LACTIC ACIB BACTERIA- MIN

S imv«ff‘ v*w-‘gf hw'\* st

ACTIVE INGREDIENTS: LACTOBAC

RER GRAM OF POWDER
& ‘\;M,J‘E’ ",9"% ,;%mﬁ‘?

S, GR 1TM(50%)

z\ i
ACTIVE INGRED!ENTS L.ACIDOPHILUSY C@NC[La-—S)SO-?’O% OF CFU}“

»}B ANIMALIS CONC.{Bb-12)30-70% OF CFU

R Rl

5. PROBIO-TEC@ AB: BLEND 1,5-PRE . ka;“"”
5:;’f Lo ":; o

COMPOSITION:-
TOTAL LACTIC ACID BACTERIA MIN 1.5 x 10° CFU/g POWDER

ACTIVE INGREDIENTS L.ACIDOPHILUS(La-5} 50% OF CFU
: B.ANIMALIS(Bh=12) 50% CFU

6. PROBIO-TEC® AB-BLEND-35, CAPSULE POWDER

COMPOSITION: ACTIVE INGREDIENTS:
L.ACIDOPHILUS (LAK)...... APP. 260 MG .
B.ANIMALIS SUBSP LACTIS (BBK).... APP. 100MG

ITEMS (SIX) ONLY

Place: New Delhi
Date:

LICENSING AUTHORITY

e _. f.':“-*_S_{-;al/'Stamp
i FEB

FE‘YJ
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