Ne. 6-4/FF/11/05-DC(REREG2011) '

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

FDA Bhawan, New Delhj

P06 gun 20m

To,

M/S. WYETH LIMITED

LEVEL 6, PLATINA, PLOT NO. C-59,
'G'BLOCK, BANDRA-KURAL COMPLEX,
BANDRA(EAST)

MUMBAI-400098

Sub: -Registration of M/S. PFIZER BIOTECH CORPORATION, HSINCHU PLANT
NO. 290-1, CHUNG LUN, CHUNG LUN VILLAGE, HSINFENG, HSIN CHU, HSEIN, 304
TAIWAN R.O.C 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 12 /05/2011, received by this Office
vide diary no. 22572 dated 12/05/2011 on the above subject. Registration Certificate
In Form 41 under the Rules is issued for the manufacta ing site along with the name
(s) of drug (s) imported under the said Certificat %}Qﬂgt o the condition: '

ecifications mentioned in the
“other standards / specifications
s Directorate.

1. The drugs shall confirm to the
Second Schedule of the
forwarded by you and

2. The drugs shall have th position, strengths, standards and packing as

approved by this Directorate,

3. Dispute, if any, in respect of the payment of fees and submission of TRé
challan, shall have to be setiled 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 The drugs will be required to be withdrawn from sale from the market in case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,



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 (3) 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.

12. ORIGINAL LABEL OF DRUG ALONG WIT CAGE INSERT SHALL

'BE SUBMITTED TO THIS OFFICE BEFO

@1\\/&%@ 'OF DRUG.

Please note that Registration Certificate iss is Hidbl {0 be suspended / cancelled, if
lied with, apart from any other

Please acknowledge the receipt.

Youks faithfully,

Drugs Controller General (India)

Copy forwarded to:

1.

2,

The Assistant Drﬁg Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400038.
The Assistant Drug Controller (1), 15/1, Strand Road, Custom House, Kolkata-
700001.

- The Assistant Drug Controller (I}, Room No. 66, 2+ 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.

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

I3




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

Form 41
(See Rufe 27-A)
R'EGISTRAZI ION CERTIFICATE
Registration Certificate issued for import of drugs into India
Under Drugs and Cosmetics Rules, 1945

i

C e wiVARD Ty
Registration Certificate No. PF—SSI{; & pDAT COp Rey, UDuted
e N
' MIS_PRIZER BIOTECH, €ORPORATION, HSINCHU PEANT, NO. 290-1, éfg n

CHUNG LUN VILLAGE, HSINFENG HSIN CHU HSEIN, 304 TAIWAN R.O.C having
factory premises at M/s. PFIZER BIOTECH CORPE

CHUNG LUN, CHUNG LUN VI(L
R.0.C has been régistered under R

—— e

Registration Certificate.
o

2. Name(s) of drug(s), W;;;,igh n}@y’,bwef i
the enclosed list of drl“fgs)::mf o {mk; .

;%1&?{04[2011 to ?1_1_203{2014 urtless it is sooner

i

.

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.

Place: I[\]I_egv Delhi

Date: JUN 2911 LICENSING AUTHORITY
=T ¢
iy 2 SURINDER saﬁgg

3% () Oregs Controfer (India)

Dte. Gengra| of Healify Servi
FaA L.iawan, Kotia Road.ce *
New Defhie1g 0og2




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, andfor in
other major countries,
3. The manufacturer or his authorised agent in India shall comply with the conditions of the

import ficence 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 fo 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 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 licensing authority
may, however, direct any further modification to this course of action, including the withdrawal
df 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 writing in the event of any change in manufacturing process, or in packaging, of in
labelling or in testing, or in documentation of any of the drug pertaining to this Registration
Certificéte. In such cases, where there shall be any major change/modification in
manufacturing, or in processing or iAn 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 sepérate application along with the
re.gistration 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 event 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 firm andforladdress 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 Régistration Certificate has been taken from the licensing authority in
the name of the firm with the changed constitution of the firm and/or changed a&dress of the registered

office or factory premises”.




GOVERNMENT OF INDIA
Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare

FDA BHAWAN, NEW DELHI (INDI4)
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No. 6-4/FF/64/09-DC

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

FDA Bhawan, New Delhi

P06 JuN 201

To,

M/S. WYETH LIMITED
LEVEL 6, PLATINA, PLOT NO. C-59,
G'BLOCK, BANDRA-KURAL COMPLEX,
BANDRA(EAST)

MUMBAI-400051

Sub: -Registration of Mmys. WYETH LEDERLE S.P.A VIA ERANCO GORGONE ZONA
INDUSTRIALE 95100 CATANIA ITALY under the Provisions of Drug & Cosmetics
Rules for the purpose of import of drugs in India

Dear Sir,

Please refer to your application No. REG/WL/RC/ 11MP/108 dated
12/05/2011: received by this Office vide diary No: 23141 dated : 16/05/2011 on
the above subject. Registration Certificate in Form 41 under the Rules is issued for

dards / specifications mentioned in the
such other standards / specifications
forwarded by you and a Loxed/by this Directorate,

. 1. The drugs shall confirm to

3. Dispute, if any, ingesplect of the payment of fees and submission of TR6
challan, shall h é(ﬁt e 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 béen
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.

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 and when so directed would result in
cancellation of Registration Certification.

12 ORIGINAL LABEL OF DRUG ALONG WITH PA GE INSER’I‘ SHALL
BE SUBMITTED TO THIS OFFICE BEFORE IMF, %O DRUG. '

UG IS AT M/S BEN

13 THE DILUENT MANUFACTU-RING SITE O A
- ' ROAD ,P.O BOX 46568

/,BEDFORD,OH 44146,USA.

Please note that Registration Certificat is@*i iable 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.

Yoiurs faithfully,

Drugs Controller
Copy forwarded to: ‘

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

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

3. The Assistant Drug Controller (I), Room No. 66, 20d 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. '




GOVERNMENT OF INDIA

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare

__ - FDA BHAWAN, NEW DELHI (INDIA)

"NEWIE (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. FF-519
DATED 05/08/2009 VALID UPTO 31/07/2012
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No. 6-3/BD/16/2011-DC

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

To, A

FDA Bhawan, New Delhi

P 06 JUN 201

M/S. DIVINNE SBR INTERNATIONAL PRIV ATELTD.
FIRST FLOOR 7&8, MAN GALDEEP :
COMPLEX, NEAR LIZA CHAR RASTA

HIGH TENSION ROAD, SUBHANPURA,
VADODARA

TAL: VADODRA (VADODARA)

-Registration of M/S. CSPC ZHONGNUO PHARMACEUTICAL(SHI

ITAZHUANG) CO. LTD. NO. 6, HUAXING ROAD, ZHONGHUA SOUTH_STREET,

the purpose of import of drugs in India

Dear Sir,

1.

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

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



9.

existing Drugs & Cosmetics Act and Rules thereunder.

This registration in no way relieves you of the responsibility of complymg
with all other provisions of the Drugs & Cosmetics Act and Rules there u:nder,
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 regisiration, 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 ’chat during

the pendency of Registration, the applicant may be required to deposit
inspection fee as stipulated under Clause (5),0f Rule 24-A and enable

12. PRODUCT REGISTRATION C ] F ATTESTED BY CCPIT

SHALL BE SUBMITTED TO T

IOOOKG.
Please note that Registration Cert¥i€ate 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.

Yopurs faithfully,

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 (I}, 15/1, Strand Road, Custom House, Kolkata-
700001.

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

The Assistant Drug Controller (1), Jawaharlal N ehru Port, Trust Nhava Seva Port,
Raigard, Maharashtra.

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

The drugs shall be supplied and marketed as per the provisibns of the -

o ' o



Registration Certificate No, BD-938 .
&

1.

Pléce: New Delhj

Central Drugs Standard Contro) Organisation
Ministry of Health & Family Welfare
EDA BEAWAN, NEW DELUT GNDIA)

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

AR e
“\%A} ,‘E&ﬁs L EA L {M}‘fi‘f PR Dﬂted
B R,

/ §
M/S._CSPC ZHONGNU(&-%%ARMACEUT:{CAL{SHI MAZHUANG) co. LQFD. ‘M‘ 2,0”

HUAXING ROAD, ZHONGHUA SQUIH STREET, SHITAZHUANG CITY CHINA having
. NGNUO - PHARMACEUTICAL(SHI [TAZHUANG CO,

factory premises at M/s, CSpPC ZHON &;
LTD. NQ. 6, HUAXIN ROAD,..ZH¢ JUTH STREE:T_,‘= SHITAZHUANG CITy
manufacturer and is hereby issued this

CHINA has beeniifé“gistered under I

Registration Certificate. &
"tz
Name(s) of drug(s), w. ich may be i tration Certificate (Please refer

FE

the enclosed list of dr&“gsﬁw"' ol St

g

: s _
A S Ke: '

This Registration Certificgt,% is issued through the office of the manufacturer or his

authorised agent in India S‘DIVINNE SBR INTERNATIONAL PRIVATE LTD. FIRST

FLOOR 7&8, MANGALDEEP C¢ MPLEX::QREKR%‘EIEZA CHAR RASTA HIGH TENSION

ROAD, SUBHANPURA, VADODARA ~ TA]- VADODRA (VADODARA) who will be
responsible for the business activities of the manufacturer in India in all respects.

o
suspended or cancelled i \der the ru

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.

Date: (1 6 JUN 201 LICENSING AUTHORITY

shea

e
Dr. SURINDER singey
Y P SIR)./Drigs Conrolfer {incia)
oE

Sk &
Dte. General of Heaity Services
FOAL, awan, Kotlg Road,
New Belhi-11 ooz

3 'j::;: e s
}[06[2011 tq a%;1: #05/2014 unless 1t is sooner




Conditions of the Registration Certificate .

1.
2.

The Registration Certificate shall be displayed at a prominent place by the authorised agent.
No drug shall be registered unless it has a free sale approval in the country of origin, andfor in
other major countries.

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,

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 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
reference to the concerned drug in the country of origin or in the coimtry 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.

The manufacturer or his authorised agent in 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 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 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.

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 registered
office/ factory premises operating under this Reéistration Certificate. Where any such change in the
constitution of the firm and/or address takeé pléce, 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™.




GOVERNMENT OF INDI

Central Drﬁgs Standard Contml (}:gaﬁiéaﬁon
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELY] (INDIé-l

DATED g6 yin . o
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No. 6-3/B D[OS[OS-DC(REREGZOII)
From :

The DrugsiConiroHer General (India)
DirectorateGeneral of Health Services

FDA Bhawan, New Delhi

Dated UﬁJUN 20”

To,
WS GREAT FORTUNE CHEMIE PHARMIE PVT. LTD,

612, KAMDHEN USHOPPING CENTRE
BLDG NO, 3, SWAMI SAMARTH NAGAR

MUMBA 400053
Sub: ~Registration of YS. SHENZHEN HAIBIN PHARMACEUTICAL CO. LTD. NO,
2003, SHAYAN ROAD YANTIAN DISTRICT SHENZHEN P.R.CHINA under the
Provisions of Drug & Cosmetics Ryles for the Purpose of import of drugs in Indja

3. Dispute, if any, in fes of the payment of fees and submission of TR
challan, sha]j have to B settled between the bank ang the applicant,




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 applications for the drug (s) endorsed in the

11. This Registration Certificate is being ig

12, PRODUCT REGISTR

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

der the condition that during
may be required to deposit
(5) of Rule 24-A and enable
tficials authorised for this purpose.
nd when so directed would result in

the pendency of Registration, the
mspection fee as stipulated un
inspection of manufacturing si
Non-compliance to this con
cancellation of Registratio

SHALL BE SUBMIT
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.

Youss faithfully,

Drugs Controller General (India)

Copy forwarded to:

1.

2.

The Assistant Drug Controller (1), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400038. _ :

- The Assistant Drug Controller (1), 15/1, Strand Road, Custom House, Kolkata-
700001.
The Assistant Drug Controller (I), Room No. 66, 20 Floor, Custom House, Chennai-
600001.
The Assistant Drug Controller (1), Jawaharlal Nehra Port, Trust Nhava Seva Poft,
Raigard, Maharashtra. _ ' '
The Assistant Drug Controller (I), International Air Cargo Complex, Indira Gandhi
International Air Port, New Delhi-110037.



GOVERNMENT OF INDIA

Central Drugs Standard Contro) Organisation
Minisery of Healéh & Family Welfare

FDA BHAWAN, NEW DELHI (DI

Form 41
(See Rule 27-A)

: REGISTRATION CERTIFICATE
=B L RALION CERTIFICATE

" Registration Certificate issued for import of drugs into India
Under Drugs and Cosmetics Rules, 1945

Registration Certificate No. BD-737 WO ARD (0, Dated
DU o ", 06 JuN 2011

1.M/S._SHENZHEN HAIBIN-PHARMACEUTICAL CO. LTD: NO. 2003, SHAYAN ROAD,
YANTIAN DISTRICT, SHENZHEN P.R.CHINA haying factory;premises at M/s. SHENZHEN
HAIBIN PHARMACEUTICAL CO, LT SHAYAN ROAD, YANTIAN DISTRICT,
SHENZHEN P.R.CHINA has be et Rule 27-A7as a manufacturer and is
hereby issued this-RgEE‘stration Certif) R
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the enclosed list of dr%gslj.“t} é"}é . i T A T ‘}
- Sk T Wy £ 3 : '

3. This Registration Ceftificatp-sha
o

4. This Registration Certifiggte is issuedsithrotgh the offigéiof the manufacturer or his
authorised agent in India/;M/S GREAT FORTUNE CHEMIE PHARMIE PVT. LTD. 612,
KAMDHENU SHOPPING “GENTRE BLDG NO. 13,  SWAMI SAMARTH NAGAR
ANDHERI(W) ‘MUMBAI-40005‘§“4§/11:6§W& be fesponisible for the business activities of the
manufacturer in India in all respects,

suspended or cancelled.undex fHe

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,

Place: New Delhi
pate:__0 8 JUN 2011 ' LICENSING AUTHORITY
) ' _gTS.eal/ tampi .
e P Suggﬁgfgf _(!Srifoiir (i)

? T
Dte. General of Health Servions
FDA Bhawan, Kotia Rnad,
New Defhi- 110005



Conditions of the Reéistratian 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 brigin, 'and/or in
other major countries. ' o .
3. The manufacturer or his authorised agent in india shall compiy with the conditions of the

import licence issued under the Drugs and Cosmetics Rules, 1945,

' may, however, direct any further modification to this course of action, inclu.d'ing 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 writing in the event of any change in manufacturing process, or in packaging, or in
labellin_g or in testing, or in documentation of any of the d.rug bertaining 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 docurmentation 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 submitling a separate appiication along with the
registration fee, as sbeciﬁed in clause (ii} of sub rule (3) of rule 24-A.

6. The manufacturer or his authorised égent 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 registered

office/ factory premises operating under this Registration 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 \f\}hich 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”,

£




GOVERNMENT OF INDIA

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare
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NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. BD-737

DATED 06 Jun 2011

Place: New Delhi LICENSING AUTHORITY
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No. 6-3/BD/58/10-DC

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

To,

FDA Bhawan, New Delhi

Dated 06 JUN 20"

M/S. STALLEN SOUTH ASIA PRIVATE LIMITED
A/228, VIRAWANI INDUSTRIAL ESTATE,

OFF WESTERN EXPRESS HIGHWAY,
GOREGAONE(E)

MUMBAI-400063

Sub: -Registration of M/S. JIANGSU SEL BIOCHEM CORPORATION, LTD. NO, 98
YUEJIANG ROAD, NANTONG CITY, JIANGSU PROVINCE P.R. CHINA under the

Provisions of Drug & Cosmetics Rules for the purpose of import of drugs in India

Drear Sir,

Please refer to your application no. NIL dated 18/08 /2010, received by this Office
vide diary no. 19091 dated 25/04/2011 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:

w

The drugs shall confirm to the standrds / specifications mentioned in-the
‘ other standards / specifications
is Directorate.

G

The drugss a%g%:)he@mposiﬁon, strengths, standards and packing as
approved}(%h'/l)' ectorate. ‘ .

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,

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.

'The drugs shall be marketed for indications for ‘which they have been

approved.

It 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.

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. Fach 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.

Non-compliance to this condition a when so directed would result in

cancellation of Registration CertificAligs, \

ND SHELF LIFE OF DRUG IS 24

ab ée:r f{cate issued is liable to be suspended / cancelled, if
FBpulated above is not complied with, apart from any other
condition that may ke fakeh under the provisions of the Drugs & Cosmetics Act, 1940

Please acknowledge the receipt.

Yours faithfully,

Drugs Controller Gen¥ral (India)

Copy forwarded to:

" 1. The Assistant Drug Controller (I), New Custom House, Anniexe, Ballard Estate, Fort,

- Mumbai-400038.

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

3. The Assistant Drug Controller (I), Room No. 66, ond 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.




GOVERNMENT OF INDIA

Central Drugs Standard Control Oxganisation
Nﬁﬁ%@wﬂﬁ@ﬂﬂu&i&mﬁy“%ﬁmw
FDA BHAWAN, NEW DELHIQNDIA)

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

Ly A ’:\)?N‘” {'"hf‘

Registration Certificate No. BD-930 5 iﬁ\;ﬁwﬁ AL -.v.-zwﬁ}ﬁg;;»}) ‘ Dated
XN Ty 06 JUN 2011

5 .
b ME_IIANGSU SEL BISelmM corporATION LTD.\NO. 98 YUEANG ROAD
NANTONG CITY, HANGSU PROVINC CHINA haging factory premises at M/s.
IANGSU z :NO. 98 YUE 1A

CITY, JIANGSU PgbVINCE I
manufacturer and iS-Hereby issued t

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

the enclosed list of drgg"é%ﬁ:“\%% e
i Boeat o s o

N
[05/2011 to 30/04/2014 unless it is sooner

&

fic: e icelof the manufacturer of his
authorised agent in Indig;s_f\/_[@ STALLEN SOUTH _ASIA PRIVATE LIMITED A/228,
VIRAWANI _ INDUSTRIAT 4/BSTATE,_OFF _WESTERN _ EXPRESS HIGHWAY,
GOREGAONE(E) MUMBAT-4060¢3 Showill/be tesponsible for the businoss activities of
the manufacturer in India in all respects. ’

4 This Registration Cerfificate is jssuod hrotigh the office"

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, -

(GWONO Oy

%

Place: New Delhi .
Date: LICENSING AUTHORITY

Dr. SORMNOMITR S|
Ay P TG /Drugs Conroier (india)

Dte, General of Heaith Servicas
A Bhawan, [ofia Rozd,

New Bethil15p992




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.

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

4, The manufacturer or his authorised agent in India shall inform the licensing authority forthwith
in the event of any administrative action faken 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 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
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 ficensing authority
may, however, direct any fLirther 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 writing in the event of any change in manufactur'ing process, or in packaging, or in
labelling or in testing, or in documentation of any of the drug peﬁaining o this Registration
Certificate.  In such cases, where there shall be any major changelmbdiﬁcation 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 necessafy approval within 30 days by submiiting a separate applidation along with the
regjstration 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 event 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 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™.
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Place: New Delhj LICENSING AUTHORITY

DAt 06 JUN 2011
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