No. 6=3/BD/122/09-DC(FRESH)

From :
The Drugs Controller General (India)

Direct

To,

orate General of Health Services

FDA Bhawan, New Delhi

Dated @ g JAN 20”

M/S. GENERIX LIFESCIENCES PVT. LTD.
A-101, NESTLE APTS. OPP. TOYOTA SHOW
ROOM, LINK ROAD, MALAD(W)

MUMB AI-400064

Sub: -Registration of M/S. HENGKANG PHARMACEUTICAL CO. LTD.ZHEJIANG

SANMENT, FENGKENGTANG, HAIYOU TOWN ZHEJTANG 317100 CHINA “under

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

~ India

Dear Sir,

Ple
Office

ase refer to your application No. NIL dated 24/12/2010: received by this
vide diary No: 60171 dated : 24/12/2010 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—er— Otfler standards / specifications

forwarded by y tq%d Ey%agwg;d @@?Eﬁc orate.
! 1

3.

B

The drugs shall ave the composition, strenoths, standards and packing as
approved by this Directorate.

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

4.7 The drugs will be required to be withdrawn from sale from the market in case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

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

Trade:

The drugs shall be supplied and marketed as pe'r- 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 An
any other provisions of any other Act and Rules applicable in the matter
concerned. .
9 .Each consignment of the dr;iig’s 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

A

Licence under the Rules. T T T

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 LABELS OF THE DRUGS AS GIVEN IN THE RC SHALL BE

SUBMITTED TO THIS OFFICE BEFORE IMPORT OF THE DRUG.

§ :

Plé_a‘se note that RegistrationéCertificate 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 :\rknnnﬂmdgp the rnr‘nipf e e

Youls faithfully,

rugs Controller General (India)

Copy forwarded to: \ 4

1. The Assistant Drug Controller (I), New Cus@% e, m;a 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, 2¢ 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 (I), International Air Cargo Complex, Indira Gandhi
International Air Port, New Delhi-110037.




Re

OVERNMENT OF INDIA
Central Drugs Standard Control Organisation
Mrmstry of Health & Famﬂy Weli‘are

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE

Registration Certificate issued for import of drugs into India
Under Drugs and Cosmetics Rules, 1945 : @ 9 J A N ?0“

Registration Certificate No. BD- 899 ’ Dated

™

1.M/S. HENGKANG. PHARMAL]:UTICAL CO.LTD.ZHEIIANG SANMEN,
FENGKENGTANG, HAIYOU TOWN ZHEJIANG 317100 CHINA _ having factory premises at
M/s. HENGKANG PHARMACEUTICAL CO. LTD. ZHEJIANG SANMENT,
FENGKENGTANG, HAIYOU TOWN ZHE[JANG 317100 CHINA  has been registered under
Rule 27-A as a manufacturer and is hereb" issued this Registration Certrfrcate

Name(s) of drug(s), whrch may be 1mported under this Reglstratlon Certzfrcate (Please refer

the enclosed list of drugs) L

This Registration Certificate shall be in force from.01/01/2011 to 31/12/2013un1ess it is sooner

suspended or cancelled under the ruIe

This Registration Certificate is issued through the office of the manufacturer or his
authorised agent in India M/S GENERIX LIFESCIENCES PVT LTD. A-101, NESTLE APTS.
OPP. TOYOTA SHOW ROOM, LINK ROAD, MALAD(W] MUMBAI-400064

_who will be responsible for the busrness activities of the manufacturer in India in all

Date:

Place: New D@

respects, - [P o —
i

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.

DARD COM
& iy

Thi AN 20“




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 unless it has a free sale approval in the country of origin, and/for in
other major couniries.
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 [i_c_gnsiq‘gr a‘uthqfitl_f_g_nhwith

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 country of marketing shall be
followed in India aiso, 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 writing I the"event of any chiange i 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.

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
10 be valid for a maximum period of three months from the date on which the change has taken place
unless, in the meantime, & 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
FDA BHAWAN, NEW DELHI (INDIA)

NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRﬁ”{,‘ION CERTIFICATE NO. BD-899
pDAaTED |9 JAN

1. AMIODARONE HCL IP

2. GABAPENTIN USP

Place; New Delhi
Date:

ca 0N
Zuti

T JAN







No. 6-3/BD/58/07-DC(RE-REG-2010) \r\\é’]

From : ' @ M‘r\
The Drugs Controller General (India)
Directorate General 6f Health Services

FDA Bhawan, New Delhj

Dated ig JAN 2014

To,

M/S. RUSKIN CHEMIPHARM
4/A, BHANGWADI SHOPPING ARCADE,
KALBADEVI ROAD

MUMB AI-400002

Sub: -Registration of M/S. NORTH CHINA PHARMACEUTICAL GROUP

- SEMISYNTECH CO. LTD. NO. 20 YANGZI ROAD SHITIAZHUANC ECONOMIC AND
TECHNOLOGICAL DEVELOPMENT ZONE HEBEI P.R.CHINA under the
Provisions of Drug & Cosmetics Rules for the purpose of import of drugs in India

Please refer to your application No. NIL dated 11 /11/2010: received by this
Office vide diary No: 53678 dated :16/11/2010 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. . —

ment of fees and submission of TR6

3. Dispute, if any
: ed between the bank and__th_gvappﬂ_ic_e_int:__ L

challan, shall ha

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 cons1g1m1ent of the drugs to be imported by you shall be accompanied by

10

11

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

i1 {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

12

13

manufacturing site by the officials authorised for this purpose. Non-
compliance to this condition as and when so d1rected would result in

cancellation of Registration Certification.
ORIGINAL LABEL OF THE DRUG AS PER IP SHALL BE SUBMITTED TO
THIS OFFICE BEFORE IMPORT.

SOFT COPY OF MODULE III CTD DOSSIERS SHALL BE SUBMITTED TO

: ... THIS OFFICE.

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. OFFICE CORY

Copy forwarded to: \

1. The Assistant Drug Controller (I), New Custom House) Ahnexe,'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, 204 Floor, Custom House, Chennai-
600001. :

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

Raigard, Maharashtra.

3.._The Assistant Drug Controller (I), International Air Cargo Complex, Indira Gandhi

International Air Port, New Delhi-110037.

S



arbrugs Standard-Control Organisation
Ministry of Health & Fawmily Welfare

FDA BHAWAN, NEW DELKT {INDIA)

Form 41
(See Rule 27-A)

REGISTRATION CERTIFICATE
R AL IN CERTIFICATE

Registration Certificate issued Jor import of drugs into India

Under Drugs and Costnetics Rules, 1945" o _i 9 JAN?G" -

. Registration Certificate No. BD-697 o Dated

1. M/S.NORTH CHINA PHARMACEUTIC
G oM

M/s. NORTH

iNO. 20 YANGZI ROAD

SHIIAZHUANG ECONOMIC AND TECHNOLOGICATL DEVELOPMENT ZONE HEBE]
P.R.CHINA has been registered under Rule 27-A’
this Registration Certificate. fo S

“A‘as a manufacturerand is hereby issued

This Registration Certificate is issued through the office of the manufacturer or his

authorised agent in India M/$ RUSKIN CHEMIPH ARss 4/A, BHANGWADI SHOPPING
ARCADE, KALBADEVI ROAD , MUMBAL400003
\

who will be responsible for the business activities of the manufacturer in India in al

respects.

Place: New Delhi
Date: | 9 JAN 2011 <LICENSINGAUTHORT Y
. - hy . -l..l_..-

diay

Seal/Stamp




Conditions of the Registration Certificate

The Registration Certificate shall be displayed at a promihent place by the authorised agent.
No drug shall be registered uniess it has a free sale approval in the country of origin, and/or 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 authorisa't-ioh_,mahdi'ai:;hot‘foﬁfﬁ 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 afso, in consultation with the licensing authority. The Iicensing aufhority
may, however, direct any further modification to this course of action, including the wit.hdrawal
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
tabelling-orirtestingor-in-documentation—ef-any-of-the-drug-pertaining to-this - Registration
Ceriificate. 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 manufaclﬁrer 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 Régistration 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™,




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-697

DATED {9 jan 201

AMOXICILLIN TRIHYDRATE IP

Place: New Delhi

Dae: 19 JAN 201

Oc, o8
atpy, GovE“““\







No. 6-3/BD/90/07-DC(RE-REG-2011)

“ From:
The Drugs Controller General (India)
Directorate General of Health Services \a,]\\\\\ \)
. _ )
FDA Bhawan, New Delhi \Q%Q'g') ‘
Dated
. “s 99 gy 201 (10
0,

M/S. DKSH INDIA PVT LTD

1001 & 1002, ALPHA, HIRANANDANI

BUSINESS PARK, POWA],
MUMBAI-400076

Sub: -Registration of M/S. NINGBO_ RENJIAN PHARMACEUTICAL GROUP CO
LIMITED NO.555 ,CHANGCHI ROAD, CIXLZHEJIANG 315 300 P.R.CHINA  under
the Provisions of Drug & Cosmetics Rules for the purpose of import of drugs in

Dear Sir,

Please refer to your application No. NIL dated 08/09/2010: received by this
Office vide diary No: 59184 dated:20/12/2010 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 standar specifications mentioned in the
er standards / specifications
orate.

Second Schedule of the 70T ?@ﬁ)
forwarded by yoaﬁ:‘rd/a i @ Drie
: ey :
2. The drugs shal ‘%12) composition, strengths, standards and packing as
approved by this Directorate.

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 informied of adverse reports on the drug, if
any.

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

—————6—f-any-claim-is-made for-these-drugs—infuture-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. ‘ o

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
*  Lsicence 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.

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 & Cosmefi

and the Rules Fhere under. @E—:Eg % @EE @@V{i{f -

Please acknowledge the receipt.

Yéurs faithfully,

Drugs Controller/General (India)

Copy forwarded to: : % A '
1. The Assistant Drug Controller (I), New Custom Flous ,Umnexe, Ballard Estate, Fort,
Mumbai-400038.

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

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

4. The Assistant Drug Controller (1), Jawaharlal Nehru Port, Trust Nhava Seva Port,

Raigard. Maharashtra, e
5. The Assistant Drug Controller (1), International Air Cargo Complex, Indira Gandhi
International Air Port, New Delhi-110037. :

940 -



2 IkL

MENT 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

Rpgiqfraﬁnn ('prh;ﬁrafp iccuodfnr import nf dw:gc intaIndia... ——-

Under Drugs and Cosmetics Rules, 1945 % 9 J AN 2@“

Registration Certificate No. BD-7I6 .~ = T Dated

M/S. NINGBO RENJIAN PHARMACEUTICAL GROUP CO LIMITED NO.555
"CHANGCHI ROAD, CIXT,ZHEJIANG 315300 PR.CHINA _having factory premises at M/s.
NINGBO RENJIAN PHARMACEUTICAL GROUP CO LIMITED'NQ.555 CHANGCHI
ROAD, CIXLZHEJIANG 315 300 P.R.CHINA: ‘has been registered inder Rule 27-A as a

manufacturer and is hereby issued thiS_‘{R? ' Certificate.” .

2. Name(s) of drug(s), which may be imﬁqi’fé.c'lfji:nd:fe._r; this Registration Certificate (Please refer

the enclosed list of drugs). << =~ [~ = 1

3,  This Registration Ceitificate shall bg : to 31/03/2014unless it is sooner

suspended or cancelléd-:_gnder the rule

4,  This Registration Certifiij;'a,té is issued through:the office of the manufacturer or his

authorised agent in India M/S DKSH INDIA PVT LTD 10_01"& 1002, ALPHA,
HIRANANDANI BUSINESS PARK, POWAIL , MUMBAJ-400076

“who will be responsible for the business activities of the manufacturer in India in all
respects. ‘

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.

DARD CO
S M,
s q

Place: New Delhi %o; i

Date:,é a _gaas
A FET L




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 unless it has a free sale approvat in the country of origin, and/or in
other major countries. ' .

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

4 Themanufacturer 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 Regisifation 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 shalt 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 shali inform the llcensmg authonty Wlthln 30

days in writing in the event of any change in manufacturing process, or in packaglng 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 épplication along with the
registration fee, as specified in clause (ii) of sub rule (3) of rule 24-A.

6. ‘The manufacturer or his authorised agent in India shall inform the licensing authority iinmediately in
writing in the event of an}" change in the constitution of the firm and /or address of the registered
office/ factory .prernises operating under this Registration Certificate. Where any such change in the
constitution of the firm and/or address takes place, the current Registration Certificate shail 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

mememﬂhmedvmmﬁmmﬁhEWchmged address of threregistered

office or factory premises™.

OFFICE COPY




GOVERNMENT OF INDIA

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

NAME (5) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. BD-716

DATED §9 JAN 201

1. HUMAN CHORIONIC GONADOTROPHIN(HCG)IP.
DOTROPHIN (HMG)USP

2. HUMAN MENOPAUSAL GONA

ITEMS (TWO)ONLY
.
Place: New Delhi 2R  LICENSING AUTHORITY
%, &
Date: e -~ Seal/Stamp
9 Jan 20m e ./
o







No. 6-3/B D/128/04~DC( RE-REG-2010) 3,,6'\—% \

[
From-: ol ‘___._/ 7//! l/
The Drugs Controller General (India)
Directorate General of Health Services q & ] @Qﬂ g 73

FDA Bhawan, New Delhi
Dated
ro, §9 Jan 200

M/S. DSM ANTI-INFECTIVES INDIA LTD.
BHAI MOHAN SINGH NAGAR, TOAN SA,
T EH BALACHALUR,
DIST. NAWANSHAHR(PUNJAB) INDIA, 144533,

Sub: -Registration of M/S. FERSINSA GB S.A DE C.V P.O BOX 37, CARRETERA
SALTILLO-MONETETERREY, ZIP CODE 25900, RAMOS_ARIZPO, COAH, MEXICO
under the Provisions of Drug & Cosmetics Rules for the purpose of import of
drugs in India S : R

Dear Sir,

Please refer to your application No. NIL dated 26/10/2010: received by this
Office vide diary No: 59437 dated : 21/12/2010 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 er standards / specifications

forwarded by you and approved-b 7 this Ritectbrate.
2. The drugs shall ‘Eﬁ!feﬁfﬂtﬁe* mposi

approved by this‘Biréctorate.

;Strengths, standards and packing as

Dibyu‘ic, if any; p3i u.:a[.n:\nt of-the yaylucui‘ of fees and'-submissiorrof TR6
challan, shall have to be settled between the bank and the applicant.

S..J

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 Direclorate 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.



]

9

10

11

This TegiSTation in No way 1elieves you of the responsibility of complying with
all other provisions of the Drugs & Cosmetics Act and Rules there undér, and
any other provisions of any other Act and Rules applicable in the matter
concerned.

Fach 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.

Copy forwarded to:

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
-~ d the Rules there under, R S A P

p;:mf?ﬂ’ﬂﬂhr':ﬂ
OFFiLe

Please acknowledge the receipt.

ontrolley General (India)

N

I

2.

3.

innexe; Ballard Estate, Fort,

L A 2o ) ol F B H O DT Faml YA T

TITE G515 Tall 171 U.B COTIT UL \L), TNEW CTUSTULIT X TUROE,
Mumbai-400038. \a
The Assistant Drug Controller (I), 15/1, Strand Road, Custom House, Kolkata-

700001.

The Assistant Drug Controller (I), 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.




1.

Place: New Delhi

Date: | 9 JA‘N?U“

OVERNMENT OF INDIA

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

Form 41
(See Rule 27-4A)
REGISTRATION CERTIFICATE
Registration Certificate issued for import of drugs into India
Under Drugs and Cosmetics Rules, 1945 a 9 J A N 2 0”

- Registration Certificate No. BD-475 Dated

FERSINSA GB S.A DEC.V P.O BOX 37, CARRETER A SALTILLO-MONETETERREY, ZIP

CODE 25900, RAMOS ARIZPO, COAH,MEXICO _has been registered under Rule 27-A as 2
thi: tration Certificate, - -

Name(s) of drug(s), which may be impof-téj'd-'uﬁna:ér this Registration Certificate (Please refer

the enclosed list of drugs), - s (@Mﬁm FRy

£ kot 75’:
AU B

This Registration Certificate shall bemfo e.

suspended or cancelled under the ru:l__'esr

This Registration Certificate is issued-.et-hrough1th"e"bffice of the manufacturer or his
authorised agent in India M/S DSM ANTI-INFECTIVES INDIA LTD. BHAI MOHAN
SINGH NAGAR, TOANSA, TEH BALACHAUR,, DIST. NAWANSHAHR(PUNTAB)

INDIA, 144533, Lo
-who will be responsible for the business activities of the manufacturer in India in all

respects.

. o
My o




Conditions of the Registration Certificate

1.

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

— 2 Nodruy shattbereyistered untess it has = free sate approvalimthe country of origirt;-and/or 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 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. .

The manufacturer or his authorised agent in India shall i.nform the licensing autherity within 30
days in writing in the event of any change in manufacturing process, or in packaging, or in
fabelling 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 (ii) 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 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 peried 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

otfice or factory premises”™.




T,

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-475

DATED , P
N

BENZYL PENICILLIN POTASSIUM (PENICILLIN G POTASSIUM)
P g

ITEMS (ONE)ONLY

Place: New Delhi LICENSING AUTHORITY

AL A

:S_'elal? Stamp

Date: : O%Vw‘*“ : o
“ 19 Jan 2011 ‘ 7







No. 6-4/FF/19/02 -DC( PT-1 ) (RE-REG 2008)

 From ¢’ X L
The Drugs Controller General (India) QL‘*’ %

Directorate General of Health Services Tl 1]

FDA Bhawan, New Delhi

. Dated %QJAN 2["1

M/S. ABBOTT HEALTHCARE PVT. LTD,,

4 CORPORATE PARK, SION TROMBAY ROAD
MUMBALI 400 071

Sub: -Registration of M/S. GILEAD SCIENCES LIMITED, IDA BUSINESS AND

TECHNOLOGY PARK, CARRIGTOHILL, CO. CORK, IRELAND 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 12/11/2010: received by this
Office vide diary No: 55054 dated: 24/11/2010 on the above subject. Fresh
Registration Certificate in Form 41 under the Rules due to change in the name 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 Directorate.

2. The drugs shall have @gﬂ{@ﬁ@%@@@?h standards and packing as

approved by this Dirkctozate:

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

12 ORIGINAL LABEL AND PACKAGE INSERT OF THE PRODUCT IN NEW
NAME OF INDIAN AGENT SHALIL BE SUBMITTED TO THIS OFFICE

- BEFOR IMPORT: s :

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.

Yotus faithfully,

1 GGeneral (India)
Copy forwarded to:
The Assistant Drug Controller (I), New Custom Hoyse,
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, 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.

Xr\}l\e\;e, Ballard Estate, Fort,



GOVERNMENT OF INDIA

Central Druags Standard Control Organisation
Ministey 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,' FOGE o woovrvn s o g
. 19 JAN 2011

Registration Certificate No. FF-569 . .} e ?n;}f’%j ey Dated
I -,",j 50 ”é({:él,-

1. M/S.GILEAD SCIENCES' INC USA havmg_factory premlses at M/s. GILEAD SCIENCES

,,,,,,

T

g e

,,,,,,,,,,

4, This Reg15trat10n Certlfmate is issued?th “the office of the manufacturer or his
authorised agent in IndladM/S ABBOTT HEALTHCARE PV “LTD., 4 CORPORATE PARK,
SION TROMBAY ROAD,; MUMBALI 400 071 who w111 ‘*be responsible for the business
activities of the manufacturef i in. Indm in all respects w 2

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

,‘ﬁ\Dw\RD CO}{]-&O

Place: New Delhi

Date: | { 1AN 2014

LICENSING AUTHORITY




Canditions of the Registration Certificate

The Registration Certificate shall be displayed at a prominent place by the authérised 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, regufatory restrictions, or cancellation of authorisation, and/or not of standard

. quality report of any drug pertaininé 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/scld or distributed. The despatch and marketing of the drug in such
cases shall be stopped immediately, and the licensing autherity 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
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
iabelling 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 submiiting 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 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 cwrent 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 meantimé, 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
FDA BHAWAN, NEW DELHI (INDIA)

NAME (S) OF DRUGS, WHICH MAY BE IMPORTED

UNDER E ATION CERTIFICATE NO. FF-569
DATED %% ﬁh‘;{[ﬁ

"‘"r!

LIPOSOMAL AMPHOTERICIN B FOR INJECTION 50NLG
AMPHOTERIC!N '*B ENCAPSULATED IN LIPOSOMES =

Lt

,/\;?
>* [
7’

Place: New Delhi

Date: 49 JaN 2011

LICENSI NG 2 UTHORITY
e Séal/Stamp
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No. 6-4/FF/02/09 -DC( PT-1) (RE-REG 2009)

‘From ;" 54‘-0/2/[‘/7
The Drugs Controller General (India) I / |2
Directorate Genora] of Health Services '

FDA Bhawan, New Delhi

P 19 JAN 201

To,

M/S. ABBOTT HEALTHCARE PVT. LTD.,
4 CORPORATE PARK, SION TROMBAY ROAD,
MUMBAI 400 071

Sub: -Registration of M/S. PIERRE_ FABRE MEDICAMENT PRODUCTION,
ESTABLISSEMENT AQUITAINE PHARM INTERNATIONAL, AVENUE DU BEARN -
64320, IDRON, FRANCE under the Provisions of Drug & Cosmetics Rules for the
purpose of import of drugs in India

w

Dear Sir,

Please refer to your application no. NIL dated 12/11/2010: received by this
Office vide diary No: 55055 dated: 24/11/2010 on the above subject. Fresh
Registration Certificate in Form 41 under the Rules due to change in the name 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 mentloned in the

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 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 apphcable in the matter
concerned. "

9 .Each consignment of the drugs to be imported by you shall be accompamed 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

: Lice euncj}gr the Rules.

11, This Reglstration 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 resuit in
cancellation of Registration Certification.

12 ORIGINAL LABEL AND PACKAGE INSERT OF THE PRODUCT IN NEW
NAME OF INDIAN AGENT SHALL BE SUBMITTED TO THIS OFFICE

-~ BEFOR IMPORT. : : .

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 & Cosmehcs Act, 1940
and the Rules there under.

Please acknowledge the receipt.

Yolurs faithfully,

Drugs Controller General (India)
Copy forwarded to: Y W\t

The Assistant Drug Controller (I), New Custom ou:\s& A\Anexe, 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, 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.



GOVERNMENT OF INDIA

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

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE
Registmtion Certificate issued for import of dmgs into India
“Urnder Dyiigs aid Cosmiétics Rules, 1945

19 388,200

Registration Certificate No. FF-568

1.

Place: New Delhi

Date: ] 9 ,!AN ?Dﬁ

M/S. PIERRE FABRE MEDICAMENT PRODUCTION FRANCE having factory premises at
M/s. PIERRE FABRE. MEDICAMENT PRODUCTION ESTABLISSEMENT AQUITAINE

P

PHARM INTERNATIONAL AVEN JE Dﬂ £

registered under RuIe 27-A as ‘a:my ifld is hereby ISsued this Registration
Certlflcate
Name(s) of drug( ),,whlch may be ir ' this Registratio}i‘%Certifieate (Please refer

the enclosed list of drugs).”

SION TROMBAY ROAD, MUMBAI 400 071 whq Wﬂl be respon51ble for the busmess
activities of the manufacturer in Indiai in all respects

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,

‘PﬁomD Co,v,j?




{@ .

Conditions of the Registration Certificate

Afe

The Registration Certificate shall be displayed at a prominent place by the authorised ag'ent.
No drug shali be registered unless it has a free sale approval in the country of origin, and/or 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 pertainin‘g to this Registration Certificate declared by the Reguiatory'
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 shali be followed as.
Jer the direction of the licensing authority. In such cases, action equivalent to that taken with

"ﬁeference 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.

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 précess, 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 aiong 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 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”.




GOVERNMENT OF INDIA

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

NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. FE-568

DATED 19 jan 201

VINORELBINE; (NAVELBINE)10 mg/ml (Vlals of 1m| and 5ml)
CONGENTRATE FOR SOLUTION FOR iNFUSlG‘N

Place: New Delhi
Date

19 JaN 2019







