No. 6-3/BD/148/04-DC(RE-REG-2011)

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

FDA Bhawan, New Delhi
Dated

28 JAN 200

To,

M/S. SHAH TC OVERSEAS PVT. LTD.
516,517 PEARLS CORPORATE MANGLAM
PLACE ROHINI-3,

DELHI-110085

Sub: -Registration of M/S. HENAN KANGWEI PEARMACEUTICAL CO. LTD.

XINZHUANG VILLAGE , OILIYING TOWN, XINXIANG COUNTY, HENAN

- PROVINCE , CHINA under the Provisions of Drug & Cosmetics Rules for the
- .,,,p,ur_p_ose..of...imp,or.tTof.drug'slin.jlﬂndia, e e T L i e e

——Pear-Sir . - e
o b iy

Please refer to your application No. NIL dated 30/12/2010:  received by this
Office vide diary No: 199 dated : 03/01/2011 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.
OFFICE COPY

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 The drugs will be required to be withdrawn from sale from the market in case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

11 This Regjstyation Certificate is being issued under the condition that during the

- pehdéncy of Registration, the applicant may be required to deposit inspection
fee as stipulated under Clause (5) of Rule 24-A and enable inspection of
manufacturing site by the officials authorised for this purpose. Non-
compliance to this condition as and when so directed would result in
cancellation of Registration Certification.

Please note that Registration Certificate issued is liable to be suspended / cancelled, if
any of the condition stipulated above is not complied with, apart from any other

__ condition that may be taken under the provisions of the Drugs & Cosmetics Act, 1940

and the Rules there under.

Please acknowledge the receipt.

OEFICE COPY

Drugs Controller eneral (India)

Copy forwarded to: T

1. The Assistant Drug Controller (I), New Custom House, Annexe, 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, 2n¢ Floor, Custom House, Chennai-
600001.

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

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




G@VERNMENT @F :mmn

Central Drugs Standard Cenﬁel @rgamsaﬁm
Ministry of Health & Family Welfare
FDA BHAWAN, NEW DELHT QNDIA)

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE
Regz:stration Certificate issued for import of drugs into India

Reszzstmtzon Certzfzcate No. BD-499

 Under Drugs and Cosmetics Rules, 1945

R AT " Dated

1.

. the enclosed list of drugsj = %3 S

‘i This Registration Cerﬂflcate shall b

~suspended or cancelled under the ruls

g BT - . o
s \\,‘e i J.'f ? a JA& ‘Lii
M/S. HENAN KANGWEI PHARMACEUTICAL CO. LTD XINZHUANG VILLAGE
OILIYING TOWN, XINXIANG COUNTY;HENAN PROVINGE, CHINA._having factory

premises at M/s. HENAN KANGWEI PE ] L
VILLAGE, QILIYING TOWN, XIN: LY, HENAN P@ROVINCE ,CHINA has

been registered under Rule 27-A as and is hereby issued this Registration
Certificate. et ()
;wwf ;f :
Name(s) of drug(s), whlch may bei 1mpo , ,Reglgst,l:apgn Certificate (Please refer
& 4 " IR

% . COPY

8/02/201 4unless it is sooner

Place: New Delhi

Date: E 8 JAR 2011 ___LICENSI UTHORITY

This Registration Certlflcate is issued through the office of’ the manufacturer or hls
authorised agent in India MJ/S SHAH TC OVERSEASLPVT LTD. 516,517 PEARLS
CORPORATE MANGLAM PLACEzR@HINI-fij TDELHI-110085

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

WNOARD Cony,
St e,

" Seal/Starnp, S




Conditions of the Registration Certificate

The Registration Cerfificate shall be dlsplayed at a prominent place by the authorised agent. .

C 2. . No drug shall be registered unless it has a free sale approvai in the country of origin, and/or in
other major couﬁtries.
3. The manufacturer or his authorised agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetlcs 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 pertalnlng 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, a 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 marketlng shaH 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. N

5. The manufacturer or his authorised agent in India shall inform the licensing authority within 30

days in wriing i the event of any Change 1N Manuiacturing process, orin 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 shali be any major change/modification in
manufacturing, or in processing or in testing, or in documentation as the case may be, at the
discrefion of the licensing authority, the manufacturer or his authorised agent in India shali’
obtain necessary approval within 30 days by submitting a separate appllcatlon 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 immediately in
wntmg in the event of any change in the constitution of the firm and /or address of the registered
office/ factory premlses operating under this ch;stratmn Certificate. Where any such change in the
constitution of the firm and/or address takes place, the cutrent 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 ficm.and/or.changed address of the registered

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 (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. BD-499

DATED 928 JAN 201
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LICENSING AUTHORITY
-Seal/Stamp
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No. 6-3/BD/1-50/04-DC(RE—REG-201Q1

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

FDA Bhawan, New Delhi

Dated 9 g JAN 2011

To,

M/S. FERRING PHARMACEUTICALS PVT.LTD. .
403/404, SIGMA TECHNOLOGY STREET,

CENTRAY, AVENUE, HIRANADANI
GARDENS, POWAL '
MUMBALI - 76

Sub: -Registration of M/S. POLYPEPTIDE LABORATORIES INC. 365, MAPLE
AVENUE, TORRANCE CA, 90503, USA__ under the Provisions of Drug & Cosmetics
Rules for the purpose of import of drugs in India e

Dear 5ir,

Please refer to your application No. FR/RA/1210/008 dated 27/12/2010:
received by this Office vide diary No: 60944 dated : 29/12/2010 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 other standards / specifications
forwarded by you and approved by this Directorate.

2. The drugs shall have the composition, strength: d packing as

approved by this Directorate. @E%‘::EF i @E @@pv

3. Dispute, if any, in respect of th AT 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 repotts on the drug, if

any. .

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

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

enclosedt Rcaib'ﬁaﬁuu Certificateshall-be LULLb;chEd"fOI"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.

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. T e

Please acknowledge the receipt..

OFFICE COPY|

ours faithfully,

Drugs ControlJer General (India)

Copy forwarded to: :
1. The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
Mumbai-400038. '
2. The Assistant Drug Controller (I), 15/1; 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 (I), Jawaharlal Nehru Port, Trust Nhava Seva Port,
Raigard, Maharashtra. '

3T The Assistaiit Drag Controller {I), Infernational Alr Cargo Complex, Iiidira Gandhi
International Air Port, New Delhi-110037.




GOVERNMENT OF INDIA

Central Drugs Standard Control Organisation
Mamstry of Health & Family Wellare
FDA BHAWAN, NEW DELHI {iNDiA;

Form 41
{See Rule 27-A)
REGISTRATION CERTIFICATE

Registration Certificate issued for import of drugs into Indm
Hnder Drugs and Cosmetics Rules, 1945

Dafed

¢ AVENUE TORRA&C% SAY, sgg“

IDE LABORATORIES INC. 365, MAPLE
gistered u?xder Rule 27-Aas a

‘ertificate. ’i;‘“‘*
'37 3

Registration Certificate No. BD- 500 S

USA_ having factory premises at M/s. PO'“"”"M

AVENUE, TORRANCETCA, 90503, ¢

manufacturer and is Hereby issue
[

2. Name(s) of drug(s), whlch may be i 1m

the enclosed list of drugs).

This Reglstra’aon Cert1f1cate is issu office of the manufacturer or his
authorised agent in Indlaw S FERRINGé?PHARMACEUTICAiS PVT. LTD. 403/404, SIGMA
TECHNOLOGY STREET, CENTRAL AVENUE, HIRANAﬁANI GARDENS, POWAL ,
MUMBALI - 76

‘who will be responsible for the busmess actwltféé
respects .

5. This Reglstratlon Certificate is sub]ect to the conditions stated overleaf and to such other
conditions as may be spec1f1ed in the Act and the Rules, from time to time.

Place: New Delhi
vae £ JANZ0T) """ LICENSING AUTHORITY

Seal/Stamp




Conditions of the Registration Certificate

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

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

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

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

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

wnthdrawal regulatory restrictions, or cancellation of authorisation, ‘andfor not of standard
quality report of any drug perta:mng to this Reg1strat|on 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. ' '

5. The manufacturer or his authorised agent in India shall inform the licensing authonty within 30
days in wntlng in the event of any change in manufacturing process, or in packaging, or in

—————1abeumg-er—in-iesting;ﬁerwin-deeumem&en—ei—mw—ef-«thedrug--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 Cemf" cate 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”.

OFFICE COPY




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-500

DATED 9§ jaM 2011

Place: New Delhi

Date: 2 8 | J A N 2 u‘i *oﬁﬁfg.m,aovew*‘ﬁo

LICENSING AUTHORITY
o sesamy
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No. 6-3/BD/51/10-DC

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

FDA Bhawan, New Delhi
Dated

fo, 28 Jan 200

o -M/S.ZRUMIT_INTEI{NA'-I_‘-IQNAL L
405, KALIANDAS UDYOG BHAVAN, NEAR
CENTURY BAZAR, PRABHADEVI

MUMBAI

e e e et e 8 e

Sub: -Registration of M/S. TIANJIN TIANYAO PHARMACEUTICALS CO LTD.
NO.19XINYE 9TH STREET _WEST AREA OF TIANJIN ECONOMIC AND

. TECHNOLOGICAL DEVELOPMENT AREATIANJIN 300462,CHINA __ under the

Provisions of Drug & Cosmetics Rules for thepurposerofﬂimp'ort,ofdrugs in India
Dear Sir,

Please refer to your application No. NIL dated -28/12/2010: received by this
Office vide diary No :- 60868 dated : 27/12/2010 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 other standards / specifications
forwarded by you and approved by this Directorate.

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

. I ) X
3, Dispute, if any, in respect of the a@!&%%?f'%c%f e€s_an ission of TR6
challan, shall have to be settled betw ¢ 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 18 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 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 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 miay be taken under the provisions-of the Drugs. & Cosmetics Act, 1940

and the Rules there under. I e rnenp N R

Please acknowledge the receipt.

Yours faithfully,

Drugs Controller General (India)
Copy forwarded to: :
1. The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
. Mumbai-400038. '

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

3. The Assistant Drug Controller (1), 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 Drmg Confroller (1), International Air Ca__rgo__Complex,_ Indira Gandhi
International Air Port, New Delhi-110037.




COVERNMENT OF INDIA

Central Drugs Standard Control Organisation
' Ministry of Health-& Family Welfare
FDA BHAWAN, NRW DELHLNDIA)

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

Recistration Cortificate No. BD-90T . voie i T e e
egistration Certificate No T (e . g%a:iﬁ% 2&1&&

S. TIAN
WEST AREA OF TIANJIN ECONOMIC/A
AREA,TIANJIN 300462,CHINA _having;
PHARMACEUTICALS CO .LTD.!
ECONOMIC AND-TECHNOLOGIC
has been registered-under Rule 27-
Certificate. »

IN TIANYAOPHARMACEUTICALS CO .LTD.NO.19 XINYE 9TH STREET
AND/TECHNOLOGICAL DEVELOPMENT

Stemises at M/S-TIANTIN TIANYAO
HISTREET WEST AREA OF TIAN

er and is hereby.issued this Registration

2.  Name(s) of drug(s)', Whlclg - A is Regs&réﬂon Certificate (Please refer
the enclosed list of drugs).

3.  This Registration Cer&figate shall bé&;

A TR RN S ¥ P
suspended or cancelled under the rules. = P

4. This Registration Cerﬁficatg%\f%%u?d throﬁgh the offi "of the manufacturer or his
——&utherised—agent—inl-ndia-hﬂsm- AT INTERNY

INTERNATIONAL 405, KALIANDAS UDYOG
BHAVAN, NEAR CENTURY BAZAR, PRABHADEVI, MUMBAI

“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 %@@g@ éhe Rules, from time to time.
$ <

[
%,

Place: New Delhi
pate: & AR 2014 LICENS! G AUTHORITY
_Seal/Stamp
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Conditions of the Re istration Certificate

The Registration Certifi cate shall be displayed at a prominent place by the authorised agent.
2. No drug shall be reglstered unless it has a free sale approvaE in the country of origin, and/or in
other major countnes '
3. The manufacturer or his authorised agent in India shall comply with the conditions of the
import licence issued under the Drugs and Cosmetics Rutes, 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, andfor not of §tandard
qﬁa{ﬁyfepeﬁ-efﬂﬁ-ydfug—peﬁaiﬁingmhis—Reg%sfmﬁeﬁ£ﬂeﬁiﬁeate declared by the Regulatory
Authority of the country of origin or by any Regulatory Authority of any other couniry, where
the drug is marketed/sold or distributed. The despatch and marketing of the drug in such

i

cases shall be stopped immediately, and the licensing authority shall be informed

1mmed|ately Further action in respect of such stopped marketing of drug shall be followed as
| per the direction of the. trcensmg authority. In such cases, action gquivalent to that taken withr
" 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 modif cation to this course of action, including the withdrawal
ofthe drug from Ind:an market within 48 hours time period.

5 The manufacturer or his authorised agent in India shall inform the licensing authority within 30
days in wrltmg 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
Cerificate.  in such cases, where there shall_be any major changelmodiﬂcatlon in

manufacturing, or in processing or in testing, of i 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 spéciﬂed 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 Certlﬁcate Where any such change in the
constitution of the firm and/bf 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 liceﬁsing authority in
the name of the firm with the chénged 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-901

DATED

20 an 200

1.PREDNISONE .IP.

25 COPY

2.PREDNISOLONE (MICRONIZED) I

3.SPIRONGLAGTONE (Ml

S,

P

il

' Place: New Delhi LICENSING AUTHORITY
Date: e o7 Seal/Stamp

&8 AN 200
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Phone No:011 23236965
Fax NO : 011- 23236973

File. No. 6-3/BD/18/08-DC
DIRECTORATE GENERAL OF HEALTH SERVICES.
OFFICE OF DRUG CONTROLLER GENERAL (INDIA)
(IMPORT & REGISTRATION DIV.)

FDA BHAWAN, KOTLA ROAD,
ITO (Near BalBhawan), New Delhi
Date:

28 yan 201

To,
M/s. Shilpa Medicare Limited,
10/80 Rajendra Gunj,
Raichur-584102.

Subject: Ammendment _in the name of the Manufacturer in RC No. BD-766 dated
09/01/2009 vahd unto 3 1/12/2011 reg

Piease refel to your reply No SML/ 112/10-11 received by thlS ofﬁce v1de_

Diary no. 61100 dated 29/12/2010 on the subject cited above.

The case has been examined in the light of the documents submitted by
you. The name of manufacturing site in RC no. BD-766 dated 09/01/2009 valid
upto 31/12/2011 may be read as “M/S LCE, S.L.A Industria Chimica
Emiliana,Italy” instead of M/S LCE. SRIL Industria Chimica
Emiliana,Italy.”

The other conditions of the Registration Certificate will remain same.

(DR.SURINDER SINGH)
Drugs Controller General (India)







