No. 6-3/BDD/89/2010-DC(Endorsement)-1

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

FDA Bhawan, New Dethi

Dated ‘ ? 1 Nﬂy ggﬂ

To,

M/S. BHARAT SERUMS AND VACCINES LIMITED
17TH FLOOR HOESCHST HOUSE ,NARIMAN

POINT, .

MUMBAI-400021

Sub: -Regisfration of M/S, BSV BIOSCIENCE Gmbh MAX PLANCK STREET ,12,D-

52499 BAESWEILER, GERMANY _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 18/03/2011: received by this
Office vide diary No: 12872 dated :18/03/2011 om'the above subject. Registration
Certificate in Form 41 under the Rules is issued fgr tne manufacturmg site along
with the name (s) of d1 ug ( ) 1mported under the sa'd rt_lflcate sub}ect to the
condition: - ,/f e /', C

1. The drugs shall confirm to the st nd%u) s i specifications mentioned in the

Secorid Schedule of the Act, sug’l other standards / specifications
~forwarded by you and appr oye By ctorate —

this Directorate.

2. The drugs shall have the COmEQQItIOII, strengths, standards and packing as
appr oved by this D1rectorate

challan, shall have to be settled between the bank and the applicant.

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 The druigs will be required to be withdrawn from sale from the market in case

any-undesirable-reactionsdlue to-its edication are brought to light at any

stage This Directorate should be informed of adverse reports on the drug, if

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 Dzrectorate Wﬂl be ‘necessary | before such claimis =

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 rhatter
concerned.

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

" Please fote that Registration @ertificatqf{;gﬁ"é -is liable to.be suspended. /. cancelled, i
any of the condition stipulated abové is ngt complied with, apart from any other
condition that may be taken under thé Ijli‘év'?éions of the Drugs & Cosmetics Act, 1940
and the Rules there under. Ry

L
i

i,

Please acknowledge the rec‘e"'ip; '

f
/ :
{ Yours faithfully,
\ G
N
Drugs Controller General (India)
Copy forwarded to: '
1. The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
ciim e MIDALA00038, e e
2. The Assistant Drug Controller (I), 15/1, Strand Road, Custom Hétse, Kolkata="""""""""""1
700001.
3. The Assistant Drug Controller (I), Room No. 66, 2n¢ Floor, Custom House, Chennai-
4. The Assistant Drug Controller (1), ]awaharIﬂfN‘elﬁ*fP6th"1’f‘ti"s‘t‘Nhava*S*eva"Pdi*t;—-—-—~%—
Raigard, Maharashtra.

5. The Assistant Drug 'Co'ﬁﬁ'O'Hé*f'“(I)",““Iﬁ“fé"fﬁ"éﬁé”ﬁaI‘*AﬁrGm*gO*Gompleer—ﬁd—i—raGarndhiwﬁ
International Air Port, New Delhi-110037.
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No. 6-3/BD/47/07-DC (RE-REGISTRATION - 2011)

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

FDA Bhawan, New Delhi
Dated

.2 1wy 200

To,

S. ORGANON (INDIA) PRIVATE LIMITED
7th FLOOR, PLATINA, PLOT NO. C-59,
G-BLOCK, BANDRA KURLA COMPLEX,
BANDRA (E), MUMBALI - 400 098

Sub: -Registration of M/S. N.V. ORGANON, VEERSEMEER 4, 5347 IN 0SS, THE

NETHERLANDS under the Provisions of Drug & Cosmetics Rules for the purpose .

—of impoit of driigs in India
Dear Sir,

Please refer to your application no. NIL dated 25 /10/2011, received by this Office
vide diary no. 50018 dated 27/10/2011 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 compositidn, strengths, standards and packing as
- approved by this Directorate.

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 incase

any1irid esi.rablewreaaqensﬂue—te—its—medicat'rorrar‘e"_brought to Tight at any

stage. This Directorate should be informed of adverse reports on the drug, if

Sy e _ .

any—— T

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 hecessary before such claim is
7. The drugs shall be supplied and marketed as per the prov151ons of the
existing Drugs & Cosmetics Act and Rules thereunder.



9.

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.

12.

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.

Original labels of the products shall be submitted to this office before

import,

Annual product review data of the product-by-the-manufcaturter shall be.-.

submitted to this office.

Please note that Registration Certificate 1ssué1\1s*11ab1e to be suspended / cancelled, if
any of the condition stipulated above is, not co/mphed with, apart from any other
condition that may be taken under the p ov1s1075 of the Drugs & Cosmetics Act, 1940

and the Rules there under.

\ Qs

_ Drugs Controller General (India) |

Yours faithfully,

'-Intemahonal Air Port, New Delhi-110037. -

Copy forwarded to:
~ 1. The Assistant Drug Controller (), Néw Custor House, Afinexe, Ballard Estate, Fort, |~
- Mumbai-400038.
2. The Ass1stant Drug Conh'o]_ler (I) 15 / 1, Strand Road Custom House, Kolkata-
7000017 =
3. The Assistant Drug Controller (I) Room No. 66 2na 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), Intematlonal Air Cargo Complex Indira Gandhi




GOVERNMENT OF INDIA

Central Drugs Standard Control Orgarisation
Ministry of Health & Family Welfare
| FDA BHAWAN, NEW BELUI (RND1A)

Form 41
(See Rule 27-A)

REGISTRATION CERTIFICATE

Registration Certificate issued for import of drugs into India

Under Drugs and Cosmetics Rules, 1945

11 MOV 201

T

‘Registration Certificate No. BD-986 . ﬂ‘;‘%‘é\f\c@ ARD C{:?ﬁv;;;ﬁ " _ Dated
e 52 PN
1. V. . \FHE NETHERLANDS havinglfactory premises at MJs. N.V.
ORGANON, VEERSEMEER 4, 5347 IN 4 §S;§§ THE NE'I:H\ERLANDS has been registered
under Rule 27-A as a @%ﬁac@e;;;éh 15 hete Mi'sisueg,this“R\' ﬁs’_&étion Certificate,
- Y R
:__ B ) U"\ .
2. Name(s) of drug{s)é?vhich may be i ut gi?fthis Registration Certificate (Please refer:
th losed list of-driigs), O
1e enclosed lis of-4 gs) v 2 yd | S
3. This Registration Cerﬁ&c;gﬁfg&h@%@ i Wﬁ@'@if@y 1G/2014 unless it is sooner
suspended or cancelled under the ryl& «
4. This Registration Cé‘rtificate is 18 he office Q\é}:thé manufacturer or his
authorised agent in Tridia M/S. O
PLATINA, PLOT NOXC-59 G-BLOCKS RA_KUREA
.. MUMBAI - 400 098 who'wil 'be'_’F9§R9§§ibl€iéiimf.hé_biis@ess activities of the manufacturer
~inIndiainall Tespects, A :
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 V 6] (o .

ey T
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Conditions of the Registration Certificate

The Registration Certificate shall be displayed at a prominent place by the authorised agent.
No drug shall be registered unless it has 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 pertaining to this Registration Certificate decléred by the Regulatory
Authority of the country of origin or by any Reguiatory 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

per the direction of the licensing authori in such cases, action equivalent to that taken with
reference to the concerned drug in the ountry of origin or in the country of marketing shall be
followed in India also, in consultat}oé |th /t e licensing authority. The licensing authority
may, however, direct any further modlf cat[on to this course of action, including the withdrawal

of the drug from Indian market w:thm 48 hours time nenod

- The manufacturer or his authorlsed agent in India shall inform the ||censmg authority within 30
' days in writing in the ‘event, /éf: ny;cf;ange in ‘manufacturing’ process or in packaging,; or in

’,-'_.

fabelling or in testing, or 16/ doc\;‘!entatlon of any of the drug pertaining to this Registration

Certificate.  In such cases, Where theré shall be any major change/modification in

manufactunng, or in processing or in testing, or in documentatlon as the case may be, at the
discretion of the licensing authonty, the manufacturer or his authorised agent in India shall
obtain necessary approval within 30 days by submitting a separate application along with the

' .'_r'__egis.tratio.n;fée,_as_sp.e_ci_ﬂ_ed_in clause (i) of sub rule (3) of rule 24-A.

constitution-of the-firm-and/or-address-takes-place;-the-current Registration Certificate shall-be-deemed

~ immediately. Further action m ‘respect of s/uch ‘stopped markefting of diug shall be followed as™

" The manufacturer or his authorised agent in India shall ififortil the licéfising authority imtiediately i 7777 7
~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

to be valid for a maximum period of three months from the date on which the change has taken place

Tmless, in the meantime, & {resh Registration Certificate s beer taken fronrthe 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

Ceniral 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-986
DATED' .
11N 201
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No. 6-3/BD/47(A)/07-DC (RE-REGISTRATION - 2011)

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

To,

FDA Bhawan, New Delhi

Dated 1 NOV 201

M/S. ORGANON (INDIA) PRIVATE LIMITED
7th FLOOR, PLATINA, PLOT NO. C-59,

 G-BLOCK, BANDRA KURLA COMPLEX,

BANDRA (E), MUMBAI - 400 098

Sub: -Registration of M/S. N.V. ORGANON, KLOOSTERSTRAAT 6 5349 AB 0SS,

Dear Sir,

Please refer to your application no. NIL dated 25; /\10 /2011, received by this Office
vide diary no. 50019 dated 27/10/2011 on the, ébove S}1b]ect Registration Certificate
in Form 41 under the Rules is issued for theqnanufacf:urmg site along with the name

(s) of drug (s) imported under the said Certlfi dte sub}ect to the condmon

e

1 The drugs shall confirm to, the stand?aéis / specifications mentioned in the

~-Dispute;- if-any;:in respect-of - th.eepayment of feesand "'subrruss1on of TR6

Second Schedule of the/ Actﬂ or’ such other standards / specifications
forwarded by you and app\rovea by this Directorate.

‘v

The drugs shall have the composition, streng‘chs standards and packing as
approved by this Duectorate

challan, shall have to be settled between the bank and the applicant.

_..JHE NETHERLANDS under_the Provisions of. Drug. &. Cosmetics Rules. for.the ...
" purpose of import of drugs in India

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

~any undesirable féactions due to.its medicagon_are brought fo light at ‘any

stage. This Directorate should be informed of adverse reports on the drug, if

a_]_[y. . I . [,

" The 'drigs shall be marketed for md1caﬁons for Wthh they have been
~approved..

If any claim is. ‘made for these drugs in future other.than those approved,

~ prior permissions from this Duectorate 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. 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.
Non-compliance to this condition as and when so directed would result in
cancellation of Registration Certification.

12. Original labels of the products shall be submitted to this office before

import.

--13.-Annual-product-review-data-of-the product /By“che manufcaturter-shall-be -t

subnutted to this office.

Please note that Regrstrauon Certificate issued i hable Z be suspended / cancelled, if
any of the condition stipulated above is- notfcomphed with, apart from any other
condition that may be taken under the prov1flons of the Drugs & Cosmetics Act, 1940
and the Rules there under. /

Please acknowledge the receipt. /-

Yours faithfully,

s

. Drugs Controller General (Indra)

Copy forwarded to: -

“ 21 THe Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort, |

. ..Mumbai-400038.
2. The Assistant Drug Controller (D), 15/1, Strand Road Custom House Kolkata-

Tala¥ats]

==700001:

3. The Assistant Drug Controller (I) Room No 66 2fw1 Floor, Custom House, Chenna1

600001
4. The Assistant Drug Controller (I), Iawaharlal Nehru Port, Trust Nhava Seva Port,

Raigard, Maharashtra.

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

. Intematlonal Air Port, New Delhi-110037. -




GOVERNMENT OF INDIA

Central Drugs Standard Contrel Organisation
Ministry of Health & Family Weltare
FDA BHAWAN, NEW DELHI ANDIA)

Form 41
(See Rule 27-A)
REGISTRATION CERTIFICATE
Registration Certificate issued for import of dmgs into Indm

~Undey Dyugs and CosmetzcsRules, 1945 11 NC" 2
Registration Certificate No. BD-987 . m{:}?‘ D m&f Dated
o e f;?fi}
1. 5. N.V. ORGANON., \T"HE NETHERLANDS lé;leg\»factoW premises at M/s. N.V.

ORGANON KLOOSTERSTRAAT 6 5349** AB OSS, THE\NETHERLANDS has been

d/as hert}by issued this Registration

*V,—
ey

2 &t this Registratiof Certificate (Please refer
oz

Ty

3, 1[11[201 to 31[10[2014 unless it is sooner
Ny
e

| & '
4, fotigh-the office - OF the manufacturer or his

authorised agert in Indfa M/S.. ORG"ANON?“{INDIA) PRI{’ATE LIMITED, 7th FLOOR,
e PLATINA,. _PLOT..NO.. Cr-5_9G BLOCK, -BANDRA KURLA—-C—QMPLEX—‘ BANDRA(E); ~
-~ MUMBAI - 400 098 who will beﬂ»responmble for th %{Pusmess activities of the manufacturer

in India in all respects. qu ?‘H GOVERY

5. This Registration Certificate is. subject to-the condthonSJtatMVerléaf:andAteﬁueﬁfé't—her****

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

[G. 6
Place; New Delhi \ %'/

e 11NV 2011

LICENSING AUTHORITY

T eiiae o aFLs T
toal e fm.r', & l-.;m'\, JVL‘ae
LUTIEA SECREE = b M (T ({1 MR
i UA Bhawan, kotia Road, i.1.0.

5§ faweh - 110 002/New Delhi-110 002



Conditions of the Registration Certificale

The Registration Certificate shall be displayed at a prominent placé by the authorised agent.
No drug shall be registered unless it has a free sale approval in the country of origin, and/or in
other Enéjor 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 Cerlificate declared by the Regulatory
Authority of the country of origin or by any Regulafary Authority of any other country, where
the drug is marketed/sold or disfributed. The e/s‘[i‘;é??and marketing of the drug in such
i,

cases shall be stopped immediately, and tgféfvlic sing authority shall be informed

- g
~immediately.-Further action-in respect-of--such-,g.f@p?:; -marketing-of drug-shall -be-followed-as—--—-------
o . .
_per the direction of the licensing authority./{;pgq“ch/éases, action equivalent to that taken with
SN : :

reference to the concerned drug in the c_:ou@@?%f origin or in the country of marketing shall be

\*’the licensing authority. The licensing authority

followed in India also, in consultation’ /\Aﬁtﬁ
'j“':‘\:y . . . . .
may, however, direct any further moc{iﬁb}a’tjon' to this course of action, including the withdrawal

of the drug from Indian market withéxsé\izﬁ}l rs time period.

© The manufacturer or his authorised agent in India shall inform the ticensing 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

_ hjqqu_acturing, 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 rute (3) of rule 24-A.. .

- v~—-ev—’l-‘-he--mariufaémrer-or---his-authorised--agent—in--India-shall—infonn--the-—licensing-- authority immediately-in- - rsemm o §

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 maximwm period of three months from the date on which the change has taken place

unless~in-the-meaptime-a-fresh-Registration-Certificate-has.been.taken_from.the licensing authority.in

the name of the firm with the changed copstitution 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-987

DATED 11 nov 20m
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No. 6-4/FF/42/04-DC( REREG2010)

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

FDA Bhawan, New Delhi

Dated 11 NOV 20”

To,

M/S. CHANDRA BHAGAT PHARMA PVT LIMITED
323/F BHAGAT BHUVAN DR.AMBEDKAR

ROAD MATUNGA(EAST)

MUMAB! 400019

Sub: -Registration of M/S. SHANGHAI ZHONGXI SUNVE PHARMACEUTICAL CO

LIMITED 50.YONG DENG ROAD SHANGHAI 200331 CHINA....under the-Provisions - -~

.._‘.A,..Moff::Bliug_';&':.(i'.osmetlcsr—Rfifles--fer-th-e‘ purpose of import of drugs in India

Dear Sir,

S

‘ & ‘:T:, |
Please refer to your application no, dfat’e/dl £09/2011, received by this Office
vide diary no. 43298 dated 16/09/2011 gnzﬂtﬁé___;éyove subject. Registration Certificate
in Form 41 under the Rules is issued fgr"j;lﬁg}mahufacmring site along with the name
- (s) of drug (s) imported under the said € ;r.'t;i/ficate subject to the condition: - '
. . AT e ' ‘
¢ sfandards / specifications mentioned in the

o

¥

. Lo . g - . . S

1. The drugs shall confirm<fofth
Second Schedule of the ™
forwarded by you and approved by this Directorate.

2. The drugs shall have the composition,'strengths, standards and pack‘ing as
approved by this Directorate. '

- 3. Dispute, if any,in- tespect of the payment of fees and submissioi of TRG -

challan, shall have to be settled between the bank and the applicant.

e 4 The drugs will be required to be"W'i'fha:r_aﬂzﬁ.fftblﬁ-éaulé--f;éﬁ;fﬁé--lnarket'ih"C'aszejjf‘ -

e ~any-undesirable-reactions-due-to-its mediCation are brought to light at éﬂy

stage. This Directorate should be informed of advers,eﬁreportswonih@drugrif

- O such other standards / specifications .

dlly,

> The drugs shall be-marketed for indications for whic they have been
- approved. ' :

6. If any claim is made for these 'drugs in future otheﬂr'jc,hangthos_e_ approved, . .

prior permissions from’this Directorate will be necessary before such claim is
“made. : |
7. The drugs s'h'aH.'“'bé', supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder.




9.

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

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. ANNUAL PRODUCT REVIEW DATA QOF LAST TWO YEARS BY

MANUFACTURER. / 3

SHALL BE SUBMITTED TO THIS OFFICE BEFORE IMPORT OF DRUG.
£ _

f05
T

Please note that Registration Certificate issued is.1i {")le to be suspended / cancelled, if
any of the condition stipulated above is not.com plied with, apart from any other
condition that may be taken under the pm}?igi@gsjof the Drugs & Cosmetics Act, 1940
ar}d the Rules there under. ) s

Please acknowledge the receipt.

T 1.3'::1P.RO.D.UC..’..'[_‘“.“;':“RE‘GISTRATIONJZ“T“CERT‘IEI(?IN-:"I":E - ATTESTED --BY- - CEPIT oo

Yours faithfully,
v' &‘g"——ﬂ X .
Drugs Controller General (India) =~
e Copy.for.warded 10
1. The Assistant Drug Controller (I), New Custom House, Annexe, Ballard Estate, Fort,
~Mumbai-400038
2. The Assistant Drug Controller (I}, 15/ T, Strand Road, Custom FlousE, Kolkata-
700001, | S |
3. The Assistant Drug Controller (I), Room No. 66, 2nd Floor, Custom Hotise, Chennai-
600001. '
4. The Assistant Drug Controller (I), Jawaharlal Nehru Port, Trust Nhava Seva Port,
... Raigard, Maharashtra. S ) :
5. The Assistant Drug Controller (i), International Air Cargo Complex, Indira Gandhi

International Air Port, New Delhi-110037.°




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

1

: i

Form 41

|

(See Rule 27-A) l

REGISTRATION CERTIFICATE ‘

Registration Certificate issued for import of drugs into India :

“Under Drugs and Cosmetics Rules, 1945 ~ === wwmr o oo oo

Registration Certificate No, FF-284 ' . 1 TDINQdV 2 017 |
1. M/S. SHANGHAI ZHONGXI SUNVE PHARMACEUTICAL CO LIMITED 50,YONG DENG ‘

Name(s) of drug(s), which may be imported“un

ROAD SHANGHAI 200331 CHINA  having factory premises at M/s. SHANGHAI
ZHONGXI SUNVE. PHARMACEUTICAL "CO LIMITED 50,YONG DENG ROAD
SHANGHAI 200331 CHINA _has been registered 'q,ndég;RﬁIe\ 7-A as a manufacturer and is
hereby issued this Registration Certificate, S A o

- /,__f;

”
- rd

Eiéi‘»ti_lis’/Registration Certificate (Please refer

the enclosed list of drugs). d
- &4 B

- This-Registration Certificate shall be i\'ﬁ\fdi'fée*from;og /09/2010 tdSiZ_._O_Q[:ZOiS unless it is sooner

suspended or cancelled under the rufes.

. This"Registration Cettificafe” is issued ‘through the office of the ‘manufacturer or his

-authorised-agent-in-India-M/S j'_C‘H‘ANDRA_;BHKGAI;Z;?.PHARM—ATPAVTL{'}MITE}';‘:)';323/F —

BHAGAT BHUVAN DR.AMBEDKAR ROAD MATUNGA(EAST) MUMABI 400019 who

will be responsible for the business activities of the manufactarerin India in all respects. .

3 "’ThiS—Registratidn--'-Gertifica'te¥is'-:si;fléi'é.si.t:.tgith'@if:t:ohdit'itomffstated_ovemeat_. and-to-such-other—--——-
"~ conditions as may be specified in the Act and the Rules, from time to time.
GEnOATD O ey
g “,
, CDSCOTAICDSCO
Place: New Delhi s B8R ¢ o '\J G5
Date:

ontroles 'S%El:}g'a)_‘ o
T I E A

HEl
Drugs C
i Genprat of Healin S
qu(;(:ﬂijfa Frere woonw

, o P - gcEgene NororTY -
. TTNov 201 Py |



Conditions of the Registration Certificale

The Registration Certificate shall be displayed ata promment place by the authorised agent.
No drug shall 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 pertaining to this Registration Certificate dectared by the Regulatory

Authority of the country of origin or by any ,R@gulatory Authority of any other country, where
\'e;.d‘ spatch and marketing of the drug in such

the drug is marketed/sold or distributed. /
cases shall be stopped 1mmed|ately’ ,and the licensing authority shall be informed

=iiffiadiately:- Further-action-in- respect-,,
_per the direction of the licensing authonty” In such cases, action equwalent to that taken with

( such/ stopped.marketing of drug shall be followed as

reference {o the concerned drug, in th ch.ntry of origin or in the country of marketing shall be
followed in India also, in cor}sultatlonA/VIEh the licensing authority. The licensing authority
ffication to this course of action, nncludmg the withdrawal

may, however, dlrect any furth,__ T
of the drug from lndzan markekwyln 48 hours time period.
The manufacturer or his authorised agent in India shall inform the ficensing 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 changefmodl_flcatlon in

manufacturing, or in probe'ssing or in testing, or in documentation as i the case may be, atthe

discretion of the licensing authority, the manufacturer or his authorised agent: in 1nd1a shal!
obtain necessary approval within 30 days by submitting @ separate application along with the

- registration fee, as specified in clause (ii} of sub rule (3). of rule 24-A.

ThE it facturer-or-his-authorised.agent.in. lndla shall.inform_the licensing. authonty immediately in '
‘writing in the event of any change in the constitution of the firm and /or address of the reglstered” S
~ office/ factmy pn.mms opuatmz under this Registration Certificate. Where any such change in the

constitution-of-thefirm. 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

uniessqn—the—meannme;-.a:ﬁj:sh.&emstrauonfCertiﬁcate 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 register ed

“office or factory premises”.
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NAME (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER ’REGISTRATION CERTIFICATE NO. FF-284

DATED 77 Noy 2011

W%Hﬁﬁ@ I
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No. 6-3/BD)/35/06-DC (RE-REGISTRATION 2009)ENDORSMENT

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

FDA Bhawan, New Delhi

““11 Nov 201

To,

M/S, Igenerix Pharm,a: Pvt Limited
1202,ATSGreensVillageExpressway Sector 93-A
Noida-201-301 ,UP

Sub: -Registration of M/S. Uquifa Mexico S.A. de, C.V., Calle 37 Este NO, 126, C.P.
62500 Civac Jiutepec, Moirelos - Mexico under the Provisions of Drug & Cosmetics
Rules for the purpose of import of drugs in India

Dear Slr -

" Please refer to yom apphcatlon No. NIL dated 10/03/2010: received by this
Office vide diary No: 22047 dated : 10/05/2010 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/Sard Certificate subject to the
condition: - )

~ 1. The drugs shall confirm to the star}dar S / épeaflcatrons mentioned in the
Second Schedule of the Act, or such ,fother standards / specifications

forwarded by you and approved b)’k\th}rfg Directorate.

2. The drugs shail have thefcompomtlon, strengths, standards and packing as
approved by this D1rectomte /s

- 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 w111 be requned to be w1thdrawn from sale from the market in case

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, :
prlor permrssmns from this Dlrectorate ‘will be necessary before such clalm is o

~

7. The drugs shall. be supphed and marketed as per the provisions of the
ex1st1ng Drugs & Cosmet1cs Act and Rules thereunder.



8 This registration in no way relieves you of the responsibility of complying with
all othér 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 Ceitificate 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 ANNUAL PRODUCT. REVIEW DATA OF LAST TWO YEARS BY

it

__ Copyforwardedto: .
T, The Assistant Driig Conroller (1), New Cuistont House; Annexe; Ballard Estate;Fort;~ =

| 2 The Assistant Drug

I{I\S OFFICE.

Please note that Registration Certificate issued is Ii/(a/fj’le.:j?’co’fae suspended / cancelled, if

‘any of the condition stipulated above is no’s/cg_xﬁp%fd with, apart from any other
condition that may be taken under the provisions of the Drugs & Cosmetics Act, 1940
and the Rules there under.” AE\HV

7.

Please acknowlédggthe receip{(.\_.j /

Yours faithfully,

\-Gs=—
Drugs Controller General (India)

Mumbai-400038. - |
Controller (I), 15/1, Strand Road, Custom House, Kolkata-

3. The Assistant qug Confroller (1), Roorr No. 66'7"‘2’f\‘d;F166f?€i:igferﬂ'—1*1'0use;;€hennair-—---—-—------—-——--
600001. I
""" & TH’e’—"A"gsi‘s'tiaﬁ-t:Br{ilg?@ciiﬁifiro1—1@_-r:(:I:);:]awahatlald&[ehru;l%ert,mT.rustNhaxzaﬁSevavP,fort..
Raigard, Maharashtra. '

5. The Assistant Drug G

Interriational Air _I?.:Ql_jg,"l}]ew Delhi-110037.

antroller (D) International Air Cargo Complex, Indira Gandhi




GOVERNMENT OF INDIA

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

£]

““WAWIE (S) OF DRUGS, WHICH MAY BE IMPORTED
UNDER REGISTRATION CERTIFICATE NO. BD.603
DATED 16/02/2010 VALID UPTO 31/05/2012

ENDORSEMENT No. 1

ALBENDAZOLE IP(B ULK)

* ITEM (ONE)ONLY
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' * ) b fler Gener‘ tngial;
Date: 1 ' oﬁ"‘“tm, GovEB“"ﬂ(\ Dé;%?% mﬂgﬁ&%lampw '''''''' T
1 ‘LNOVWWQOL i Dte.-General of Health Seiv.2es
...... wred \th &Wﬂfe
Minigtry O KO . gt o, |-

e e hawan, Kotla Road, L.1.O.

% Rseh - 110 002/New Delhi- 110 0ol







