From:

No. 6-3/BD/47(B)/07-DC (RE-REGISTRATION - 2011)

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

To,

FDA Bhawan, New Delhj

Dated 4.5 NOV 2011

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

- BANDRA (E), MUMBALI - 400 098

Sub:

APELDOORN, THE NETHERLANDS under the Provisions,,offDrugf&——Gosmeticsx

-Registration of M/S. N. V. ORGANON, VLIITSEWEG 118, 7317 AG,

in Form 41 under the Rules is issued for the manufacturing site along with the name
(8) of drug (s) imported under the said Certificate subject to the condition:

1.

The drugs shall confirm to the stan‘d&c\i‘s / specifications mentioned in the
Second Schedule of the %cj,{r y aéh/,other standards / specifications
forwarded by you and ap ,rgge@;}yﬂﬁs’[)irectorate. ‘

ey

The drugs shall hate-| omposition, strengths, standards and packing as
approved by tlué@igécto fe. .

“challan; sHall have t6 be settied betweer, the bank and the applicant.

The drugs will be required to be withdrawn from sale from,thé;market—inreaser"——f—wf”

17
any.-

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. ...

Dispute, if any, in respect of the payment of fees.and submission of TRG -

5~ The drugs shall be marketed for indications for which they have been

approved.

The drugs shall be supplied and marketed as per the provisions of the
existing Drugs & Cosmetics Act and Rules thereunder.



8. This registration in no way relieves you of the responsibility of complying
with all other provisions of the Drugs & Cosmetics Act and Rules there under,
and any other provisions of any other Act and Rules applicable in the matter
concerned.

9. Each consignment of the drugs to be imported by you shall be accompanied
by a test / analysis reports.

10. Based on this registration, import applications for the drug (s) endorsed in the
enclosed Registration Certificate shall be considered for the issue of Form 10
Licence under the Rules.

11. This Registration Certificate is being issued under the condition that during
the pendency of Registration, the applicant may be required to deposit
inspection fee as stipulated under Clause (5) of Rule 24-A and enable
inspection of manufacturing site by the officials authorised for this purpose.

- Non-compliance to this condition as and when so directed would result in
cancellation of Registration Certification. ‘
12. Original label of the product shall be submitted to this office before

import.

13. Annual product review data o
submitied to this office. ~ ¢

Please note that Registr‘é;ip\\ £ éftiféate issued is liable to be suspended / cancelled, if
-any of the condii;iorl‘sgti'ﬁﬁl_‘atél above is not complied with, apart from any other

Pl

condition that may I/J\talﬁeﬁ/ under the provisions of the Drugs & Cosmetics Act, 1940

and the Rules ﬂieré\g;d’ér.

Please acknowledge the receipt.

Yours faithfully,

. Drugs Controller General (India)

Copy forwarded to:

: ~~5—1‘i?745—i11!—'~i515—1¥if—¥THé‘iA§§i§féﬁ'ti—Dfﬁg’Cc’Jﬁt‘rﬁl}éii'(I) ;‘iNew:,Custoin',Ho,us,e;-Ahnexé,- Ballard Estate, Fort, -
2. The Assistant Drug Controller (I), 15/1, Strand Road, Custom House, Kolkata-
3. The Assistant-Drug Controller-(I), Room No. 66,204 E oor, Custom House, Cheénnai- ~ = "
600001. S SRR T
4. The Assistant Drug Controller (I), Jawaharlal Nehru Port, Trust Nhava Seva Port,
“Raigard, Maharashtra. ' S o

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




GOVERNMENT OF INDIA

Central Brugs Standard Contrel Organisation
Ministry of Health & m Welfare
FDA BHAWAN, NEW DELRI (@¥DIA)

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

Under Drugs and Cosmetics Rules, 1945

Registration Certificate No. BD-985 ,i?\?\\f:} ARD »\M{f}ﬁ { ‘j? _ ) Dated-

L

"5,

_ PLATINA, PLOT NO. ¢-59-.

S. N. V. ORGANON\ EE NETHERLANDS hawr{g\wfactory premises ag ﬁ!@ vN ?011

ORGANON, VLIJT SEWEG 118, 7317,A@/ AP
registered under Rule 27-A as atiie
Certificate.

E}DOORN THE NETHERLANDS has been
ifa tﬁpr 1and is hergby issued this Registration

uf“\
;’f’ ”ﬁ?
Aty

&1 this Reglstratm&Certlflcate (Please refer

the enclosed list of“fi/gu’g;),i = / l a5 :’ z
COSC0
2011 to 31/10/2014 unless it is sooner
‘ =
é"}“
This Registration Cégtificate is io: hrough~the office ‘6f the manufacturer or his
authorised agent in Ifidia GANONFINDIA) PRIVATE LIMITED, 7th FLOOR.

G-

in India in all respects. 44 / H GOV ?Q

; JRLA COMPLEX, BANDRA {E}),
—~MUMBAI-~-400-098-who will be;res{ponmble for the Qus ness activities of the manufacturer

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: N ew Delhi

Date: 15 NOV 2011

Ve .

LICEN SIN G AUTHORITY
Dr. \G G- SOMANS-
. Drugs Co P(lnd:a)

Dte. General of Health Services
Ministry of Health & Family Weifare
FDA Bhawan,-Kotla Road, LT.0,

New Delhi-110'002 =




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 shal! 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

‘days in writing in the efrent

immediately. F ElT‘th(—:Tr’éétiéinﬁﬂiﬁ"t‘égpéét"ﬁf 'such stopped marketing of drug shall be followedas

per the direction of the iicensihg authority. In such cases, action equivalent to that taken with
reference to the concerned drug in the country/\ f origin or in the country of marketing shall be
followed in India also, in consultatlon/wifh the Ilcensmg authorlty The licensing authority
may, however, direct any further modlf catton to thlS course of action, including the withdrawal
of the drug from Indian market wnthm 48 hours time period.

The manufacturer or his author "ed agent in India shall inform the Ilcensmg authority within 30
any change in manufacturing process, or in packaging, or in
labelling or in testing, r\IQ/; ddcumentation of any of the drug perfaining to this Registration
Certlf cate. In such cases, where there shall be any major changeimoamcauon in
manufacturmg, orin processmg or in testing, or in documentat;on 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 submtttmg a separate appllcatlon along with the

'.r':reglstration fee, as. specn" ed in clause (ii) of'sub ruie (3) of rule 24-A;

writinig in the event of any change in the constitution of the firm and /or address of the registered

office/ factory prermses operatmg under this Reg1strat10n Certificate. Where any such change in the

" Constifition of the-firm and/or address takes. place, thie current, Reglstxatmnﬁcﬁertﬂiqate shaltbe 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 w1th the changed constltutlon of the ﬁrm and!or changed address of the reglstered

oﬁice or factory premises”.

_The manufacturer or his aut authonsed ggent in Tndia shall’ mform the 11censmg authonty immediately in-— =




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-985

DATED 15 NOV 2011

LICENSING AUTHORITY
D V. G, SOMANI—
Drugs Controller Geng%heqrggggnlp

Dte. Ganeral of Heal
R~ wMlnisuy-of—-HeaIlhf'&*Family' Wellare
FDA Bhawan, Kotla Road, L.T.0.
New Delhi-110 002

Place New Delni oo :
Date: g & NOV 20‘” L







