No. 6-4/FF/71/04-DC (Re-Registration-2010)

From:
The Drugs Controller (India)
Directorate General of Health Services
FDA Bhawan, Kotla Road
Phone No.-01 1-23236965, Fax No.-23236973

o | 07 APR 8

M/s. Glaxo Smith Kline Pharmaceuticals Ltd.
S.NO. 14/4, Godown NO.1 & 2, Vitlage Yavai, Nr. Water Filteration Plant, * =~ ~~-
Dist. Thane Bhiwandi | U

Sub: Import Licence under the Drugs Act, 1940 and Drugs Rules thereunder.
Dear Sir/Sirs,
With reference to your application for import licence forwarded to this office with your..letter,
No: RA/217/2011 Dated"22.03.2011 recéived” by this office vide diary no, 13903 gt.

124.03.2011, I enclose licence(s) Nos. I'F-308-5088 dated Thfs4Bhese licence(s)
has/have been under the Drugs Act, 1940 Rules thereuﬁeri m R ?Gﬁ

t} 1940 are in addition to and not derogation of
as such the licences issued under Drugs Act will
nces which may be necessary under the Import
made of the Government of India, Ministry of Commerce.

any other la
be in additi
Trade Control Regulations

3. I am therefore, to advise you to obtain, where necessary licences for import of drugs in
~ question under the Import Trade Control Regulations.

4. Any literature or packing accompanying the drug or any matter stated on the label should not
contravene the provisions of the Drugs and Magic Remedies (Objectionable Advertisement)
Act, . '

The Assistant Drhgs Controller (India) and Technical Officer of the Central Organization at
the ports will be Officers authorized to inspect the premises of importers establishments for the
purpose of Rule 26 of the Drugs Rules.

6. Please acknowled ge receipt of this letter and its enclosures.
Yours faithfully,

LN

—

Assistél_lt ru nh‘ﬁlltﬂf‘:uii;i)

No. _6-4/FF/71/04-DC Re-Registration-2010 i
Copy together with copy of Licence No. FF-308-5088 dated @ 7 ﬁ?% 2@?@

Asstt. Drugs Controller (India), New Customs, Fort, Mumbai.
Asstt. Drugs Controller (India), Customs House, Kolkata,
Asstt. Drugs Controller (India), Customs House, Chennai.
Asstt. Drugs Controller (India), IGIA, New Delhi.

B~




FORM 10
(See rules 23 and 27)

Licence to import drugs (excluding those specified in Schedule X) to the Drugs and Cosmetic

Rules, 1945 @ = Qﬁ

Licence Number FF-308-5088 Date

B}

1. M/S. Glaxo Smith Kline Pharmaceuticals Ltd, S.NO. 14/4, Godown NO.1 & 2,
Village Yavai, Nr. Water Filteration Plant, Dist. Thane Bhiwandi is hereby

licensed into India during the period for which this licence is in force, the drugs

specified below, manufactured By M/s. Glaxo Wellcome Production, 1 Rue De 1

-Abbaye-76960,_Notre--Dame - De-—Bongbville Frames—- “any other drugs

=50
manufactured by the said m;dnpf&f{:qt";,}lfgi:%e?ijée1swﬁ from time to time be endorsed on this

licence, \}:\‘“"b B
2. This lcence shali"be in force from 29/03/2011 to 31/12/2013 unless it is sooner

~suspended-or cancelled under the said rules.
Names of drugs to be imported

1. Nadroparin Calcium Injection:Fraxiparine Injection
(Prefilled Syringes-0.2ml, 0.3ml, 0.4ml, 0.6mI, 0.8ml, 1.0mI=9500 U
Axa/ml), Fraxiparine Injection (Multidose Vials-5ml, 15m}l =9500 TU
Axa/ml), Fraxodi Injection (Prefilled Syringes-0.6ml, 0.8ml, 1.0m] = 19000
TUAXa/ML)

2. Fondaparinux Sedium Injection:- Arixtra Injection
(Prefilled Syringes—Z.Smg/O.Sml), Arixtra Injection (12.5mg/ml in Prefilled
Syringes of 0.4ml, 0.6m] & 0.8ml)
 Item (Two) Only
Place: New Delhi '

Date : @ I APR 2011

ARWIND KUKRETY

UE ki ) IRT)
. Assistant Druggm Pa}

e cence  Somen Ry HAEiQeey
Conditions OleceIEfggctorate General of Health Services

i

4 . . . . F.D.A.Bhawan, Kolla Roap
A photocopy of licence shal] be displayed in a prominent place in a'part ofithe premises, and

the original licence shall be produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed batch test report
and a batch release certificate, duly signed and authénticated by the manufacturer with date of
testing, date of release and date of forwarding such reports. The imported batch of each drug
shail be subjected to examination and testing as the licensing authority deems fit prior to its
marketing,

The licensee shall be responsible for the business activities of the manufacturer in India along

with the registration holder and his authorised agent.

The licencee shall inform the licensing authority forthwith in writing in the event of any
change in the constitution of the firm operating under the licence. Where any change in the
constitution of the firm takes place, the current licence shall be deemed to be valid for a
maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the licensing authority in the name of the
firm with the changed constitution™;




