Office of The Commissioner
Food and Drug Administration
Mzharashtra State

2™ floor, Survey No. 341,
Bandra - Kurla Complex,
Bandra (East)

Mumbai - 400 501

Date : | @.#ﬂ “ m,nLMI
CERTIFICATE OF GOOD MANUFACTURING PRACTICES :

This certificate conforms to the format recommended by the World Health Organization (general instructions
and explanatory notes attached).

Certificate No.: WP D~ mﬁgﬂ’ﬂmﬁJ\/zJAO; N -16Q-201} ﬂ 1019 ﬁ W

On the basis of the inspection carried out on 29/08/2011, 30/08/2011 and 11/11/2011 we certify that the site
indicated on this certificate complies with Good Manufacturing Practices for the dosage forms, categories
and activities listed in Table 1

e Name and address of site:
FDC Limited,
PLOT NO. G - 1, MiDC,
MALEGAON, SINNAR - 422 103,
DIST. NASHIK,
MAHARASHTRA STATE, INDIA

2 Manufacturer’s license No. .. NKI'/42 in Form 25
3. Table 1.
Sr. | Pharmaceutical Product (s)’ Category (ies Activity (ies)
No.
Dosage Form(s)
(General . :
1. | ORAL POWDER (Other than Hormones, Cytotoxic, Wﬁﬂﬁ%@%ﬁﬁﬂg&
Cefalosporin and Penicillin) &
As per Annexure

The responsibility for the quality of the individual batches of the Pharmaceutical products manufactured
through this process lies with the manufacturer.

This certificate remains valid until - .N . a—cz N@._#. It becomes invalid if the activities and/ or
categories certified herewith are changed or if the site is no longer considered to be in compliance with GMP

Name of the autherized person: O. S. SADHWANI
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CONSULADO DE CHILEEN
NUEVA DELHI, INDIA

El Conul de Chile que suscribe, certifica la
autenticidad de la firma de ao:.mrﬂb.,mh?m..:;fﬁr?
funcionario para asuntos consulares del Ministerio

de Relaciones Exteriores de India.
Actuacion No. 3213 ... Arancel Art No. 4/10
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Explanatory Notes

1. Thus certificate, which is in the format recomymended by WHO, certifies the status of the
site listed in point 1 of the certificajef="sF

25 The certification number sho A\& regulatory authority issuing the
certificate. ‘7

3. Where the regulatory au ] i % site, this number should be
specified. Record “not apg§ % no legal framework for the
issuing of a license. :

4, Table 1

Example 1
Pharmaceutical Category (ies) - Activity (ies)
Product (s) e P
Dosage form (s)
Tablets Cytotoxic Packaging
Harmone Production, Packaging, Quality
: Contro]
Penicillin Repackaging and labelling
Injectables Cefalosporin Aseptic preparation, Packaging,
labelling
Example 2
| Pharmaceutical Category (ies) Activity (ies)
Product (s)'
Starting Material (s)* :
Paracetamol Analgesic Synthesis, Purification, Packing,
labelling

Use, whenever available, International Nonproprietary Names (INNs) or otherwise national
Nonproprietary names.

5.

The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or if the site is no longer considered to be
in compliance with GMP.

The requirements for good practices the manufacture and quality control of drugs referred
to in the certificate are those included in Quality Assurance of Pharmaceuticals: a
compendium of guidelines and related materials. Good manufacturing practices and
inspection, Volume 2, 1999. World Health Organization, Geneva and subsequent updates.




