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Date to \ \2.. \ 2. {)0<J . 
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. \.0 t\ C) -C~ ~ e\Cerd:.) \\ El{ - 2. 2-'-\~- o~ \ 2S-li- \ \\.. 

On the basis of the inspection carried out on 04.08.2008 we certify that the site indicated on this 
certificate complies with Good Manufacturing Practices for the do sage forms, categories and 
activities listed in Table 1. 

I . Name and address of site : 5MB Corporation of India,
 
13,33-36, Prem Industrial Estate, Subhash Road, Jogeshwari (East), Mumbai - 400060.
 

2. Manufacturers licence number: In Form No. 28 bearing Licence No. 99 dated 31.03.1974 

3. Table I: 
Pharmaceutical Product -- Category (ies) Activity (ies) 

Non Absorbable Surgical Needled 
Sutures 

(As per Annexure) 

Devices 

--­

Assembling, Packing and 
Quality Control 

----- ­

The responsibility for the quality of the individual batches of the pharmaceutical products 
manufactured through this process lies wi th the manufacturer. 

This certificate remains Valid Uri~ 7 AUG20 l2ate] it becomes invalid if the 

activiti es and / or categories certified herewith are changed or if the site is no longer considered 
to be in compliance with GMP. 

Name of the authorized person: I.A. Thool 

Signature: 

Stamp and Date : 
Joint Commissioner (Law) 
Food and Drug Administration 
Maharashtra State, Bandra 
Murnbai, fNOlA 

-

-1 0 DEC 2009 



Explanatory notcs: 

I . Th is certificate. which is in 

2. 

4. 

Exam ples are given below. 

Example J 

Phurmuceuticul Productts) Catej!on' (;1.'.\) Activitv (ies) 

Dosageform (s): 
Cytotoxic Packauinu 

Ta blets Hormone Production, Packaging. a ualitv control 
Penicillin Repack aging and labelling 

lniectables Cefalosnorin Ascetic nrenarat ion. nackauinu. labclli nu 

ExamnlcZ~xamn l e ... 
Pharma ceutical Product is) Category ties) Act ivity (ies) 
Stortint: material [s] 

Paracctamol Analgesic Synt hesis. puri ficatio n, pac king. 
labellin g 

Use. whenever ava ilable . International Nonproprietary Name s (INNs) or otherwise national 
nonproprietary names. 

(5) The certificate remains valid until the specified date. The certificate becomes invalid if the 
act ivities and l or categories certified are changed or if the site is no linger considered to be in 
compliance with GMP. 

(6) The requirements for good prac tices the manufacture and quality cont rol of drugs refer red to 
in the 
Certificate are those included in Quality Assurance of Pharm aceuticals a compendium of 
guidel ines and related materials. Good Man ufacturing pract ices and inspect ion. volume I, 1999 
World Health Organiza tion. Geneva and subsequent updates. 



ANNEXURE
 

Certificate No. 

Name and address of the finn:	 5MB Corporation of India, 
13,33-36, Prern Industrial Estate, 
Subhash Road, Jogeshwari (East), 
Mumbai - 400060. 

Licence No.	 99 dated 31.03.1974 

List of products approved for COPP 

1. Sterile Polyamide Monofilament Needled Suture BPfUSP 

2. Sterile Braided Silk Needled Suture BPIUSP 

3. Sterile Braided Polyester Needled Suture BP/USP 

4. Sterile Polypropylene Monofilunent Needled Suture USP 

A \ 
Signature: ~)J 

L __Stamp and Date...

Joint Commissioner (Law) 
Food and Drug Administration 
Maharashtra State, Bandra 
Mumbai, INDIA 

1 0 DEC 2D09. 

j 

Name of the authorized person: T.A. Tho 


