
ExplanatorY notes: 

1. 

2. 

3. ber should be specified 
ork for the issuing of a 

4. 

List of dosage forms, starting materials, cat e g';~"', ; -M'l'.d ' xamples are given below. 

Example 1 

Pharmaceutical Productts) Category (ies) Activity (ies 
Dosage form (s): 

Cytotoxic Packaging 
Tablets Hormone Production, Packaging, quality control 

Penicillin Repackaging and labelling 
Injectables Cefalosporin Aseptic preparation, packaging, labelIin_L 

Example 2 
Pharmaceutical Productts) Category (ies) Activity (ie.~) 

Starting material (s 

Paracetamol Analgesic Synthesis. purification, packing, 
labelling 

Usc, whenever available, International Nonproprietary Names (fNNs) or otherwise national 
nonproprietary names. 

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

(6) 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 I, 1999 
World Health Organization , Geneva and subsequent updates. 



ANNEXURE
 

Certificate No. 

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

Licence No. In Form No. 28 bearing Licence No. 99 dated 31.03.1974 

List of products approved for COPP 

1. Sterile Copper T 380A Intrauterine Contraceptive Device 

2. Sterile 5MB ell 375 Standard Intrauterine Contraceptive Device 

J. Sterile Copper T 200B Intrauterine Contraceptive Device 

Name of the authorized person: T.A. Thool 

Signature: 

Stamp and Date: 

Joint Commissioner (Law) 
Food and Drug Administration 
Maharashtra State, Sandra 

Mumbai, ll':\DV\ E.C 1.0Uq _c D 


