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DRUGS CONTROL ADMINISTRATION· 
Government of Telangana 

Cert.ficate of a .Pharmaceutical Product 
This certificate conforins to the' foimat rectmunended by the World Health Organization 

· (General instivctions anq explanatory notes attached) 

No. ofcertificate: 3363/EJ/2020J2 Validity: 30.07.2022 

Exportmg (certifying) country: INDIA 

Importing (requesting) country: MOLDOVA 

I. Name and dosage form of product: LINEWLID TABLETS 600mg 

I .I Active ingredient(s) and amount(s) per unit dose3
: Each film coated tabiet contains 
Linezolid 600mg 

1.2 Is this product licensed to be placed on the mark& for use in the exporting country'f Yes 00 No. D 
1.3 Is this product actually on the market in the exporting country? Yes 00 No. D Unknown D 
If'the answer to 1.2 is yes, continue with section 2A and omit section 2B 
If the answer to 1.2 is no, omit section 2A and continue section 2B6 

2A 2B 

·. 

A. l Number of product license7 B.l Applicant for certificate (name and address) 
And date of issue: SOIMN/AP/2009/FIR, Dated 19.12.2009 

A.2 Product License Holder: Mis. Hetero Labs Linii.ted 
(Name and Address) Unit V, TSIIC Formulation SEZ, 

Sy. No 439,440,441' & 458 
Polepally Village, Jadcherla Mandal,· 
Mahaboob Nagar. Dist. TeJangana State. 
India. · 

A.3 Status of product-license Holder8
: a 00 b D c D 

A.3.1 For categories band c the name and address of the manufacturer 
producing. the d0sage form are9

: Not applicable 

A.4 Is swnmary basis of Approval appended? 10 Yes 0 No !&I 

A.~ Is. the attached, officially approved product information complete and 
consonant with the license?11 

Yes D No D Not approved 00 

A.6 Applicant for certificate if different from license Holder12
: 

Not applicable 

B.2 Status of applicant: 
aD b D cD dD 

B.2.1 FOr categories band c the name and address of the 
Manufacturer producing the dosage form are9 · 

B.3 Why is marketing authoriz.ation lacking? 

Not required Cl Not requested D 

Under consideration D Refused D 

3 Does the certifymg authority arrange for periodic inspection of the 1111111ufacturing plant in which the dosage form is produced? 
Yes 00 No. D Nol applicable 14 D 

If no or not applicable proceed to question4. 

3.1 Periodicity ofrootine inspections (years): Once in a year 

3 .2 Has the manufucture of this type of dosage form been inspected? • · Yes 00 No. D 

3.3 Do· the facilities and <>perations conform to GMP as recommen<!ed by World Health the Organization? 15 

Yes 00 No. D Not applicable D 

4 Does the infonnation submitted by the applicant satisfy the catifying authority on all aspects of the manufacture of the product? 16 

. ~00~0 . 
lfno, expl~in : · 

Address of certifying authority: Drugs Control Administration 
Vengalrao Nagar, Hyderabad- 500038. INDIA. 

Telephone number: 0091-40-23814360 

Nameofauthoiizedpeison: Dr. Y. NA.VEEN KUMAR 

Joint Director (FAC) & Licensing Authority 

Signature: 

Stamp and date: .........-V\\\ \ . ~_wj~ro,1#'~ 

Dr. Y. AVEEN KUMAR 
M.Pharm.,Ph.D 

Joi11l D1rector (bnforcem ·nt) 
Licensing & Conlrolling Au~hority (FAC) 

Drugs Conliol Ad.min.istrnt1on­
Govcmrncilt of ·1 elangana 
Hyderabad-500 038, T.S. 
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