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Subject: Directions under section 33 (P) of Drugs and Cosmelics Acl
- ! 1940 for grant / renewal of manufacturing licenses of drug
A formulations in proper/genenc name only — reg.

Sir,

; The Regulatory Control over the manufacture and sale of drugs
is exercised by the State Licensing Authorilies appoinied by the Slate
Governments under the provisions of the Drugs and Cosmelics Act,
1940, It has been observed thal at the time of the grant of the license
for manufacture of a drug formulation, the \rade name as submilled by
the manufacturer is also endorsed by the licensing authority alongwith
' proper name of (he producl thereby giving legilimacy to market the
' drug under the brand or the trade name Under lhe provisions of the
Drugs & Cosmelics Rules, 1945, applications i various forms for
& grant! renewal of a license lo manufacture for sale or distribution of

il various categories of drugs as well as various forms for granl / renewal
ol such licenises require the name of the drug to be specified Such
forms for application as well as granl / renewal of lhe licenses do nol
require mentioning of any Trade Name / Brand Name

P & In view of the abave, the grant of drugs manufacluring licenses

. under a lrade or brand name is not in accerdance lo the spirit al lhe
legislation. Therefore, manufacturing license for the drug formulation

should be granted in proper / generic name only. In case of drug

formulation containing mulliple ingrédients, the licence should be

granted under the name of categories of product viz. "Multivitamin

5 Tablets/Capsule/Syrup”. “anlioxidants, mullivilamins & mulli minerals
|ablets! capsule/syrup' etc. However. the compesilion of such product
shall mention the name of aclive ingredients as well as its strength. The
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Issue was also discussed in the Drugs Em@ﬁiafwe Committee in lhe
meeting held on 20" July, 2012 :

3. In view of the above, in pursuance of the provisiéns conlained in
Section 33 {P) of the Drugs and Cosmetics Act, 1940, as amended
from time lo lime, Ihe Central Government hereby directs all States /
Union Territory Governmenis 1o instruct ther respective drug licensing
authorifies lo grant / renew licenses to manufaclure for sale or for
distribution of drugs in proper / generic names only
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Copy to: Drugs Controfler General (India), FDA Bhavan, Kolla Road,
New Deihi.



