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Subject Directions under Section 33 (P) of Drugs ana Cosmetics Acl
1940 for grant / renewal of manufaciuning licenses of drug
formulatons in Proper/genenc name only - reg

Sir,
The Regulatory Control over the manulaclure and sale of drugs

15 exercised by the Siate Licensing Authorities appointed by the State
Govemnments under the provisions of the Drugs and Cosmetics Acl,
1940 11 has been observed thal af the ume ol the grant of the license
for manulaclure of a drug farmulation the trade name as submitted by
the manufacturer 1s also endorsed by the licensing authonly alongwith
proper name of the product thereny giving legiimacy to markel Ihe
drug under the brand or the trade name Under the provisions of the
Drugs & Cosmelics Rules 1945 apphcalions i vanous formns for
grant/ renewal of a license 1o manulaclure far sale or disinbution of
various categones of drugs as well as various lorms for grant / renewal
of such licenses require Ihe name of the drug to be specified Such
forms for apphication as well as granl / renewal of |he hcenses do not
requwe mentoning of any Trade Name : Brand Name

2 Inwew of ke aboyz the gran of Ufugs manulaclunng icensas
in accordance lo the spirt of the

under a lrade or brang name is nol
legislation Therelore, manutacluring license ltor the drug fermutation
should be granled in praoper / genenc name only In case of drug s
formulaten coniaming muilipie ingregienis tne hcence should be

granled under the name of calegones of product wiz ~Multivitarmmn
Tablets/Capsule/Syrup™ “anlioxigants  mulpvitamins & mult minerals

tableis/ capsule/syrup elc However [he composilion of such product

shall menhon the name of aclive ingredients as well as Its sirengih The
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Issue was also discusséd in |he Diugs Consultalive Commitee in the
meeling held on 20™ July, 2012

k! In view ol Ihe above in pursuance of lhe provisions conlained in
Section 33 (P) of the Drugs and Cosmelics Acl 1940 as amended
from time 1o ime. the Central Government hereby direcls all Slales /
Union Terrilory Governmenls lo insiruct their respeclive drug licensing
authorilies 1o grant / renew licanses 1o manufaciure for sale or lor
distribulion of drugs In proper / generic names only
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(BT GRIE)
(Sanjay Prasad)
B2 7 Direcior
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Copy to-tirugs Contraller General (India). FDA Bhavan, Kalla Road.
New Delhi,
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