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Subject: Direction under section 33(P) of Drugs and Cosmetic Act,
1940 of cancellation of licences to manufaclure drug
formulations falling under the purview of 'New Drugs
including Fixed Dose Combinations (FDCs) as defined
under Rule 122 (E) of the Drugs and Cosmelics Ruies,
1945 - regarding
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The Regulatory control over the manufacture and sale ol
drugs is exercised by the Stale Licensing Authorities appointed by
the State Governments under the provisions of the Drugs and
Cosmetics Act, 1940, Rule 122E ol the Drugs and Cosmetics Rules,
1945 made thereunder provides the deliniion of the lerm 'New
Drugs'. The drugs falling under this category require prior approval
from the Licensing Authorily defined under Rule £21(B) 1.e the Drugs
Controller General (India) INCG (1)) before the grant of a licence foi
manufacture by the State Licensing Authority. As per Rule 122E, new
drug shall mean and include

(al A drug, as defined in [he Al ineivding bulk grog substance which has nol been
usend in the. country o any sgnificant exfent wunder the condilions prescroed
recommeanded or suggesied n the labelivg thared and has nol histin recognized
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(b} A drug already approved by the Leansing Autharly mentionad in Rue 21 for
cardain claims waich is now proposed to be marketed with modified or now clamms,
wamely.  indications, dosage, dosage form (includily sustaned release dosage

farm) and route of admiistrahon

) A lixed dose curitunalan of WG of morg -'-'.'=_."- (creid L SNy SOgr r!"l.|l gaer for
cartain clarns, which are now proposed 10 ba combined far the first fime in a fixed

ratio or if the ratio of inomdients in an already markeled cambimation s proposed

lo ke changed, with cerain claims, viz. indicalions, dosage. dasage from | neinding
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as were brought to the notice of the Cenltral Gove
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