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CIRCULAR

Subject: Clarification if change in a) polymotphslcrystallimlamorphouslsolvatosl
hydrate etc (b) Salt and (c) Derivative/analoguelester etc of already approved
active substance to be considered as new drug if main active moiety (Active
Pharmaceutical Ingredient-APIl) is same? -Reg.
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(a) g:tmofphyuystalmlmpmwmmyhydma etc,
and | ,
?3 Derivative/ analogue/ester etc are manufactured using the new manufacturing process, will

be considered as old drug or new drug. '
Itb'dulledmntehangeh(a)(b)&(c)otakeadyapprwedaeﬁvosubstanoemayleadtochangem
drugs specification and may influence on;
» Physicochemical properties particle size, hygroscopicity, solubility, density, flowability and
compatibility etc.

« Dissolution, bioavailability and bioequivalence.
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« Stability of drug substance/drug product.
Hmeodnngoh & of already approved active substance may require validation of
manufacturing (.)m)&wm.mmmmwm.
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mwm(a)(b)&(c)d&udyapmmadmswmbmmasnewdmg
m-ppluﬂa\sd such new drug may be processed considering following: -
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