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3.1 Finished product specification:

48 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90-110% of labeled amount
3.1.3 | Uniformity of dosage units Meet the requirement
3.1.4 | Dissolution Not less than 75 %(Q) is dissolved in 45 minutes
3.1.5 | Water determination Not more than 5%
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3.2 Drug substance specification:



D) Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay NLT 945 pg and NMT

1030 pg of Azithromycin
323 Residue on ignition Not more than 0.3%
3.2.4 | Organic impurities (Procedurel)
-Erythromycin A iminoether Not more than 0.5%
-Desosaminylazithromycin Not more than 0.3%
-Erythromycin A oxime Not more than 0.5%
-N-Demethylazithromycin Not more than 0.7%
-Azaerythromycin A Not more than 1.0%
-3-Deoxyazithromycin (azithromycin B) Not more than 1.0%
-Total impurities Not more than 3.0%
Organic impurities (Procedure2)
-AzithromycinN-oxide Not more than 0.5%
-3-(N,N-Didemethyl)-3-N-formylazithromycin Not more than 0.5%
-3-(N,N-Didemethyl) azithromycin (aminoazithromycin) Not more than 0.5%
-Azithromycin related compound F Not more than 0.5%
-Desoaminylazithromycin Not more than 0.3 %
-3-N-[4-(Acetylamino)phenyl]sulfonyl-3,3-didemethylazithromycin Not more than 0.15%
-N-Demethylazithromycin Not more than 0.7%
-Azithromycin C(3-O-demethylazithromycin) Not more than 0.5%
-3-De(dimethylamino)-3-oxoazithromycin Not more than 0.5%
-3-N--[4-(Acetylamino)phenylsulfonyl-3-demethylazithromycin Not more than 0.5%
-Azaerythromycin A Not more than 0.5%
-Azithromycin impurity P Not more than 0.2%
-2-Desethyl-2-propylazithromycin Not more than 0.5%
-3-N-Demethyl-3-N--[(4-methylphenyl) sulfonyl] azithromycin Not more than 0.5%
-3-Deoxyazithromycin (azithromycin B) Not more than 1.0%
-Any individual,unidentified impurity Not more than 0.2%
-Total impurities Not more than 3.0%
3.2.5 Optical rotation -45 to -49
3.2.6 Crystallinity Meet the requirements
3.2.7 pH 9.0-11.0




3.2.8 Water determination Anhydrous: NMT 2.0%
Dihydrate: 4.0-5.0%

Monohydrate: 1.8-4.0%
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