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Finished product specification : Azithromycin &oo mg powder for injection USP &g
@. ldentification test Meets the requirements
. Assay ®o.0-e®0.0% LA
. Uniformity of dosage units Meets the requirernents
&. Impurities
Azithromycin N-oxide NMT ®.0%
Desosaminylazithromycin NMT o.e%
N-Demethylazithromycin NMT 6.0%
&. Impurities (if present)
Formamido analog NMT @.0%
Methylformamido analog NMT &.0%
o’ -Del(dimethylamino)-an’-oxoazithromycin -~ NMT e.0%
Any other unspecified impurity NMT o.o%
Total impurities NMT en.0%
©. Bacterial Endotoxins NMT o.ed USP endotoxin units/mg
m. Sterility test Meets the requirement
. Particulate matter Meets the requirement
. pH 0.&b.@
@o. Water Determination NMT lo.0%
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Drug substance specification : Azithromycin USPea

®. ldentification test Meets the requirement

©. Assay &&& mcg-e,0mo mcg of azithromycin

per mg (calculated on anhydrous basis)
en. Impurities Inorganic impurities

Residue on ignition NMT o.an%
Heavy metals/Elemental Impurities ATIINY
@. Impurities Organic impurities(procedure @)
Erythromycin A iminoether NMT o.¢%
Desosaminylazithromycin NMT o.en %
Erythromycin A oxime NMT o.&%
N-Demethylazithromycin NMT o.ed %
Azaerythromycin A NMT ®.0%
Total impurities NMT .o %
& Impurities Organic impurities(procedure o)
Azithromycin/N-oxide NMT o.¢%
a'-(N,N-Didemethyl)-e'-N-formylazithromycin NMT o.&%
a'-(N,N-Didemethyl) azithromycin NMT o.&%
(aminoazithromycin)
Azithromycin related compound F NMT o.&%
Desosaminylazithromycin NMT o.:n%
an'-N-{[a-(acetylamino)phenyl]sulfonyl}

-en',en -didemethylazithromycin NMT o.e&%
N-demethylazithromycin NMT o.e1%
Azithromycin Clen"-O-demethylazithromycin) NMT o.&%
an'-De(dimethylamino)-en’-oxoazithromycin NMT o©.&%
s-N{eracetarminoiphenyllsulforylbei-demethylazithrormydn NMT o.&%
Azaerythromycin A NMT o.&%
Azithromycin impurity P NMT o.l%
w-desethyl-lo-propylazithromycin NMT o.&%
an'-N-Demethyl-en-N-[{&-rmethylphenyl) NMT o.&%

Sulfonyllazithromycin
sn-Deoxyazithromycin(azithromycin B) NMT @.0%
Any individual unspecified impurity NMT o.l6%
Total impurities NMT en.0%

o. Optical Rotation
o Crystallinity

-@&® to -a@&® at bo®
Meets the requirement
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Drug substance specification : Azithromycin USPee

. pH ®.0-®6.0
«. Water Determination
Anhydrous NMT lv.0%
Dihydrate &.o-&.o0%
Monohydrate 6.c-&.0%
@o. Loss on drying (Azithromycin Monchydrate) NMT &.&%
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