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Finished product specification : Clopidogrel e/& mg tablet USPmb
®. Identification ATIWU
. USunausendingy ®o.0-0@0.0% L.A of Clopidogrel
an. Uniformity of Dosage Unit HTIVIU
<. Dissolution wanswanisaransliitesnin co%lu mo w1
&.Impurities/related substance NI
Jrug substance specification : Clopidogrel bisulfate USP mo
®. Identification ATIU
. YSunusinendAgy o.o-e0e.¢% LA of Clopidogrel bisulfate on the dried basis
. Loss on drying NMT o.&% of its weight (ao&® for lo hrs)
&. Residue on ignition NMT o.e0%
&.Impurities/related substance NTIWY
Drug substance specification : Clopidogrel hydrogen sulfate BPooelo
. Identification AT
. Usunaumendngy &&.0-006.0% LA (anhydrous substance)

o. Enantiomeric purity
Impurity C maximum o.&%

&. Related substances

- Impurity B - NMT o.a%
- Impurity A NMT o.lo%
- Unspecified impurities NMT o.e0%
- Total NMT o.&%

- Disregard limit NMT o.0&%




&. Heavy metals maximum o ppm

. Water Maximum o.&% , determined on @.co ¢
. Sulfate ash Maximum @% , determined on @.o g
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