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Finished Product specification : Meropenem for Injection USP 42 “saiisuwin

AuduUANIImALla SPECIFICATION
1. YSunaudnenddgy 90-120 % L.A. of Meropenem
2. ldentification test mmmummﬁszﬂu finished product specification
3. Content of sodium 80%-120% of the labeled amount of sodium
4. pH 7.3-8.3
5. Uniformity of dosage unit Meets the requirements
6. Impurities mmmummﬁizﬂu finished product specification
7. Bacterial Endotoxin NMT 0.125 USP Endotoxin Unit/mg of meropenem
8. Loss on drying 9.0-12.0 %
9. Constituted solution m?ﬂmummﬁisﬂu finished product specification
10. Particulate matter Meets the requirements

Drug substance specification : Meropenem

AuaNdANImAiln SPECIFICATION
1. YSunausiendrdey 98.0-101.0% of Meropenem anhydrous basis
2. ldentification test BTN
3. Specific Rotation -17 © 9 -21 © (measured at -20 ©)
4. oH 4.0-6.0
5. Limit of acetone NMT 0.05%
6. Residue on ignition NMT 0.1%
7. Bacterial endotoxin HIIINIU
8. Water determination 11.4%-13.4%
9. Sterility Meets the requirements
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