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Meropenem 1 g powder for solution for injection, 1 ¢ vial
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2.2 @aulsenau Usznaunisien Meropenem trihydrate %38 anhydrous Meropenemn
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3 1 F|mshed product specn‘lcatlon

e  Test ltems | . USPA0.- NF35 |
1 | Identification mwmumum“u’lu Finished product specnﬁcatlon
2 D USunadnendngy 90.0 - 120.0% L.A. of Meropenem
3 | Content of Sodium 80.0 — 120.0% L.A. of Sodium
4| Uniformity of dosage units m’mﬁmmmﬁisﬂu Finished product specification
5 | Chromatographic purity

- Meropenem impurity | NMT 0.8%
(Specified): Relative retention
time about 0.45
- Mercpenem impurity Il NMT 0.6%
(Unidentified impurities): Relafive
retention time about 1.90
6 | Bacterial endotoxins NMT 0.125 USP EU/mg of Meropenem
7 | Constituted solution m’m&immuﬁ'sxq’tu Finished product specification
8 Loss on drying 9.0 -12.0%
9 | Particulate matters m’;@ns@"mmmﬁwﬂu Finished product specification
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o  Test jtems L7 USP40 ~ NF35
10 | pH (1:2) 73-83
11 | Sterility ava9EuALisEyly Finished product specification
3.2 Drug substance specification:
g8 | Testltems " USPAO - NF35
i | Identification miqmﬂﬂumﬂuﬁizlﬂu Finished product specification
2 | Specific rotation/optical rotation | -17° i1 -21° (measured at 20°)
3 | pH (1:100) 40-60
4 | Water Determination (Method Ic) | 11.4 - 13.4%
5 ] Residue on ignition NMT 0.1%
6 Limit of acetone NMT 0.05%
7 | Chrematographic purity
- Any of two major impurities NMT 0.3% (Calculated on the anhydrous basis)
- Any other impurity NMT 0.1% (Calculated on the anhydrous basis)
- Sum of all such other impurities { NMT 0.3%
8 | USunausaendndgy 98.0 - 101.0% LA, of Meropenem {(on the anhydrous
basis)
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