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3. AMANUASINATA

3.1 Finish product specification'”

Testitem - USP 41
1. Punmdrendrdy 90.0 - 120.0% of the L.A. of Meropenem
2. ldentification A3 %
3. Content of sodium 80% - 120% of the L.A of sodium
4. Uniformity of dosage units a3HU
5. Impurities - Meropenem impurity | : NMT 0.8%
- Meropenem impurity Il : NMT 0.6%

6. Bacterial endotoxins NMT 0.125 USP Endotoxin U/mg
7. Constituted solution AU
8. Loss on drying 9.0% - 12.0%
9. Particulate matter ATIVU

- 1w = 10 pm laiifin 6,000/container

- 949 2 25 pm lifiu 600/container
10. pH 73-83
11. Sterility AT
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3.2 Drug substance specification : Meropenemm

. ﬂsmmmméﬂﬂ“ry 98.0 - 101.0% of Meropenem (calculated on the anf;ydrous basis)

2. Identification ATIVIU

3. Specific rotation -17° to -21°

4. pH 4.0-6.0

5. Water 11.4% - 13.4%

6. Residue on ignition NMT 0.1%

7. Heavy metals NMT 0.001%

8. Limit of acetone NMT 0.05%

9. Chromatographic 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%

10. Sterility ATIIH

11. Bacterial endotoxins NMT 0.125 USP Endotoxin U/mg
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