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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0-120.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
314 | pH 7.3-8.3
3.1.5 | Loss on drying 9.0-12.0%
3.1.6 | Impurities
-Meropenem impurity | Not more than 0.8%
-Meropenem impurity I Not more than 0.6%

3.1.7 | Particulate matter
-Particulate matter NLT 10 ym per container NMT 6000
- Particulate matter NLT 25 pm per container | NMT 600

3.1.8 | Bacterial endotoxin test Not more than 0.125 EU/mg




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0-101.0% of Meropenem
(Calculated on the anhydrous)
323 | pH 4.0-6.0
324 Optical rotation -17° to -21°

325 Water determination 11.4%-13.4%

3.2.6 Residue on ignition Not more than 0.1%

3.2.7 Impurities
-Meropenem open ring Not more than 0.3%
-Meropenem dimer Not more than 0.3%
-Any individual unspecified impurity Not more than 0.05%
-Total impuirities Not more than 0.3%
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4.2 In-use stability
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