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&e Finished product specification (USP)

40 Test ltems . Specifications
® Identification Meets the requirements
® Assay «o.o - ebo.o% of the labeled amount of
meropenem
() Content of sodium ®o.0 - eo.o% of the labeled amount of sodium
& Uniformity of dosage units* Meets the requirements
& Constituted solution Meets the requirements
>} Bacterial endotoxins Meets the requirements
o Sterility Meets the requirements
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U3 Test ltems Specifications
® Particulate matter
- Size 2@0 um Not more than b,000 particles/container
- Size 2b& um Not more than oo particles/container
« |pH o on-c3.en
@o | Loss on drying ®R.0-0.0%
@@ | Organic impurities Meets the requirements

&.la Drug substance specification (USP)

i Test [tems Specifications
® Identification Meets the requirements
[ Assay ®=.0 - ®@0a.0% of the labeled amount of |
meropenem on the anhydrous basis
() Residue on Ignition NMT o.e%
« Organic impurities
- Meropenem open ring NMT o.0%
- Meropenem dimer | NMT o.m%
- Any individual unspecified NMT o.0&%
impurity
- Total impurities, excluding NMT o.n%
meropenem open ring and
meropenem dimer
& Bacterial endotoxins Meets the requirements
) Optical rotation -o0° t0 -ba° at o’
& pH &.0-D.0
® Water determination 00.6 - 6n.c%
« Sterility Meets the requirements
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