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Finished product specification (USP e®b) : Meropenem @ g for injection

®. identification test ATITHIU

. USunaushendeny xo-ewo %L.A. of meropenem

en. pH el -@.on

. Sterility ATIU

& Bacterial endotoxin

.
.
.

Uniformity of dosage unit
Loss on drying
Particulated matter

NMT o.@lo& USP endotoxin unit/mg of meropenem
PTIIY

x.0-alb.o % of its weight
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Drug substance specification (USP ep) : Meropenem
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. identification test
. USuneusmendnfgy
. Specific rotation

pH
Water

. Residue on ignition

. Heavy metals

. Limit of acetone

. Chromatographic purity

- Any of two major impurities
- Any other impurity
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«z.0-e06.0 %L.A. of meropenem (Anhydrous basis)
Between - e and - ba® measure at wo®

&.0-9.0 in a solution (e in ®@o00)

®6.€% and ean.c%

NMT o.@%

ATIWY

NMT o.0&%

NMT o.en%
NMT o.@%

Sum of all such other impurities NMT o.en%
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