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a.@. Finished product specification: Meropenem for injection (USP&e)

D) Test Specification j
@ | Identification Meet the requirement

© | Assay &0.0 ~ abo.o% labeled amount of Meropenem

o | Bacterial endotoxins Not more than o.elbe USP endotoxin unit/mg of

L Meropenem

& | Sterility test Meet the requirement

& | pH alan — &.n

©_| Uniformity of dosage unit Meet the requirement

¢ | Loss on drying &.0- ol.0% of its weight

@ | Particulate matter Meet the requirement

« | Constituted solution Meet the requirement

@o | Content of sodium ®0.0 — alwo.o% labeled amount of sodium

@@ | Organic impurities

- Meropenem impurity | - NMT 0.<%
, o ( g; N
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L l - Meropenem impurity I

- NMT 0.5%

a.lo. Drug substance specification: Meropenem (USPee)

1) Test

Specification

ldentification

Meet the requirements

Assay

&%.0 — @om.o0% labeled amount of Meropenem

Specific rotation

Between -eev® and -oe° measure at bo C°

Water determination

06.6€% - an.c%

Not more than o.6%

pH

&0 ~ 9.0 in A solution (e in @oo)

Héavy metal

Meet the requirements

Limit of acetone

Not more than o.0€%

O]

oy

3¢}

&

& | Residue on ignition
I>)

o

<

«

Chromatographic purity

- Any of two major impurities

- Any other impurities

- Sum of all such other impurities

- Not more than o.:%
- Not more than oc.¢%
- Not more than o.am%
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