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&.@ Finished product specification : Meropenem injection (USP en)

48 Test items Specifications
&e.@ | ldentification test mmﬁhumuﬁ%ﬂu finished product specification
caolo | USunumieddgy ®o.0 - @wo.0% of labeled amount of meropenem
@o.m | pH (e in vo) ¢v.en-c3.en
&e.c | Uniformity of dosage units m’sﬁlmummﬁ’izﬂu finished product specification
&o.€& | Bacterial endotoxins NMT o.elod& endotoxin units/mg of meropenem
&e.o | Sterility Test Sterility
.0 | Constituted solution m’mmummﬁi:ﬁﬂu finish product specification
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Test items Specifications
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Impurities:
Chromatographic impurity
- impurity with a retention Tu1nna1 o.g %
time of about o.&¢ relative to
meropenem

- impurity with a retention Liunni oo %
time of about e.< relative to

meropenem

&.6.&

Loss on drying «- oo %

&.6.00

Particulate matter
- YU > @o pum LAY ma'«amumuﬁ'izﬂu finished product specification
n,000/container
- YU 2 lo@ pm MR mimmummﬁ"isﬂu finished product specification

boo/container
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Content of Sodium =0 - elwo of labeled amount of sodium

&.lo Drug substance specification : Meropenem (USP &)

U9 Test items Specifications
@ b.e | Identification test HIIU
cblo | USunusiedAgy ®&.0 - ®0@.0% of Meropenem
&o.m Speciﬁc rotation _@mjo to _]9@0 measured at Lgoo

Test solution : & mg/ml, in water

<. | pH &0 - 9.0
&lo.¢ | Water ®6.€ — on.c%
&b.b | Residue on ignition NMT o.e%
&b.e | Heavy metals NMT o.c0a%
« . | Limit of acetone NMT o.0&%

on/&.« Chromatographic...




U8B Test items Specifications

&b.e | Chromatographic purity:
- at relative RT about o.c& NMT o.:n%
- at relative RT about e.cto NMT o.:m%
- Any other impurities NMT o.e%
- Sum of all other impurities NMT o.:n%

&b.eo | Sterility AT

@b.e® | Bacterial endotoxins NMT o.elo& USP Endotoxin U/mg
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