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«lo.e Finished product specification (FPS)

U9 e AMANYME

@ | ldentification {uAA finished product specification

o | Assay xo.0-abo.0% of the labeled amount of

meropenem
m | pH (@ in o) ¢).n-c3.an
Uniformity of dosage units WU finished product specification
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&l.e Finished product specification (FPS) (sia)

92 Wit AMANYL

& | Bacterial endotoxins Not more than o.eb& endotoxin
units/mg of meropenem
o | Sterility Sterile

Constituted solution UMY finished product specification

& | Chromatographic impurity

- Impurity with a retention time of Not more than o.e%
about o.&¢ relative to meropenem

- Impurity with a retention time of Not more than o.0%

about e. relative to meropenem:

& | Loss on drying ®.0-a.0%

®o | Particulate matter

= @0 JUm Not more than b,000 counts/vial
2 & pm Not more than boo counts/vial
o® | Content of sodium wo.0-ebo.0% of labeled amount of
sodium

&lala Active Pharmaceutical Ingredient (API)

1 V1D AR
® | |ldentification Meet the requirement
b | Assay o). &-@0.0% (anhydrous substance)
m | pH @.0-9.0
& | Specific optical rotation FEWIN -0e® B8 -be°
& | Heavy metal Not more than oc.coa%
o | Water o6.c%-em.c%
¢ | Residue on ignition (Sulfated ash) Not more than o.@%
« | Bacterial endotoxins Not more than o.elb& U/mg
« | Limit of acetone Not more than o.0&%
@o | Chromatographic impurity
-at relative RT about o.€& Not more than o.m%
-at relative RT about e.cto Not more than o.m%
-any other impurities Not more than o.@%
-sum of all other impurities Not more than o.n%
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