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{8 | Test items Specifications
@ | Identification Meet the requirement
o | Assay® «0.0 - alvo.o% )
m | Content of sodium 0.0 - eo.0% of the labeled amount of
Sodium -
& | Uniformity of dosage units* Meets the requirements
& | Organic impurities
- Merope.nem impurity | 0.@%
- Meropenem impurity |l NMT o.0%
b | Bacterial endotoxins test NMT o.eloé& USP endotoxin Unit/mg of
Meropenem
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48 | Test items — Specifications
o | Constituted solution Meets the requirements
& | Loss on drying «.0 - elv,0% at b&’ for o h.
o | Particulate matter
- Particle size 2 @o [m. NMT 9,000 per container
- Particle size 2 lo& [m. NMT voo per container
@o | pH w.n — @.m
e | Sterility tests Meets the requirements
a.lo Drug substance specification: Meropenem (USP «a)
48 | Test items Specifications
& | ldentification Meets the requirements
b | Assay dw.0 ~ @0a.0% of Meropenem
o | Specific rotation Between -e¢° to -ba’
& | pH &o - b.o
& | Water determination o6& — en.a%
© | Residue on ignition NMT o.e%
@ | Limit of acetone : NMT o.c&%
< | Chromatographic purity
- Any of two major impurities NMT o.m% calculated on the anhydrous basis
- Any other impurities NMT o.@% calculated on the anhydrous basis
- Sum of all such other impurities | NMT o.n%
« | Sterility Meets the requirements
@o | Bacterial endotoxins NMT o.elod USP endotoxin Unit/mg of
Meropenem
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