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Meropenem & g powder for injection
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Test items Specifications

Identification Meets the requirement
®0.0 - ®wo.0% of the labeled amount

Assay

Content of sodium @o% - ®wo% of the labeled amount of sodium
Uniformity of dosage unit Meets the requirements

Impurities

- Meets the requirement

- Organic impurities
NMT o.eld& USP Endotoxin Unit/mg of meropenem

Bacterial endotoxins test

D
@ | Constituted Solution Meets the requirement
& | Loss on drying ®R.0% - 0v.0%
I « l Particulate matter in injections Meets the requirement
[j)o ’ pH olen — @.n
L@@ ' Sterility tests Meets the requirement

e.le Drug substance specification: Meropenem USP &

1 ) I Test items Specifications 1
} ® I Identification Meets the requirement
[ 5] ] Assay *=.0 — @o®.0%, calculated on the anhydrous basis.
I en J Specific rotation Between -ea° and be°, measured at wo®
l & ] pH Between &.o and %.0, in a solution (& in @oo).
I & l Water Determination Between e®.@% and en.c%
b | Residue on ignition NMT o.@%, igniting at &oo + &o°, instead of at Koo + b&°.

Use a desiccator containing silica gel.

Meets the requirement
Meets the requirement

Meets the requirement

¢ | Heavy metals
& | Limit of acetone

« | Chromatographic purity
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