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AMENYMZIANIEY9Y" Ertapenem @ooo mg

Foun Ertapenem @mooo Mg
PATIFRINTS Usenaumemendifty Ertapenem ecoo Mg A @ U9
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Generic product use (GPU) &peane
ANANEUTLANE Identification test ATIRIUAINTSTYA MU I
. Assay
Ertapenem o - ead % LA
on. Degredates
L-448115 (Oxazinone) Not more than 0.7%
L-774183 (Ring-Opened) Not more than 5.3%
Total Dimers Not more than 6.3%
Other Single Unspecified Degradate Not more than 0.2%
Total Not more than 12.3%
&. Content uniformity mmmumuﬁiw
& pH ¢.0 - .0
. Bacterial endotoxins Not more than o.en& EU/mg
o, Sterility test AITHUATSEY
. Water by GC or NIR Not more than 2.3%w/w
. Particulate matter
«.@ Particle size 2 @o Not more than booo particles/vial (Stage ®)
Not more than smooo particles/vial (Stage ©)
o Particle size 2 bod& U Not more than oo particles/vial (Stage @)
Not more than moo particles/vial (Stage )
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