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AIANWZLENTE VYN Ertapenem @coo mg

'Tiaﬂﬂ Ertapenem @ooo Mg

Yuafidenis Usenaumesiendfey Ertapenem eooo mg Mg @ UM
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m. Generic product use (GPU) ¢oeans

AANYBIANY @. Identification test aravEuniszydmiusiae
. Assay
Ertapenem eod - eed % LA
. 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 ATIUALTITEY
& pH .o - g0
. Bacterial endotoxins Not more than o.e& EU/mg
o. Sterility test pIRHATiSEY
. 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 mooo particles/vial (Stage )
. Particle size 2 o& p Not more than oo particles/vial (Stage @)
Not more than moo particles/vial (Stage o)
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(Wewaudnd aTanasing) (U9a3 3097 Muades) (Weds T Mauyyan)
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o. fimideiusonnmsgrumsndnsaumdninaeiasIBnIRUNHER (GMP) ¥83n5¥NTH
assauguvievaUsemadudn lumnnefiauene (nselfusmdalulsemelng viavudn
NNANYTENA ANF)
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<o NaRTITIATEIRNN MEARAuYiveHAR (Certificate of analysis) vasenguiimnu
fhegnlunsiauenieann guanviemitsnuiinsznsansisuguiuses

<o HAMINTIVIATIBAUANINGAY (Raw material) vasiaend iyl fluniswanandgwdn
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