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oL Ertapenem @ ¢ for injection
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Finished product specification: Ertapenem @ ¢ for injection

@. identification test MTINTY

o, USunasnendan ®00.0-00&.0 %L.A.

o, pH w.o-@.0

& Sterility AT

&. Bacterial endotoxin maximum o.e&EU/meg

0. Degradation products
oxazinone maximum &.o%
Ring opened maximum @o.o0%
Total dimers maximum o.:m%
Any unspecified degrade maximum o.e%
Total degradates maximum eel.&%

w. Water content maximum lo.e%

&. Particulate matter ¥89a13azany RTIIU

«. Content uniformity 31N

Drug substance specification  : Ertapenem Sodium

. identification test ATITNUY

. Usunsendiey wb.0-e06.& %LA

en. Degradation products
oxazinone maximum o.o%
Ring opened maximum &.c%
ProMABA maximum o.2%
Total dimers maximum @.a%
Any individual impurities(each) rmaximum o.e%
Total degradates maximum en.%
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Drug substance specification _ : Ertapenem (si9)

& Palladium maximum eo ppm

&. Sodium by atomic Emission on.x-&.a%

o. Water ad.&-ox.0%

o, Specific rotation +oeb® to +omz®
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