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Finished product specification: Sulbactam lo g for injection

® |dentification Test F526U
b YSunueendiey ®&.0-e0&.0% LA of sulbactam
o Bacterial endotoxins Less than o.ew IU/mg
&  Sterility test ATIVEU
& pH &l
o Water NMT @.o %
@ Uniformity of dosage Units ATIWU
@ Related substances AT
& Particulate matter ATITUU
@o Absorbance at @mo nm NMT o.e@0
Drug substance specification: Sulbactam sodium
AMANUR USP ¢o BP boen
@ Identification Test RTIU RTIINU
b UTuasiendidgy dab-ede Mcg/mg ol.o-@oL.0 %
on the anhydrous basis Anhydrous substance
e Organic impurities ATIVEUY
& Crystallinity ATIDHIU
& Bacterial endotoxins NMT o.ea 1U/mg Less than o.ea IU/mg
o Sterility test AU
o Water NMT @.0 % Maximum &.0%
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Drug substance specification: Sulbactam sodium

@mﬁuﬁ’ﬁ USP @& BP boeb
@ pH .&-allo
Specific optical rotation +oae to Home (Anhydrous)
®o Impurities / NIV
Related substances
e® -Ethylhexanoic acid Maximum o©.&%
@b Heavy metals/ Elemental Maximum o ppm
impurities
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