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Qmé’nvmztawmaam Insulin Glargine injection moo unit/mL .& mL

Fown Insulin Glargine injection moo unit/mL e.& mL
YPIATFBING Insulin Glargine injection moo unit #881 & I8
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& Generic product use (GPU) @omoon&

ARANBAIIANY
Drug substance specification
®. |dentification test m’afﬂshummﬁiquu Finished product specification
. Assay «&¢&.0 - eod.o % LA
o. pH ng - a&&
@. Extractable Volume Not Less than e.&¢ mL
&. Limit of high molecular weight proteins Not more than o.m %
o. Related proteins
o.@ Largest Not more than o.& %
o.loTotal Not more than .o %
. Particulate matter mimmumuﬁixﬂu Finished product specification
&. Preservative mi’mmumuﬁisﬂu Finished product specification
«. Zinc content mi?ﬂb«"lumuﬁixu‘lu Finished product specification
®o. Sterility test MIITU
@®. Bacterial endotoxins < &@o units / @oo units of insulin glargine
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