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AMANBAIZIaNIZY838 Insulin Glargine moo unit/ml. Prefilled pen o.& ml.

Foen Insulin Glargine moo unit/ml. Prefilled pen e.& ml.
PATFBINTS Insulin Glargine injection moo unit 98" @ T4
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AMANYMZIANTY
Drug substance specification
®. ldentification test G\S’J%Bhumuﬁ‘szq'lu Finished product specification
. Assay «&.0 - @o&.0 % LA
o. pH né - &
& Extractable Volume Not Less than e.¢ ml.
&. Limit of high molecular weight proteins Not more than o.m %
. Related proteins
0. Largest Not more than o.& %
o.loTotal Not more than b.o %
o. Particulate matter m‘n%chumuﬁisq'lu Finished product specification
@. Preservative m’r«amum’mﬁ‘ss‘u:lu Finished product specification
«. Zinc content m’r\wi’lumuﬁisq'lu Finished product specification
@o. Sterility test AU
@a. Bacterial endotoxins < @o units / @oo units of insulin glargine
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