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Finished product specification

. Identification test AIITNY
. UTunausnednAgy w&.0-ao&.0% L.A. of Insulin aspart
& o-aod.0% L.A. of Insulin degludec
. pH 0.00-¢).@O0
& Sterility test ATIINIU
&. High molecular weight proteins < o0 %
o. Impurities NIV
e. Zinc total wm.a-ame.& mcg/ml
. Bacterial Endotoxins <zolU/ml
. Particulated matter I
®@o. Metacresol o.&z-0.e mg/ml
@®. Phenol @.me-a. & meg/ml
Drug substance specification : Insulin Degludec
®. ldentification test AIIVNTY
lo. Content (Total peptide) ego-@b& nmol/mg
. Hydrophilic impurities < 0.&%
<. Hydrophobic related substances < ©.&%
&. Hydrophobic impurities < 0.&%
©. High molecular weight proteins < o0.&%
ol. Bioactivity @co-woo nmol/mg
. Loss on drying < ®@0.0%
. Bacterial Endotoxins <eolU/mg
@o. Total aerobic microbial count < @0”® CFU/g
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Drug substance specification (618) : Insulin Aspart

@. |dentification test HIIY

lo. Assay xo.0 - @oc.o %
en. High Molecular Weight Proteins < om %

@. BogisoAsp Insulin Aspart < o.un %

&. Desamido Insulin Aspart <o.0%

o. Insulin Aspart related impurities < 0.&%

¢. Loss on drying < ®0.0%

&. Sulphated Ash < o.0%

«. Bacterial Endotoxins <e@olU/mg

@o. Total Viable count < ®0” CFU/g
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