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Finished product :_Insulin degludec @oo units/ml in e mt
. Identification test NI
b. USuuiendifsy &nlo-pmo nmol/ml (s&.0-e0&.0%)
o, pH ¢.bo-8.00
@. High molecular weight proteins <ox%
&. Insulin degludec :
- Hydrophilic impurities <ol %
- Hydrophobic related substances < m.on %
- Hydrophobic impurities <6l %
. Zinc total oel.@-me. D mcg/ml
. Bacterial endotoxins <go U/ml
. Sterility LTI
. Metacresol o.&e-a.cx mg/ml
@o. Phenol @.mc-.p& mg/ml
@®. Particulate matter ATIANU
@. Dose accuracy ATV
rug substance : Insulin degludec
®. ldentification test ATIVHU
. USunusnddgy (total peptide) aco-ao& nmol/mg as is
en. Impurities
- Hydrophilic impurities < 0.&%
- Hydrophobic related substances < @.&%
- Hydrophobic impurities < 0.&%
«. High molecular weight Proteins < 0.€%
&. Bioactivity @oo-woo nmole/mg as is
. Loss on drying < ®0.0%
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¢. Bacterial Endotoxins < eo lU/mg

. Total aerobic microbial count < @oiﬂ CFU/¢
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