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(1) Identification test : m’sﬁ}ﬁhumuﬁ‘aw‘[u finished product specification
(2)  Ysunsedidyy : 578-630 nmol/ml

(3) pH 1 7.20-7.44

(4)  Limit of high molecular weight proteins  : laiannna1 0.9%

(5) B28isoAsp insulin aspart - ldu1nnan 1.0%

(6) Desamido insulin aspart - ldannnan 1.7%

(7)  Insulin aspart related impurities - lsisnnnan 1.3%

(8)  Zinc total : m'i’:ﬁlc-i’mmuﬁ'asulu finished product specification
(9) Bacterial endotoxins - laiunnan 80 1U/ml

(10) Sterility test : mi?%&iﬁumﬂuﬁ‘isﬁtu finished product specification
(11) Preservative : m‘i’;i}ﬂhumuﬁ'izﬂu finished product specification
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8.2.1 Quality part #93¥m3@nw head to head W3suLiisuiiu Reference product e
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8.2.2 Non-clinical part #fas¥ih Bioassay study tiavaasuauannsalunsiuiiu Receptor
kag Insulin-like Growth Factor-1 Receptor (IGF-1R) LLaznﬂiﬁﬂwﬁqwgﬂﬂd%iﬂ1W°ﬁLﬁaa
NULMUBATY 19U glycogen formation, lipogenesis, inhibition of stimulated lipolysis
MaanIU glucose transport lnerasltogaios 3 33
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Studies, Efficacy and Safety Studies (Risk Management Plan)
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