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(1) Wuasararesannide sliauvunznaudunlumsasansladmiuin
(2) Tu 1 vasn UsznaumesiaendiAgy Insulin Aspart Wag Protaminated Insulin Aspart Tugnsiau
Seway 30 fio 70 972U 300 yiln
(3) ussglunasauiladmivussendnusannidelulnmindugaundonld lunuaussy 3 ml.
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- feruudadeulidafivend 2-8 s wadea uagviunsududa (Do not freezing)
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(5) Fuvmaenguaeiidweudadiitosnin 1 U funniudsey
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(1) Identification test : m‘im&i'mmuﬁ‘ssqlu finished product specification
(2) Ysunusiendragy
- Release : 578-630 nmol/mL.(96.3-105.0 u/ml)
- Shelf life : 564-630 nmol/mL.(94.0-105.0 u/ml)
(3) pH : 7.20 - 7.44
(@) Limit of high molecular weight proteins: iy 0.9%
(5) B28isoAsp insulin aspart - ldunndn 1.0%
(6) Desamido insulin aspart - ldunndn 1.7%
(7) Insulin aspart related impurities . liannnan 1.3%
(8) Sterility test : m’:mhumuﬁwq‘[u finished product specification
(9) Bacterial endotoxins - laitiu 80 endotoxin units/ml '
(10) Preservative : m'i’mfhum‘mﬁ‘szq'[u finished product specification
(11) Zinc content : m'i’mchumuﬁ'ssu'lu finished product specification
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nanfusiniitunsdeu (finished product specification) uazdaimunnmnmvasingiu
(drug substance specification) n‘srﬁagj'igwham‘qu?a'wuﬂaauﬁlmﬁmﬁmzﬁadLLUULanmi
nsvaunly (8.5) uamsau finished product specification wag/v38 drug Substance
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7.4 m‘uqm"maas‘uLﬂaaummam'lnawmma wialepiansidenanmnaufmun

7.5 'u'swmmumammaamuwmsﬂmaamua smsiiudnvmandeifldsunisiuses Good
Distribution Practice wag Good Storage Practice (Certificate of GDP way GSP) luwdnsitua
CRLppgh Fadeeindesneszsuuvhaldnudu (Cold Chain System)
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8.2.1 Quality part faainn1sAnYILUL head to head Wisuiieunu Reference product

822 Non-clinical part fosanstoyaitlilinisdnwmsnaiin laun doya Pharmacology,
Toxicology VBsHARTeIIIwLEuaYY

823 Clinical part siosuansdayanisAnyImanain léun PK Studies, PD Studies,
Efficacy Safety Studies and Immunogenicity Study

8.3 mmum'ﬁmmmun1‘i'l=damaaamﬂmaanawmmmm (Risk Management Plan)
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