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Qmﬁnvmzmmwmm insulin aspart 30 iu/1 mL + insulin aspart protamine 70 iu/1 mL
suspension for injection, 3 mL cartridge

1. $981 insulin aspart 30 iu/1 mL + insulin aspart protamine 70 iu/1 mL suspension for injection, 3
mL cartridge

2. quuandAnaly

21wy Wugnhuviunzneu Usimnide vy

22 dwusznou  Usenausig Biphasic insulin aspart 100 iu/ml

23 wwaussy  Yaums 3 ml

24 awurussy  ussylumeeautiladmiuussgndaunannide

25 aan - svydann dauuseneudendidyuaranunss Jundatudu engaviingn way
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3. pnauUANIImMALa

& Test Items Specifications

3.1 | Identification Complied with finished product specification

3.2 | Assay 94.0% - 105.0% of the labeled amount of Insulin
aspart

33 | pH 7.20 - 7.44

3.4 | Zinc total 16.4-22.9 pg/ml.

3.5 | Bacterial endotoxins Not more than 80 endotoxin units/100 of insulin
aspart

3.6 | Limit of high molecular weight Complied with finished product specification

proteins
3.7 | Related substance Complied with finished product specification
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a.1.2 Tudwelunsdous ve 1/0 1 veseniiiauanan wionsoasideaidenisaaunu
f]mmwawﬁmﬁmﬁmuﬁﬁumﬁﬂu (finished product specification) waygan1vun
AnnUBYIngAv (drug substance specification) nsdiflegszwinmsivasuuvaudly
WA ssfasuuuienansduinmtenisvewdly (o 5) um¥eu finished product
specification waz/138 Drug Substance specification

4.2 lBNATIUTRNNTFIUNTHENEN

421 nsdiewdanlulszmelng fudnsesdidiunamaemideiuseunasgumndnginiu
wanINAUIAENARLUNSHARET PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lmeviiasau PIC/S participating authorities ¥3aiilonaNs3uUTBMINTFIUMS
ARIMANINAYiLaY I MsTiRlun kAT sdinUALEN STINTE NS LAYEN
nIEnTNAsITNEY Ssivuntulnefinusenndauasiniisuiundninaeiuagismsia
Tunswdnen PIC/S luvnneiiausyie atiuaigamussumnsnasulneinanisiuses
fefuiiusemadsenansiadidningtnd

422 nsdifdueninimnieussne dandesilienansiusennnsgunRangImy
WENINMSIIEMIARLLUNIHARLT PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Ingmiagan PIC/S Participating authorities UUa1dANINTBUNINTIVEBY
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