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

1. #o81 insulin aspart 30 iu/1 mL + insulin aspart protamine 70 iu/1 mL suspension for injection, 3
mL cartridge

2. ArusAanaly

21 juuuu Wughurungneu Usimanide vy

22 @muszneu  Useneume Biphasic insulin aspart 100 iu/ml

23 weussy  Yums 3 ml

24 awusussy  ussqluvasauialadmiuussendausmeinide

25 aan - seyfoen dulszneusndfyuarauuse Yundniudu enganiinga uas
wanzilouisuenbiogndnauuuussyiue
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3. AuENUANIamALa

& 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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0.1.2 ludwelunsdoue v 1/6 1 veseniiiauena wiouswazdemidonisaaunu
ﬂmmwwama“mﬁmﬁmuﬁﬁwmﬁau (finished product specification) waztanmvun
AN MYBIINGAU (drug substance specification) nirﬁﬁagjisw;mﬂ'mﬂﬁammamﬁ‘lﬂ
Wisdy Sedpsuuenasdunwaenisveuly (o 5) uwdeu finished product
specification Wag/%3e Drug Substance specification

4.2 NATIUTBWIATFIUNTHARNEN

421  nsdiemdnlulsemalng duandesidunnmaeviidesusesnasgumsnaneny
wanNeeTIENSARLuNSHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laanuasa1u PIC/S participating authorities ¥3aillona153uTowWIATFIUNTS
NEREMLANINATILAE IS NSRS AR TasE TN UANENTSINITO M THATE
nssvsNAIINgY Satmuntulneiianuassadowuasinfieutundninusiuayisnisin
Tumsudnen PIC/S lumseniilausuney aduangamuseunisasiaasulneinanisiused
feiuiivsemalsenaasimdidninsind

4.22 nseidugnindransedsune guindesdionansiuseaunasgiumsnanaiy
VENNIITNSAFUNIHERE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lagmenu PIC/S Participating authorities aUUa1@nMusaUNINTIADY
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4.3 LENANIANNMYBILTILAUDTIN

4.3.1  WAMIATIVUATINAUNMNENAUNUBIINER (Certification of analysis of finished
product) Tusniuitdsfogng

432 HANTUATIWIAMAWINGAUTBIRIENEATY (Certification of analysis drug substance)
Aldlumsnaneruitdadumetaiesuineuasinaningiu

4.3.3  wnasvIevangududuaNduNuSTInINUNSHEAYeIngRuYeIiaenddey (Drug
substance) 99 4.3.2 fugumsuanvendndasidniagy (finished product) e 4.3.1

4.3.4 wWan13ANW" Long term stability 13 ASEAN guideline on stability study of drug
product naenTneguateldtunstoulifudninnunmuznssunIsemsware,
NIYNTNAITITNGY
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4.55 szuumsifuuardndaniildinnsgrumundninnst GSP (Good Storage Practice) uas
GDP (Good Distribution Practice) lnsuanaienansusznau (Wuanuenansiiléuns
FuseesTUY)
4.6 fauesian (fue) Busenlienidndyaieunsufimuadsil
461 nsinansguATIRieTIEinETInnaAvemaninsumeveresufuRnsiild
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462 nsdindnsusiedadgnFenfuiunnfesmaelnedninnuanznssumsemsuasen
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5. MsUsuiiuAUssAnSawaasan (Price Performance)
Muazduauanonasmunaeiselulsavs s samiuuuin

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

mL cartridge
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5.nu9UsUUUsEaNSN MAD51A1 (Price Performance)

Foe1 insulin aspart 30 iu/1 mL + insulin aspart protamine 70 iu/1 mL suspension for injection,

) mL cartrldge
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LU0 FIUNANST 60
2305V URNS 20
3 AuasTRTLaaUslumien U TR 20
57 100

1 muﬂﬁaw 1 mgjgjmmmm (ﬁ:u:uum:u 200)

o ._g_,,_h:-.'-'m

7
Azuuy | dwdn
(hua**) ATUU**

1.1 mi'swsammn'm'uawamnmm (u 1‘lu 5 AZLUULAL 100)

100 60

(n) Lﬂummasﬂumym'mmimF;mmw'um WHO List of Prequalified Medicinal Products
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