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1. #9891 : Premixed 30% soluble insulin + 70% NPH insulin 100 iu/ml in 3 ml

penfilled

2. anguianaly

2.1 Buendaviauviungneuusidaniaie dumu
2.2 Usgnaumeden 30% soluble insulin + 709% NPH insulin 100 iu/ml
2.3 ussglunivugen@ausiaindesiianiiiuy multiple dose Usinas 3 ml
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3. AauaudAnInAila

Finished product specification : Premixed 30% soluble insulin + 70% soluble

insulin 100 iu/ml in 3 ml penfilled

7o Test items Specifications

1 | Identification msmchumuﬁszq’lu Finished product
specification

2 | Assay 95.0-105.0 9% LA of isophane insulin

3 |pH AR URNAsEylu Finished product
specification

4 | Sterility Test m’sﬁ]mumuﬁizﬂu Finished product
specification

5 | Zinc content v p3avsiumitsEylu Finished product
specification

6 | Bacterial endotoxin AavsusuiisEyly Finished product
specification

7 | Volume in container mwmummﬁisﬂu Finished product
specification

8 | Limit of high molecular weight protein msaﬂmumuﬁsmﬂu Finished product
specification
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4.1 wnansiasveugnduneilouiSusniedmireludsemelne wavduas  (declare)
UVAER

4.1.1 Tuddgnistunsdousiue Tiud vie.2 ne.3 ne.4 vide 8.2 udusnsdl

0.1.2 lukvetunzifou ve.1 vde 1.1 vewnfiauesia wiouswasiduniidonts
m’uQuqmmwmmmamﬁm%muﬁ%uumLﬁ'au (finished product specification) wagtaiMUARIAIN
189¥nQRv (drug substance specification) nsdifogsznininsiuAsunvasudly Wuduazdouuy
LONANSNTVBRALY (8.5) w5 (finished product  specification) wag/#3e drug  substance
specification tagvauitunauiulsznagausia/vseningian wazladiiu 2 U o Yuuseaieaau
3101/U58NINTIAN

4.2 1eNaNsIUToNNNTFIUNTHEREN

4.2.1 n3dlewdnluussimalneg gudndesiienarsiusewnsgrunisnineiniy
wdnnausiaIsnsAialun1suanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lnevyaea1u PIC/S participating authorities %58 H19Na133U8NATEIUNINARLIMUNS NN
LagIEMsTuNSHAN1VBIEIINUANENTTINTOMNILALEN NTENTHABITNAY Fernuundulag
finnuaenadasiaiiniieuiundninasiuag B msiinlunisndaen PIC/S Tumnaendiauseie atu
angannusaunInsavdeulaeiinanisiusesiviulssmadeusa/dsemasian

4.2.2 nsdlgndndrnandsang grinsesiianansiusesuinsgiunisndneiniy
waninaeinaziinisiimlunisndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagymiieau PIC/S participating authorities atuataanuseun1sasvaoulaeiinanisiusesiieiu
Usgnasemasiandidnnsednd vieongnasadin udiusnsdl

4.3 1BNANTAMANYDITIALETIAN

4.3.1 #an1InsIviiaeinun nndndusierdnsaguvesdnin (certificate  of
analysis of finished product) Ium‘éuﬁdmﬂuﬁ’m&i’m

4.3.2 NaMIATIVNATIAUAWINGAUTDIWILd ATy (certificate of analysis of
drug substance) llumsuaneruitdaduioisiesindneuasguaningiu e :
nsdiduengu biological products #Bens COA of drug substance %aﬂﬁgwama’lLﬁ’\ﬁu / nsdlemi

\Ju Sterile water for injection 13#ell COA of drug substance***]
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4.3.3 enansvisevdngrududuanuduiudseninnunindnvesingAuveiig
ey (drug substance) 4o 4.3.2 Augunmsndsvosndndnmienduiagy (finished product) 4o 4.3.1
4.3.4 wam3finw long term stability naaatve1yvasitunydeulifudiney
ANENTIUNTOIMNTUAZEN NTENTIENTITOUEY
4.3.5 nsdhfusngu biological products i vaccines, blood products #aadl
1@NA33UTBITUNITKER (lot. release) INNTLINGIMANTAITUNNE NTENTINATITUY
4.4 fneg1Nen
4.4.1 flauesan fesdeiiogeenegiatfos 3 mieussyiae Jadusunuuand
eazBoaldnsudumuiidmusluideruautaviludhay
4.5 mavsziuguAmedwey
4.5.1 s1iidaeudesdienglildlitesnin 18 Weutuaniudweu
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4.5.5 nsthillugrireufuinuingungll 2-8 ssrwaldiod Aeslllonansuaniuay
Susavirdiszuumsiiuuazdadssndu Cold chain  system  AlduInsgrIumumdninue Good
Storage Practice (GSP) way Good Distribution Practice (GDP)
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4.6.1 nslenMauslaldensuuuy (Original  drugs)  Aesdilenanskanisfing
) . | o P~ ) v aa = v & 1Y ¢
bioequivalence ¥agg17li@uasIANUSHUBURUEIULUL TaedSnsAnwiseudulunmuvanineus
waruwuIUURlun1sEnwTrauyareserandiyvesddnauangnIsunIToIMITUATET NTENT
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46.1.1 mﬁss‘qdmg’luﬂdu Biopharmaceutics Classification System (BCS)
Class 3 30 4

0.6.1.2 e1fifidrin1s3nwuay (narrow therapeutic index drugs)

4.6.1.3 gridrinauaugnIsuAITemMIsKazEIUsYAATIG B A SR
bioequivalence wu g1aNAdagNdU zidovudine (azidothymidine, AZT) m‘[ugﬂuuumﬁﬁmwaa
nsUanUasesendndty (modified release dosage forms) [udiu

4.6.2 nsdidusheniifesazarsuaz/viaidernould desinanisfnwininy
ASANTNNRINITAZAIBLAY/MSOLR9IN Tuiyinazatenieg Asuiulasaenadasiulenalsiniuen

4.7 fauesien (fvne) Busenliisnidndyarouasuimun feil

4.7.1 n3dinan1sgunsraiinsgsiond lnensuinermansnisunndude
o funsfildunnsg ISO/EC 17025 wansnsadinseilidulunamnasgrudedmualy
UsznaaausIA/Usenasian
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