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o. AIINABINIT 81 INSULIN BIPHASIC ISOPHANE @oco U/ML INJECTION o ML
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m.e JULUY Wugiuwaungnauusienidedunigu
o d@Uls¥nau Soluble Insulin mo% F2ufiU Isophane Insulin e/o% Tuu3unaen
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<. A1 European Pharmacopoeia #.0
Finished product specification: INSULIN BIPHASIC ISOPHANE INJECTION

( Test items Specifications
®. Assay wo.0-e®0.0% of the labeled amount of insulin
lo. pH D.®0 — 9.@o
en. Total zinc laiiu @o.0 g per @oo U of Insulin
&. Impurities with molecular Taifiy om.0%
masses greater than that of
insulin (high molecular weight)
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Test items

Specifications

&. Related proteins
- Aloe Desamido Insulin
- Other related proteins

Tdin @.0%
i v.0%

. Bacterial endotoxins

98N o EU/@oo IU of Insulin

Drug substance specification: INSULIN HUMAN

Test items

Specifications

®. Assay

&&.o-eo0&.0% of human insulin plus Awe desamido

human insulin (dried substance)

lo. Single chain precursor

AR umufisEyly Drug substance specification

. Impurities with molecular
masses greater than that of

insulin (high molecular weight)

13ibfiY @.0%

@. Related proteins
- Alwe Desamido Insulin

- Other related proteins

LAY ©.0%
130ty ©.0%

Zinc

l3liin @.0% (dried substance)

L

Loss on drying

AU @o.0%

Sulfated ash

130 ©.¢%

@,
o.
.,
\j. Bacterial endotoxins

Ua8ni1 @o 1U/mg

%38 o #3 British Pharmacopoeia boee
Finished product specification: BIPHASIC ISOPHANE INSULIN INJECTION

Test items Specifications
®. Assay ®o.0-e®0.0% of the labeled amount of insulin
. pH . - o.a
en. Total zinc 11U @o.0 pg per @oo 1U of Insuin

&. Impurities with molecular

masses greater than that of

insulin (high molecular weight)

120t on.0%
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Test items

Specifications

&. Related proteins
- Aloe Desamido Insulin
- Other related proteins

190y €.o%
LAY 0.0%

. Bacterial endotoxins

1JaunI1 <o 1U/@oo 1U of Insulin

Drug substance specification: HUMAN INSULIN

Test items T

Specifications

®. Assay

d&.o-e@o&.0% of human insulin plus Abe desamido

human insulin (dried substance)

ﬂe:. Single chain precursor

m9rumuTseylu Drug substance specification

—

en. Impurities with molecular
masses greater than that of

insulin (high molecular weight)

1LY @.0%

&. Related proteins
- Abe Desamido human Insulin

- Other related proteins

TalAY ©.0%

1Y ©.0%

. Zinc

13y @.0% (dried substance)

. Loss on drying

J Tadifin ®0.0%

I I

. Sulfated ash

T3 ©.¢%

A |3 |U | R

. Bacterial endotoxins

Wouni1 eo 1U/mg

%58 &m #u The United State Pharmacopeia &e
Finished product specification: BIPHASIC ISOPHANE INSULIN INJECTION

Test items Specifications
@. Assay &.0-eo&.0% of the labeled amount of Insulin Human
(Units/mL)
. pH w.0 - ol.&

. Zinc determination

0.0l — o.o& mg for every @oo USP Insulin Human Units

rd. Bacterial endotoxins

131U o USP Endotoxin Units/@oo USP Insulin Human
Units

&. Sterility tests

sterile

(WeUFuy wsIInadey)
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Drug substance specification: Insulin Human

Test items Specifications
. Assay T3iaen31 er.&USP Insulin Human Units/mg on the dried
basis
©. Zinc determination 14ilfiu @.0% on the dried basis
. Related substances
- Individual impurities LiiAu .0% of Albe desamido insulin human
- Total impurities 141Ain ©.0% exclude A-be desamido insulin human

@ Physicochemical analytical | TulAu @.0%

procedures for insulins

&. Process-Related Impuirities
- Single-chain precursor content | lilfiu @o ng/mg

- Host cell protein LAY @o ng/ml

. Bacterial endotoxins l1i1fiu @o USP Endotoxin Units/mg of Insulin Human
&. Loss on drying L4ifiu @o.0%

. Microbial enumeration test Total bacterial count does not exceed eoo cfu/g

and tests for specified

microorganisms
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&lo LONETIUTOWINTFIUMTHAREN
¢ooe nidowdnlulssmdlng guiadeaditondnsiusesinsgunIsHane Ny
wdninaeiLasIin1sialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tpgiaeau PIC/S participating authorities %383tona33UTEWINTFIUNITHANENPIUNANLNI
wagdEnsfiAlun1snane1veedinaIuANENIINNTENMITUATE NTENTNANITGY Tarfavun
Pulassimnudenrdesasiinifisasundninasiuas s msiinlunisudne PIC/s Tumnnenitauene
avuangasuseunsnTvaeulneiinanisiusediiulssmalsemasadidnnseiind
&l N3HEYNTIINANYTENA ANAAFADllENA1TTUTBIINTFIUNTHENE 1NN
VANNATUAEITNIARLUNTHEREN PIC/S (Pharmaceutical  Inspection  Co-operation Scheme)
Ipevigau PIC/S participating authorities aUUA18ARINTEUNITATIVEOUNIBUIATTIUTUTOMNIS
wAnendun fannsafieufisstu Tnednanissusesfiviulsemeadseninsadidnnseiing vie
91EAOATNUAILANTE
& LBNENTANIN YD ThAUDTIAN
&an.e HANINTIVIANERRUNMRERTelednSegUvenin (certificate of analysis
of finished product) lusnguiidadusietie
&b HANMINTIVIATIERAMMWIRGAUTEIENEAYY (certificate of analysis of
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Y
LY

&.am.an LONAIVTOVANGIUBUTUAIIENTUSIEIgUNIINERvRTIRgRuYaIaed Aty
(drug substance) Yo &.alo fuguNsHEnvBINERA9IBd53Y (finished product) B8 &.a.e
&.m.&@ NaN13AN®I long term stability m1u ASEAN guideline on stability study of
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