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Pharmacopoeia &.o

tLd b Ld MY
@.@ Finished product specification: INSULI

&1 INSULIN BIPHASIC ISOPHANE @oo U/ML INJECTION eo ML

d o o L. 2 ), a a/ =
wieltlufanstdadnwduaglulsamenuiaunaza davinvays

Hugthumungneuusannidedvngu
Soluble Insulin mo% 331U Isophane Insulin sio% TuyTunmen
@oo U/ml
‘Uiﬁfqluﬂﬂ‘HUﬂUiiQﬂ‘]aﬂﬂi']ﬂ‘\!'\ﬂl.%@“ﬁﬁﬂI.Lf'l"l WUU Multiple doses
U31195 @0 ml
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Test items Specifications
®. Assay wo.0-e®0.0% of the labeled amount of insulin -
©. pH o.co - dl.wo
on. Total zinc Laitfiu «o.0 pg per moo IU of Insulin

&. Impurities with molecular
masses greater than that of
insulin (high molecular
weight)

iy 0%

&. Related proteins
- Awe Desamido Insulin

- Other related proteins

laiviu &.0%
Tl ©.0%

. Bacterial endotoxins

198N o EU/@oo U of Insulin
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&lo Drug substance specification: INSULIN HUMAN @13 European Pharmacopoeia el.o

Test items

Specifications

®. Assay

®&.0-eod.0% of human insulin plus Abe desamido human
insulin (dried substance)

. Single chain precursor

| = . .
m399HURLTITEY U Drug substance specification

. Impurities with molecular
masses greater than that of
insulin (high molecular
weight)

Ly @.0%

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

Wiy ©.o%
LY ©.0%

. Zinc

13U @.0% (dried substance)

. Loss on drying

iy @0.0%

. Sulfated ash

Taiiu ©.¢%

& |3 [ | Fe

. Bacterial endotoxins

"oEnNI1 @o 1U/mg

& Finished product specification: BIPHASIC ISOPHANE INSULIN INJECTION &1y British

Pharmacopoeia boew

Test items Specifications
®. Assay wo.0-@®0.0% of the labeled amount offinsulin
b. pH 0. - 0.a
a. Total zinc LAy «o.0 pg per @oo IU of Insuin

&. Impurities with molecular
masses greater than that of
insulin (high molecular
weight)

el en.0%

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

iy @o%
1L 0.0%

1. Bacterial endotoxins

%8N @o IU/@oo IU of Insulin

(welTvg Wusasnade)
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@.& Drug substance specification: HUMAN INSULIN w13 British Pharmacopoeia woee

Test items

Specifications

@. Assay

a&.o-e@od.0% of human insulin plus Aee desamido human
insulin (dried substance)

. Single chain precursor

] é . -
n3IAHIUANAsEYlY Drug substance specification

. Impurities with molecular
masses greater than that of
insulin (high molecular
weight)

LAY @.0%

&. Related proteins

- Ao® Desamido human
Insulin

- Other related proteins

13 ©.0%

il ©.0%

&. Zinc

L3ty @.0%,(dried substance)

©. Loss on drying

iy @o.0%

@. Sulfated ash

T ©.¢%

. Bacterial endotoxins

Waeni1 eo 1U/mg

&& Finished product specification: Insulin Human Injection®d The United State

Pharmacopeia @o

Test items Specifications
®. Assay ad.o-eod.0% of the labeled amount of Insulin Human
(Units/mL)
o. pH @.0 - 0.c

en. Zinc determination

@o — &o [g for every moo USP Insulin Human Units

&. Physicochemical analytical

procedures for insulins

Ly e.0%

&. Particulate matter
- UM z@0 UM
- WA 2o pm

14ifiu v,000 BYNIA
Laiiiu boo YA

Y. Bacterial endotoxins

13y g@o USP Endotoxin Units/@oo USP Insulin Human Units

. Sterility tests

sterile
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@.b Drug substance specification: Insulin Human n13 The United State Pharmacopeia €o

Test items Specifications
. Assay laiaenin ow.€USP Insulin Human Units/mg on the dried
basis
. Zinc determination LA @.0% on the dried basis
o. Related substances
- Individual impurities 14i1fiu ©.0% of A-oe desamido insulin human
- Total impurities Liifiu w.0% exclude A-‘we desamido insulin human

&. Physicochemical analytical | lsitiu @.0%
procedures for insulins

&. Process-Related Impurities

- Single-chain precursor l4iifiu @o ng/mg

content

- Host cell protein laitiu @o ng/ml

©. Bacterial endotoxins Liifiv ®o USP Endotoxin Units/mg of Insulin Human
o. Loss on drying LAY @0.0%

@. Microbial enumeration Total bacterial count does not exceed moo cfu/g

test and tests for specified

microorganisms
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¢ LONANTIUTBINTTIUNTHENYT
oe nsdumanlulsuvalng guindesdiienalsiuiewnsgiunnaneIniy
wannasiLa s nsTRlun1sHaneI PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Temiaeau PIC/S participating authorities 3eilionansiuTeaInTgIUNTHAREIAIUNANLNN]
uaz3ENsARlUNSHAN1WBIAITNILANENIIINITOIMITUALE NTENTIAEITAY Barnuun
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