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Insulin aspart 30% + Insulin aspart protamine 70% sterile suspension 100 IU/1 mL(3 mU
Y1EAaNTEAULIANALULIADA YIUIU 0,000 ADA

Tsanenunaiiioinen Sl sraedUsENIASIANGS Insulin aspart 30% + Insulin aspart
protarine 70% sterile suspension 1001L/1 ml (3 ml) grdnansziutimaluden $1U @o,000 ViaBA M
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Insulin aspart 30% + Insulin aspart protamine 70% sterle suspensm 100 I/1 ml G ml) ﬂﬁaﬂamuﬂumma
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Insulin aspart 30% +

Insulin aspart protamine | #ndaszAvinnIa o
. i a EU ®0,000 Waan

70% sterile suspension Tuidan

100 1U/1 ml (3 ml)
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Insulin aspart 30% +
Insulin aspart

®. protamin70% sterile & 000 | &o000 ihig
suspension100 1U/1 ml
(3 ml
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Insulin aspart 30% + Insulin aspart protamine 70%
sterile suspension 100 IU/1 ml (3 mD) 31U @0,000 NADA

100 1U/1 ml (3 ml) 37U @o,000 NADA

. AnaTATR1Y

o. AMUABINIT : Insulin aspart 30% + Insulin aspart protamine 70% sterile suspensions

b.o JUsUU: Wuthewwusgnauunanidie gy

.o @musenau: Usenaume Insulin aspart $888% mo WA Insulin aspart protamine

$p8a¢ wo (8n51dU eie) TeediuSunauaruidudu 100 1U/1 mL Tud3ues 3 ml

.o AIPULUTTY: UTITENEAUTIAINITBWUL multiple doses U31nms 3 ml
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e.@ Finished product specification

m.e.6 ldentification test:

m.@.o Assay:

- Biological assay (Potency)

- Human Insulin in solution
(Total dissolved insulin)
en.@.en pH:
o.@.& Bacterial endotoxins:
m.e.& Zinc content:
m.@.'> Dimer & related substance
of higher molecular mass

e.e.00 Sterility:

' P .
m’mmumum:ﬁq‘m finished product

specification

il Potency agsgninedesas 90-110
UDIAAMNTLY
25-35% of total insulin

6.9-7.8

NMT 80 endotoxin unit/100 IU of Insulin
NMT 0.04 mg/100 IU of Insulin

NMT 0.1%

ATIMIUAW Finished product

specification
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