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AMANBULANIZVDEN
Insulin aspart 30 1U/1 ml + Insulin degludec 70 1U/1 ml
solution for injection, 3 ml prefilled pen

1. #0871  Insulin aspart 30 IU/1 ml + Insulin degludec 70 1U/1 ml
solution for injection, 3 ml prefilled pen

2. qruandAnaly
21wy Wuansazanela Lifid Umanide dmiudn
22 dwlsenou  Usenaume Insulin aspart 30% way Insulin degludec 70% Ve 300 U
Tusnhuruseneuings 3 ml
23 mourussy  ussqlumvusussindausmanniderilanteudn
24  aan - seyfosn duvsznoufendifyuarmiuuse Tundn fuduany waviikdn
waztawnuouiivonliodnadaauunussgiug
- vunrurus e nleudetssyFosmisdenninisdn druusenounay
NNAAINLTIB AN TUAL g TRy

3. Finished product specification:

Yo Test Items Specifications

3.1 | Identification Meet the requirement

32 | Assay Insulin aspart: 171-189 mmol/ml (95.0-105.0%)
Insulin degludec: 399-441 mmol/ml (95.0-105.0%)

33 | pH 7.0-78

3.4 | Impurities/Related substances

High molecular weight proteins Release: NMT 0.6%
Shelf life: NMT 1.0%

Insulin degludec

- Hydrophilic impurities Release: NMT 0.9%
Shelf life: NMT 1.2%
- Hydrophobic related substances | Release: NMT 2.1%
Shelf life: NMT 2.8%

- Hydrophobic impurities Release: NMT 0.9%
Shelflife: NMT 1.2%

Insulin aspart

ATIUAT

(un.USw1 A3asnames) (Y. WAty Suind) (ney.21ne3 mued) GPU 1022816 [V2403]




- B28isoAsp insulin aspart Release: NMT 1.0%
Shelf life: NMT 2.2%
- Desamido insulin aspart Release: NMT 2.1%
Shelf life: NMT 4.5%
- Insulin aspart related impurities | Release: NMT 1.4%
Shelf life: NMT 3.2%

3.5 |Zinc 23.3 - 31.5 pg/ml

3.6 | Bacterial endotoxins < 80 IU/ml

3.7 | Sterility Meet the requirement
3.8 | Metacresol 1.58 - 1.89 mg/ml

3.9 | Phenol 1.38 - 1.65 mg/ml

3.10 | Particulate matter
-DYMATUIN210 pm Not more than 6,000 per container
Not more than 600 per container

-YNIATUIN225 um
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