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Insulin aspart 30 units/ml + Insulin degludec 70 units/ml solution for injection, 3 ml
pre-filled pen
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1. %o Insulin aspart 30 units/ml + Insulin degludec 70 units/ml solution for injection,

3 ml pre-filled pen

2. AaeEntEnaly

2.1 JUkuy Wuansazansusmanne la 1l dnwsuan
2.2 drulszneu lu 1 faddnsUsznoume Insulin aspart 30 units wag Insulin

degludec 70 units
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3. AugdulAnIunalia

3.1 Finished product specification : Insulin aspart+Insulin degludec solution for

injection

4o Test items Specifications
1. | Identification ATIVEU

2. | Assay

-Insulin aspart

-Insulin degludec

- 95.0 — 105.0% (171-189 nmol/ml)
- 95.0 = 105.0% (399-441 nmol/ml)

3. | pH 7.00 - 7.80
4. | High molecular weight proteins NMT 0.6%
5. | Impurities/Related substance
Insulin degludec
- Hydrophilic impurities - NMT 0.9%
- Hydrophobic related substances - NMT 2.1%
- Hydrophobic impurities - NMT 0.9%
Insulin aspart
- B28isoAsp insulin aspart - NMT 1.0%
- Desamido insulin aspart - NMT 2.1%
- Insulin aspart related impurities - NMT 1.4%

6. Zinc total

23.3-31.5 pg/ml

7. Bacterial Endotoxins

Less than 80 IU/ml

8. | Sterility

MIIINY

9. Metacresol

1.58 -1.89 mg/ml

10. | Phenol 1.38 -1.65 mg/ml
AMENTINNAVUAT ILAzIBEARNANUITIAN IS UASTIANANS S
- Y
....... S S
(edseAns Yeznwsum) (WeIningnIud aseudnmes) (Wedgyed STendana)
WIBLWNETAUIYNTT WBLMITIUIYNS ndunsdiengy

(UNETUAUN t}ﬁ(mmuqa)
WFYNITIIYATRLAY

(UwUszln 535u973)
WndYnsTIUInIg

(et Siisun)
Wndunsuumnis




3.1 Finished product specification : Insulin aspart+Iinsulin degludec solution for

injection (si@)

Y

Ud Test items

Specifications

11. | Particulate matter

-Particles > 10 um

-Particles > 25 um

- NMT 6,000 per container

- NMT 600 per container

3.2 Drug substance specification

3.2.1 Drug substance specification

: Insulin degludec

U9 Test items

Specifications

1. ldentification

ATITNY

2. | Assay (total peptide)

140 - 165 nmol/mg

3. | Impurities/Related substance

- Hydrophilic impurities

- Hydrophobic related substances
- Hydrophobic impurities

- High molecular weight proteins

- NMT 0.5%
- NMT 1.5%
- NMT 0.5%
- NMT 0.4%

4. | Bioactivity 100 -~ 200 nmol/mg

5. | Loss on Drying NMT 10.0%

6. | Bacterial Endotoxins NMT 10 IU/mg

7. | Total Aerobic Microbial Count NMT 10° CFU/g
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3.2.2 Drug substance specification : Insulin aspart

) Test items Specifications
1. | Identification MSIANU
2. | Assay 90.0-104.0 % of L.A.of insulin aspart (on dried
substance)
3. | High Molecular Weight Proteins NMT 0.3%
4. | Insulin Aspart Related substance
- B28isoAsp Insulin Aspart - NMT 0.3%
- Desamido Insulin Aspart - NMT 1.0%
- Insulin Aspart related Impurities - NMT 0.5%
5. | Loss on Drying NMT 10.0% (w/w)
6. | Sulphated Ash NMT 6.0% (w/w) (on dried substance)
7. | Bacterial Endotoxins Less than10 IU/mg
8. | Total Viable Count NMT 10° CFU/g

WUBLHR - NMT = Not more than

- *i7¢@ Dissolution waz Uniformity of dosage units TALUULONATSHERS S18AELBUANANTSATIT
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