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1. ¥o81 Denosumab 60 mg /1ml solution for injection, 1 ml prefilled syringe
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2.2 dulseney Tuansarany 1 wa. Yseneusiesen Denosumab 60 un.

2.3 NYULUTTY vssgluaendneunmanifedwiuldafasiu pre-filled syringe
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3.1 Finished product specification

U2 Test items Specifications

1. Identification m’si]mumuﬁisq'lu finished product specification
2 Purity and Impurities mi’aﬁlchumuﬁ‘szq'lu finished product specification
3. | Sterility test m’mm”mmuﬁisq‘lu finished product specification
4 Bacteria endotoxins < 5.0 EU/ml

5 Protein Concentration 54.0 to 66.0 mg/ml
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e Test items Specifications
6. pH 50to 5.5
7. Osmolality 285 to 345 mOsm/kg
8. | Volume > 1.0 ml
9. Particulate matter
- ;ize 10 pm NMT 6,000 particles/container
- size 25 um NMT 600 particles/container

10. | Polysorbate 20

0.006% to 0.015% (w/v)

3.2 Drug substance specification

D) Test items Specifications

1. | Identification ATIMIY

2. | Purity and Impurities mi’ai]chumuﬁizq'lu finished product specification
3. Bacteria endotoxins < 5.0 EU/ml

4. Protein Concentration 63.0 to 77.0 mg/ml

5. Potency 80% to 130% relative potency

3.3 WAN3IATIZY Elemental impurity w3ail Risk assessment report (W&AWBNENS
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