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Denosumab 60 mg/mL solution for injection, 1 mL prefilled syringe (GPU: 739669)

Denosumab 60 meg/mL solution for injection, 1 mL prefilled syringe
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3. puandanamaiia
3.1. Finished product specification: Denosumab solution for injection
48 Test items Specifications
1 |ldentification Meet the requirement
2 |Potency 80.0- 130,0%
3 |Protein concentration 54.0-66.0 mg/ml
4 |Bacteriat Endotoxins Taivfiu 0.5 endotoxin unit/ml
5 | Sterility test Sterile
6 |pH 5.0-5.5
7 |Particular matter Meet the requirement
8 |Purity and Impurities
- SE-HPLC Not less than 98.2% main peak
Not more than 1.6% HMWS
- Reduce CE-SDS Not less than 96.0% main peak (Heavy and light chain)
- Cation exchange HPLC Not less than 65.0% main peak
9 | Csmotality 285 to 345 mOsm/ke
3.2 Drug substance specification: Denosumab
48 Test items Specifications
1 |ldentification Meet the requirement
2 |Protein concentration 63.0-77.0 mg/ml
3 | Bacterial Endotoxins laitin 0.5 endotoxin unit/ml
5 |Sterility test Sterile
6 |pH 5.0-5.5
7 | Particular matter Meet the reguirerment
!
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3 '8 Purity and Impurities
’ - SE-HPLC Not less than 98.5% main peak
Not more than 1.2% HMWS
- Reduce CE-SDS Not less than 96.0% main peak (Heavy and light chain)
- Cation exchange HPLC Not less than 65.0% main peak
9 |Bioburden falifiu 10 CFU/10mL
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o. Folasanis Snderivsiasien Denosumab bo meg/@ ml solution for injection, @ ml prefilled syringe
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