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1. ij.wJDenosumab 60 me/1 ml for injection
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2.1 Wugndausennide

2.2 Usenausisdie) Denosumab 60 mg

2.3.U‘s‘iqaq'lum'duzm'ii}maﬁ'l.!'hﬂmntﬁaﬁﬁmPreﬁLled syringe YU 1 ml
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3.1 Finished product specification:
h) Test Items Specifications
1 | Identification Meet the requiements

2 | Assay 80 - 130.0% relative potency

3 | Protein concentration 54 - 66.0 mg/ml

4 | Osmolarity 285 - 345 mOsmol/ke

5 |pH 50-=55

6 | Sterility test Meet the requiements

7 | Bacterial endotoxin Meet the requiements
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