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Denosumab 60 mg/ 1 ml solution for injection
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1. @081 Denosumab 60 mg/ 1 ml solution for injection
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3.1 Finished product specification

h) Test item Specification

1 | Identification psavsummiszylu Finished product specification

2 | Potency 80.0 - 130.0% relative potency

3 | Protein concentration mwmumuﬁ'izﬂu Finished product specification

4 | pH 5.0-5.5

5 | Osmolality 285-345 mOsm/kg

6 | Sterility m’sﬁ]ﬁhummﬁiwlu Finished product specification

7 | Bacterial endotoxins mmﬁhummﬁ‘szﬂu Finished product specification
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Denosumab 120 mg/1.7ml solution for injection
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1. ¥a81 Denosumab 120 mg/1.7 ml solution for injection
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3.1 Finished product specification

D) Test item Specification

1 | Identification m’ﬂ%&hummﬁisﬂu Finished product specification

2 | Potency 80.0 - 130.0% relative potency

3 | Protein concentration m’sﬁlﬂhummﬁizﬂu Finished product specification

4 | pH 5.0-5.5

5 | Osmolality 285-345 mOsm/kg

6 | Sterility ma%simmmﬁwqiu Finished product specification

7 | Bacterial endotoxins mw&hummﬁ’izﬂu Finished product specification
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