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Teriparatide 600 mcg/2.4 ml solution for injection, 2.4 ml prefilled pen
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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 Identification Meet the requirement
3.1.2 Bioresponse 75-125%

3.1.3 rhPTH (1-34) HPLC Assay 95.0-105.0%
3.1.4 rhPTH (1-34) Purity Not less than 97.0%
3.1.5 Sterility Meet the requirement
3.1.6 Bacterial endotoxins Not more than 100 EU/mg
3.1.7 Impurity
-Large other individual related impurity | Not more than 1.0%
-Total impurities Not more than 3.0%
3.1.8 pH 3.8-4.5
3.1.9 Particulate matter Meet the requirement
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4.1 Long term stability AN3BIEEN

4.2 In-use stability N/A

4.3 fin1sfinw TE N/A
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Heavy metal #39 Elemental impurities (Risk

assessment report)
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