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3.1 Anished product specification:
40 Test Items Specifications
i Identification Meet the requiements

2 | Yhunewshendrdty 95.0 - 105.0% LA. of rhPTH

3 Uniformity of dosage units Meet the requiements

4 pH 38-45

5 Sterility test Meet the requiemnents

6 Bacterial endotoxins Meet the requiements

7 Impurities Meet the requiements

8 Particulate matter Meet the requiements

-9uA > 10 Pm Liifiu 6,000 aynia
- 3R > 25 um Ly 600 aynin

3.2 Drug substance specification: USP

4o Test Items Specifications
1 Identification Meet the requiements
2 Assay 95.0 - 105.0% LA of rhPTH (anhydrous, acetic acid- and
chloride-free substance).
3 Acetate content Not more than 5%
4 Chloride content Not more than 4%
EJ Bacterial endotoxins Not more than 50 USP Endotoxin units/mg of Teirparatide
6 Water determination Not more than 10%
7 Producted-related impurities

-Total impurities

-Total of methionyl sulfoxides of teriparatide
-Largest other individual related impurities

Not more than 0.5%
Not more than 0.5%
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