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Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen

1. ¥oen Teriparatide 600 mcg/2.4 mL solution for injection, 2.4 mL prefilled pen
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2.2
2.3
2.4
2.5

Juuuy \Duansavanelalidd lWdwsudalstamis

dulszneu  Uszneudae Teriparatide 600 mcg s 1 A Wikaen 20 mce.

WU YIuns 2.4 ml
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3. Finished product specification:

& Test Items Specifications
3.1 | Identification Complied with finished product specification
3.2 | Assay 95.0% - 105.0% of the labeled amount of rhPTH
33 | pH 38-45
3.4 | Sterility Complied with finished product specification
3.5 | Bacterial endotoxins Not more than 100 USP Endotoxin Units/mg
3.6 | Particulate matter
Size > 10 ym Not more than 6,000 particles / container
Size > 25 pm Not more than 600 particles / container
3.7 | Clarity Complied with finished product specification
3.8 | Sterility Complied with finished product specification
ASSUMS
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