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&.@ Finished product specification : Teriparatide injection USP
.,

Test Items Specifications"llel
(9) Identification Meet the requirement

e Assay cio.0% - @o<t.0% of the labeled amount of

Teriparatide

GTl Bioresponse mJct%-@l!:i<t% of the relative potency to the reference

standard
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Test Items Specifications"lJe)

d Product-related impurities
- rhPTH (®-mo) Not more than o.e%

- Teriparatide succinimide (ano) Not more than o.e%

- Largest other individual related Not more than @.0%

Impurity
- Total impurities Not more than .o%

ct pH n.ck-d.&

b Bacterial endotoxins Not more than @oo EU/mg
ml Sterility Meet the requirement
d Particulate matter

Size 2oo um Not more than b,ooo particles/container
Size ~®ct µm Not more than boo particles/container

&.e Drug substance specification : Teriparatide USP
.,

Test Items Specifications"lJe)

G Identification Meet the requirement
e Assay c&.o% - oo&.o% of the labeled amount

of Teriparatide calculated on the
anhydrous, acetic acid-free, and chloride-

free basis
611 Bioresponse bo%-@1Eio% of the relative potency to

the reference standard
ad Acetate content Not more than &.o%

ct Chloride content Not more than c.o%

b Product-related impurities

- Total of methionyl sulfoxides of teriparatide Not more than o.&%

- Largest other individual related impurities Not more than a.ct%

- Total impurities Not more than .&%

ml Bacterial endotoxins Not more than cto EU/mg

c Microbial enumeration tests and tests for The total aerobic microbial count is not
specified microorganism more than ooo cfu/g

c Water Not more than oo.o%
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