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{9  Test items Specifications
1 Identification test B | TN muﬁszq’iu Finished product specification
2 Assay 90,0 - 105.0% LA. of Teriparatide N
3 Extractable volume NLT 2.4 ml
4 pH 38-4.5 -
5  Sterility test mifqph‘u Gl’l;q_ﬁ_ﬁgqlu Finished product specification
6  Bacterial Endotoxins ) iy 100 EU/mg of Teriparatide
7 Particulate Matter AT muﬁ‘s:ﬁ‘lﬂ,u Finished product specification
8  Purity test
- rhPTH (1-34) NLT 93.0%
- rhPTH (1-30) NMT 1.2%
- rhPTH (1-34) Succinimide(30) NMT 1.2%
- Largest other individual related impurity ~ NMT 1.0%
. - Total retated impurity _ NMT 7.0%
9 Metacresol 80.0-110.0% of Label claim
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