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1. Finish product specification (81983318351 UATU United State Pharmacopoeia 42)
1.1 Identification AN
1.2 Assay 90% - 105%
1.3 Impurities
- rhPTH (1-30) NMT 1.2%
- Teriparatide succinimide (30) NMT 1.2%
- Largest other individual related impurity NMT 1.0%
- Total impurities NMT 7.0%
1.4 pH 3.8-4.5
1.5 Bacterial endotoxins NMT 100 USP Endotoxin Units/mg of
teriparatide drug product
1.6 Sterility tests AU
1.7 Particulate matter
- size 2 10 pm NMT 6,000 / container
- size 225 pum NMT 600 / container

(. UW LEUNa  NWEY)




AuautAnIunatin(@e)
2. Drue substance specification (E’)"Nﬁ«‘m’lmgﬂul,ﬂﬁﬂﬁﬁu United State Pharmacopoeia 42)

2.1 Identification AT
2.2 Assay 95%-105%
2.3 Other components
- Acetate content NMT 5.0%
- Chloride content NMT 4.0%

2.4 Product-related impurities
- Total of methionyl sulfoxides of teriparatide NMT 0.5%
[consisting of Met+0(8) teriparatide,
Met+0O(18) teriparatide, and
Met+0(8,18)]

- Largest other individual related impurities NMT 0.5%
- Total Related impurities NMT 2%
2.5 Bacterial endotoxins test NMT 50 USP Endotoxin Units/mg of

Teriparatide drug substance

2.6 Microbial enumeration tests and The total aerobic microbial count is
tests for specified microorganisms NMT 100 cfu/g of Teriparatide drug
substance
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