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Teriparatide 250 mcg/mL injection
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1. 8o Teriparatide 250 mcg/mL injection
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3. AMANUANINALA

3.1 Finish product specification")

Test Item

USP 41

-

 ASinm@aning

90.0 - 105.0% of the L.A. of Teriparatide

2. ldentification

AW

3. Bioidentity

75% - 125% of the relative potency to USP Teriparatide RS

on the as-is basis

4. Product related impurities

- thPTH (1-30) : NMT 1.2%

- Teriparatide succinimide (30) : NMT 1.2%

- Largest other individual related impurity : NMT 1.0%
- Total impurities : NMT 7.0%

- 9u19 > 10 um laitfin 6,000/container
- 9ua = 25 pm lailfiu 600/container

5. pH 38-45
6. Bacterial endotoxins NMT 100 USP EU/mg of Teriparatide drug substance
7. Sterility ATIU
8. Particulate matter ATIINIU
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3.2 Drug substance specification : Teriparatide o

usP41

1. Sunmaaenday 95.0 - 105.0% of the L.A. of Teriparatide
(calculated on the anhydrous, acetic acid-free and chloride-free basis)
2. identification
- Peptide mapping AU
3. Bioidentity 60% - 120% of the relative potency to USP Teriparatide RS on the as-is basis
4. Acetate content NMT 5.0%
5. Chloride content NMT 4.0%
6. Product related impurities - Total of methionyl sulfoxides of teriparatide [consisting of Met+O(8) teriparatide,
Met+0(18) teriparatide, Met+0O(8,18)] : NMT 0.5%
- Largest other individual related impurities : NMT 0.5%
- Total impurities : NMT 2.5%
7. Bacterial endotoxins NMT 50 USP EU/mg of Teriparatide drug substance
8. Microbial enumeration tests and The total aerobic microbial count is NMT 100 cfu/g of Teriparatide drug substance
Specified microorganisms
9. Water NMT 10.0%
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