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Drug substance specification (Reference USP)
m.@ Definition white to almost white powder
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A3 ® Product-Related Impurities

Hanme Acceptance Criteria
NMT (%)
Total of methionyl sulfoxides of teriparatide o.&
[consisting of Met+O(8) teriparatide, Met+O(18)teriparatide,
and Met+0O(8,18)]
Largest other individual related impurities o.&
Total impurities o.&
m.> Bacterial Endotoxins Test 13ilAu @o USP Endotoxin Units/mg of Teriparatide drug
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en.¢y Microbial Enumeration Tests and Tests for Specified Microorganisms
The total aerobic microbial count is NMT eoco cfu/g
of Teriparatide drug substance.

o.s Water Determination Ly @0.0% (Method |, Method Ic)

Finished Product specification
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gy cold chain system ﬁlﬁmmg’mmuwﬁmﬂm‘ﬁ Good storage practice (GSP)
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