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g1 Teriparatide e/&o mcg/m mL solution for injection (prefilled syringe)
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Drug substance specification (Reference USP)
o.e Definition white to almost white powder
oo Identification test - avanuaufszyly drug substance specification (HPLO)

- Peptide mapping chromatographic profile ¥a3a15a¥a18
g Wuluauasaraiuuinsgu
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1597 @ Product-Related Impurities

R— 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 o0.&
Total impurities b.&
en.'.o Bacterial Endotoxins Test laiifiu @o USP Endotoxin Units/me of Teriparatide drug

substance

an.ed Microbial Enumeration Tests and Tests for Specified Microorganisms
The total aerobic microbial count is NMT eoo cfu/g
of Teriparatide drug substance.

en. Water Determination iU @0.0% (Method |, Method Ic)

Finished Product specification

en.@ Descriptions mi’sﬁlmumuﬁwﬂu finished product specification
.o Identification test A5k URNAsEYLY finished product specification
en.en USUeusnendndigy (Assay) ny19EUnLTsEylY finished product specification

o.@ Product-Related Substances mi’Jﬁlmum’mﬁiaﬁiﬂ,u finished product specification
and Impurities

on.& pH &o-&.o
o.'o Bacterial Endotoxins Test mwshummﬁisﬂu finished product specification
.o Sterility Test naIveumINnsEyly finished product specification
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practice (GDP)

oo uanuenastuduamduiusseninaqunsniovesingiuresiied@iry (drug substance) Auju
nsnanvasndnsiaiendnsegu (finished product)

oo ffauddluenarsiiveiieuinfvensuuuuyninde

¢ a @ ' é \ P @
.o JUszaunsainsliulsadouunng waziivszansamnssnuduneeausulininii b U wazding
degautislagiu

ANZNFTUNTSAMUARUIANEUZANIE

~
e o2 — &
wﬂ.uw.w%‘mﬁwﬁ aylnygyde aggoedmd Junsiyad ney Syeysnd Useeun Yg1e

Uysa1unIINNIT nIguneg NITUNTRAIRVIYNIT




