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Teriparatide 600 mcg/2.4 ml solution for injection, 2.4 ml prefilled pen

GPU 657592

1. Foen Teriparatide 600 mcg/2.4 ml solution for injection
2. AnusutiAnlY
2.1 UkUU Juendnusirannide

2.2 d@ulsenau Usznausie Teriparatide 600 mcg

2.3 NYULUTTY vssafaidmsuendauuundonda (prefilled pen) wiouidy ey w@aiinisnde uaz
Tununegdaiau
2.4 2871 ADeEYTRYT YoNNNIAT dIuUsEnaUmedfny YUIALATAILLIIVEIET laUTiNGs

Tundauayiununengliagataiau
2.5 oeeseniidaey foshitosnin 1 9 fuanfudwey

3. auautAnunaila

Namim’sﬁmeﬁﬂmmm‘ﬁuwm’m Finished product specification wa¥ drug substance specification
fig198eanindedsuatuiieatu weidu In house specification Tnedasldsunisaansidoudediineu
ANENTTINITOWITUALE NTENTHATITUAY 1ol indusiuillddndafonduatuiiiisuvivdelmininasgu
ndusin$uladnunils auUsznmAnsEvsaIsTigY 3ee spyiisen e, 2561 astuil 6 $urnau w.A.2561 (A
Usgmialus1vienyunsniudl 12 nunnius wa.2562) way seuisen @UUfl 2) w.A.2562 asiuil 3 nsngnas ..

2562 (aqﬂizmﬂiuswﬁ%mmﬂmi’uﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification:

UD Test Items Specifications
3.1.1 Identification Meet the requirement

3.1.2 Bioresponse 75-125%

3.1.3 rhPTH (1-34) HPLC Assay 95.0-105.0%

3.1.4 rhPTH (1-34) Purity Not less than 97.0%

3.15 Sterility Meet the requirement

3.1.6 Bacterial endotoxins Not more than 100 EU/mg

3.1.7 Impurity
-Large other individual related impurity | Not more than 1.0%

-Total impurities Not more than 3.0%

3.18 pH 3.8-4.5

3.1.9 Particulate matter Meet the requirement
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