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1. §981 TERIPARATIDE 600 MCG IN 2.4 ML SOLUTION FOR INJECT ION, 2.4 ML PREFILLED PEN
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21 guuuu Wuansazanela Lifid dwivin

2.2 dlsenou  Usenausesiaen Teriparatide 250 mcg/ml USuns 2.4 ml

23 2wUPUITy  UTIluMasn usseensendna wuu pre-filled pen

24 aan - szyfieen dmusznoufenddguazanuuse Jusdn fuduony wavitnde

waztawnzidousiniue Wagetnuuuussysiue
) v o o o |
- VUAYUEUIIYUI0ENTBEsBasTyBneMIon1anism diulszneunay
YUINAIINRIIVBIET LavTGe Tudueny Tidaau
o v v ooa Vo o < o v ¢ A
- fidamuudadaulidafivei 2-8 serealed UuUTIYNUe %30
NYULUTIYEN
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dp  Test items  Specifications
1 | Identification test AT muﬁ‘szﬂu Finished product specification |
2 Assay 90.0 - 105.0% L.A. of Teriparatide -~
3 Extractable volume NLT 24mL
4  pH 3.8 -4.5
5  Sterility test N _ m‘mmu muﬁ"i:ﬂu Finished product specification
6  Bacterial Endotoxins Liifiu 100 EU/mg of Teriparatide
7  Particulate Matter NI mu‘ﬁizq‘[u Finished product specification
8  Purity test |
- rhPTH (1-34) NLT 93.0%
- rhPTH (1-30) NMT 1.2%
- rthPTH (1-34) Succinimide(30) NMT 1.2%
- Largest other individual related impurity - NMT 1.0%
B Total related impurity - NMT 7.0%

9  Metacresol - 80.0-110.0% of Label claim
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a.1.1 Tuddgnistunadewsiiue 1ud ve.2 ve.3 ne.d vie 8.2 udusnsd
4.1.2 Tudwetunsilou ve.1 v3e v.1 veseniiauesia weuswanSuadonmsmuny
@mn’]wmamamﬁm«r‘lmuﬁ%”umLﬁ'au (finished product specification) uagdiafitvun
ANNNYBIRGAU (drug substance specification) n3difiegseninamsiasuutag
uwhlufisnAnasdoanuuienatsnisveudly (8.5) mden finished product
specification way/wsadrug substance specificationlagvauilunauiulsena
Ussmasimdidnysotind waylitiu 2 U a Judszmadsemesanddnnsedind

4.2 @NANSIUIBWINTFIUNITNARY

4.2.1 nsdlomanlulszndalng duandodionansiuseannsgiumswdneimamaninueiuas
38n157ialun1sn@nen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
TneunulBau PIC/S participating authorities ¥38iLeNA135UTBWINTFIUNTTHAREN
aundninaaLazisn1sfinlunisnane1vesd1nauAMENIINATTOIMITHAZEN
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Fnnsiirtunsndes PIC/S Tumnaeiiiausys atuaiganussumsasivaeulngd
nan1ssusestieiulsenrussnmnsmdidnvsedind

4.2.2 nsdleniuihansisUssne guindosiliionanssusesmsgiumnanetmuvaninei
WagAsMITinlumskanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tneviaeau PIC/S participating authoritiesatiuanganiusaunisasivaeulasiing
msiusesiviulssmedssnansindidnnseiind vieorgnasndn ududnsdl
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