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Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen
1w 2,000 A
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Semaglutide 1.34 mg/ml solution for injection, 3 ml prefilled pen

2. auautAaly
2.1 guuuy Fuansavaneuseanide 1alifd ussgluuinndeeeiandenld
dwsudatinlaRavs |
22 dwszney  ludSung 1 edans dfaen Semaglutide 1.34 mg
23 UUINUTHY f3umsussq 3.0 addnsde 1 s dwiuen 4 doses Tagd3una
sfianlundaraisseneudioimannglng 1 fedndiluansazane
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3. puauUAnawalia
3.1 Finished product specification: Semaglutide 1.34 mg/ml solution for

injection, 3 ml prefilled pen

v

U9 Test items Specifications
1| Ysuneushenddgy 94.8 — 105.2% of the L.A. of semaglutide
2. | ldentification G’li’;’ﬂf’»hum'mﬁimﬂu finished product specification
3. | pH 71-77
4. | High molecular weight proteins NMT 0.7%
5. | Impurities
- Hydrophilic impurities NMT 3.8%
- Hydrophilic impurities 1 NMT 3.5%
- Hydrophilic impurities 2 NMT 0.5%
- Total impurities NMT 6.3%
6. | Phenol 5.0 - 6.0 mg/ml
7. | Sterility test G\i’m&i’mmmﬁis@u finished product specification
8. | Bacterial endotoxins Less than 80 1U/ml
9. | Particulate matter
- Size 2 10 um - NMT 6,000 particles/container
- Size 2 25 um - NMT 600 particles/container
10. | Dose accuracy G}'ﬁ’;ﬁ]ﬂhum’mﬁisq‘lu finished product specification
11. | Extractable volume mw&hum’mﬁizﬂu finished product specification

3.2 Drug substance specification:

da Test items Specifications
L | YSuneushendrdgy 0.76 — 1.00 mg/ml
2. | Identification m’;wj'}umuﬁwﬂu finished product specification
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3.2 Drug substance specification: (§i2)

U2 _Test items Specifications
3. | Impurities
- Hydrophilic impurities <3.4%
- Hydrophilic impurities 1 <3.1%
- Hydrophilic impurities 2 <0.3%
- Total impurities NMT 5.5%
4. | High molecular weight proteins NMT 0.3%
5. | Specific bioactivity 0.7 -13U/mg
6. | Bacterial endotoxins Less than 10 EU/mg
7. | Total aerobic microbial count NMT 107 CFU/g
8. | Loss on drying NMT 10.0%
9. | Host cell proteins NMT 100 ppm
3.3 Wan139A3eY Elemental impurity %38 Risk assessment report (WaA9L@NE1S
Usznau)

WELUR - NMT = Not more than
- *i7df Dissolution Wag Uniformity of dosage units TikuuLenaswans s1aazdunananisnsas
a L'd ) v v A Q.
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- nsdifvavedouudnisiiu (waive) mamsaeuliasizvisiansla Wiuuansenasmdng
fananlasuayRcae
- Drug substance specification #ansananluliasievivesiindn drug substance wisluilaseyt drug

substance vesndnendiagy adulnatunis Fsdinsanatinseiasunnideditmun
4. Raulvdu
Jrauesiafidesdudiurnindisienans nieuasateileteusevenaisinegisiuia
JeaLRYnel
4.1 wnansflasueygetunzifewhivenied mieludsswalveg wasdunadectare)uaanan

4.1.1 Tuddgn1stiuneileusiiiuen loun v8.2 8.3 ve.4 vise 8.2 udusnsdl
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4.12 Tudwetunsidou el wie 8.1 vew fiduesian wiauseazideaitenisauny
ﬁmmwmmwémﬁm'fﬁmuﬁﬁuwmﬁau (Finished product specification) UagtainunnmMAINY8S
QAU (drug substance specification) ﬂifﬁﬁ@&jiwiwﬂmﬂﬁauLL‘LJaqLLﬁlﬂJLﬁmamzﬁmLLuu
wnansnisveualy (8.5 wmdaun finished product specification Wag/#5e drug substance
specification  lagvauflvnowiudssnalssmasiadidnvsednduazlaiiiy 2 ¥ o Sudsena
Uszmnsiadidnnsedind

4.2 1NETIUTBWINIFIUNM IR

4.2.1 nslgndnlulssindlne gudndosfiionarsusennsgrundneinnundninasiuas
FBnsfirlun1snanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laguilgauy
PIC/S participating authorities ¥3eitenan3susBWINTgIUNMIHARYIMAUMENINETTAEITASTRTY
N15NENE1189d 1IN UAMENTINAITEMNTUAZE NTENTIAIIIEY Ferimuntulaeiinana
denAdeLasvinieufundninasinasiSnsfislunsudagn PIC/S Tumnagriiauevsativagn
museuMInTRdeulagiinan1siusestiviulssnadssmesadidnnsedind

4.2.2 nsdlgmindaindiasena fuindesdionansusewnnsgrunisuanetnnamdningust
waeSnsiiAlunsnERePIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvuag91u
PIC/S participating  authorities aduanganiusaunisnstvaaulaeinanissusesiviulsenia
Uszmanadiannseiindvieatgnaendnudusinsdl

4.3 LBNENSARN DI TAUDTIAN _
4.3.1 waﬂﬁmqaﬁLfm3ﬁ@mmwwamﬁmeﬁmﬁ%%gﬂ?ﬂaqﬁwam (certificate  of analysis
finished product) lusguiidadudaagng

4.3.2 wansnTRleTsiRunwingAuvessiiendifey (certificate of analysis of drug
substance) MAlumswanefuiidaduegaitsesuaneuazinan QA
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substance) 4o 4.3.2 fuunissdnvesdnsdaeierd 3oz (finished product) 4 4.3.1
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4.6.1 n3finan1sdunsaaiiasesienil lnensuinedansnisunmevsevieaufuRnsald
WMIFU ISO/IECL7025 man1snsiadinsziliidulunusnasgrudeimunlulssnadssnangan
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5. msUszliuA1Useansnaweasnan (Price Performance)
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wannasin1sussiuA1UsEaNSnImAasIAn (Price Performance)
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5. finsaTageumNMInTaLLATgNADaIsAsEfely biological sample
vivoldl

6. 38n13lvin drulvghfunuu single dose Aslviswuy multiple dose axldiilas
sesueTuidonsiun videiduen sustained release wazg 313l washout period sell
Fefiszzinanegnation 5 winves t1/2

7. malfiufedadendenfivadnades 9 9e - Aeulien, 2 gatassziuendiy, 3
nT8U Cmax, war 3 eeaseiundias ssesafuimuadesuiuegaios 3 i
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BE winriu
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finsfinwimuasanmeitunzifeauiiiuen wieuenasvsendnguuanstianisAinwiaiuag

anmesuiinanlpsanuiinaniiauasian Aasan sl
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2. AAITIUVRIURURNTS ASWUULAN 20 AzUUY  R9151970
2.1 wesgwiesUfjiineg  anudeladenids il 10 AzuuY
2.1.1 ordandnlaelssnuiidesUjiRnnssiusnsgiu ISO/EC 17025 drunnsvedeusnain
%ﬂwmuﬁaau%ﬂussﬁumﬂa (ILAC MRA Signatories (International Laboratory Accreditation
Cooperation Mutual Recognition Arrangement Signatories)) visatfugnfunuy 10 mAsuuU

2.1.2 gdwmdnlaglssnundafilaiusnsgiundngn WHO-GMP, GMP-PIC/s waziinsnadeusiann

v a wa -7 I d 4 YV L
vieslfiRnsvesaariuiilunans (3° party) fildunssuses ISO/IEC 17025 5 Asuuu
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1o 2.1.2 Insduuarinszvindndasieon Tusienisvageu (test item) fannsng 10 AzuuY
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