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Liraglutide solution for injection 6 mg/ml, 3 ml pre-filled pen
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1. Fown Liraglutide 6 mg/ml, 3 ml penfill injection
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2.2 d@qudseney Usznaudesen Liraglutide 6 mg/ml, Usanas 3 ml
2.3 AIYUBUTHY ussgluunmieenvlianiauld  (prefilled  pen) wavussainie
Uasfiuuen
24 aan - szyfenn dulszneusendifguarenuns, usde, Tunueeng,

aiinae lwaneitisusiuen warisnisiiusnwliagadaauuu

usTyinued

- yumyurusTyTdudaen edwinedesseyfen WiaTennamsan

duUsneUMEEIAYLATIUINANAUTIVEIEN \auindn uduany 1
pE1TALIU
- fHemnuudafeuliifuiigamgd 2-8 serniwaidin vhaudule vu
USSR I NAUTUTIYEN
3. auauUANIumaia
nan1snsaadiaTeiamun mduluanu finished product specification uaz drug

P o as

substance specification #8118s9niadvdrfuatuiieanu Fildaansifyusadrtinaiy
a A

ABIYNSIUNNTEWITUATE NIENTINESITNRY  Teitndushiuldsdedenluaduiiiiay

wimsslmindnnasgrundsiiuladiiunils mudsemAnTEnsNasIIg

ANENTTUNTAVUARUANHAIANIZYBIEN i
. /‘CD
e el e B e . P—
(wedseénd Toewud) (ueemelgnus gassudnge’) (uadgyed  SteRdana)
usunwndtugynis WBUNVETIUNYNT wndgnsdrungnisias

)

v
o a

(UaMIuA Iqa auna) (unsela sssuand)
Wndunsinig AR WEINTIIUYNTS




3.1 Finished product specification: Semaglutide 1.34 mg/ml solution for
injection, pre-filled pen (1mg, 3ml)

D) Test items | Specification
1 | YSunausnendfgy asrasiusufiszylu Finished product specification
Identification mﬂﬂﬂhumuﬁsquu Finished product specification
3 | pH ' amasusuiiseyly Finished product specification
4 | High molecular weight proteins Gﬁ’)ﬁ}chumuﬁ'izu‘lu Finished product specification
5 | Impurity / Purity test ﬁﬁ':ﬁm"mmuﬁ‘iquu Finished product specification
6 | Sterility test ﬂ‘i')i}ﬁﬂumuﬁi:qh Finished product specification
7 | Bacterial endotoxins asresumNAszylu Finished product spec‘:ﬂcation‘
8 | Particulate matter Gﬁ’aﬁlﬂhumuﬁ‘iquu Finished product specification o
- Size 2 10 pm
- Size 2 25 ym
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4.1.2 Tudetunsdeu ve.l ve 8.1 vew flidueTnt wieuseandymirienisaiun
ﬁ;t;um'wﬂaawﬁmﬁ'mﬁmuﬁ'ﬁwmﬁau (Finished product specffication) uaztiafimunAuANYB
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wnansnisveandly (8.5) umdeu finished product specification uay/v9e drug substance
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4.2.1 nadiwdnlulszelng udndesiionansiusennmsguninginuvdninasiuas
FWsfnlunandnga PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagnuagay
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2. BnsAnwdeadu Randomized crossover design w3e Parallel design (ngiend
t1/2 M)
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g1 1U HIV
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2.4 dayamsfinwianuasanmen (Long term stability) 10 AUy

fimsfnwnanuaanmefiaumsdeusiiugn niouena VI andnguLaAINSANKIAIILAS
amwm:‘uﬁwamLgaamyﬁwﬁmﬁmugijm farsan il

2.4.1 fimsfinw Long term stability Way Accelerated stability #1a ASEAN Stability Study
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