TUALIBYAAUENBULIANIZVDIY
Dulaglutide o.¢ mg Solution for Injection x & PEND TL

faquszasd  itelflunmsuidasnuvesanitulsanssendauaatuememeiulsaenuazile
Hoen Dulaglutide @.& mg Solution for Injection x & PEND TL
AnaNTAVR1Y
@. Juluu Wuuinmdnewiiandenld (pre-filled pen) ‘Ussﬂqmiﬁsmaﬂsmmméﬁyaﬁm%uam
asazanela ludd
b. Uszneume  ludnni@nemilendeuld usazsmusyneusie Dulaglutide o.¢ me Tuansazans o.e ml
m. NWUEUITY  ussglunsyuendaenui Wielindl o) vievusheuinneialdudaiie Tudinndne
wiould o fu Usgneudvansazats o.¢ ml lu o ndes ussgUINNNEReila
wiauliiuiu « A
€ 28N seufienn drudseneufdidyuasauuse Jundn Fuduory avfindn uazian
nzilouen fsuelisgeadnnuuuussydu wazaainuuvasnussanseudn
gelfodossylionn diwusznouiedifyuasanus YuAueny uasaniiudn
& Tununey Tununorgreseniidweusediitiosnit eb Wou Tuantudweu enuiienans
fudulunsdififloniies o Junisuan wazilienansugenuaniUdsusidonunenglu
sumandniiy
AMENUANIATA
®. ldentification Test m’mﬂi’]umm‘ﬁizﬂu Finished product specification
. Content of dulaglutide «®0.0-0©0.0%L.A. (b.cloo - e.enoo mg/ml)
m. pH 0.0 - @.0
«. Sterility test avavsunNdiszyly USP mo <oe>
&. Bacterial endotoxin NMT eo.e0 EU/mg
. Potency @o% -emo% AUWNUSAU Potency v84 Ref. standard
. Particulate matter maﬁ]mummﬁizq‘lu USP ool <olges>

ﬂmzﬂsiun'liﬁ"mumwaaztﬁammé’nwmuawwwaq&n

GEGR) - S Us£51UNTINNNT
Wy F9iaidy)
UNHUNNET Y

(B9VD) e G eeeeeeeeereeeeeeeeseeeseosons ASSUANS
(WrgUsntung Ustnvunu)
UNHWNNETEIU LY

(GIGIE) . 22 el s ATSUMIS
(UNEAITNAT FUANRIUING)

WFYNITIUIYNT

®/m



_®_

P =

Noulvdue

Yo g I o o/ o o ] o 0 a

o. NE1TN5IATUBUY M TUNZITudS BN T e luUsEmAlne wazdiung (declare) uviasnan

0.0 WdAYNsTUNzTauisUe TALA e ne.m 8. Y39 8o WaIusnsel

0. luivelunziiouiiuen ve.e vise v.o WiouneandunfidenisrusuanaweHaAn T
munvunzilou (finished product specification) wa PomrunAuNmYeIingAu (drug substance
specification) n3fifiegseninanmsilasunlauslufiufiu asdesuuuienansnisvenily (6.¢)
NS finished product specification &ag/%50 drug substance specification

. 1BNE1TTUTDWINTFIUNTITHAREN
JHanspiiiona1siuTeuNAssIUNINARI NI eTLAE BN IARLUNTHERE PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngnuage1u PIC/S participating authorities
atuagamusaunInTaaey lneiinanssusesdviudssmeaussnmnsimdidnnsednd (e-bidding)

. 1BNANTAUEN BTV ILITLEUDTIAY

m.e HANSASITNATIRVAMAWKERSUIIE1d1593UvesiNER (Certificate of analysis of finished
product) Tugnguitdadusegn

oo HaNINTITATIRERUN NIRgAUVEITIENddEY (Certificate of analysis of drug substance)
fldlunssanersuiidaduiet vves NG Loy Ananingau

a.m oA ssenangIuuSuadIuSIEnIgunsHan vosTngRuaeinendify (drug substance)
fo oo AuguMInanTemanSusie1dISagU (finished product) 4o m.e

on.& NANI3AN®YI long term stability maammmqmaamﬁ%umLﬁauﬁﬁuﬁwﬁmmﬂmzﬂsimmimmi
WAZEINTENT AT ITUAY

. A7BE1981
Refiosdrnegeegtos b ieussgiun dalufumunanineazdenldasudumuiisimun

Twhdenuaudiiniludiesiu uaslisunswanderfuiulude a.e

ﬂmznsiumsﬁfmumﬂ&Jaz@am@mﬁnwmzmwwmaqm

al L\d\/
(Q9UD) e, U3e51UNITUNNT
(WY Feianiide)
UNHUNNE LTI LY
. >
G2 OO NIIUNIT
(WeUslung Ustnwena)
UNBUWNELT 8y
4 )TV A S
(990 o 8D N33UANT

(UNNENITNAT FUANRIUING)
WFUNITIUIYNIT

o/



& nMsUszRugunmeiidaay

.o Tuuagrasiidweudouvidelitosnin ob ey TuainSudweu

&lo NNATFIDY wfpsdidunameeluiusemanisnsnineieniuiidmouesudn

& ﬂizﬁﬁwmsm%mwi’wmiqimﬁaasmmﬁdmauLﬁadqmaﬁmswﬁammwum&m%ma%ﬁmﬂfﬁ@
Soweshegen laefuneasdewdwinnnusuuimheremsdenalinneiasduliuiarey
Alddrelumsnsialiessinauam nsdiinuinenbidulununudnumsawgmesmnsveanuivs
Lifuiesanmsiauesimendnanvesfieuas/visguanlunswioly

&« freazfouanionarsmsiuasusidleslnduuneny viawlafnnsideuanwieusgnislag
noufmuslaglififouly

o nsilifuniideaiuinmiigamil o - < ssmniwaiden sosdionasuanuassuserindissuumsfivuas
Jnasendu cold chain system Aldinnsgunamdninas Good Storage Practice (GSP)
kag Good Distribution Pratice (GDP)

ﬂm%ﬂiﬁilﬂ’ﬁﬁ’]‘WUG]5'1ﬂaZLgﬂﬂﬂ‘mﬁﬂﬂmeW’]%%aﬂﬂﬂ

GECTR) I ‘Tf\ ................... U3e51UNITUNT
(Wgye  Faianiity)
UNHUNET Y

GRER) I ASSUANS
(WrgUsrtung Ustnvuiw)
UBUNNETEI 18y

AITIUNTT

(WNEITNAUT FUANRIUING)

WdunsTIUIYNIT

en/en



