vannaein1sussdiuauseansninsesian (Price Performance)
318013 dulaglutide 1.5 mg/0.5 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsmlasun1ssuseslusiignen Official Pharmacopoeia

: 1984 USP,BP,Ph.Eur, IP,JP atiuanan uaruilulunzileusisueuen 5
: 91984 USP,BP,Ph.Eur, IP,JP atiulnindsznimsyysisnenuinndy 3 Yuazudlulunzdowinfueuds il
: 91984 USP,BP,Ph.Eur, IP,JP atiulnindszniasyysiisnenninndy 2 YuazudlulungdowinSueuds 3
: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyysiisnenninndy 1 Yuazudlulunzdowinueuds 2
: 1384 USP,BP,Ph.Eur, IP,JP atiulniiniiuszniaszussenmnndy uaddlaldwdlulunzdewsihuen 1

: 91984 USP,BP,Ph.Eur, IP,JP atiunuusemaszuisewazuilulungidowinSueuds 0




nsalllasunissuseslusisen (Non-Official Pharmacopoeia)

: 81989 In-house specification fidennAdasiiu general chapters auiisyylilu USP,BPPh.Eur.JP atiuanan, ICH

Guidelines (Q6A) wazudlvlunsidousSuauds vsadusduuuy

: 1994 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwind

UsznAseysins18111nndn 3 T, ICH Guidelines (Q6A) uazuflulunziBeusmiug e

: 1994 In-house specification figanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwinda

UsgnAseysins181u1nnd 2 U, ICH Guidelines (Q6A) uazuilulunzileumugu

: 91984 In-house specification Ni@enARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnaind

UsgnAseysins1e1u1nnd 1 Y, ICH Guidelines (Q6A) uazuilulunzileumfugue

: 91984 In-house specification Ni@enARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulvaind

Usenasyyinangn, ICH Guidelines (Q6A) wilalldwAlulungiTousuen

: 91984 In-house specification fideandesiu general chapters auiiszylilu USP,BP,Ph.Eur.,JP atunuusenia

321318, ICH Guidelines (Q6A) uazuillunzileumiugue

1.2 Finished Product Specification #

nsalasunssuseslusisnen (Official Pharmacopoeia)

: 1384 USP,BP,Ph.Eur.,IP,JP atuaan uazuilulunzifeusfveudaszylulue.5)

: 1984 USP,BP,Ph.Eur, IP,JP atiulnindsznimssyssnenuinndy 3 Yuazwdlulunzdewsiueuds

: 1984 USP,BP,Ph.Eur, IP,JP atiulniinilsznimssussnenuinndy 2 Yuazwdlulunzdewsifueuds

: 1984 USP,BP,Ph.Eur, IP,JP atiulniinisznimssyssnenuinndy 1 Yuazwdlulunzdewsinueuds

o '

: 91954 USP,BP,Ph.Eur.,IP,JP atuluininusenassudisnenunnnii wadsailawnlalungideusisuen

3

(szazalaiiniu2diuanniuidrdnaunuenssunisermsiazetasiuenals o.5 defuduenaisauasnan)

: 91984 USP,BP,Ph.Eur, IP,JP atunuusemaszuiseuazuilulungidowinSueuds

nsalllasunissuseslusmsen (Non-Official Pharmacopoeia)

- 91984 In-house specification AigonAdesriu general chapters m‘mﬁisul’ﬂu USP,BP,Ph.Eur.,JP aduanan, ICH

Guidelines (Q6A) wazudlvlunsidousiueuds viadueduuuu

: 1984 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwind

Usznmseusins1e1uInndt 3 U, ICH Guidelines (Q6A) wavuilulunzideausisueudn

: 1984 In-house specification fidanadesiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulwind

Usznmseusins1e1uInndt 2 U, ICH Guidelines (Q6A) wazuilulunzieausisueudn

: 1994 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulnindi

Usznmseysinsnenuinndt 1 T, ICH Guidelines (Q6A) wazuilulunzieausisueudn

: 91984 In-house specification NeenAdaiu general chapters anuiiszylilu USP,BP,Ph.Eur.JP atiulniind
UsgnAseysns1e, ICH Guidelines (Q6A) wilildudlalunsidousiven(sragaliiu2ltuantundiinnu

ANENTIUNITOIMNIUAZENAISULDNENT 8.5 BeTubulenalsiaussini)

: 1984 In-house specification fidanAaesiu general chapters auiiszylilu USP,BP,Ph.Eur.,JP atunuusenia

3¥UANT187, ICH Guidelines (Q6A) uarufitulunzieusisueuen




2. A nuazauaiindnMvdmarioUseansainnssnymeuna

90 ATLLUY

usiliifinan1sfine on-going stability Yaam

In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB88 ULARN(=3T) Loy 10
finan13AnwY1 on-going stability Unewldagdu uazliienansuanasuiiu

AIn3fine long term stability uag Accelerated stability 9 ASEAN guideline AsURBIgE1ULRAN(23T) Uay 9
Tnan13Anw1 on-going stability UreutUagdu

In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB881ULAAIN2Y) Uadl 8
HAN13ANYY on-going stability UneutUaqlu

AIn3fine long term stability uag Accelerated stability 9na ASEAN guideline AsUBTI8E1ULRAN(23T) Uil 7
laifinan15Any on-going stability YnewUdaguu

Jin15@nw long term stability way Accelerated stability m1u ASEAN guideline mumumqmuuamﬂ(zﬂ) uelad 6
Tnan15@nw1 on-going stability Uriewdagiu

4in15Anw long term stability wag Accelerated stability Tafulunna ASEAN guideline ATUMUBIYBIVURAIN 5
(23V) waeiinan15Ainwn on-going stability Ynewldaqiu

nsfiny long term stability uaz Accelerated stability lifuluniu ASEAN suideline Asusnu@Igeuwaan a
(29) uagiinanisfinw on-going stability UneutUaqlu

Jin15@nw long term stability wag Accelerated stability Tafulunna ASEAN guideline ATUMUBIYBIUURAIN 0
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UATUNS
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- finan1sAnwn BE 919

FnuANENIINANTEIMNTWALEN 158 Wuen BCS class | filASU biowaiver 31n@1TNUAMENTTHNNTONIMNTLAZEN
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a = L. & o o v o
- finan13@nwl BE 1y fast condition F9d1naUAMENIINNTOIMSHALEIRNSSUTRINE 12
- dwans@nwn BE L@wy fast condition ualdlfniledosuseena BE 3ndtina1umuenssunIseImsLay
e ;
- lsifimans@nw BE 0

15

- finan1sAnwn BE 919

FinauANENIIINITEIMSHALE NS USBHE
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- inans@nwn BE 114 sinele dose wag multiple dose lunag fast condition wiiesaenaien welsld

nildoSUTEINA BE 91nd TN 1UAMENTINAITOINITLATEN 9
- fnan1sfinw BE  single dose lun1ie fast condition Witesaenuden Saindsdesusosma BE 91ndinau
AMENIINNNTOINTUATEN 7
- fnan1sfAnwn BE @nng single dose Tunnay fast condition lgsesiaiien walidwisdesusesaindidnau
ANENIINNNTEINTUAYEN NS UTO N 5
- lilfinanns@nwn BE 0

: IN13UeaAING Risk Assessment Report for Elemental Impurities luyn3uveIn1suanmis Finish product uag

Active Pharmaceutical Ingredient kazln1suandionastuaemnAsIntnisiasuulamnseuIunsuanienadmaly

HINULUY 30
A3nsAnwduuuy Randomized controlled trial Wisuifigufiuenduiuy ARuilusansniesnsumg 20
A3msAnwdiuuuu Randomized controlled trial luflluSsuifisufiuenduiuy fRuilunsansniesnisunngd 10
A3msAnwduuuu Non-Randomized controlled trial fifiusluinsansmanisunng 7
ABnsAnwudunuu Comparative studies wuu Cohort studies (Prospective) ffiailusansnIanIsunng 5
ABnsAnwudunuu Comparative studies Luu Case-control studies (Retrospective) ARLWILANTANININITUNNE 3
LuifinsAnw1idenisaddin 0

FIUATLLUU

Aamsuuiou 10

- In1suandna Risk Assessment Report for Elemental Impurities °Lu1/1‘ﬂ§'wuaﬂmimamﬁﬂ Finish product Wag

Active Pharmaceutical Ingredient uwilduansionanstuaansiudsunlainssuiumsudniioradwalfiinns

Yuidou 8

: IN15uaAnING Risk Assessment Report for Elemental Impurities T1u193Uu04n1SHEAYA Finish product wag

Active Pharmaceutical Ingredient LLazﬁmiLLﬁmLaﬂEﬂ5%LLﬂﬁnﬂﬂ%ﬂﬁﬁmitﬂé‘lauwadﬂssmumswamﬁawéwﬂﬁ

Annsduitou 6

- In3uandna Risk Assessment Report for Elemental Impurities °Lum§'wuaqmsm§mﬁq Finish product wag

Active Pharmaceutical Ingredient uwilduanaonanstiasnsdsuulanssuiunisudniorsdmaliianns

Yuidou 4

- finsuansua Risk Assessment Report for Elemental Impurities Tu Finish product #58 Active Pharmaceutical

Ingredient wraghslnogramila )

Jaifinn59i Risk Assessment Report for Elemental impurities 0

azantunislnlden 5
ahnnesaanefnuuuainiufuniouruss 5
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