wannaEin1suseliuA1UsEansnmeas1a (Price Performance)
nguenalu 578015 semaglutide 14 mg tablet
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ALUsvand 1 s1iiauesian (Price) 40 AZLUY
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsalasunssuseslumisien Official Pharmacopoeia

: 971989 USP,BP,Ph.Eur, IP,JP adudian wazunlulungidowiniueuda 5
: 919814 USP,BP,Ph.Eur.IP JP atulyinituseniassussienninndt 3 YuazwdlulunsidowinSueua 4
: 87989 USP,BP,Ph.Eur, IP,JP atulmindtUsenmaszuisemnnndy 2 Yuasudlalungidowsiniuenudn 3
: 919819 USP,BP,Ph.Eur.,IP JP atulyinituseniassussienninndt 1 UuazwdlulunsidowinSueua 2
- 91904 USP,BP,Ph.Eur.,IPJP atulnininusenieaszuinsienunnnd uwadsladlaunlalungioumsuen 1

gl

: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyiisewas i lulungiloumsueudn 0




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

: 81984 In-house specification Ni@enAdasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudnge, ICH

Guidelines (Q6A) wazwAlulungideuddueuas vseidusiduiuy

: 81984 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP aduluinid

Usen1Aseyinsenunnndt 3 T, ICH Guidelines (Q6A) wazuilulunzileusmsueuaa

: 91984 In-house specification fi@enndasiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgnAszuingenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fidenndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingenuinnd 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@enndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgnAszusingen, ICH Guidelines (Q6A) usilidldunlvlungidousiuen

: 81989 In-house specification idenrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atumiuusenie

35UAN5181, ICH Guidelines (Q6A) wazuilulunsidousinFueuan

1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 919819 USP,BP,Ph.Eur.,IP JP atuanan wazwilulunzileusiisuewdaszylulue.s)

: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszuiisneminndt 3 Yuazudlalunsidewsiniuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninnd 2 YuazwdluluneidowinSuewan

: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszusisneminndy 1 Yuazudlalunsidewsinsuenudn

: 871989 USP,BP,Ph.Eur, IP,JP adulnininuseniasyusmseuinndt widsldldunloluneideusdsuen

(srazanliiiu2dtuanniuidinauanenIsUANSoMNSHaENaIsUENES 8.5 DeluBuenansEuesIAn)

: 871989 USP,BP,Ph.Eur, IP,JP atusuusznimszusinsewazuilalunzidewinsueudn

nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 81989 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur. P atudiae, ICH

Guidelines (Q6A) wazwalulunzidoudi$usnds wdadusnduwuy

: 87984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAsyysinsensnndt 3 U, ICH Guidelines (Q6A) wazuilvlunzilewiiugua

: 81984 In-house specification Ni@enada3fiu general chapters mudisyylilu USP,BP,Ph.Eur.JP atuluiinid

Usen1Aseyinsenunnndt 2 T, ICH Guidelines (Q6A) wazuilulunzilousmsueuas

: 81984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinid

Usen1Aseyisenunnndt 1 3, ICH Guidelines (Q6A) wazuilulungileusmsueuaa

: 91984 In-house specification fi@ennAdasiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atulusinii
UsgnAsEuinen, ICH Guidelines (Q6A) walildunlulungiousmsuen(szalifiu2Uiuaniuidtinau

ANZNTIUNITOINTUAZLIBITULDNEATT ©.5 ﬁﬁuémaﬂamauaﬁm)




: 81984 In-house specification i@enrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atumuusenie

525181, ICH Guidelines (Q6A) wasunlulungidousiueuds 0

2. AaaulimAnnsidsadeussdnsamnisshvingiuia 90 AZWUL
dinsAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wagdl 10

HAN15ANY on-going stability Unewlagtu uariionansuaniasuiiu

AIn13fin®1 long term stability wae Accelerated stability 911 ASEAN guideline asumu@IgeuwaaIn(=3Y) wavil 9

HAN13ANM1 on-going stability Unewttagdu

3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬂ) uagdl 8

HAN15ANM1 on-going stability Unewttagiu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelad 7

dnan1s@ny on-going stability UnewlUaqgdu

1In15Anw long term stability waz Accelerated stability anu ASEAN guideline Asusuageuuaan(2) weildll 6

HAN13ANM on-going stability Unewttagdu

3n15fnw long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUAILBDIYLIVURAIN 5

(23%) waziinan13Ainwn on-going stability UneudTagdu

Hnsfne long term stability way Accelerated stability liJuluniu ASEAN guideline asunuergeuuaain(2l) il

uazilnan13Anw1 on-going stability UreutUagdu

3n13fnw long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUAILBDIYEIVURAN LLpi 0

Liifinan1sfinwn on-going stability Uanan
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- InannsAnen BE 914 fast way fed study N3UsRlagdItinuANEnITUNISOMISHaze Yise Wuen BCS

class | Al95U biowaiver 31NF1UNIUANLNTTUNITOIWNT ALY 15

- fwan1sAnen BE ng fast condition GeENTNIUAMEATINAITOIMISLAZ YN UTOING 12




- flans@nwn BE e fast condition walifinifsdasusedna BE 908N umuMenIsunIsoIMshazen

- lsifinansfnwn BE

- Hnan1s@nwn BE 914 single dose uay multiple dose Tun1gyis fast wag fed condition Asuseslay

FNIUANLNISUNITEMNTHALE1 Y38 W1 BCS class | MlASU biowaiver 31ndHNMUANENTSUNITOIMITHALEN

15
- fiwansAnwn BE 914 single dose ay multiple dose Tunni fast condition Lilegagnaifen Fadniinau
AENTIUNITBIMNSWAZ LN LANNTTUTRINE 12
- nan1s@nwn BE 714 single dose ag multiple dose Tun1g fast condition Lilegaenaife el
Y9E05UTDINE BE 2IN@ 1N UAMEASTUNNTEIMNSWAZEN 9
- flnansAnw BE  sincle dose Tun1ay fast condition \ilegaenaifen Faiivteadasusadsa BE a1ndinau
AMENITUNITDINNTLAZEN 7
= = . " >~ ' a - o
- finan15Anwn BE @mne sincle dose Tunag fast condition Wigpenaden wildintidesusesandinau
ANENTIUNITBIMNSWAL LN LANNTTUTRING 5
- liiflnannsAnen BE 0

HIAULUY 30
AmsAnwudunuy Randomized controlled trial WSguiisuiugduuuy ARuRluNsasmansume 20
AmsAnwidunuy Randomized controlled trial TilAlUSsuiisuiugduuuu Ausiluansansmenisunnd 10
AsnsAnwiunuy Non-Randomized controlled trial ARUWLLATENTNIINITUNNE 7

5
Asnsanwilunuy Comparative studies Wuu Cohort studies (Prospective) ALlUIT@NININTUNNE

3
Asnsanwlunuy Comparative studies Wuu Case-control studies (Retrospective) ARUWILNTAITNNATUNNE
laifinns@nenidemenddin 0
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Active Pharmaceutical Ingredient uliinansionanstuasnisilasunlasnszuiuniswaniionadswaliminnisuuiou

- dnsuanswa Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical
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Jaifinn39 Risk Assessment Report for Elemental impurities
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