wannaeinisuseiliua1Useansninsasaa (Price Performance)

318119 vedolizumab 300 mg powder for concentrate for solution for infusion
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1. WnsgIundnsioe 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsalesun1ssuseslusisnen Official Pharmacopoeia

: 91984 USP,BP,Ph.Eur.,IP,JP atudgn uazwilulunziuudiueudn 5

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaseysinsenuinndi 3 Yuaswilulungeumiueudn il

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaseysinsenuinndi 2 Yuaswilulungieusiiueudn 3

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaseysinsenuinndi 1 Yuaswilulungsieusmiueudn 2

: 871988 USP,BP,Ph.Eur.,IP JP atulmindnuseniassysinsenunnnii uwidaladlduilolunzibewsinSuen 1

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




nsalilasunissusesludisnen (Non-Official Pharmacopoeia)

- 91984 In-house specification NidenAansfiu general chapters muﬁiqu"ﬂu USP,BP,Ph.Eur.,JP adfudan, ICH

Guidelines (Q6A) wazualulunziloudsusiwds viadusrduuwuu

: 91984 In-house specification Ni@ennAdeiu general chapters mufszylilu USP,BP,Ph.Eur. JP atulnininusenie

52UM51870Nn37 3 U, ICH Guidelines (Q6A) wazuiitulunzileausifugud

- 91984 In-house specification NidenAansfiu general chapters muﬁiqu"ﬂu USP,BP,Ph.Eur.,JP atuludninusenna

215187030 2 Y, ICH Guidelines (Q6A) wazuilulunzileousifueud

: 91984 In-house specification Ni@enndeIfiu general chapters mufszylilu USP,BP,Ph.Eur. JP atulnininusenie

5215187037 1 Y, ICH Guidelines (Q6A) wazuitulunzilausifueudn

- 81984 In-house specification NidenAapIfiu general chapters mm‘ﬁi%ql}ﬂ,u USP,BP,Ph.Eur.,JP atuludninusznna

589181, ICH Guidelines (Q6A) walallduflvlungidousinsuen

: 91984 In-house specification Ni@enndesfiu general chapters mufiszylilu USP,BP,Ph.Eur. JP atunuuszniaszy

#1578, ICH Guidelines (Q6A) wazwnlvlunzifaussuenan

1.2 Finished Product Specification #

nsdilasunssuseslusiise (Official Pharmacopoeia)

: 971988 USP,BP,Ph.Eur.,IP JP atudian wazuflulunzilewifueudiszylulue.5)

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaszysinsenuinndi 3 Yuazwilulunsieusdsueudn

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaszusinsenuinndi 2 Yuazwilulungsieusdisueudn

: 91984 USP,BP,Ph.Eur.,IP,JP atulminituszniaszysinsenuinndi 1 Yuazwdlulunsideusisueudn

: 91984 USP,BP,Ph.Eur,,IP,JP atulminitusznimszyssnenunnndi widslalduilulunsideudiiuen

(sraznaliifiu2lifuanntuidrinnuanenssunisemisiazeassuenats 0.5 feiuduenaisiaussnan)

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

nsdilailasunissuseslusiisren (Non-Official Pharmacopoeia)

: 91994 In-house specification fiaonndastiu general chapters muﬁi%ql’ﬂu USP,BP,Ph.Eur.,JP aﬁué’lﬁ@, ICH

Guidelines (Q6A) wazualulunzideuisusudy wsodusdunuy

: 91984 In-house specification Nidenndeiu general chapters mufseylilu USP,BP,Ph.Eur. JP adulninitusznie

52UinT18111nn37 3 U, ICH Guidelines (Q6A) wazuilulungidousinSuguen

- 91984 In-house specification idenAassiu general chapters muﬁi%ql’ﬂu USP,BP,Ph.Eur.,JP atuludnitusenie

Ui T8N0 2 U, ICH Guidelines (Q6A) wazuitulungtdoumSue e

: 91984 In-house specification Ni@enndeiu general chapters mufszylilu USP,BP,Ph.Eur. JP adulninitusznie

52U 811NN 1 U, ICH Guidelines (Q6A) uazuilulungidousinSueuen

: 91984 In-house specification Nidenndeiu general chapters mufseylilu USP,BP,Ph.Eur. JP adulninitusenie
52Uf15181, ICH Guidelines (Q6A) wikildudlulunidoudsuan(szegnanliifu2tiunnfuiidiinauauenssunis

9IMSUazYNAISULENENST 8.5 BeTubulenansiauesial)

- 91984 In-house specification NidenAansfiu general chapters muﬁiqu’ﬂu USP,BP,Ph.Eur.,JP atumuusyniAsyy

#1518, ICH Guidelines (Q6A) wazwilulungidousiSuguan
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HaN13AN®I on-going stability Ya1am

4in15fnw long term stability Wag Accelerated stability #1131 ASEAN guideline ﬂiummmqmuuamﬂ(zﬂ) uagiing 10
N13ANY on-going stability UreutUagtu uaziiienansuansnsuinu

4in15fnw long term stability Wag Accelerated stability #1131 ASEAN guideline ﬂiummmqmuuamﬂ(zﬂ) uagiing 9
N13AN on-going stability UreutUaqdu

:fin13finw1 long term stability Wag Accelerated stability 13 ASEAN guideline ATUAIN@ 188 ULRAIN2Y) warilka 8
M13ANWY on-going stability UreutUaqdu

1in15Anw1 long term stability waw Accelerated stability a3 ASEAN guideline AsumIuenguuuaaIn(=3) uldiing 7
M13ANWY1 on-going stability UreuUUaqdu

din15Anw1 long term stability waw Accelerated stability i1 ASEAN guideline AsumINega1uuaaIn(2l) wliiing 6
M13ANY1 on-going stability UreutUaqdu

fn13@inw long term stability way Accelerated stability lliluluniu ASEAN guideline Asunuengenuuaain(>31) 5
waziinanisAne on-going stability UreulUaqdu

fn1sfinw long term stability way Accelerated stability liliduluniu ASEAN guideline asusuegeuuaan(2l) a
uaziinanisfnen on-going stability UreulUaqdu

fn13@inw long term stability way Accelerated stability laliduluniu ASEAN guideline asuniuengeuuaan wekidl 0

o

- INan15@nwn BEY14 fast way fed study MSUTRdlagdTincuAMEnIsUNITaIINSLAL T %38 Wuen BCS class

Ausvaunisainisidhulsmenuarsuasunsinalunisldlunmsshvidnfuasideglula@neteslsmeiuianuaiuns 10
~ B v o a 1o ' <, o a A

Auszaunsainsilulsaneruiadania UHOSNET aundnnand dnneulaeidunisldlunissnwnund Glanaisuuunen) 5
& a It . = A a o P

w3aiiseFoaylu Approve vendor list (Hienansuuuuany) viserun1sinsaniaeaugnssunis visiduginlsmeiuia

A5NT U NALNUTIAT
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| AlAsU biowaiver AETNNUAMEATTUNITEIMTUALEN 15
- fiwan1sAnwn BE Laniz fast condition Fsd1inauAnznITuAITeIMIsuazEinIs UTowa 12
- finan1sfAnwl BE @ fast condition wiliiindadoSusewa BE 3nd1iinanuanuenssun1se1mswasen 7
- laifinansfinen BE 0




- finan15Anw1 BE asinele dose wag multiple dose lun1ae919 fast uay fed condition ASusadlag

FiinuANENIIUNITEVNSHATET Y Wuen BCS class | AlTU biowaiver 3nd1tinauAMEnIsUN1TaIMTLALEN

15
- finan"5@nwn BE s single dose uay multiple dose lunne fast condition wlssaehadien Fadiinau
AMENTTUNTBIMNTUAE e N5 UTDINE 12
- finannsfnwn BE 114 single dose waz multiple dose lun1ay fast condition Wissaghaden uslifiveisde
JUT9INA BE 21ndinauAienIINNITo 1M TuaZ e 9
- §lnan3@nw BE sinsle dose Tun1e fast condition issathaiien Fediilsdesusemwa BE 2ndiinay
AMENTTUNITOIMTUATEN 7
- dnan15Anwn BE a1 single dose lun1ig fast condition tilesagaien uiliiinlsd@esusosanditneu
AMENTTUNTEIMNTUAL e N5 USDINE 5
- liiflnansfnwn BE 0

HIRULUY 30
Asnsanwiduwuu Randomized controlled trial W3suUWBUAUBRULUU FRUNlLATEN TN TWNNG 20
Asnsanwuuwuu Randomized controlled trial lailalUIsuifisuiugnduwuy ARlunsarsmenisinng 10
Asnsanwuduwuu Non-Randomized controlled trial ARuwluansansniansuwme 7
AmsAnwiduwuu Comparative studies wuu Cohort studies (Prospective) fifianiluansansmianisunmg 5
AmsAnwidunwuy Comparative studies wuu Case-control studies (Retrospective) fifiuniluinsansmanisunmgd 3
Laifinns@nenidememdiin 0
- fn1suanawa Risk Assessment Report for Elemental Impurities Tuyngunesnsu@nyis Finish product uaz Active
Pharmaceutical Ingredient wazdn1suansenanstuawmnassniinisivisunlamssuiunisuaniionvdmaliinnis

Juou 10
- fn1suanawa Risk Assessment Report for Elemental Impurities Tuyngunesnsu@nyis Finish product uaz Active
Pharmaceutical Ingredient uakikgnaona1stnasn1siuasunlasnssuiunisuanfionadmaliminnisuuiou 8
- finsuamewa Risk Assessment Report for Elemental Impurities Tuu1a3uresn1suania Finish product wag Active
Pharmaceutical Ingredient kazn1suansonastuawmnAsIniinsivisullamszuIunsHanionvdmaliinnis

Juou 6
- finsuansma Risk Assessment Report for Elemental Impurities Ium\'ijmmdmiwamﬂ'\i Finish product Wag Active
Pharmaceutical Ingredient uakinanaonastnasnisiuasunlanssuiunisuaniionadmaliminnisuuieu a4
- finsuamema Risk Assessment Report for Elemental Impurities T Finish product #38 Active Pharmaceutical

Ingredient uaoelnog 1Tl 2
Jaifinn59i1 Risk Assessment Report for Elemental impurities 0
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