waninaueinsuseiliuAUszansnmeasian (Price Performance)
n’sjum‘l?l"ﬂﬂ 318113 amivantamab 350 mg/7 mL concentrate for solution for infusion
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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 YuazwdlulunsidowinSueuwa 4
: 87989 USP,BP,Ph.Eur, IP,JP atulmindtUsenmaszuisemnnndy 2 Yuasudlalungidowsiniuenudn 3
: 919819 USP,BP,Ph.Eur.,IP JP atulyinituseniassusmsienninndt 1 UuazwdlulunsidowinSueuan 2
: 919819 USP,BP,Ph.Eur.IP JP atulminiszniasyusisenuinnit usdaldlaunlelunedeusiuen 1
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyisewas i lvlungiloumsueudn 0

nsallulasunissusesludisen (Non-Official Pharmacopoeia)




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

Guidelines (Q6A) wazwlulungieuddueuas vsedusduiuy

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

Usen1Aseyinsenunnndt 3 T, ICH Guidelines (Q6A) wazuilulunzileusmsueuaa

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

Usen1Aseydinsenunnndt 2 T, ICH Guidelines (Q6A) wazuilulunzileusmsueuas

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

UsenAseydinsenunnndt 1 T, ICH Guidelines (Q6A) wazuilulunzileusisueuas

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

Usen1Aseysngen, ICH Guidelines (Q6A) uililldunlulungideusiiiuen

: 91984 In-house specification faonnanafiu general chapters muﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuauusena

58ysi13181, ICH Guidelines (Q6A) wazufilulunziloumiuguen

1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 919819 USP,BP,Ph.Eur.IP JP atuanan wazwilulunzileusiisuewdaszylulue.5)

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

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

: 871989 USP,BP,Ph.Eur, IP,JP atulminirUseniaszusisneminndt 1 Yuazudlalunsidewsiniuenudn

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

(srazanliifu2dtuanniuidiinauauenIsUANSoMNSHaBNaISUENES 8.5 DeluBuenansEuesIAn)

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

nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 871984 In-house specification Ni@enARasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudng, ICH

Guidelines (Q6A) warwAlulungieumdueuas vseidusdunuy

: 81989 In-house specification idenndasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluini

UsgnAseuinTensnnd1 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgnAsyysinsensnndt 2 3, ICH Guidelines (Q6A) wazuilvlunzilewiiugua

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

UsgniAszuinsenuinnd1 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@ennAdasfiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atulusinii
UsgnAsEuingen, ICH Guidelines (Q6A) walildunlulungiousmsuan(sealifiu2Uiuaniuidinau

AZNTIUNITOINTUAZLIBITULDNEATT B.5 ﬁﬁuémaﬂamauaﬁm)




: 91984 In-house specification ﬁﬁamé’mﬁu general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur. JP atumuUsznie

525187, ICH Guidelines (Q6A) wazunlulungidoumiveuas 0
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dinsAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wagdl 10
HAN15ANY on-going stability UnewlUagtu uarilionansuaniasuiiu

1In13finw1 long term stability wae Accelerated stability 911 ASEAN guideline asumu@IgeuwaaIn(=3Y) wavil 9
HAN13ANM1 on-going stability Unewttagdu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬂ) uagdl 8
HAN13ANM on-going stability Unewttagdu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelad 7
dnan1s@ny on-going stability UnewlUaqdu

1In15Anw long term stability waz Accelerated stability anu ASEAN guideline Asusuage1uuaan(2) weildll 6
HAN13ANM on-going stability Unewttagiu

3n13fnw1 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

uazilnan13An®1 on-going stability Ureutlagdu

3n13fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUATLBDIYEIVURAIN LLpi 0
Liifinan1sfinwn on-going stability Uanan
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GE0) ﬁaﬁsw%aa%ﬂu Approve vendor list (flenansuuuuans) vierunsiinnsanlaeanznssuns weduend
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laifiuszaunisainsly 0

- finan15Anwn BE_114 fast wag fed study MSusadlagdtinauauenssun1semiswazen wse Wuen BCS

class | Ail§%u biowaiver 9NFNINNUANLNTTUNITDWNTHAZEN

- flan1sAnw BE g fast condition F9d1naIuAEnIsNNITEIMNSEALENlRNISTUTE A




- flans@nwn BE e fast condition walidinifsdasusedna BE 91ndinaumnMenNIsunIsaIMIshazen

- lsifinansfnwn BE

%

- Hnan13@n®n BE 914 single dose uay multiple dose Tun1gyis fast wag fed condition Asuseslay

FUNIUANLNISUNITEIMNTHALEN Y38 WU BCS class | MlASU biowaiver 31ndHNMUANENTSUNITOIMITHALEN

15
- fiwansAnwn BE 914 single dose ay multiple dose Tunna fast condition Llegagneifen Fadniinau
ANENTIUNITBIMNSWAL LN LANNTTUTRINE 12
- nan1s@nen BE 714 single dose ag multiple dose Tun1g fast condition Lileaenaufe wealsill
Y9E05UTDINE BE 2 IN@1N9UAMEASTUNNTEIMNSWATEN 9
- finansAnw BE  sinele dose Tun1ay fast condition Lileeaen9ifen Faiivutiadasusesna BE 1nd1neuy
AENTIUNITOIMITHALEN 7
- flan1sAn® BE @1 single dose lunne fast condition tiledagnaien waliiintdasusasaindrdnau
ANEATINNITOIMNTHAL LN UTRINE 5
- laiflnannsAnen BE 0
HIPULUU 30
aa = I . . ~ a o v aa e
AsnsAnwduluu Randomized controlled trial WSaUBUATENAULUY ARUNLLINTEITNIINITHANE 20
A3A5Anwdunuy Randomized controlled trial lilduSauiieuiugndunuy ARurluinsansnianisunme 10
A8n5Anwduuy Non-Randomized controlled trial ffuslusansniIan1swnme 7
5
Asnsanwlunuy Comparative studies Wuu Cohort studies (Prospective) ALl ININTUNNE
3
Asnsanwilunuy Comparative studies Wuu Case-control studies (Retrospective) ARUWIUNTAITNNATUNNE
Laifinnsfnwifennendiin 0

- dnsuansa Risk Assessment Report for Elemental Impurities Iu%ﬂjumaﬂmiwﬁmﬁ'\i Finish product Wag Active
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- finsuanaNa Risk Assessment Report for Elemental Impurities Iu%ﬂjumaﬂmiwﬁmﬁ'\i Finish product wag Active
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- finsuanawa Risk Assessment Report for Elemental Impurities luunsguresn1swanvis Finish product wag
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- finsuanawa Risk Assessment Report for Elemental Impurities luunsguresn1swanvis Finish product wag

Active Pharmaceutical Ingredient wakiiuansionansauasnisiasunasnssuiunisnanionadanalminnisuuideu

4
- finsuanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical
Ingredient wragslaagwils 2
Jalfin1svi Risk Assessment Report for Elemental impurities 0
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