waninaueinsuseiliuAUszansnmeasian (Price Performance)
osimertinib 80 mg film-coated tablet
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1. 10SFIUNERNS U9 10 AzULUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nstllasunssusesludisen Official Pharmacopoeia

: 871989 USP,BP,Ph.Eur, IP,JP aduaian wazudlalunzidousiniueiuda 5
: 87989 USP,BP,Ph.Eur, IP,JP atulmindiUsenmaszuiseminndy 3 Uuasudlalunsidewsinsueudn il
: 919814 USP,BP,Ph.Eur.IP JP atulninituseniassussienninndd 2 YuazwdlulunsidowinSueua 3
: 87989 USP,BP,Ph.Eur, IP,JP atulmindiUsenmaszuiseminndy 1 Yuasudlalunsidowsiniuenudn 2
: 919819 USP,BP,Ph.Eur.,IP JP atulminitszniasyusisenunnnit usdaldlaunlelunedeusiuen 1

: 971989 USP,BP,Ph.Eur, IP,JP atusmulszniaszuinewaziilalungidowsinSueudn 0




nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

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

Guidelines (Q6A) wazwAlulungideuddueuas vseidusduiuy

: 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@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsenAseyinsenunnndt 2 U, ICH Guidelines (Q6A) wazuilulunzileusisueuds

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

UsenAseydnsenunndt 1 T, ICH Guidelines (Q6A) wazuilulunzileusisueuas

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

Usen1Aseysngen, ICH Guidelines (Q6A) usilulldunlulungideusiiiuen

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

35UAN5181, ICH Guidelines (Q6A) wazuilulunsidousinFueuan

1.2 Finished Product Specification #

nstllasunssuseslusisnen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur.,IP,JP atuanan uazuilulunslewsinsueudiszylulue 5)

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 3 YuazwdluluneidowinSueuwan

: 871989 USP,BP,Ph.Eur. IP,JP atulmindtUseniaszuiisneminndy 2 Yuazudlalunsidewsinsuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssussienninndt 1 Yuazwdluluneidowsinfueuwan

: 871989 USP,BP,Ph.Eur, IP,JP adulnininuseniassusmseuinndt wadsladldunloluneideusdisuen

(sraznanliifiu2dtuanniuidinauauenIsUANSoMNSHaBNaISUENES 8.5 DeluBuenansEuesIAn)

: 87989 USP,BP,Ph.Eur, IP,JP atusmulszniaszusinsewazuilalunzidewinSueudn

nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 81989 In-house specification Nidenrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur. P atudia, ICH

Guidelines (Q6A) wazwlulunzidoud$usnds wdadusnduwuy

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

UsgnAseuinsenuinnd1 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgnAseuinTenunnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgniAseuinsensnnd1 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fidenndasiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atulusinii
UsgnAsEuingen, ICH Guidelines (Q6A) walildunlulungiousmsuan(szzalifiu2Uiuaniuidtinau

ANZNTIUNITOINTUAZLIBTULDNEATT B.5 ﬁﬁuémaﬂamauaﬁm)

: 81984 In-house specification Jaannanafiu general chapters muﬁswi’ﬂu USP,BP,Ph.Eur.,JP atuauusenie

523187, ICH Guidelines (Q6A) wazunlvlungidoudiueua
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Liifinan1sfinwn on-going stability Uanan

Huszaunsainsldlulsmeunarsuesunslaalunsldlunmsinvivnfuazdreglulydseteslsmenuians

din1sAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wagdl 10
HAN15ANY on-going stability Unewldagtu uarilionansuaniasuiiu

:1n15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuega1uwaaIn(=3l) wagll 9
KAN15ANM1 on-going stability Unewttagiu

3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬂ) uagdl 8
HAN15ANM on-going stability Unewttagdu

3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelad 7
dnan1s@ny on-going stability UnewlUaqdu

AIn15ANw long term stability waz Accelerated stability anu ASEAN guideline Asusuage1uuaan(2) weildll 6
HAN13ANM1 on-going stability Unewttagiu

3n15fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUANNDIGHIVURAN 5
(23V) wawdinan1sAny on-going stability YUnewddaguu

Fn"3Anwn long term stability waz Accelerated stability laiiulumiu ASEAN guideline asunmangeuuaain(2d) il
uazilnan13Anw1 on-going stability UreutUagdu

3n13fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUALBDIYLIVURAIN LLpi 0

- Inan1sAnen BE 914 fast way fed study N3URlALETINIIUANENTIUNITOIMSHAZE Y38 Wue BCS class | 9

upSUNS

a ¢ o @ a 1 & ' < o a A
Susvaunsain1shalulsaneunadann UHOSNET gundnness unnsulaeilunislglunissnwund @enansiuy 5
wan) wiedisretieaglu Approve vendor list (flonansuuuuany) wiokunsiiansanlaenaznssuns wieiduend

591U NNSUTBUENAUNUTIATT

Lifiusyaunisainisld 0

75U biowaiver 31NETNNUANLATIUNITDIMITLALEN 15
- fiansAnwn BE 1y fast condition @9dineaiuAnenssunITaImsLasenlin1ssuTeswa 12
- finan1s@nwd BE Ly fast condition waliimisdasuseana BE 2nd1inanuanenIsunIsaIviswazen 7

- laifinansnwn BE




2.3.4 g1asigyuu modified %39 prolonged release Mlezun155us099n 8. Ineifiesnuisauien

- finan15@nw1 BE 9149_sincle dose way multiple dose Tun1igng fast way fed condition NSUTRIlAETNIU

ANYNITUNNTOMTHAZ YT Y38 L‘fJ‘LJEJ’] BCS class | N1l#5U biowaiver 9Mnd1NauAMENTTUNITOIMTUALE

15
- fiwan1sAnen BE 114 single dose waz multiple dose Tun1ay fast condition Wigag1afed Fedtineu
AMZNITUNITDINTUAZEANTFUTOINE 12
- $nan1sAnw BE 714 single dose wag multiple dose Tun1az fast condition lgsagnafien walifintdsdesuses
W& BE 27nd11N9UuAnENITUNITOINITLASEN 9
- nan13An® BE  single dose Tun1g fast condition Lileeaenaiign Fivtsd@asuseewa BE and1ingiu
AMZNITUNITOMNTUAZEN 7
- nan15An®1 BE L@z single dose Tun1ay fast condition Wieaagnaipen waliiintdsd@esusesaindiineu
AMZNITUNITOINTUAZEANITFUTOINE 5
- LifiwannsAnen BE 0
2.4 msAnuTIden1anadin (Clinical trial) fiwansdeuszansninveselunssnem 30
HIULUY 30
Asnsfnwnduwuu Randomized controlled trial W3suiisuiugduwuy Auiiluasansnianisunngd 20
Asnsanwidunuy Randomized controlled trial LilsiuSsuituiugnduwuy Auilunsasnianisunwng 10
AsnsAnwiuwuy Non-Randomized controlled trial ARuWlLATENINIINITUNNE 7
5
AsnsAnwndiunuy Comparative studies wuu Cohort studies (Prospective) ARLNLUNTANTNINITHNNEY
3
AsnsAnwiiunuy Comparative studies wuu Case-control studies (Retrospective) AfiuWluNTaTNIAITUNNE
laifinsAnwiden1enadin 0
2.5 Risk Assessment Report for Elemental impurities
nsdlendunuy Ronsanlinguuui 10
- dnsuanswa Risk Assessment Report for Elemental Impurities Iulqm;ummmsmamﬁﬂ Finish product ez Active
Pharmaceutical Ingredient LLasﬂﬂ’]’iLLamLaﬂﬂﬂi%LL%ﬂﬂﬂﬂ%ﬂﬁﬁﬂﬂiLUgEJ‘uLLUaﬂﬂ’i%uaum’iwamﬁa’]ﬁ]ﬁﬂNaiﬁlﬁﬂmi
Yuidou 10
- dnsuanswa Risk Assessment Report for Elemental Impurities ‘Lummaamsmamﬁ”’a Finish product ez Active
Pharmaceutical Ingredient usililugngionansiussnisidsundasnszuaunisnanieadesaliiansuuiden 8
- 1n13uanINa Risk Assessment Report for Elemental Impurities IuM%aQﬂﬂiwﬁmﬁ& Finish product tag
Active Pharmaceutical Ingredient wazdinisuansionanstuasmnasaiiinmsidsunlanssuiunssdniiondsals
Annsdudleu 6
- dnsuaneNa Risk Assessment Report for Elemental Impurities Ium;wuaqmawémﬂy’a Finish product uag
Active Pharmaceutical Ingredient usilauansienanstuasnisilasuwlanszuaunissaniiondmaltianisluidon q
: UNITUHEARSHEA Risk Assessment Report for Elemental Impurities L Finish product 1138 Active Pharmaceutical
Ineredient wAoe13laBE il 2
Jaifin591 Risk Assessment Report for Elemental impurities 0




FIUATLLUU

MITTYYOLT VWAL AL TuNUADY 5
M358y ARe LAz FunLngULUSTYAMe NFuRaR ue luyanaguaden 5
ANMsszytios wuneay Tunune g ULUTISMTNduRa Ue U1 YRdEn 3
Lifinsseyiununenguuussyiaueindudaivenieduefinga 0
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