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1.1 Active Pharmaceutical Ingredient Specification # 5
nsdlleisunisduseslusisen Official Pharmacopoeia
: §7989 USP,BP,Ph.Eur. IPJP aduanan wazuilulunzideussueuds wialuesuuuy 5
: 871989 USP,BP,Ph.Eur, IP,JP atudnan widgsluildudlulunzibeusiiuen 4
: 871989 USP,BP,Ph.Eur,,IP,JP atulminitUseniassusiisnen wasunlulunsidousiniuewds 3
: $7989 USP,BP,Ph.Eur.,IPJP atulmindnsznaszysisen uadaladlduilulunsdeussuen 2
: 87989 USP,BP,Ph.Eur, IP,JP atusmulszniaszusinsewazuilalunsidewsinSueudn 1
liispyhsienigsdmtessdmans e 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
: 91984 In-house specification fiaonndosiu general chapters muﬁﬁzyi}ﬂ.u USP,BP,Ph.Eur.,JP atuaan, ICH
Guidelines (Q6A) wazwilalungiloudsueua wsetlugduiuy 5
-1 92984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) uadlsilaualalunzifousiisuen il
: 91984 In-house specification fiaonndosiu general chapters muﬁﬁzyi}ﬂ.u USP,BP,Ph.Eur.JP atulnsinitusznimssy
#1518, ICH Guidelines (Q6A) wazuAlalungidoussueuan 3
- 91984 In-house specification fiaonndnaiu general chapters muﬁswlﬂu USP,BP,Ph.Eur.,JP atulnsinitusenimssy
#1578, ICH Guidelines (Q6A) wakiladuAlulunziBousiFuen 2
: 91984 In-house specification ﬁaamﬂé’aﬂﬁ’u general chapters muﬁ'ﬁxqi’ﬂu USP,BP,Ph.Eur.,JP aﬂum’mﬂizmﬂ’iw
#1518, ICH Guidelines (Q6A) wazuAlalungideussueuan 1
: hiszqrsﬁ"mmﬁﬁwSam'%aﬁ'méwawcﬁ”ﬁw’] 0
1.2 Finished Product Specification # 5
nsdilasunisiuseslusisen (Official Pharmacopoeia)
: 87983 USP,BP,Ph.Eur. IP JP atuanan wazuilulunzideussueudzylulue.s) viedugiduwuy 5
: 971989 USP,BP,Ph.Eur, IP,JP atudnan widgtlilduilulunsibeusiiuen a
: 97989 USP,BP,Ph.Eur,,IP,JP atulmindtUseniassusiisnen wasunlulunsidowsiiueuwds 3
: 971989 USP,BP,Ph.Eur, IP,JP atulnininuseniasyusisen widvlildunlalunzifeusiiiuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyisewas i lulungidousmsueudn 1
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nsaldlasunissuseslusisen (Non-Official Pharmacopoeia)

: 91984 In-house specification f@enndasiiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines (Q6A) wazulalungiloudsueua wsetugduiuy 5

: 1 91984 In-house specification fiaonndesiy general chapters mmﬁﬁmﬂ,ﬁu USP,BP,Ph.Eur.,JP aduaan, ICH

Guidelines (Q6A) uadslallaualalunzidousisuen il

- 97984 In-house specification fiaonndnaiu general chapters muﬁiwi’ﬁu USP,BP,Ph.Eur.JP atulnsinitusenimssy

#1919, ICH Guidelines (Q6A) wazuAlulunzidousiueuay 3

- 91984 In-house specification faonndesiy general chapters m:u‘ﬁﬁz‘qiﬂ‘u USP,BP,Ph.Eur.,JP atulnsinitusenimsey

#1378, ICH Guidelines (Q6A) wakilawAlulunziBausiFuen 2

: 81984 In-house specification ﬁaamﬂé’aqﬁ’u general chapters mu‘ﬁiwi}ﬂ.u USP,BP,Ph.Eur.,JP aﬁ’ummﬂ%mﬂ%w

#1919, ICH Guidelines (Q6A) wazuAlulunzidousiuaua, 1
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2.1 Long term stability 13 ASEAN guideline on stability study of drug product 10

:1In15ANw long term stability waz Accelerated stability nns1 ASEAN guideline Asusuege1uuaaIn(=3l) waziua 10

N15ANW1 on-going stability UnewlUagdu waziienansuansasuiiu

1In13finw1 long term stability war Accelerated stability 911 ASEAN guideline Asun1u@1ge1uwaaIn(2l) wasiing 8

n13@n®1 on-going stability Uniewttaqiu

Tin13finw long term stability uaz Accelerated stability n131 ASEAN guideline AsumuegenuuaaIn(=3y) uiliiina 7

N13ANW1 on-going stability UnlewlUagdu

In15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusuega1uuaaIn(2l) usiltdiing 6

n13@nw1 on-going stability Unewttagiu

din1sAne long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) 5

uazilnan13AneY on-going stability YnewlUagdu

in"3finw1 long term stability waz Accelerated stability laliulun1u ASEAN guideline Asunuengauuaain(2l) uaz il

Tran13finen on-going stability Unentagdu

Fn"3finwn long term stability uaz Accelerated stability latulumiu ASEAN guideline asupuengetuuaain weilid 0

HANT3AN®1 on-going stability Vs gn

2.2 Uszaumsaisunsldy 10

FszaunsainsldlulsmenaniuaiunslnefunslilumsinvinfuazdieglutiyTnedoslsmetunaniuaiuns 10
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- finansAnwn BE 71

- $nan1s@nw1 BE 914 single dose uay multiple dose Tun1gyis fast wag fed condition Nsuseslagdiingu

= < A Yo . . o o
AMENTIUATEWNSKAYen wse Wuen BCS class | NASU biowaiver 31n@1N1UANENTIHNTOMISIAZEN

FusedlpgdtinauanenIsuNTeIMIsHazen vse Wuen BCS class | AlasU biowaiver 31nd1inau
AMENITUNITDINITHAL YN 15
a = i\ 1 v A o o o
- finansAnwn BE wehlfivtdesusedna BE 2nd1tineaunnenssun1seinswasen 7
- laifinans@nwn BE 0
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15
- Sansdinen BE 1 single dose uay multiple dose Tunmg fast condition Liigs0e19GEY FadneuanenIsuns
WAz liNISSUTeIHA 12
- finansAnwn BE 113 single dose uay multiple dose Tunmy fast condition wilssathudien uslsifndeiusomwa BE
PNAWNIUAMZATIUNTO LS EN 9
~ §inannsfne BE sinsle dose Tunmig fast condition Lilesagadien Fsflwilsdosusosna BE andiinau
ANZNITUNITOIMITUETE 7

- fwansAnen BE lawg single dose Tunnay fast condition tilesaenaifen walifivtsdesusosandiinau

AMEATINNITDMNSUAZEIIAN1SSUT I 5
- liifinan1sfnen BE 0

30
A8nsAnwudunuy Randomized controlled trial WSsuiisuifugduuuy ARuslunsasmanisuwmed 20
A5ns@nwdunuy Randomized controlled trial lalldUSsuiteuiugndunuy fuilunsaisnianisunmg 15
AnsAnwuunuy Non-Randomized controlled trial AiulunsansnianIsunngd 10
A8nsanwilunuy Comparative studies WU Cohort studies (Prospective) Afiusiluansansnisnisunmg 7
Asnsanwnlunuy Comparative studies WUU Case-control studies (Retrospective) RRUNIUNTAITNINTUNNE 5
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- 19NaNTUanInI5Y Risk Assessment Report for Elemental Impurities y@9¥is Finish product Lag Active
Pharmaceutical Ingredient wagdin1SULaAINaNITIATIZR ‘Uaﬁﬂz\‘i Finish product wag Active Pharmaceutical Ingredient
> 3 JUYDINTINGN 10
- 19NaNTUanInI5Y Risk Assessment Report for Elemental Impurities ya9iis Finish product ez Active
Pharmaceutical Ingredient WANNISLERINANITIATIZIA UVBS Finish product Wag Active Pharmaceutical Ingredient 1
JU YBINTHER 7
- liifllonansuananisvh Risk Assessment Report for Elemental Impurities Wilinan15n519 Elemental impurities R

Finish product tag Active Pharmaceutical Ingredient > 3 éu%ﬁmimam 5
- lifilonansuananisyh Risk Assessment Report for Elemental Impurities Walinan15n339 Elemental impurities %W?].:q

Finish product wag Active Pharmaceutical Ingredient 1 §u 989015H&R 3
- Lifllonansuananisvh Risk Assessment Report for Elemental Impurities wagdinan13ms2a Elemental impurities 989
Finish product #3a Active Pharmaceutical Ingredient tigogdlaagania 1
- 13ifin3911 Risk Assessment Report for Elemental impurities wazliifinan15¢s1a Elemental impurities 0

:MITLYTOY VUINY AL TUNUADY 3
1MT5EYTRY AR LAE TUnLAgUUUTTIA MY NAuRER U lunniaguaden 3
A1N1558 YT VAU ILEL TUNHABEUNUTIRN I AUNAN VU MR YBdET 2
Lifinsseyiununenguuussyiaueindudaiuendeduefinga 0
a 2 . < o~ ' 1A a9 2 a % <

:nsaldudiadl imprint code vulineFieden1susd nsdliildenda Aansanlinguui 2

oA ¥ ¥ 1 a L 4 5 v a a 1Y ﬂ‘j
wuIlinsenulymeuteunnsadvednanine (product defect) Yiadgyminuussansnin anulasnsis 509

Yaymannisldawes Device

wHuenangigylval (NG) § Periodic Safety Update Report (PSUR) wag Risk Management Plan

(RMP) flagsndumslusandlneuans 5
AHuenangigylval (NG) § Periodic Safety Update Report (PSUR) %38 Risk Management Plan

(RMP) flagsndumsluusandlneuans 3
laidl Periodic Safety Update Report (PSUR) wag Risk Management Plan

(RMP) flagdnfiunsluussinelng uans 0
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