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1. 10SFIUNERNS U9 10 AzULUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssusestumisien Official Pharmacopoeia

: 813814 USP,BP,Ph.Eur. IP,JP atuadn wazudlulunsidowsinsueuan 5

: 919814 USP,BP,Ph.Eur,,IP,JP atulmindisenmiassydiseuinndt 3 UuasudlulunsidowsinSueua 4

: 919819 USP,BP,Ph.Eur. IP JP atulyindnussmassusisenuinnii 2 YuasudlulungileumSueuwan 3

: 919814 USP,BP,Ph.Eur, IP,JP atulmindtsenmieassydisenuinndt 1 YuaudlulunsidowsinSueua 2

: 91989 USP,BP,Ph.Eur. IP,JP atulmindiussmassusiseiuinnii wadaddlauwnlalunsidewsinsuen 1

: 919819 USP,BP,Ph.Eur, IP,JP atumuusemaszussewasvudlulungidowinSueua




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

: 1984 In-house specification fidanadaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu

140, ICH Guidelines (Q6A) wazunlalunzifousiueuds wialueduuuy

: 91984 In-house specification MidenAdasfiu general chapters muiseylilu USP,BP,Ph.Eur. JP atulu

nsenAsEYinse11nnd1 3 Y, ICH Guidelines (Q6A) uaguilulungileusiFue e

: 81984 In-house specification fidenndaariu general chapters auiiseylily USP,BP,Ph.Eur. JP atului

ninUsgnAseyinseuInndt 2 T, ICH Guidelines (Q6A) wavuilulunziluumiueuada

: 91989 In-house specification Mid@enmdasfiu general chapters muiiseylilu USP,BP,Ph.Eur. JP atulu

nUsEnAsEYins1811nnd1 1 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e

- 91984 In-house specification Mi@onAassiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur. JP atiulul

ninUsenAsEYns1en, ICH Guidelines (Q6A) walaildunluluneilausniuen

: 91989 In-house specification fi@anmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP atiumu

UseMAsEysinTen, ICH Guidelines (Q6A) uazuilulungilousiuguen

1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 819814 USP,BP,Ph.Eur, IP,JP atuadn wazdlulunsidowinfueuassylulue.5)

: 91989 USP,BP,Ph.Eur. IPJP atulmindnussmassusiseininndi 3 Yuasudlulunzibeumiueuwdn

: 813814 USP,BP,Ph.Eur, IP,JP atulmindisenmeszydiseiuinndt 2 Yuazudlulunsidousinsueuas

: 919814 USP,BP,Ph.Eur, IP,JP atulmindisenmiassydisenuinndt 1 YuasudlulunsidowsinSueua

o '

- 8719549 USP,BP,Ph.Eur.,IP,JP atiulumininusemaseusnsienunnnin wadaallawnlulungideusiSuen

2

(szeznanlinu2Utuann T uNd N UANENISUAITEIMISHATENaISULNENS ©.5 DeTuBulenasiauasan)

: 919814 USP,BP,Ph.Eur, IP,JP atumuusemaszusiseasudlulungidowinSueua




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

: 1984 In-house specification fidanadaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu

140, ICH Guidelines (Q6A) wazunlalunzifousiueuds wialueduuuy >
. $1984 In-house specification Tidenrdasiiu general chapters m’mﬁi:ﬁqiﬂu USP,BP,Ph.Eur.,JP atulunil
nsenAsEYins1e11nnd1 3 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e ¢
- 91984 In-house specification fiaonnaneiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atulwsl
ninUsgnAseyinseuInndt 2 T, ICH Guidelines (Q6A) wavuilulunziluumiueuda 3
: 91984 In-house specification faonndnsiu general chapters muﬁizﬁlﬂu USP,BP,Ph.Eur.,JP atulwl
nUsEnAsEYRns1811nnd1 1 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e ?
- 91984 In-house specification fiaonnaneiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atulwsl
ninUsenAsEYdns1en, ICH Guidelines (Q6A) wildlauAlelunsdeusuen(szosinarldifu2Utuandud 1
AtinauANENIIINISEISWaTENasTULeNnans 8.5 Beiuluenansiauasnan)

. 91984 In-house specification ﬁaamﬂﬁaﬁﬁu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atumu
Usen1eseudnsnen, ICH Guidelines (Q6A) wasudlulunzilaumiueuan 0
2. AuautAimanmsidasaieyssdnsamnsinymeiuia 90 AZUUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
2n3AnEN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILDIYLIUURAN 10
(23Y) wardinan15ANw1 on-going stability YreulTagdu wariionansuaninsuiiu

in13@nw1 long term stability wag Accelerated stability s131 ASEAN guideline ATURIUBIYLIUURANN 9
(=3Y) uaziinanisAny1 on-going stability Unewtlaqiu

In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUAIUBIYBIUURANN 8
(2U) wazilnan1sAne on-going stability Uneautdagiu

In3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURANN 7
(23V) waliidinan15Anw1 on-going stability Ynewldaqdu

2In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUMIUBIYBIUURANN 6
(29) usildfinansfinen on-going stability Uneutlagiu

1n13@nw long term stability waz Accelerated stability lalidulumu ASEAN guideline asunua1ge 5
uuaaN(=3Y) warllnani1sAny) on-going stability Yneutlagiu

:1n13finw1 long term stability waz Accelerated stability laliulumnu ASEAN guideline Asunnu@1ge 4
uuRaIN(2y) wardinan13@ny) on-going stability UnewtUagdu

n1sfinw long term stability waz Accelerated stability lalidulumu ASEAN guideline asumsia1ge 0

UuaaIN wikiinani1s@ny on-going stability Uange
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- flnansAnwn BE.1s fast way fed study AisuseslagdinnuauznssunMsemIsLaze wie Wuen BCS

class | Ail#5U biowaiver 91NENTNUAMLNTTUNTOINITHAZEN 15
- fuan1sAne BE ez fast condition edinauamenssunIseILazeTlinssusemwa 12
- Jwans@nwn BE Lamiy fast condition walslfimiladesuseeswa BE 1ndtinauangnIsun1seIisLazen 7
- laifimannsfnen BE 0

- finams@nn BE Wa_single dose uay multiple dose lunzsts fast uay fed condition Ai3usediae
AtinnuANLNIIINSEINILAZE 50 e BCS class | ilFSU biowaiver andinaunaznssunIs
2IMTUATEN 15

- finannsAnwn BE W single dose way multiple dose lun1ay fast condition ifieseenaden e
AINUAMENITTUNNTOITUALETIANITIUTOINA 12
- flwans@ne BE e sinel way mul ndition Lileeaeaied welddl
NS UTOIMEA BE 1ndUNUANENIINANTOMISUAZEN 9
~ fluan1s@ne BE sinsle dose Tun1ie fast condition fissagnuden Feflnddesusewa BE 910
AUNNUANENTINATOMITUAZYN 7

- fnan1sAne BE @wg sin g f ndition \ig a1 waliinisdesusesann
FrunauAugnITINTOIMSHAL L RN UTOINE 5
- ladfinansAnwn BE 0




UIAULUY 30
20

AmsAnwduuuy Randomized controlled trial WWSsuiilsuivenduuwuy Afusiluasansmanisinmg

AmsAnwduluy Randomized controlled trial ldlaiUSeuisuivenduuwuy Afusilunsansnia

ASUNNE 10

AmsAnwduluy Non-Randomized controlled trial ARUWILINTANTNIATUNNE 7
5

AsnsAnwduluu Comparative studies wuu Cohort studies (Prospective) Afinluansansnisnisinng

AsnsAnwdunuu Comparative studies wuu Case-control studies (Retrospective) AfiNlLATENTN 3

ASUNNY
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- dn13uanaNa Risk Assessment Report for Elemental Impurities Tunnsuaein1swanyis Finish product

waz Active Pharmaceutical Ingredient uazdn1shanaenanstuamnAsininsiuasuilainssuiuns

a o

NARNTvdmNalmAnnIsUUUau 10

- dn1suanaNa Risk Assessment Report for Elemental Impurities Tunnsuaein1swanyis Finish product

uay Active Pharmaceutical Ingredient wsilalianaionanstuasnsildsunlanszuiunnanyionadawali

Wnnsuuau 8

' a

- finsuansia Risk Assessment Report for Elemental Impurities Tuuns3utean1suans Finish product

wag Active Pharmaceutical Ingredient Lagdn15hansonanstuanNASINInsUasuLUaInsE s

'
a

NAnT1vdNalminn1sUulau 6

- fn13uansNa Risk Assessment Report for Elemental Impurities Iujj'mju‘uaﬁmiwamﬁﬂ Finish product
Uz Active Pharmaceutical Ingredient alduanaonansiasnsilasuniainszuiunsuaniionadawali

Wnn1sUuUau il

- dn1suanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active

Pharmaceutical Ingredient wAagnslaog 191l 2

Jlaifin199i1 Risk Assessment Report for Elemental impurities 0

:MYUzUTIUavIng1viia flip-off iieannisuuileulunmsuimseiuasiiiuniy

ALaINhunNsUalgeN 5

ARninesaaIneRawuuaivluiun1gueuss 5
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