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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

: 19814 USP,BP,Ph.Eur, IP,JP atulmindtszmeszydiseiuinndt 3 Yuazudlulunsidousinsueuan il

: 819814 USP,BP,Ph.Eur, IP,JP atulmindiszmeszydiseiuinndt 2 Yuazudlulunsidousinsueuan 3

: 919819 USP,BP,Ph.Eur. IP JP atulyininussmassussenuinndi 1 uasudlulungileumsueuwan 2

: 919814 USP,BP,Ph.Eur.,IP,JP atulmindsemeasyusisenunnndt widdalaualulunsideusuen 1

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




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 fidanAdaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu

Tmindsemaszyssenunnndi 3 U, ICH Guidelines (Q6A) wazwnlulunzidousinsuaudy

- 91994 In-house specification aonARBINU general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP aUu

Tmindsemaszysisenunnndi 2 Y, ICH Guidelines (Q6A) wazwnltulunzidousinsuaudn

- 91994 In-house specification aonARBINU general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP aUu

Tmindsemeaszysisenunnndi 1Y, ICH Guidelines (Q6A) wazwnlulunzidousiniuaudn

- 91994 In-house specification GRIGEON general chapters mmﬁi%qi}ﬂ,u USP,BP,Ph.Eur.,JP atu

TmindUseniaszyssnen, ICH Guidelines (Q6A) usililaudlulunzibeausiuen

- 91994 In-house specification daonAaBINU general chapters mmﬁi%qi}ﬂ,u USP,BP,Ph.Eur.,JP atu

MNUIENATEYANS187, ICH Guidelines (Q6A) wazunlulunsidaussuaua

1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

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

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

: 819814 USP,BP,Ph.Eur, IP,JP atulmindiszmeszydiseiuinndt 2 Yuazudlulunsidousinsueuan

: 919819 USP,BP,Ph.Eur, IP,JP atulmindisenmiassydisenunnndt 1 UuasudlulunsidowsinSueua

: 819814 USP,BP,Ph.Eur.,IP,JP atulminiszmeaszyusiisenunnndt wadddlaudlulunzideusisuen
(szeznanlinu2UTuan T UNA TN UANENISUNTDIMNSHALENAISULNENS 8.5 DeTudULeNasLELD

31A1)

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




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

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

140, ICH Guidelines (Q6A) wazunlalunzifousiueuds wialueduuuy

5
: 1984 In-house specification fidanAdaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu
Tmindsemaszyssenunnndi 3 U, ICH Guidelines (Q6A) wazwnlulunzidousinsuaudy

q
- 91994 In-house specification aonARBINU general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP aUu
Tmindsemaszysisenunnndi 2 Y, ICH Guidelines (Q6A) wazwnltulunzidousinsuaudn

3
- 91994 In-house specification aonARBINU general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP aUu
Tmindsemeaszysisenunnndi 1Y, ICH Guidelines (Q6A) wazwnlulunzidousiniuaudn

2
: 91983 In-house specification fid@enmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP aliu
Tnind1useniaseysingen, ICH Guidelines (Q6A) usilallauAlvlunziBeusifue(ssagialiiiuzliu
ANIUNFITNNUAUZNTINNITOTLAZEIAISULONET .5 DeTubulenasaunsnai)

1
: 91983 In-house specification fid@enrdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP aliu
muUsENIATEYRN187, ICH Guidelines (Q6A) uagunlulungiloudiugui
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2. AuaudAnIInMsidmanaUszaninmnssnymeua 90 AZUUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
2In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUANNDIYLIUURAIN 10
(23Y) wardinani1sAnw1 on-going stability YreulTagdu wariionansuaninsuiiu
In3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATURIUBIYYIUURANN 9
(23V) wazdlnan15AnY1 on-going stability Yneutlagiu
2In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUMIUBIYBIUURANN 8
(2U) wazilnan1sAne on-going stability Uneautdagiu
In3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURANN 7
(230) waliidinan15Anw1 on-going stability Ynewldaqdu
1In15@nYT long term stability wag Accelerated stability #1131 ASEAN guideline ATUANNDIYLIUURAIN 6
(29) usilaidinan13finy on-going stability Uneautlagdu
Hn1s@inw long term stability waz Accelerated stability TaliJulunnu ASEAN guideline asunzany 5

g1uuRaIN(231) wazilnan1sAnY) on-going stability UneutUagdu




4in15@nw1 long term stability uag Accelerated stability TalBulunia ASEAN guideline ATUAIUDIE 4

g1uuRaIN(2Y) warlinan1sAnyl on-going stability Uneuttagiu

AInsAnw long term stability kag Accelerated stability Laitfulumiu ASEAN guideline ATUAIUDIY 0

g1uuRaIN uskifinansfine on-going stability Uangn
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- fwan1s@nwn BEY19 fast ay fed study N5Us0lngdinauAMEnIsNNITOIMSLaZYT %39

vJuen BCS class | 1lA5U biowaiver 910NN UANLNITUNTRNMNTHALEN 15

- fiNan1sANWYT BE Ly fast condition FIETNIUANENIIUAITOIMISHALNIANNTSUSDINA

12

- finan1sAnwn BE Lawy fast condition walaiiinisdesuseewa BE aandntinau
ANMYNITUNTONMITUALEN 7
- laifinans@nea BE 0

- Awan13@nwn BE 714 single dose wag multiple dose Tun1gis fast wag fed condition #

[ o W =l @ A Yo . . o W
Susedlagdrtinanuamenssunisemskazen wse Wuen BCS class | 105U biowaiver and1ineu
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15
- finannsAnwn BE W single dose way multiple dose lun1ay fast condition ifieseenade e
AINNUAMENTTUNNTOISUALETIANITIUTOINA 12
- flwans@ne BE 18 sin wag multipl ndition Le98e19.5
NS UTOINEA BE 1nd1UnUANENIINANTOIMISUATEN 9

- INan15AnWYT BE  sinole dose Tun1ay fast condition wilgdaenaien Feiintadosusaana BE 310

A1UNUANENITUNTOINTUAZEN




- iNan15AN®T BE e sinele dose Tunnay fast condition Lileaaeien wilkiinisdasusedann

AN UANEATIUNITBIMTHALETANITSUTBIN 5
- laiflnans@nwn BE 0
HIAULUU 30

20

AZsAnwIulUU Randomized controlled trial )SgullgufueduRUY ARURILINTANITNINITHINE

AZsAnwdukuu Randomized controlled trial lalaiuSsuiieuivenduluy ARusluinsansmne

) 10
NISUNNE
A3nsanwiduluu Non-Randomized controlled trial #uluNTAININTUNNE 7
A3nsanwnduluu Comparative studies Wuu Cohort studies (Prospective) Afiusiluansansnig 5
AISUNNE
AsnsAnwdunuu Comparative studies wuu Case-control studies (Retrospective) Afiunlua15a13 3
NINTUWNg
JaifimsAnuiTeniemdin 0

- finsuansna Risk Assessment Report for Elemental Impurities Tunasuvesn1swanyis Finish

product W&z Active Pharmaceutical Ingredient waglinmsuandienansiwsmnasminsuasunlag

ASTUIUMSHARTIBNRdHa bLAANSUW U BU 10

- finsuansna Risk Assessment Report for Elemental Impurities Tunasuvesn1swanyis Finish

product ey Active Pharmaceutical Ingredient WAL LA ILBNENSTHIINTUAIULUAINTEUIUNSHAR

fionvdmalminnisuuilau 8

: finsuaneua Risk Assessment Report for Elemental Impurities Tuu195uv83n1SHEANS Finish
product k&g Active Pharmaceutical Ingredient waglinmsuandienansiwmnasminsuasunlas

AsEUIUNSHARTIENRdHa b AANsUW U BU 6

: finsuaneua Risk Assessment Report for Elemental Impurities Tuu193uv83n1SHaANS Finish
product ey Active Pharmaceutical Ingredient WALULEAAILBNEN TN TUASULUAINTEUIUNTNER

fonadaliminnisuudou a4

- fn1suanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active

Pharmaceutical Ingredient wAsgnslnae19mile 2

Jlaifinn99i Risk Assessment Report for Elemental impurities 0
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