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1.1 Active Pharmaceutical Ingredient Specification # 5
nstlAsuNssUseslusisen Official Pharmacopoeia

: 914819 USP,BP,Ph.Eur. IP,JP adudgn 5

: §1989 USP,BP,Ph.Eur.,IP,JP atulnininUssnmiaszyssenlidiu 5 Y il

: 91989 USP,BP,Ph.Eur.,IP,JP atulnsininUsenmaszysisenliiv 4 U 3

: §1989 USP,BP,Ph.Eur.,IP,JP atulnininUssnimszyssentidiiu 2 U 2

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




nstlulasun1ssuseslusiisen (Non-Official Pharmacopoeia)

: 81984 In-house specification Midannaasiiu general chapters auviszyl3lu USP,BP,Ph.Eur.,JP atuaige, ICH
Guidelines Wagdl Risk Assessment Report for Elemental Impurities wans(nsellaifivade Heavy metals) Wi Ju

YIAULUY

: 91984 In-house specification MidenAdasfiu general chapters auiszylilu USP,BP,Ph.Eur. JP atiuliindy, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailsifiade Heavy metals)

: 91984 In-house specification MidennAdasfiu general chapters auiiszylilu USP,BP,Ph.Eur. JP atudign, ICH

R

Guidelines Lalald Risk Assessment Report for Elemental Impurities uans(nsailaifiiade Heavy metals)

: 81984 In-house specification MidanAdesfiu general chapters auiiszylilu USP,BP,Ph.Eur. JP atiuliiniy, ICH

R

Guidelines ualsifl Risk Assessment Report for Elemental Impurities uans(nsailaifivide Heavy metals)

- 91994 USP, BP, Ph.Eur.,JP %38 In-house specification fiaonndaaiu ICH U199 (91989mane pharmacopoeia

W)

1.2 Finished Product Specification #

nsdileisun1ssusedludisen (Official Pharmacopoeia)

: 91984 USP,BP,Ph.Eur.,IP,JP atuanan uazuilalunsidewinSueudiseylulue.s)

: 91984 USP,BP,Ph.Eur,IP,JP atulninitUssmaszussewasui lvlunsidowiiveudisyylulue.5)

: §1989 USP,BP,Ph.Eur.IP,JP atiuussnmmszyssen wazwilulunzifeusiiveudaGeylulue.5)

: 81983 USP,BP,Ph.Eur. IP,JP atiuusemaszysisenduiuly wildldudlalunedeusiisuen

nstlalasun1ssusesdlusisen (Non-Official Pharmacopoeia)

: 91994 In-house specification fiaonndoeiu general chapters mﬂuﬁiqu’ﬂu USP,BP,Ph.Eur.,JP aﬁua‘wqm, ICH
Guidelines wagdl Risk Assessment Report for Elemental Impurities wans(nsdilidivde Heavy metals)uazuila

Tunzideussueuds vide Wuenduwuy

: 81994 In-house specification fiaonndoeiy general chapters m’mﬁiqu’ﬂu USP,BP,Ph.Eur.,JP aduangn, ICH
Guidelines wawdl Risk Assessment Report for Elemental Impurities wans(nsdilidvde Heavy metals) uslaild

wAlalunzdeudSuen

: 81999 In-house specification fiaonndoety general chapters m’mﬁiqu’ﬂu USP,BP,Ph.Eur.,JP atutAna, ICH
Guidelines Wagdl Risk Assessment Report for Elemental Impurities wans(nsellaifiiade Heavy metals)uazunly

TungideusSueuan

: §1984 In-house specification TidenAdesfiu general chapters auiiszylilu USP,BP,Ph.Eur. JP atiuliiniy, ICH

Guidelines wawdl Risk Assessment Report for Elemental Impurities wans(nsailifivde Heavy metals)uslals

wAlalunfoudueuan

#1984 In-house specification Ni@enAdasiu general chapters mufisyyllu USP,BP,Ph.Eur.,JP adudign, ICH

PR

Guidelines Walald Risk Assessment Report for Elemental Impurities uans(nsailaifiade Heavy metals)umlaila

wilulungifousisueuan

1971984 In-house specification Ni@enndasiu general chapters mufiszylilu USP,BP,Ph.Eur. JP aduwiandy, ICH

PR

Guidelines walald Risk Assessment Report for Elemental Impurities uans(nsailaififade Heavy metals)unlaila

wilulungifousisueuan

- 81999 USP,BP,Ph.Eur.,JP 438 In-house specification ina@enndesiu ICH Guidelines uisadavse 819dsmany

pharmacopoeia 381




2. AuantAinArnsiidmadoUszansnmmsinymeua 90 AzluL
o+ Lon e sty s e gt on sy syt sugpodst | w0 |
JinsAnen long term stability wag Accelerated stability #a ASEAN guideline ﬂiUG‘I’]ﬂJawmuuaaﬁﬂ(zB‘TJ) ey 10
Hxan13fny) on-going stability YnewlUagdu uasiiienatsuansnsudou

JinsAnen long term stability wag Accelerated stability aa ASEAN guideline ﬂiUG‘I’]ﬂJawmuuaaﬁﬂ(zB‘TJ) ey 9
Hxan13fny on-going stability Ynewldagdu

:1N3Anw long term stability Uz Accelerated stability a3 ASEAN guideline AsumI@geuLaaIn(2y) uagl 8
KAN"SANE1 on-going stability Yreutdaglu

:n13fnY1 long term stability uaz Accelerated stability #1131 ASEAN guideline AsUsuD1ge1ULRAIN(23T) el 7
dnannsAny on-going stability Yreutlagiu

:n13fn1 long term stability ua Accelerated stability Aa ASEAN guideline Asusnue1geuwaain(2) ueildl 6
KAN"SANE1 on-going stability Yreutdaglu

31n3fnw7 long term stability way Accelerated stability Tahduluanu ASEAN guideline ATUANBIGBIUURAIN 5
(39) uazilnan13Any1 on-going stability UnewtUagdu

3In3fnw7 long term stability way Accelerated stability Tl duluanu ASEAN guideline ATUANBIGBIUURAIN a4
(29) uaziinan1sAinen on-going stability UnewlUagdu

31n3fnw long term stability way Accelerated stability T fuluma ASEAN guideline ATUANDIGBIUURAIN Wt 0
Laifinan1sfine on-going stability Yenan
Fszaunsainmsllulsmennaniuaiunslaodunsldlumsinuuniuesdregludydseteslsmeuiars 10
upIUNS

Flsvaumsalnslélulsanerunadain UHOSNET aunBnress snneulnefunsldlunssnuund Ghenansuuu 5
WEn4) ﬁaﬁiw%aagﬂu Approve vendor list (HLonansuuuLans) ViR unsiasalagAaznITUNS

laifiuszaunsainisld 0
o stoptosirion ] s ]
NIRYIFULUY 15
Ainanisfinwn Therapeutic equivalent (165un1sussylu US.FDA, Orange book ni3al@sun1ssusesann EMA uax

faAsan Uz FUTD) 10
finan1sAnw Bioavailability equivalent Fsdtinauannssinsewsuar IS UTeIanToTin1sAnW

Dissolution Tugn BCS class | #Hl#3u biowaiver uazdiinnssunsemnsuazeniusesa 5
laifluans@nwn Therapeutic equivalent %38 Bioequivalent 0




WIAULUY 30
Asnsanwnduluu Randomized controlled trial W3guilsuiuendunuy Afasilunsansmisnsiwmd 20
Asnsanwnduluu Randomized controlled trial ladlsiuSeuisuiuendunuy ARuilunsaisnienisunng 10
Asnsanwnduluu Non-Randomized controlled trial Afiusiluansansnienisunng 7
A8nnsAnwndunuy Comparative studies wuu Cohort studies (Prospective) ffidluasansnisnisunng 5
3
Asnsanwnduluu Comparative studies wuu Case-control studies (Retrospective) Afiusilunsansmiansunmd
LlifimsAneidenemadin 0
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