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1. wnsgIunaafue 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nstllasunssusesludisen Official Pharmacopoeia
: 914819 USP,BP,Ph.Eur, IP,JP atud1an 5
: 919814 USP,BP,Ph.Eur.,IP,JP atulmindsemasyusisenladiiu 5 U a
: 919819 USP,BP,Ph.Eur. IP JP atulmindnussmassusinsenliiu 4 U 3
: 919814 USP,BP,Ph.Eur.,IP,JP atulmindsemasyusisenladiiu 2 2
: 91989 USP,BP,Ph.Eur. IP,JP atiumuusenassydnsnen 1
nsallailasunissuseslusiigen (Non-Official Pharmacopoeia)




- 97984 In-house specification fiaonndnaiu general chapters m’mﬁiwi’ﬁu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfivinde Heavy metals) 3o Hu

YIPULUU

: 81984 In-house specification idenrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiinl, ICH

Guidelines wazil Risk Assessment Report for Elemental Impurities Lan(nsaildifiiites Heavy metals)

: 91984 In-house specification fi@enndasriu general chapters mufiseylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines ugilaidl Risk Assessment Report for Elemental Impurities u@na(nseilaifivnde Heavy metals)

: 81989 In-house specification idenrdadriu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiinl, ICH

N Y

Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uana(nsellaifivnde Heavy metals)

- 1989 USP, BP, Ph.Eur.,JP %38 In-house specification aonndnanu ICH uaiive (81989uane pharmacopoeia

SuNU)

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

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

: 919849 USP,BP,Ph.Eur.,IP,JP atulminilszniassysisewazuilulunsdowinfuewa(seylulue.5)

: 81989 USP,BP,Ph.Eur. IP,JP atuusgnmeszysinse wazilulunzdewinSueuda(seylulue.5)

: 81989 USP,BP,Ph.Eur. IP,JP atuuszmeszyssendusuly udlallduilelunsidousisuen

nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

- 91984 In-house specification fiaonndesi general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailaifiwide Heavy metals)uazunlulu
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- 91984 In-house specification fiaonndesiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP aduin1na, ICH
Guidelines uazil Risk Assessment Report for Elemental Impurities uans(nsailsifivnde Heavy metals)iazuilalu
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- 91984 In-house specification fiaonndesiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP aduin1na, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildiiite Heavy metals)unlild
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/91484 In-house specification Midannaeafiu general chapters auyiszyl3lu USP,BP,Ph.Eur. JP atiuiiinia, ICH

N Y

Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilifivinde Heavy metals)unlalls 0
uAlvlunzideussueud
- 97989 USP,BP,Ph.Eur.,JP %38 In-house specification Maenaaasiu ICH Guidelines U19itanie 919831ane
pharmacopoeia 333U °
2. guanTANIvINsiidamasaystansnwnsinemenuna 90 AZLUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
AIn13finw1 long term stability waz Accelerated stability 711 ASEAN guideline asumu@IgeuwaaIn(=3Y) wavil
HANT3AN®T on-going stability Unieutdagdu waziiienansuaninsuiiu 0
AIn13fin®1 long term stability wae Accelerated stability 911 ASEAN guideline asumueIgeuwaaIn(=3Y) wavil
HANT3AN®1 on-going stability Uriewttagiu ’
3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline mumumqmuuamﬂ(zﬂ) uagdl
HANT3AN®1 on-going stability Uriewttagiu °
3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline mumumqmuuamﬂ(zﬂ) uelad
dnan1s@ny on-going stability UnewlUaqgdu !
AIn15ANw long term stability waz Accelerated stability anu ASEAN guideline Asusmuangeuuaan(2) weildll
HANT3AN®1 on-going stability Urlewttagiu ¢
4ln15Anw long term stability uag Accelerated stability laiulumna ASEAN guideline ATUANNDIYLIUURAIN
(23V) uazilnan13Aney on-going stability YneulUagdu °
fn13@inw long term stability waz Accelerated stability Luliulumnu ASEAN guideline asusuegeuwaain(2l)
wazilnan1sfiny on-going stability Unewldaqgtu ¢
4ln15Anw long term stability uag Accelerated stability lalilulumnu ASEAN guideline ATUANNDIYLIUURAIN LLpi
Liifinan1sfinwn on-going stability Uanan 0
2.2 Uszaumsalaunsld 10
Tszaunsainsldlulsmenaniuasunslnefunslilunssnvnfuazdieglutiyinedoslsmeurand
UASUNS 10
Fuszaunsaimsldlulsmenuiadein UHOSNET aundnress snreulnedunsidlunisinudni Glonasuuu
GE0) %’%aﬁma%aaaﬂi’iu Approve vendor list (HoNa@SUUULARNL) WIDHIUNITNANTNIABAUENTTUNIS >
Lluifiussaunisainisly 0
2.3 fiffeyaisesszdvsnm 15
NIRYIFULUY 15
Tnan3finwn Therapeutic equivalent (165un15ussglu US.FDA, Orange book #38li3un135u38431n EMA Ua
gaAsanIuEsUTDY) 1
Snan1sfnw Bioavailability equivalent Fadtinaupnznssunsemnsuaze vinissusesmavioinisdiny 5
Dissolution Tuen BCS class | 75y biowaiver wazdiinnssunisemsuazeniusosta
laifiwan1sfinwn Therapeutic equivalent %39 Bioequivalent 0




HIRULUU 30
A3n5Anwdusuy Randomized controlled trial W3gUBUAUEIRULUU ARUWRILINTANTNIAITUANE 20
aa = I3 . . MY a o v aa s
AFns@nwiduuuy Randomized controlled trial laildiUSauisuiugndunuy ARURILINTASNINITEANE 10
A3n15Anwdusuu Non-Randomized controlled trial AfiuwluINsansniIan1swnme 7
A5nsAnwufunuu Comparative studies wuu Cohort studies (Prospective) Aifiusiluansansnisnisunng 5
aa = I3 . . . . aa & 3
AnsAnwduwuy Comparative studies wuu Case-control studies (Retrospective) ANl INNITUNNE
Laifin1sfnwideneeddn 0
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