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1. wnsgIunaafue 10 AZHUY
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 il
: 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)




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

Guidelines wagdl Risk Assessment Report for Elemental Impurities wana(nsdilsifishde Heavy metals) 3o 1Wu 5
8IFULUY

- 91984 In-house specification fiaonndesiy general chapters mmﬁﬁmﬂ,ﬁu USP,BP,Ph.Eur.,JP aduLA1nn, ICH

Guidelines wazil Risk Assessment Report for Elemental Impurities Lan(nsaildifiiites Heavy metals) ¢
- $1984 In-house specification Tidenadadiiu general chapters m:u‘ﬁﬁz‘qiﬂ‘u USP,BP,Ph.Eur.,JP aduaan, ICH

Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uana(nsellaifivnde Heavy metals) >
- $1984 In-house specification Tidenadadiiu general chapters m:u‘ﬁﬁz‘qiﬂ‘u USP,BP,Ph.Eur.,JP atuii1nin, ICH

Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uans(nsellaifivnde Heavy metals) 2
- 1989 USP, BP, Ph.Eur.,JP %38 In-house specification Viaamﬁaaﬁu ICH Un99da (§19D9mae pharmacopoeia

39u) °
1.2 Finished Product Specification # 5
nsallasunssusesludisen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur.,IP,JP atuanan uazuilulunglewsinsueudiszylulue 5) 5
: 919849 USP,BP,Ph.Eur.,IP,JP atulminilszniassysisewazuilulunesidowinfuewa(seylulue.5) a4
: 81989 USP,BP,Ph.Eur.,IP,JP atuusznmeszysinsen wazilulunzdewinSueuda(seylulue.5) 3
: 81989 USP,BP,Ph.Eur. IP,JP atuuszmeszysisendusuly udlallduilelunsidousisuen 1
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

- 91984 In-house specification fiaonndesiu general chapters mmﬁﬁwi”ﬂu USP,BP,Ph.Eur.,JP aduage, ICH

Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfiiite Heavy metals)uazunly 5
lungiloussueua wie Wueduuuy

- 91984 In-house specification fiaonndeai general chapters mm'ﬁssﬂ’ﬂu USP,BP,Ph.Eur.,JP atuage, ICH

Guidelines uazil Risk Assessment Report for Elemental Impurities uans(nsaildfivinde Heavy metals) usilallét q
ulalunzidoussuen

- 91984 In-house specification fiaonndesiu general chapters mm'ﬁssﬂ’ﬂu USP,BP,Ph.Eur.,JP atuin1na, ICH

Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfiite Heavy metals)uazunly 3
Tunzidsussusuan

- 91984 In-house specification fiaonndesiu general chapters mm'ﬁssﬂ’ﬂu USP,BP,Ph.Eur.,JP atuin1na, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities hana(nsdildfivide Heavy metals)usluila 2
uilvlumziboussueuan

91984 In-house specification fiaonadnaiy general chapters muﬁizqi”ﬂu USP,BP,Ph.Eur.,JP atuage, ICH

Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivinde Heavy metals)unlals 1

wilvlungiausiSueuan




/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 37U 0
2. guanTANIvINsiidamasaystansnwnsinemenuna 90 ATLUU
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
1In13finw1 long term stability waz Accelerated stability 913 ASEAN guideline AsUmN@IgeULaaIN(=3Y) wavd
HANT3AN®T on-going stability Unientdagdu waziiienansuaniasuiiu 10
1In13finw1 long term stability waz Accelerated stability 913 ASEAN guideline AsUmN@IgeULaaIn(=3l) wavd
HANT3AN®1 on-going stability Uriewttagiu ’
3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuaa’m(zﬂ) uagdl
HANT3AN®1 on-going stability Uriewttagiu °
3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuaa’m(zﬂ) uelad
dnan1s@ny on-going stability UnewlUaqtu !
An15Anw long term stability waz Accelerated stability anu ASEAN guideline Asusmuangeuuaan(2) weildll
HANT3AN®1 on-going stability Unlewttagiu ¢
4ln15Anw long term stability uag Accelerated stability laiulumnu ASEAN guideline ATUAINDIYLIUURAIN
(23V) uaziinan13Anuy on-going stability YneulUagdu >
fn13@inw long term stability waz Accelerated stability Luliulumnu ASEAN guideline asusuegeuwaain(2l)
wazilnan1s@ny on-going stability Ynewldaqgtu ¢
4ln15Anw long term stability uag Accelerated stability laliulumnu ASEAN guideline ATUAINDIYLIUURAIN LLpi
Liifinan1sfinwn on-going stability Uanan 0
2.2 Uszaunsalaunisly 10
TszaunsainisldlulsmenaniuasunslnefunislilunssnvnfuazdioglutiyTnedoslsmeurand
UASUNS 10
Fusraunsaimsldlulsmenuiadein UHOSNET aundnress snreulnedunsidlunssnuund Glenasuuu
GE0) %’%aﬁma%aaaﬂi’iu Approve vendor list (HloNa@SUUULARNL) WIDHIUNITNANTNIABAUENTTUNIS >
Jaifiuszaunsaingld 0
2.3 fiffeyaisesszdvsnm 15
NIRYIFULUY 15
Tnan3finwn Therapeutic equivalent (165un15ussglu US.FDA, Orange book #38li3un135u58431n EMA Ua
gaAsanIUEFUTDY) 10
finansfne Bicavailability equivalent Fadtinuanznssunsemnsuaselvinissusesmanioinisdiny
Dissolution Tuen BCS class | 7il#5u biowaiver wagdniinnssunisemsuazeniusossa >
Lalfinan1sfinwn Therapeutic equivalent %39 Bioequivalent 0
2.4 msAnyIden1anadin (Clinical trial) fiwansdeuszavsnimveselunssne 30




DALY 30
AnsAnwiunuy Randomized controlled trial WS uiiBuifug@uLUU ARLNILNSENSNINSUINNG 20
AnsAnwndunuy Randomized controlled trial TulAlUSsuiisuiugdunuy Ausilunsansmanisunnd 10
AmsAnwiunuy Non-Randomized controlled trial ARUWlLITENSNINITUNNE 7
A5nsAnwufunuy Comparative studies wuu Cohort studies (Prospective) fifasiluansansnisnisunng 5
e g e . 3
AsnsAnwIduluy Comparative studies kuu Case-control studies (Retrospective) Al saTniIanIsLnmeg

lafinns@nenidenenddin 0
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Product vieituenildsumssniiunudoriiuunves ICH Guidelines (Q3D) 10
- 81 Risk Assessment Report for Elemental Impurities Lanaaw1g Finished Product #38 Active Pharmaceutical

Ingredient >
Jalfin1svi Risk Assessment Report for Elemental impurities 0
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