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1.1 Active Pharmaceutical Ingredient Specification # 5
nsgilasun1ssusaslusingen Official Pharmacopoeia
: 81989 USP,BP,Ph.Eur, IP,JP atuanan wazuilulunzideusiveuwa wiailueduuuy 5
: 81989 USP,BP,Ph.Eur,,IP,JP atiudnan wideldldudlulunzibeusiiuen 4
: 91989 USP,BP,Ph.Eur.,IP JP atulminitvseniasyusinsen wazunlulunzileusiiueudn 3
: 81989 USP,BP,Ph.Eur,,IP,JP atulmindnsznasyusinaen wida ladlduilalunsdeusiisuen 2
: 91989 USP,BP,Ph.Eur.,IP JP atumuuseniassusinseuwazunlulunedeusiuewe 1
iiszysheniigradaviessdamaneine 0
nsaldlasunissuseslusiisen (Non-Official Pharmacopoeia)
: $1984 In-house specification fidenndasiiu general chapters mmﬁsqu}ﬂu USP,BP,Ph.Eur.,JP atfuangn, ICH
Guidelines (Q6A) wazuhlalungiloudsueuds walusduiuy >
. $1934 In-house specification fidenrdaifu general chapters muﬁ’izﬂ}ﬂu USP,BP,Ph.Eur.,JP atusngn, ICH
Guidelines (Q6A) wadslulauslulunviloumsuen ‘
: 97984 In-house specification faanndesiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atiulmindsemeasey
5781, ICH Guidelines (Q6A) wazuAlulunvilouiSuenad ’
- $19349 In-house specification fidenrdaaiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atulmindssmeasey
#1919, ICH Guidelines (Q6A) uslailaunlalungiloudsuen 2
- $19349 In-house specification fidenrdaafu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atiunuUsenasyysis
&1, ICH Guidelines (Q6A) wazuilulungileusiueuan !
liiszysheniigrdaviesidamaneine 0
1.2 Finished Product Specification # 5
nslasun1ssUTedlussen (Official Pharmacopoeia)
: 819819 USP,BP,Ph.Eur,,IP,JP atuanan wazuilulunzideusiveuas (sxylulue 5) wialueduuuy 5
: 81989 USP,BP,Ph.Eur, IP,JP atiuanan wideldlaudlulunzileusiuen il
: 91989 USP,BP,Ph.Eur.,IP JP atulmininUseniasyysisen wazuilulunzifeusifueudn 3
: 81989 USP,BP,Ph.Eur, IP,JP atulminiszniasyusiieen wida ladlduilulunsdeusisuen 2
: 91989 USP,BP,Ph.Eur.,IP JP atumuusyniassysinseuwazuilulungdeusisuewa 1
lilspysheniigrdaviessdamaneine 0
nsslilasunsusedlusisnen (Non-Official Pharmacopoeia)
: 91984 In-house specification fiaonndosiu general chapters mu‘ﬁiquﬂu USP,BP,Ph.Eur.,JP atiuangn, ICH
Guidelines (Q6A) wazwhlaluneiloudiiuends walugduiuy >
- 972984 In-house specification fidenadoety general chapters muﬁsmﬂ,ﬂu USP,BP,Ph.Eur.,JP aduage, ICH .

Guidelines (Q6A) widalailaualalungidoussuen
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In13ANY1 long term stability uag Accelerated stability a3 ASEAN guideline ATUAIBNEENULRAN(=3T) Uagina

fn9191, ICH Guidelines (Q6A) wazunlalungidous e ’
- 91984 In-house specification Haonndosty general chapters muﬁizﬂ’ﬂu USP,BP,Ph.Eur.,JP atiulninisemesey
#5781, ICH Guidelines (Q6A) uslilaudlalumzidousinFuen 2
- 91984 In-house specification faonndosty general chapters muﬁizﬂ’ﬂu USP,BP,Ph.Eur.,JP atiumulsemeseysns
81, ICH Guidelines (Q6A) wazuAlvlungiloussueuas !
aissysimeniigrdaviesadmansine 0
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M3ANY1 on-going stability Uagn

n3finw on-going stability Uneudlagtu uaziitenaisuaninsudiou 10
:In13ANw1 long term stability uag Accelerated stability @ ASEAN guideline AsUATBNgeULRaN(2Y) Uariing

n3finw on-going stability Uneudlagdu ¢
An1sfinw long term stability uae Accelerated stability 9131 ASEAN guideline Asusnuo1geuLaan(=37) usiliiina

M3ANwY1 on-going stability Unewttagdu !
dn1sfinw long term stability uaz Accelerated stability m1a1 ASEAN guideline asusue1geuuaaIn(2l) wiliina

M3ANY1 on-going stability Unewttagdu 6
JinsAnw long term stability way Accelerated stability Tafulumu ASEAN guideline ﬂsumumqmwamﬂ(zﬁ) ey
Tnan1sfiny on-going stability Unenttagdu >
Jnsfinw long term stability uaz Accelerated stability laifuluniu ASEAN guideline asusnuengeuuaain(2l) uazdl
HaN5ANW1 on-going stability Unewtdagdu !
JinsAnw long term stability way Accelerated stability TaUulumu ASEAN guideline ATUANUDIYUIUVUIAN up Laifina 0
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HAULUY 30
AmsAnwiduiuu Randomized controlled trial WSguigufug@uLUY ARLWILINTENTNINITUNNE 20
aa = I3 . . “ v a [ 2 aa 4

Asns@nwiduiuu Randomized controlled trial WldtuSeuiieutuanduiuy ARuilugasnansunmg 15
AmsAnwiduiuy Non-Randomized controlled trial Afiusiluansansnianisunmg 10
A8nsAnwduwuu Comparative studies Wuu Cohort studies (Prospective) @imluansansniesnsinmg 7
ASsFnwluuuy Comparative studies WUy Case-control studies (Retrospective) Afuslunsansniansunng 5
LllfinnsAnunidenieeddin 0
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Finish product e Active Pharmaceutical Ingredient 1 ju YDINTHER ’
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ABuenansdaylval (NG) & Periodic Safety Update Report (PSUR) wag Risk Management Plan
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RMP) fiagdufiunslutsznelng uans °




wundimssenudymeudeunnseswoiwdndue (product defect) Mstgymauussansnmn anudasady 59

-10

Jaymanmsldauees Device

FIUALLLUU 100




