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1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasun1ssuseslussen Official Pharmacopoeia
: $74fle USP,BP,Ph.Eur. IP,JP atiuanan uazuilulunsidewsiiueud vieiduenduwuy 5
: 1989 USP,BP,Ph.Eur.,IP JP atuagn widaladlaudlalunsdeusiniuen a
: 81989 USP,BP,Ph.Eur.,IP,JP atulmindsznmesyysinsen wasuilulunsdeussueudn 3
: 91989 USP,BP,Ph.Eur.,IP JP atulminitUsenmiasyusiisen uida ildunlalunegdeusiiuen 2
: 81989 USP,BP,Ph.Eur, IP,JP atumulszniassusiseuasiillungfewiiueudy 1
aispysimeniigradaiesadmansine 0
nsaldlasunissuseslusiisen (Non-Official Pharmacopoeia)
- 97984 In-house specification faanadasiu general chapters mmﬁsqu}ﬂu USP,BP,Ph.Eur.,JP atfuagn, ICH Guidelines (Q6A)
uaziAlulunsdeussveudl visaduenduwuy 5
;1 91984 In-house specification fiaonndasiu general chapters muﬁswi*ﬂu USP,BP,Ph.Eur.,JP aﬁué??gﬂ, ICH Guidelines (Q6A)
uadaladlaualalungidoudsuen il
: 97984 In-house specification faanndesiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atiulminiwsznmaszyssen,
ICH Guidelines (Q6A) wazunlvlunziloussuauas 3
: 97984 In-house specification faanndesiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atiulminiwsgnmaszysisen,
ICH Guidelines (Q6A) unkilguilulunsifoudsuen 2
: 97984 In-house specification faanadesiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP atiuanasgniasyyssen, ICH
Guidelines (Q6A) waziilalungifeussueuan 1
lispyhsenisadaviesdmaedine 0
1.2 Finished Product Specification # 5
nslasun1ssUTeslussen (Official Pharmacopoeia)
- $74fi4 USP,BP,Ph.Eur. IP JP atiuanan uazudlulunsidewiiueuas (szylulue.5) vsalugidunuy 5
: 91989 USP,BP,Ph.Eur.,IP JP atuagn uidaladlaudlalunsdeusinsuen a
: 81989 USP,BP,Ph.Eur.,IP,JP atulmindsznmesyusiisen wasuilulunsdeussueudn 3
: 1989 USP,BP,Ph.Eur.,IP JP atulminitUsenmiassysiisen uida dldudlalunsdeusisuen 2
: 91989 USP,BP,Ph.Eur.,IP JP atumuusyniassysinseuwazuilulungdeusisuewa 1
lispyhsenisadaviesdmaedine 0
nsslilasunsusedlusianen (Non-Official Pharmacopoeia)
: 91994 In-house specification fiaonndosiu general chapters mu‘ﬁiquﬂu USP,BP,Ph.Eur.,JP atiuange, ICH Guidelines (Q6A)
uaziAlulunsdoussueudy viadusnduwuy 5
- 972984 In-house specification fiaenadosty general chapters muﬁsmﬂ,ﬂu USP,BP,Ph.Eur.,JP aduangen, ICH Guidelines (Q6A)
uadalsdlaualalungidoudsuen il




: 81989 In-house specification faenAdesfiu general chapters suitszylilu USP,BP,Ph.Eur. )P atulmindwseneseysinsen,

ICH Guidelines (Q6A) wazudlulungidoususuan 3
: $19349 In-house specification fidenndaafiu general chapters muﬁisﬂ’ﬂu USP,BP,Ph.Eur.,JP atiulminiwszneseysinsen,

ICH Guidelines (Q6A) usilalaudlalunzidousihuen 2
: $19349 In-house specification fidenndaafiu general chapters muﬁisﬂ’ﬂu USP,BP,Ph.Eur.,JP atfumsusemaseysinsien, ICH

Guidelines (Q6A) wazudlulunzidoususudn 1
liiszpyiseniisradaviesnsdmanedise 0
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on-going stability UreutUaqiu
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dn1sfinw long term stability uaz Accelerated stability Lil\uluniu ASEAN guideline asunuengetuuaan(=33) waviina 5
n3fnw on-going stability Uneudlagdu
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- finamsinw BE % sinsle dose uay multiple dose Tunms fast condition fissahafien sdvinnuanzassIng
pwnshazelinsSusewa 13
- finamsnw BE 114 single dose wa multiple dose lune fast condition Wieseenadien wiliifividesusoma BE
PN TNNUANLNTTUNTOMTHALEN 10
~ flnansfinw BE sincle dose lunme fast condition \issaenafien Feflmlsdesusoma BE mnddnaunmznssunis
0WNIUATYT 7
- AwansAnen BE wane single dose Tunnag fast condition Lileaenafen ualdiwidesusesaindidnaunugnssunis
NskarelinIsTuTeIHa 5
- liflnan1sfnwn BE 0

AU 25
AfnsAnwnduuuy Randomized controlled trial wW3suisufiuenduuuy Afuslunsansmanisunng 20
Ans@nwduiuy Randomized controlled trial lalldiuSsuiieuiuendunuu ARuRluNTansnesung 15
Ans@nwfuluy Non-Randomized controlled trial Afiusiluansansmansunng 10
A8nsAnwndunuy Comparative studies wuu Cohort studies (Prospective) Afiusilunsansmenisiwngd 7
AsmsFnuifuuuu Comparative studies WUU Case-control studies (Retrospective) ARUWIUITAITNIAITUNNE 5
LlifinsAnenidenneeddin 0

Jllonasuansnisvh Risk Assessment Report for Nitrosamine Impurities ¥89¥14 Finish product Wag Active Pharmaceutical

- fllonasuanan1svin Risk Assessment Report for Elemental Impurities ﬂaaﬁy’ﬂ Finish product kag Active Pharmaceutical

Ingredient LazdMIuaAIHANITILATIZ ?Jaﬂﬁgd Finish product iag Active Pharmaceutical Ingredient > 3 ﬁu%dmimam 10
- lonansuanan1svin Risk Assessment Report for Elemental Impurities “angll'ﬂ Finish product ez Active Pharmaceutical

Ingredient WANNTUAAINANITIATIZY V09 Finish product waz Active Pharmaceutical Ingredient 1 ju YDINTTNAR 7
- liifllenansuaninisvia Risk Assessment Report for Elemental Impurities Wasinan15¢5323 Elemental impurities fuax‘lﬁy'& Finish

product Wag Active Pharmaceutical Ingredient > 3 ':;'u*ua\‘imswam 5
- liifllenansuaninisvia Risk Assessment Report for Elemental Impurities Wasinan15¢5323 Elemental impurities fuax‘lﬁy'& Finish

product ez Active Pharmaceutical Ingredient 1 ‘éu YDINIHEN 3
- Liifilenansuaninisvin Risk Assessment Report for Elemental Impurities Wagdinan1sms23 Elemental impurities 989 Finish

product #3a Active Pharmaceutical Ingredient ifieseenslnognaniia 1
- lalfin159i1 Risk Assessment Report for Elemental impurities waglifinan1sms1a Elemental impurities 0

10
Ingredient LaglinsuaAINANITIATIZA ‘U’e)dﬁ??ﬁ Finish product ez Active Pharmaceutical Ingredient
Jllonasuanen1svi Risk Assessment Report for Nitrosamine Impurities vew Finish product Wag Active Pharmaceutical 5
Ingredient La¥dNSULAAIHANITIATIZI ‘U’e)dﬁ??ﬁ Finish product %38 Active Pharmaceutical Ingredient
laifienansuananisvin Risk Assessment Report for Nitrosamine Impurities 0
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