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aunmuazanaTRfdu st levidensssns thuiinazuuy
1. 1asgIuNansine 10 AZWLY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsallasumssuseslusisen Official Pharmacopoeia
- 871989 USP,BP,Ph.Eur, IP,JP atuangn wasunlulunzileui$ueuas wiadusduuuy 5
: 919819 USP,BP,Ph.Eur.,IP,JP atuagn wadslaldunlulunzdeusiiuen i
: 919814 USP,BP,Ph.Eur.,IP,JP atulminisznmassydisen waswilulunsidowsinsueuas 3
- 1984 USP,BP,Ph.Eur. IP,JP atulmindUsemeszusinsen waddailduilulunzideusisuen 2
: 1984 USP,BP,Ph.Eur. IP,JP atumuussmassumsieasuilvlunedousiisueudn 1
lispydneniidadaviedisdmansdaen 0
nsdilallesunissusedlusisen (Non-Official Pharmacopoeia)
- 91994 In-house specification ﬁﬁamﬂé}mﬁ’u general chapters muﬁ’izq?ﬂu USP,BP,Ph.Eur.,JP aﬂ’ué’]i‘jﬂ, ICH Guidelines (Q6A) way
uhlalungileudnSueuds viseduendunuy 5
- 971984 In-house specification faonndeaiy general chapters m’mﬁiwl*ﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines (Q6A) us
Felilaunlvlunsifousiniuen a
: 91984 In-house specification faenmdasiu general chapters muﬁ’izq?ﬂu USP,BP,Ph.Eur.,JP atulminiiussniAssysingen, ICH
Guidelines (Q6A) wazunlulunzifaurnueuan 3
: 91984 In-house specification faenmdasiu general chapters muﬁ’izq?ﬂu USP,BP,Ph.Eur.,JP atulminitussniAssysingen, ICH
Guidelines (Q6A) wsilallsinAlulunzidoudzuen 2
: 91984 In-house specification faenmdasiu general chapters muﬁ’izq?ﬂu USP,BP,Ph.Eur.,JP atumuusenAseysingen, ICH
Guidelines (Q6A) wazunlulunzifaurinueuan 1
: lajiz‘qﬁ‘fﬁwmﬁé'waqw%aé’wawmsﬁﬁnm 0
1.2 Finished Product Specification # 5
nsdileisunissusedlusingen (Official Pharmacopoeia)
: 81988 USP,BP,Ph.Eur,,IP,JP atuagn wazuilulunzifewifueudiszylulue.5) vieiugduuuy 5
: 91984 USP,BP,Ph.Eur. IP,JP atuangn widalalldunlelungideudiuen 4
: 81989 USP,BP,Ph.Eur.,IP,JP atulminiszmassydisen wazwilulunsidousisueuwds 3
: 81989 USP,BP,Ph.Eur.,IP,JP atulminiiszmeszydnsen widdildunlalungieudsuen 2
: 1984 USP,BP,Ph.Eur. IP,JP atumuusemassymsiewasulvlunedeusiiiueuds 1

- lszydsnenensdavsesndvanesingen




nsallilasunssuseslusmisen (Non-Official Pharmacopoeia)

- 91984 In-house specification fiaenmndasiiu general chapters mmﬁsquﬁu USP,BP,Ph.Eur.,JP atua1an, ICH Guidelines (Q6A) wag

unlalunzifousSueua wiiolusduuuy 5
- 97984 In-house specification fiaonndeaiv general chapters mmﬁ‘iqu”ﬂu USP,BP,Ph.Eur.,JP atuagen, ICH Guidelines (Q6A) us
gelalleuilvlunzidoudsuen il
- 91984 In-house specification faenadasiu general chapters mmﬁ'ﬁ%ql’ﬂu USP,BP,Ph.Eur.,JP atulmininussniAssysingen, ICH

Guidelines (Q6A) wazuAlulunzidousisusud 3
 §1984 In-house specification fideaAdosiu general chapters suftszylilu USP,BP,Ph.Eur, P atulwmind1ussmassysiisen, ICH

Guidelines (Q6A) wsilallsinAlulunzidoudzuen 2
: 91984 In-house specification faenmdasiu general chapters muﬁsqu’ﬂu USP,BP,Ph.Eur.,JP atumuusenAseysingen, ICH

Guidelines (Q6A) wazuAlulunzidousisusud 1
lispydneniidadaviedisdmansdaen 0
2. gruautimednnisfidousslevisomsufohu 90 AZUUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
:fin3finw long term stability Wag Accelerated stability 713 ASEAN guideline AsumdengeuuaaIn(=3Y) waziinanisfinw 10
on-going stability YreutUagiu wazlionansuansnsudiu

An3finw long term stability Waw Accelerated stability 713 ASEAN guideline Asumuenge1uuaaIn(2l) uazilnansfine on-going 8
stability Unewllagiu

AIn15An1 long term stability waw Accelerated stability ana ASEAN guideline AsusuengeuLaaIn(=3l) wiliinansfinwm 7
on-going stability UneutUagdu

AIn15Anw1 long term stability waw Accelerated stability s ASEAN guideline Asumuengeuuaan(2y) uslifinan1sding on-going 6
stability Unewtlagiu

dn13finen long term stability waz Accelerated stability Li.dulunnu ASEAN guideline asunuangeuuaain(=3Y) waziinansiiny 5
on-going stability Ureutlagdu

Jin3fnw1 long term stability uag Accelerated stability T Juluanu ASEAN guideline mummmqmuuamﬂ(zﬂ) wagdinanisAny 4
on-going stability Ureutlagdu

Jin3fnw long term stability uag Accelerated stability T Juluanu ASEAN guideline ATUMUBIEBIVUAANN uslaifinan1sinun 0
on-going stability Uaga

2.2 Usgaunsalaunisid 10
:ﬁﬂizaumiﬂimﬂi’ﬂuiiﬂwmuwaﬁ%uﬂ%umﬁmaLf]umﬂfiﬂuﬂ'ﬁ%’ﬂmﬂﬂﬁLLaaL%ﬁazﬂuﬁzﬁmEJ%asnIidwmmaﬂ'%uﬂ'%w% 10
Fsvaumsaimsldlulsmenuiadein UHOSNET @undness indewlaeidiumsidlumssnuung Genansuuuuan) ﬁaﬁsw%aaﬁu 5

Approve vendor list (Hlonansiuuuans) viiorumsiiansanlnganznssums wiseilugflsmeiviaiansangeunldnaunudang

lifiuszaunisalnsly
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il

AENTINNITOIMITUAZEN 15
- flwansnwn BE ueldiivilsdesusena BE 91ndtinaiuamenIsunsonmshazen 7
- laifiwans@nwn BE 0

- flonansuaninisvin Risk Assessment Report for Elemental Impurities 999914 Finish product lag Active Pharmaceutical Ingredient

R 30
Asnnsanwiduuuy Randomized controlled trial Wisuieuiugnduwuy Ausiluasansmensunmd 20
Asnnsanwiduuuy Randomized controlled trial lafldUSsuiisuiuendunuy Ausilusarsmensunmd 15
Asnnsanwiduuuy Non-Randomized controlled trial Afiusiluansansmisnisunmd 10
Asnnsanwiduuuy Comparative studies Wuu Cohort studies (Prospective) Afiusluansansnianisunng 7
Asnnsanwiduuuy Comparative studies WUy Case-control studies (Retrospective) Afiusiluansansnisnisunme 5
Laifims@nenidennsaddin 0

wazdlmsuaninan szt vaeita Finish product uag Active Pharmaceutical Ingredient > 3 §Uv8INTSHAR 10
- flonansuaninisvin Risk Assessment Report for Elemental Impurities maa‘qu Finish product e Active Pharmaceutical Ingredient
UASIN1IWAAINANTTIATIEN VB4 Finish product Uag Active Pharmaceutical Ingredient 1 §u ¥83n13wEn 7
- ladfilenansuansnisvin Risk Assessment Report for Elemental Impurities waiinan15ns1a Elemental impurities ?Jadﬂsﬂ Finish

product Wag Active Pharmaceutical Ingredient > 3 JUU8INSHER 5
- ladfilenansuansnisvin Risk Assessment Report for Elemental Impurities waiinan1sns1a Elemental impurities ?Jadﬂsﬂ Finish

product Wag Active Pharmaceutical Ingredient 1 Ju ¥8an15H&AR 3
- ladfilenansuansnisvin Risk Assessment Report for Elemental Impurities wazfinan1sms7a Elemental impurities w89 Finish product

38 Active Pharmaceutical Ingredient \fiesagndlaagreniis 1
- laifinn39in Risk Assessment Report for Elemental impurities waglifinan1sns1a Elemental impurities 0

MssEyTen vumelar ununeny 5
FimsszyBesn vuneuay FuvineguuTIYTsinduatusluyavihsyesen 5
FimsszyBes vuneuay FuvinegULUTIYTeANaf U Lsueuesn 3
lifimsszyfuninoiguuussadasiidudatuovieduouiags 0
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