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AN MLazAMANTRAMITidanadeUszAvEamnsinwmeua wiln
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1. 1AIFIUNERS U9 10 AzLu
1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssusesludisen Official Pharmacopoeia
: 871989 USP,BP,Ph.Eur, IP,JP aduaian wazuilalunzideusiniueiwda 5
: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszusisneninndy 3 Uuazudlalunsidowsiniueudn 4
: 871989 USP,BP,Ph.Eur. IP,JP atulminirUseniaszusisneninndy 2 Yuazudlalunsidowsiniueudn 3
: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszusisneminndy 1 Yuazudlalunsidowsiniuenudn 2
: 919814 USP,BP,Ph.Eur.,IP JP atulminiszniasyusinsenuinndt usdaldlaunlalunedeusiuen 1
: 87989 USP,BP,Ph.Eur, IP,JP atusmnulszniaszusinsewazuilalunsidewsinSueudn 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
- 91984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines (Q6A) uazuAlulungidousSueua wiisusduluy 5
- 91984 In-house specification fiaonndnaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsznAseuiTensnnd1 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen 4
- 91984 In-house specification fiaonndnariu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsznAszuinTensnnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen 3
- 91984 In-house specification fiaonndnaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsgnAseuinsensnnd1 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen 2
- $1984 In-house specification fidenadasfiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP atulumini
UsenAseusingen, ICH Guidelines (Q6A) usililduflvlungidousiuen 1

- 91994 In-house specification NigenAdeU general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP atiumuilsenia

523181, ICH Guidelines (Q6A) wazunlvlungidoudiueua




1.2 Finished Product Specification #

nsdilgsunssuseslusisen (Official Pharmacopoeia)

: 919819 USP,BP,Ph.Eur.,IP,JP atiuanan wazwilulunzileusisuewdiszylulue.5)

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusenimssusisiennnnndt 3 YuazwdlulunsidowinSueuwa

: 919819 USP,BP,Ph.Eur.,IP JP atulnminituseniassusisiennnnnd 2 YuaswdlulunsidowinSueua

: 919814 USP,BP,Ph.Eur.IP JP atulminitusenimssusisienninndt 1 Yuazwdluluneidowinfueuan

o '

- $1994 USP,BP,Ph.Eur.,IP,JP atulmininuseniaszusisienuinnit wadslilawnlulunedeudsuen

gl

(5zazIakiliu 2 UTUIN I UAF TN UAME NTTUNITEIMNSHAZ BNAITULNES 8.5 DeuBueNaIsEUDIIAN)

: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysiisewasu lulunzideussueuds

nsdllailasunssuseslusisen (Non-Official Pharmacopoeia)

: 91984 In-house specification fi@enndasfiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atudgn, ICH

Guidelines (Q6A) wazwalulunzidausidusnds wiadusduwuy

: 91984 In-house specification Nidenndasiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingenuinndt 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification Ni@enndasriu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinii

UsgnAszusingenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification Nidenndasiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingenuinnd 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

- 91984 In-house specification NigenAdIiU general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuluiinin
UsznAseysingen, ICH Guidelines (Q6A) wilalldunlulungideusiiuen(srazanliiu2tiiuaniundtnau

ANZNTIUNITDINTUAZLIBITULDNEATT 8.5 5@5’u§ul,aﬂmsl,auamm)

: 91984 In-house specification VGRIGERNT general chapters muﬁsxqi’fﬂu USP,BP,Ph.Eur.,JP atumuusenae

52ys131817, ICH Guidelines (Q6A) wazufitulunzilouiiuauen




2. AuanlimAnmsidwadeusednsamnissnvingiuia 90 AZUUL
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
3n15finw1 long term stability Way Accelerated stability @1y ASEAN guideline ﬂsummmqmuuamﬂ(zﬂ) uagll 10
HANT3AN®I on-going stability Unieuttagdiu uaziiienansuaniasuiiu

1In13finw1 long term stability waz Accelerated stability #11 ASEAN guideline asumde1geuwaaIn(=3Y) uwavil 9
HANT3AN®1 on-going stability Uniewttagiu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline mumumqmuuamﬂ(zﬂ) uagdl 8
HANT3AN®1 on-going stability Uriewttagiu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline mumumqmuuamﬂ(zﬂ) uelad 7
dnan1s@ny on-going stability UnewlUaqdu

AIn15Anw long term stability waz Accelerated stability anu ASEAN guideline Asusu@gauuaan(2) weildll 6
HANT3AN®1 on-going stability Uriewttagiu

3n13fnw1 long term stability Way Accelerated stability T fulunny ASEAN guideline ATUATUBDIEYIUURAMN 5
(23V) uaziinan13Aney on-going stability YneulUagdu

fn13@inw long term stability waz Accelerated stability Luliulumnu ASEAN guideline asusuegeuwaaIn(2l) il
wazilnan1s@iny on-going stability Unewldaqgtu

4ln15Anw long term stability uag Accelerated stability laiulunnu ASEAN guideline ATUAINDIYLIUURAIN LLpi 0

Liifinan1sfinwn on-going stability Uanan

2.2 Uszaumsaiaunsldy 10
FszaunsainsldlulsmenaniuaiunslneunslflunssnunfuazdioglutiyTsnedoslsmeuiand 10
UASUNS
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- liiflnannsAnen BE 0
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A8nsAnwdukuu Randomized controlled trial lildiSauiisuiugnduiuy ARunlunsansnianisenng 10
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- fnsuanswa Risk Assessment Report for Elemental Impurities Tuun93uve9n158@ns Finish product wag
Active Pharmaceutical Ingredient wagdn1suanaionasinaswnasaninisiisuwlanssuiunisuiniienadmal
wensUulou 6
- dnsuanswa Risk Assessment Report for Elemental Impurities Tuu195u289n156@0%s Finish product way
Active Pharmaceutical Ingredient uglduansionastuasnisiasuulainseuiunisuaniiotvdealiminnisuuiou

a
- dnsuanswa Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical
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Jalfin1svi Risk Assessment Report for Elemental impurities 0
359 Unatin LiiFesienisiinsesin 5
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