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1. WAsgundndoe 10 AZWUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunissusaslusisen Official Pharmacopoeia

: 97489 USP,BP,Ph.Eur.IP,JP atiuaign uazualulungifeusiSueuwa 5
: $79819 USP,BP,Ph.Eur.IP,JP atulwiniusznmasyyssanuinnia 3 Tuazuiloluneifeushivenudy 4
: 9748l4 USP,BP,Ph.Eur.IP,JP adulminiUsgmiasyysiisnenuinnd 2 Yuasuilvlunefeusiiuenue 3
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniassysisianunnnd 1 Tuasudlaluneifeusidueudy 2
: 979814 USP,BP,Ph.Eur.IPJP atulninivsgmiasyysianenunnndn uidddadlduilolunzdoussuen 1
: 879819 USP,BP,Ph.Eur.IP,JP atunuussniassysseuaziilalunsidousiiueuwds 0
nsailailasunissuseslussnen (Non-Official Pharmacopoeia)

- 971994 In-house specification donndaiy general chapters mmﬁizq?ﬂu USP,BP,Ph.Eur.JP aduaan, ICH Guidelines (Q6A) wazuilaulu
neidouiiueuds viausndunuy 5
: 87484 In-house specification idanndoarfy general chapters snuiiszylilu USP,BP Ph.Eur, P atiulwsinindszmiaszyssngnnnnit 3 9,

ICH Guidelines (Q6A) uazuAlulunzidouiisuenud a
- $1984 In-house specification fidanndasiyu general chapters mmﬁiqu"ﬂu USP,BP,Ph.Eur.JP atiulnsindnseniasyusisiemnnndt 2 U,

ICH Guidelines (Q6A) uazuAlulunziousiisueua 3
: 87484 In-house specification idanndearty general chapters snuitszylilu USP,BPPh Eur, P atiulminindszmaszyssngnnnnit 19,

ICH Guidelines (Q6A) uazuAlulunzidouiisueud 2
- $1984 In-house specification fidenAdasiu general chapters mmﬁ'isql’gflu USP,BP,Ph.Eur.JP atiulmindtsemasyysiisne, ICH

Guidelines (Q6A) usikilgunlalunziBeussuen 1
- §1989 In-house specification Haonadaeiy general chapters mwﬁ'izﬂ}ﬂu USP,BP,Ph.Eur.,JP atfumuuszniAsyysnsen, ICH Guidelines

(Q6A) wazuilalunsilousiSueuda 0




1.2 Finished Product Specification # 5
nsallasun1ssuseslussnen (Official Pharmacopoeia)

: 979819 USP,BP,Ph.Eur.IP,JP atiuaign wazualulunsifewsifueudseylulue.5) 5
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniassysisienuinnda 3 TuasuilalunziBousidueudn a
: 979819 USP,BP,Ph.Eur.IP,JP atiulniniUszniasyysiaenuinni 2 Yuasudloluneifeushivenud 3
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniusznmassysisienunnd 1 YuasuilalunziBousidueud, 2
: 879819 USP,BP,Ph.Eur.IPJP atiulwinitvsgnmiasyysiaenunnndd uiddadlduilolunzdoussuen 1
(srrnaliiuzliunniufidiinnuenenssunsewnsuasetasiuionans 8.5 Seuliuenansiauesian)

: 9748la USP,BP,Ph.Eur.IPJP atiunmusenmiassydsewazialalungifousiSueud 0
n3mlilasunisSuseslusisen (Non-Official Pharmacopoeia)

: 971989 In-house specification Hdonndaeiy general chapters mu‘ﬁ;iwl’ﬁu USP,BP,Ph.Eur.JP atusian, ICH Guidelines (Q6A) wazufiluly
nideusdueua vieusdunuy 5
: 87484 In-house specification idanndeaity general chapters suitszyl3lu USP,BPPh Eur,JP atiulminindszmaszyssngnnnnit 3 9,

ICH Guidelines (Q6A) uaziAlulunzidousiisueua 4
: $1484 In-house specification idanndeafy general chapters snuiiszylilu USP,BP,Ph.Eur, P atiulwinindszmaszyssngunnnii 2 9,

ICH Guidelines (Q6A) uazuAlulunzidouiisueua 3
: 87484 In-house specification idanndeatu general chapters suitszyl3lu USP,BPPh Eur,JP atiulwminindszmiaszyssngnnnndt 19,

ICH Guidelines (Q6A) uaziAlulunzidousisueua 2
1484 In-house specification Tideandesiu general chapters audtszyl3lu USP,BP,Ph.Eur,JP atulminiwszmaszysien, ICH

Guidelines (Q6A) uwihilgudlalung Coumsuanzoznaldituzlduan uiidiinnuamznssunmsomnsiazenassuienas o.5 feiuiuenas
LEUDIIAN) 1
1484 In-house specification Tideandesiiu general chapters Audtszylilu USP,BP,Ph.Eur, P atumaszmaszysiisten, ICH Guidelines

(Q6A) wazuflalunziBuusueua 0
2. guandimdvmsidwasdeuszansamnsinmmeiua 90 AzLUY
2.1 Long term stability #7131 ASEAN guideline on stability study of drug product 10
Hn3finw long term stability uag Accelerated stability a3 ASEAN guideline AsUmIM@1gEULaaIN(23Y) Wariinan13finy) on-going 10
stability Ueutlagtu wazilienatsuaninsudou

An13finw long term stability uag Accelerated stability a3 ASEAN guideline AsUsNHB1g81UNRAIN(23T) waziinani3finwl on-going 9
stability Yneutlaqdu

An15fnw1 long term stability uag Accelerated stability a3 ASEAN guideline AsUMM@1ge1UUAAIN(2Y) Uardinan15Any on-going 8
stability UnieutUaqiu

fnsfine long term stability uaz Accelerated stability au ASEAN guideline asumuergenuueain(=3Y) uildiinan1s@inen on-going 7
stability UnieutUaqdu

fn3finw long term stability uaz Accelerated stability au ASEAN guideline asumueigeuuaain(2l) unliiinaniséiny on-going 6
stability UnieutUaqiu

FmsAnw long term stability uaz Accelerated stability laliflulunu ASEAN guideline Asumuegetuuaan(=3Y) uasinanmsine, 5
on-going stability Ynewldagdu

Hmsfine long term stability uaz Accelerated stability latluluanu ASEAN guideline asunuetggtuuaan(2l) wariinanisfinen on-going 4
stability Uneuttaqlu

Fms@Anw long term stability uaz Accelerated stability Talifiulunu ASEAN guideline asumuegeuuaan wilifinans@nw on-going 0
stability Usngn

2.2 Uszaunisainunsld 10
Tszaumsainslélulsmeunaniuasunilaadunsldlunsinvniesdegludniselentsmenadiuaiuns 10
fiuszaunsaimsldlulsmenuiadsta UHOSNET andnress snieulnaifunslilumsinuiuni @enansuuuuans) vielisedoaslu 5
Approve vendor list Glenansuuuudny) wiesunsiiansarlaeanwnssums miedueillsmeunaiansandouilinaunmdansm

Jadfiuszaunsalnsld 0




- AwansAnen BE_19 fast Lay f A¥usedlagdtinnuannssuNMsevisiazen e Wuen BCS class | Al#5U biowaiver

PNEUNNUANLNTIUNTOWNTUAZYN 15
= = . = o W £ o

- fnans@nen BE lawg fast condition sdinuamznssumsemshazelinissuseswa 12

- HnansAnen BE @3 fast condition waliiivisdesusewa BE anndriinsuangnssunsenmisuasen 7

- lulfinanns@nwn BE 0

v

- HnannsAnen BE Mi4single dose uag multiple dose Tun1eiia fast uay fed condition N5UsaslagdiinnuAnLnsIUATTMNT

uazen v5e Wuen BCS class | Al#3U biowaiver nd1EinnuAnMLnITINTOIMNTLALEN 15
p = 2 ) o
- fluansAnwn BE 919 sin g multi 1 f; ndition LileaEaien FedtneuamugnssunsemMIsuazen
1innsSusema 12

- nansAnwn BE 314 single dose way multiple dose lun1ie fast condition Liilgspgaden wildfwlsdeiuseswa BE andtinau

AMENTIUNITDINTHAS YN 9

- HnansAnwn BE  single dose Tunnig fast condition lgsaehaien Faimilsdasusessa BE 9ndtinaiuanenssunsomsLagen 7

- JnansAnwn BE lamg single dose lunng fast condition tlgaenaien waldifiwiedesusesandtinauanenssunsownswagselinig

JUsOma 5

- lifiwannsAnen BE 0
[o i fomoeiin Cinca v usmiboredidmmuourtunsion | o |
HIAULUY 30
ASmsAnwnduuuy Randomized controlled trial Wisuiisuiugndunuy Auilunsansniamsunng 20
AnsAnwndunuu Randomized controlled trial TalldluSeuiteufuenduuuy Aniluansansmsmsunng 10
AmsAnwndunuy Non-Randomized controlled trial Afissiluansensmenisunms 7
A8nsAnudunuu Comparative studies wuu Cohort studies (Prospective) Afiluansansmisnsunmg 5
ASmsAnwndunuy Comparative studies wWuu Case-control studies (Retrospective) Afisilunsansmsnsunngd 3
LlifimsAnwnideniendin 0

- In1suanINa Risk Assessment Report for Elemental Impurities Iuwnjumadmmﬁmﬁ'ﬂ Finish product wag Active Pharmaceutical

. = & & da = a d s o o &
Ingredient LLaﬂ’,LlfﬂiLLﬂfr’l\‘lLEJﬂa’]i‘ﬁLLﬁ]\W!ﬂﬂi\W]ﬁJﬂﬁL‘Uﬁﬂ‘uLLUaQﬂSSU’Juﬂ’ﬁNaGlVI’e)']ﬂﬁsiNﬁIV]Lﬂﬂﬂ'ﬁUuLﬂ’e)u 10

- finsuanawa Risk Assessment Report for Elemental Impurities Iumjmmmﬁmﬁmﬁa Finish product wag Active Pharmaceutical

Ingredient ululdngenansuasnsiasuLUasnssuiunswaniienadmalninnisuuleu 8

- finnsuansua Risk Assessment Report for Elemental Impurities Tuu133uvasnswanvis Finish product wag Active Pharmaceutical
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. = & = a d s o o &
Ingredient LLa&’,Llﬂ’ﬁLLﬂfr’I\‘lLﬂﬂa’]i‘ﬁLLﬁ]\W!ﬂﬂi\WlﬁJﬂ'ﬁL‘UﬁEJ‘uLLUa\iﬂii‘/’U’Juﬂ’ﬁNaGlVI’e)’]’«J?NNaIVILﬂﬂﬂﬁUuLﬂ’e)u 6

- finsuanawa Risk Assessment Report for Elemental Impurities Iuj!jﬂjummmﬁmﬁmﬁﬂ Finish product wag Active Pharmaceutical

Ingredient ululansenanstuasnsiasunlainssuiunswaniieadmaliiinnsuuileu a

- fimsuanawa Risk Assessment Report for Elemental Impurities Tu Finish product #3a Active Pharmaceutical Ingredient wregslnogramils

laifinnsvh Risk Assessment Report for Elemental impurities 0
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