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1. Wesgundndoe 10 AZWUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsadllasunssuseslusiisien Official Pharmacopoeia
: 91989 USP,BP,Ph.Eur. IP,JP aduanan wazualalungilewsinSueudn 5
: 9798l4 USP,BP,Ph.Eur.IP,JP adulminiUsgmiasyysiisenunnni 3 Yuasuilvlunefeusiiuenue a
: 879819 USP,BP,Ph.Eur.IP,JP atulniniuszniassyisianunnnda 2 Tuasudlalunzifeusidueudy 3
: 974la USP,BP,Ph.Eur.IP,JP adulminiUsgmiasyysiisnenuinni 1 Yuasuilvlunefeusiiuenue 2
: 979814 USP,BP,Ph.Eur.IPJP atiulninivsgmiaszysiaenunnndi uidddadlduilolunzdoussuen 1
: 9748la USP,BP,Ph.Eur,IP,JP atiunuusemassyssewazuilalungidousiSueud 0
nsallallasunissuseslussnen (Non-Official Pharmacopoeia)
- $71984 In-house specification ﬁaaﬂﬂé’aﬂﬁu general chapters mmﬁi%qlﬁu USP,BP,Ph.Eur.,JP aﬁ'ua'ﬂ?jﬂ, ICH Guidelines (Q6A) wag

5
uhlalungiBoudiueudn videdusnduuuy
: 871484 In-house specification fidanndeaifu general chapters siszylilu USP,BP,Ph Eur,JP atiulvsininuseniassyssnenunnnda 3
9, ICH Guidelines (Q6A) wazuAlulunzidousiisuenua !
: 87484 In-house specification fidanndeaifu general chapters siszylilu USP,BP,Ph Eur, P atiulvsininuseniassusstenunnndi 2
¢, ICH Guidelines (Q6A) wazualulunsidousisueudn ’
- $1984 In-house specification fidenAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiulmindsemasyyssneunnnii 1
3, ICH Guidelines (Q6A) wazuAlulunzidousiisueua ?
- $1984 In-house specification fidanAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiulmindtsemasyysiisne, ICH
Guidelines (Q6A) usikilgunlalunziBeussuen '
- $1984 In-house specification fidenAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiunmuussmessysnsien, ICH .

Guidelines (Q6A) waguilalungilouiSusudn




1.2 Finished Product Specification # 5
nsallasun1ssuseslussnen (Official Pharmacopoeia)
: 879819 USP,BP,Ph.Eur.IP,JP atiuangn wazudlulungiewsiiveuds (seylulue.s) 5
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniassyssianuinnda 3 TuasuilalunziBousidueudn a
: 979819 USP,BP,Ph.Eur.IP,JP atulniniUsznmiasyysiaenuinni 2 Yuazsudlulunefeusiivenud 3
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniassyssienuinnd 1 TuasuilalunziBousdueudn 2
: §79819 USP,BP,Ph.Eur.IP,JP atiulninivsgmiasyysiaenunnndd uiddadlduilolunzdoussuen
(srrnaliiuzlifunniufidiinnuenenssunsewnsuasetasiuionans 8.5 feiuliuenansiauesian) '
: 9748la USP,BP,Ph.Eur.IPJP atiunmusenmiassydseuwazialalungifeusiSugud 0
nymlilasunisSuseslusigen (Non-Official Pharmacopoeia)
: 971989 In-house specification Hdonndaeiy general chapters muﬁ'iqu”ﬂu USP,BP,Ph.Eur.,JP atiua1gn, ICH Guidelines (Q6A) uag

5
uhlalunzidoudi3ueuas viieusdunuy
: $1484 In-house specification fidanndeaifu general chapters suiiszylilu USP,BP,Ph Eur,JP atiulvininusyniaszysisienunnndi 3
9, ICH Guidelines (Q6A) wazuAlulunzidousiisuenua ‘
: 87484 In-house specification fidanndeafu general chapters siiszylilu USP,BP,Ph Eur,JP atiulwinituszniassysstennnndi 2
9, ICH Guidelines (Q6A) wazuAlalunzidoudTueuan ’
: 871484 In-house specification idenndeaty general chapters snuiiszyl3lu USP,BP,Ph Eur, )P atiulsindiuszmaszyssngnnnnia 1
9, ICH Guidelines (Q6A) wazuAlalunzidoudTueuan ?
- 91989 In-house specification Haonndaeiy general chapters muﬁ'isql”ﬂu USP,BP,Ph.Eur.,JP atuluminiwsemeszysiisnen, ICH
Guidelines (Q6A) wilillgudlalung Soumsuan(szornalituzltuan fuiidiinnuanznssunsemsuazenassuienas o.5 eiuiu 1
LDAANSLEUDTIIAN)
1484 In-house specification Tiaeandesiu general chapters audtszylilu USP,BP,Ph.Eur,JP atumaszmaszysiisen, ICH
Guidelines (Q6A) wazuilalunzifoumsueuds °
2. auuaniimdvmsiidmaioUszavsamnisnyimeiua 90 AZWUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
Hn13finw long term stability uag Accelerated stability a3 ASEAN guideline AsUmIM@IgEULaaIN(23Y) Wariinan13finy) on-going
stability Uieutlagtu wazilienatsuaninsudou 0
An13finy1 long term stability uag Accelerated stability a3 ASEAN guideline AsUsNHB1gE1UNRAIN(23T) waziinani3finwl on-going
stability Yneutlaqdu ’
dn13finy1 long term stability wag Accelerated stability a3 ASEAN guideline AsumueIgeTULaAIN(2Y) Uarlinan15Any on-going
stability UnieutUaqdu °
An3finw long term stability uaz Accelerated stability anu ASEAN guideline Asumsenaenuuaan(=3Y) uiliiinan1s@nwn on-going
stability Uneutaqlu !
fnsfinwn long term stability uaz Accelerated stability au ASEAN guideline asumuetgeuuaain(2l) ualdiinanmsdnw on-going
stability UnieutUaqu °
Hmsfine long term stability uaz Accelerated stability laifulunyu ASEAN guideline Asunuatgetuuaan(=3Y) uazdnansin
on-going stability Ynewddagiu °
FmsAnw long term stability uaz Accelerated stability lalifulunnu ASEAN guideline asunuegetuuaan(2l) waziinanisanen
on-going stability Ynewldagdu !
FmsAnw long term stability uaz Accelerated stability Taifiulunu ASEAN guideline Asumuegeuuaan wlifnanisdn
on-going stability Uaan 0
2.2 Uszaunisaiaunsld 10
Tszaumsainslélulsmeunaniuasunilaadunsldlunsinvniesdegludniselentsmenadiuaiuns 10
fiuszaunsaimslélulsmenuiadsta UHOSNET andnress sndeulneifunslilumsinuiuni @enansuuuuans) videiisedoaglu S
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- flnan3Anwn BE_Yi4 fast uay fed study fifuseddaedincuanenssunsemsuasen e 1Wuen BCS class | AldTu

v

- nansAnen BE Miasingle dose wag multiple dose lun1igita fast uay fed condition M5usedlagdriinauAmugnssUANT

biowaiver 9MNEINNUANLNTIUATONTUAZYN ®
- flnansnwn BE lamaz fast condition FedtinauAmznssuAseMswaelinsiusaHa 12
- HnansAnen BE @ fast condition wiliiivisdesusewa BE anndriinauangnssunse isuazen 7
- lulfinanns@nwn BE 0

= < av v . . o o 15
2WNsHaven wse Wuen BCS class | Mld5u biowaiver anndtinauamynssunnsemswazen
- fnansAnw1 BE 714 single dose wag multiple dose Tunmg fast condition ieagnaiey FedtinauanenssuNsomNg
12
wazenlinisSuseua
- JnansAnen BE 914 single dose way multiple dose lun1iy fast condition Liesegnafen waldfinlsdesusesna BE a1
9
FINNUANZNIINNTOMITUATEN
= = . . a ' a P ) o o
- fiwan1sfnen BE  single dose Tunmie fast condition finseehuden Fdintdsdosuseswa BE 3nddnaunmgnssunsemsiaze) 7
- = - = Pv— .
- fmansAnen BE lanwg Y wilsdesusesandinuAuENIIINNTEMITUAYEN
5
TinnsSusema
- luiflnannsAnwn BE 0

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

HNAULUY 30
Ansfnwnduiuu Randomized controlled trial W3suisufugdunuy ARulNTAsMeMsUNmNE 20
aa & . . My a o v aa ¢

AsnsAnwnduwuu Randomized controlled trial lailawseuisuiuenduiuy Afusiluisasnisnisunng 10
Anns@nwuduiuu Non-Randomized controlled trial ARNWILNTANTNININISUNNE 7
A8nsAnudunuu Comparative studies wuu Cohort studies (Prospective) Aifiluansansmisnsunmg 5
ASmsAnwnduuuy Comparative studies wWuu Case-control studies (Retrospective) Afiusilunsansmensunng 3
Lilfins@nuniTensadiin 0
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