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1. WnsgIuNdasio 10 AZUUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nselasuNMTSUsBslusTen Official Pharmacopoeia

: 8n9tla USP,BP,Ph.Eur. IP JP atiuagn uazudlvlungiousfueud 5
- 8natle USP,BP,Ph.Eur. IP JP atulminiuszmessusisenannnd 3 Yuasuiluluneifeusisueuds 4
- $73ils USP,BP,Ph.Eur, IPJP adulwiniiussmaszysisenannn 2 Yuazudlulunaifoud$ueudn 3
- 8nafle USP,BP,Ph.Eur, IPJP adulminiiuszmessusisenannndt 1 Yuasuiluluneifeusisueuds 2
- 8natla USP,BP,Ph.Eur, IP JP atulminiuszmaszyisennnndt uwiddadldudlalunzidousdiuen 1
- 8nafla USP,BP,Ph.Eur. IPJP adumasznmiaszusseuazudllunzdousfueuds 0

nsdllaildsunissusesusiisen (Non-Official Pharmacopoeia)

: $1989 In-house specification #idonA&aafyU general chapters muﬁiwiﬂu USP,BP,Ph.Eur.,JP atfuang, ICH Guidelines (Q6A)

uazuilalungifousueuds wiolunduuuy 5

: 81984 In-house specification #idanndasiu general chapters aifiszylilu USP,BP,Ph.Eur. )P atiulmind1uszmaszysiinen

11N 3 Y, ICH Guidelines (Q6A) wazuAlulunsiloudiueuan aq

: 81984 In-house specification #idanndasiu general chapters aaifiszylilu USP,BP,Ph.Eur. )P atiulmind1vszmaszysiinen

1N 2 Y, ICH Guidelines (Q6A) wazuAlulunsidoudiueuan 3

: 81984 In-house specification #idanndasiu general chapters aifiszylilu USP,BP,Ph.Eur. )P atiulmind1uszmaszysiinen

1nn 19, ICH Guidelines (Q6A) wazuilalungidoudueud 2

: 81984 In-house specification #idenndosiu general chapters aiiszylilu USP,BP Ph.Eur. )P atiulmind1vszmasyysiie,

ICH Guidelines (Q6A) walildunlalungidoudiisuen 1

- $1989 In-house specification #idonA&aafiu general chapters muﬁswmu USP,BP,Ph.Eur.JP atumuuseniAssysinsen, ICH

Guidelines (Q6A) wagululungiloudueuan 0




1.2 Finished Product Specification # 5
nsdlasunissuseslusse (Official Pharmacopoeia)

- 8nafla USP,BP,Ph.Eur.,IP JP atiuanan uazudlulunsieuiveudiszylulue.5) 5
- 8nadle USP,BP,Ph.Eur, IP )P atulmindiuszmessusisenannni 3 Yuasuilulunsifeussueuds a
- 8nafle USP,BP,Ph.Eur IPJP atulminiuszmeszusisennnnd 2 Yuasudlulunyifeusisueuda 3
- 8nafle USP,BP,Ph.Eur, IP JP atulmindiuszmessusisenannnit 1 Yuasuilulunsifeussueuds 2
- 8nafle USP,BP,Ph.Eur, IP JP atulminiuszmassyiaennnndt uwiddadldudlalunzieusisuen 1
(srpvnalifuzlifuanuidinnuanenssunmsensuazenasiuienas 8.5 fefuluenasiauesan)

: 873fia USP,BP,Ph.Eur. IP JP atumudssmeassysimeuazuilulunsideuiisueud 0
nsdlailasunissuseslusiisnen (Non-Official Pharmacopoeia)

: 1484 In-house specification fidanadesiu general chapters suiszylilu USP,BP,Ph.Eur. JP atfudan, ICH Guidelines (Q6A)
wazuAlulunsidoudrSueudn videduenduwuu 5
: 1984 In-house specification fidenndssiu general chapters suitszylilu USP,BP,Ph.Eur. JP adulwmindszniassysen

11N 3 Y, ICH Guidelines (Q6A) wazuAlvlungidoudiueudn q
: 1484 In-house specification fidenndesiu general chapters suitszylilu USP,BP,Ph.Eur. JP adulwminiwszniassyssen

11N 2 Y, ICH Guidelines (Q6A) wazuAlulungidoudiueudn 3
: $1484 In-house specification 7iienadedfu general chapters satszyl3lu USP,BPPh Eur,JP atulminiiuszniassysdisen

11nn31 1 U, ICH Guidelines (Q6A) uazuilulunzidousiisueudy 2
: 1484 In-house specification fianadesiu general chapters muftszyllu USP 8P Ph.Eur. JP adulmindtssmeassyssnen,

ICH Guidelines (Q6A) wilalldudlvlunzideusnfuesroznalifudtuaniuiiddhnunnenssunsewnsuagenasiuends

8.5 fefuiiuenansiauesen) 1
: $1984 In-house specification fidenadesiu general chapters muﬁiwlﬂu USP,BP,Ph.Eur.JP atiunaszniaszysiisnen, ICH
Guidelines (Q6A) wazuilulungilousnSuguds 0
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2.1 Long term stability #131 ASEAN guideline on stability study of drug product 10
Amsfinu long term stability uaz Accelerated stability 9111 ASEAN guideline AsUMI@NgE1UURAN(=3T) Wariinan1s@n 10
on-going stability UreulUagtu uaziiienansuansasudau

Amsfinu long term stability uaz Accelerated stability #1 ASEAN guideline AsUsMI@Nge1UURAN(=3T) Wariinan1sdn 9
on-going stability YneutUaqiu

Amsfinu long term stability uaz Accelerated stability #1 ASEAN guideline ATumMueTge1UURAIN(2Y) Uaginansiny 8
on-going stability YneutUaqiu

Ansfinu long term stability uaz Accelerated stability #1311 ASEAN guideline asumsengetuuaan(=3Y) unlifinansdnm 7
on-going stability YneutUaqiu

AlnsAnw long term stability way Accelerated stability m13 ASEAN guideline ﬂiumum&;munamﬂ(ﬂ) uslaifinansdinen 6
on-going stability Yneutaqiu

Jnsfinw long term stability uaw Accelerated stability laiuluau ASEAN guideline Asumaengeuuaain(=37) uazilna 5
n15ANE1 on-going stability Uriewldagdu

Jmsfinw long term stability uaw Accelerated stability laiulumu ASEAN guideline asumsangeuuaann(2l) uaviina a
n15ANET on-going stability Uriewldagdu

Jnsfinw long term stability uaw Accelerated stability laiuluanu ASEAN guideline Asumuengenuuaan ualifinansdnw 0
on-going stability Yagn

2.2 Uszaumsalsinumsld 10
Suszaumsainsllulsmennaruaiunsinedunslilunssmuniussiineglutayineteulsmonaniuniuns 10
Ssvaumsaimslélulsmenunadata UHOSNET andnreds anrewlneidumslélunissnudni Glenansuuuuany) vieiinede 5
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- finanns@nwn BE_114 fast uay fed study Mfusedlaediininunmznssunisomnsuazen vde Wuen BCS class | Aildsu

biowaiver 91NdUINNUANENTINANTDNMTHALEN 15
- finan5Anw BE 1wz fast condition FsdtinaupmuznssInsewnIuazelinSuTesa 12
- fiwamsfnw BE 1wz fast condition uslifivisdedusemwa BE 91ndinaiunnenssunIsemstazen 7
- laifiwan1s@nw BE 0

- finanns@nw BE Wi9_sinele dose uaz multiple dose Tun19w#y fast wae fed condition Miusedlagdiineu
AZNTIINTEIMSLAYE Vise 1uen BCS class | #TU biowaiver Mnd1tinaunminssumsemswazen 15
- fiwansAnw BE 914 singl 2 multi 1 f: ndition LfigsENLRen FdtinnuauEnIINnTg
ownskazenlvnsiusema 12
- finanns@nen BE 914 single dose way multiple dose lung fast condition Lilesataden uilifivdsdeiusoma BE
NETNNUANLNTIUNTINMISUAZEN 9
- fiwamsfnw BE  single dose Tun1g fast condition Lilwsegaien Jeiviisdoiusema BE 91ndtinaunsznssunsems
ey 7
- finanns@nen BE @ single dose Tun1ag fast condition wiigsednaiien walifinisdofusesnndrtinnuaarnssunsems
wazenlinssusewa 5
- laifiwan1s@nw BE 0

HIRULUY 30
AsmsAnwdiuwuu Randomized controlled trial W3suiisufugndiunuu Amsilunsaismanisunmd 20
AnsAnwduwuu Randomized controlled trial liildlussuifisufuadunuu Afssilunsansmanisunmg 10
AmsAnwdiuwuu Non-Randomized controlled trial Asmilunsansmanisunmgd 7
AsmsAnwdluwuu Comparative studies wuu Cohort studies (Prospective) Afssilunsansnanisunmg 5
AsmsAnwdluwuu Comparative studies wuu Case-control studies (Retrospective) fifisniluansansmanisunng 3
LadfimsAiny3denenddn 0
- fimsuansua Risk Assessment Report for Elemental Impurities lumvmv'ummmsmﬁmﬁgﬂ Finish product wag Active
Pharmaceutical Ingredient LtazimsLLamLaﬂﬁﬁﬁmmnﬂiﬁqﬁﬁmsm?UumenizmumiNﬁmﬁawﬁwa‘lﬁﬁmmsﬂu@"au

10
- finsuansua Risk Assessment Report for Elemental Impurities lumvmv'ummmsmﬁmﬁgﬂ Finish product uag Active
Pharmaceutical Ingredient usilaluansenanstuasmsUasuuasnszuiunnaniienadmalfiianisuudiou 8
- nsuansua Risk Assessment Report for Elemental Impurities ‘Lumgjmaammﬁmﬂ"'a Finish product Wag Active
Pharmaceutical Ingredient waziinisuanuonanssuamnadeiiiimsdsundasnssuiunsidniionadamalsiiamsuudon

6
- finsuansua Risk Assessment Report for Elemental Impurities 'lum_qs"ummmiuﬁmv‘?ﬂ Finish product uag Active
Pharmaceutical Ingredient usilauansienanstuasmsiusuulanssuaunswaniiensdamaliiansuudiou a
- finsuanaua Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical Ingredient wa
adlnognamils 2
lalfinn59h Risk Assessment Report for Elemental impurities 0
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