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1.1 Active Pharmaceutical Ingredient Specification # 5
nstllasunssusesludisen Official Pharmacopoeia
: 919819 USP,BP,Ph.Eur.,IPJP atiudngn wazunlulungiBeusiuenue 5
: 87989 USP,BP,Ph.Eur. IP,JP atulmindrUsenmaszuiseminndy 3 Yuasudlalunsidowsiniueudn 4
: 919814 USP,BP,Ph.Eur.IP JP atulninituseniassusisienninnd 2 YuazwdlulunsidowinSueua 3
: 87989 USP,BP,Ph.Eur, IP,JP atulnmindtUsenmassusiseminndy 1 Yuasudlalunsidowsiniuenuds 2
- 971994 USP,BP,Ph.Eur.,IP,JP atulnininuseniaszusisienuinnit wedslilawnlalunedeudsuen 1

gl




: 97989 USP,BP,Ph.Eur, IP,JP atusmulszniaszusinsewazuilalungidowsinSueudn

nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification f@enndasiiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines (Q6A) wazwalulunzidousi$usnds wdadusnduuwuy

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

UsgnAszuinsenuInnd 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgnAszuingenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgniAszusingenuinnd 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@enndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingen, ICH Guidelines (Q6A) usilidldunlvlungidousiuen

: 91984 In-house specification faonnanafiu general chapters muﬁiwi}ﬂ.u USP,BP,Ph.Eur.,JP atuauusena

58ysi13181, ICH Guidelines (Q6A) wazufilulunziloumiuaun

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur.,IP,JP atuanan uazuilulunzlewsinsueudiszylulue 5)

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 3 YuazwdluluneidowinSuewan

: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszuiisneinndy 2 Yuazudlalunsidewsiniuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssussienninndt 1 Yuazwdluluneidowsinfueuwan

: 919819 USP,BP,Ph.Eur.IP JP atulminiszniassusinsenuinnit usdaldlaunlalunedeusiuen

(5z8z3a kAL Ut N I UAF TN UAME N TTUNITIMNTHAZ B1AITULLNET 8.5 DeuBueNaISEUDIIAN)

: 871989 USP,BP,Ph.Eur, IP,JP atusmulsznimszusinsewazuilalunzidewinsueudn

nsallilasunissusesludisen (Non-Official Pharmacopoeia)

: 87984 In-house specification Ni@enARasfiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atudnge, ICH

Guidelines (Q6A) warwlulungieumiueuas vseiduedunuy

: 81984 In-house specification Ni@enAdafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAsyysinsensnndt 3 U, ICH Guidelines (Q6A) wazulvlunzilewiiugua

: 81984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAsyysinsensnndy 2 U, ICH Guidelines (Q6A) wazuilvlunzilewiiugua

: 81984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinii

Usen1Aseyinsenunnndt 1 3, ICH Guidelines (Q6A) wazuilulunzilousmsueuaa

: 81984 In-house specification Ni@enadasfiu general chapters mufisyylilu USP,BP,Ph.Eur.JP aduluiinid
Usen1Aseysingen, ICH Guidelines (Q6A) wililldunlulungideusiiuensraganlifiu2tiiuaniundinam

AZNTINANTOIMITLAZYIBITULDNATT 8.5 ﬁﬁu@maﬂmﬁmuaiwm)

: 81984 In-house specification Ni@enrdadiiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atumuusznie

58UA5181, ICH Guidelines (Q6A) wazunlulungidowinSueuwan
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e N
n15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuege1uwaaIn(=3l) wazll

HAN15ANY on-going stability Unewldagtu uarilionansuaniasuiiu 10
:An15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuega1uwaaIn(=3l) wall

HAN13ANM1 on-going stability Unewttagiu ?
3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬂ) uagdl

HAN13ANM1 on-going stability Unewttagiu °
3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelad

dnan1s@ny on-going stability UnewlUaqdu !
AIn15ANw long term stability waz Accelerated stability anu ASEAN guideline Asusuageuuaan(2) weildll

HAN15ANM1 on-going stability Unewttagdu ¢
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- InansAnwn BE 914 fast way fed study N3UsRAgEITiNUANENTIUNITOMISHaze Yise Wuen BCS

, 15

class | Al$5U biowaiver 31nF1UNIUANLNTTUNITOIWNT ALY
- finan1sAnwn BE a1y fast condition @eduineaiuAnenssunITaImsLasenlinIssuTeswa 12
- flan1sAnw BE L@ fast condition walifinifsdasusedna BE 21ndinaumnenIsunIseaIMshazen 7

- laiflnannsAnen BE 0




- fiwansAnwn BE M4single dose ay multiple dose Tunigng fast way fed condition A5usalae

- fnsuansna Risk Assessment Report for Elemental Impurities Tunngusesniswanys Finish product way Active

Pharmaceutical Ingredient kaglin1suandionansdwaenasaninisiasunainssuiunimaniionvdmaliinnig
Juideu

15
AnauANENIIINITEMNTHAZE1 3B 1T BCS class | li5U biowaiver 91nd1iinauANznIsINIToIMISHaTEN
- fiuanns@nw BE s single dose wa multiple dose lunn fast condition Wilesedufen Fedminau .
AMENTINNNTDINSUALEIANISSUT I
- finans@nw BE 114 single dose way multiple dose lunme fast condition titesaenusien weilaiil .
NiliEesUTBING BE 1nd 1N UAMENTILNITEIMNSHAZ YN
- flnan1s@nw BE sinele dose lunmig fast condition Lilssagnuiien Faflildesusena BE andiineu ,
AMENTINATOIMNTUALET
- fnan1s@nen BE wam1e single dose lun1ay fast condition Lilesegiaden ualiiindsdesusesandingu 5
AMENTINANTOINSUALEIANISSUTIN
- LiflnannsAnen BE 0
e e N
HIAULUY 30
AmsAnwudunuy Randomized controlled trial WSguisufugduuuy ARuRluNsasmansuwme 20
A8msAnwudunuy Randomized controlled trial TlAlUSsuiisuiugnduuuy fuilunsasneanisunng 10
AmsAnwudunuy Non-Randomized controlled trial ARNWlLNTANSNINTUNNE 7
AnsAnwndunuy Comparative studies wuu Cohort studies (Prospective) ffiasiluansensnisnsunme 5
aa = I3 aa & 3
AsnsAnwdukuy Comparative studies Uy Case-control studies (Retrospective) ARusiluNTENTNIeNISUINg
LlafinsAnenidentepadin 0
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