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1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasun1ssuseslusisen Official Pharmacopoeia
: 87989 USP,BP,Ph.Eur, IP,JP atuatgn wasuilalunzideusiueue 5
} 4 = o 1 1 o 1 = a o v
: 971984 USP,BP,Ph.Eur.,IP,JP adulminitszniaAssysisnenuinni 3 Yuasunlalunsdewsinfueu i
: 87989 USP,BP,Ph.Eur, IP,JP atulminitszniassyssnenuinndi 2 Yuasuilalunzdewsinsueudn 3
} 4 = o 1 1 o 1 = a o v
: 97984 USP,BP,Ph.Eur.,IP,JP adulminituszniassysisnenuinni 1 Yuasunlalunsdowsinfueu 2
: 87989 USP,BP,Ph.Eur, IP,JP atulminituszniassysmsenuinndi wadsladlduilalunzdeusiuen 1
: 971984 USP,BP,Ph.Eur, IP,JP atumuuseniassyiaeuaziilulungeudsuenwan 0




nsdilailasunissusedlusisnen (Non-Official Pharmacopoeia)

: 81984 In-house specification Nidenndesiu general chapters anufiszylilu USP,BP,Ph.Eur. JP atiuaian,

ICH Guidelines (Q6A) wazwilalungidousisueuad wsadugfuwuu

: 87984 In-house specification Nidenndesiu general chapters aufiszylilu USP,BP,Ph.Eur. JP atuluminid

Usgmaseuinse1u1nnda 3 T, ICH Guidelines (Q6A) wasunlalungidawsinfugud

: 87984 In-house specification Nidenndesiu general chapters aufiszylilu USP,BP,Ph.Eur. JP atuluminid

Usgmaseusnse1u1nnda 2 U, ICH Guidelines (Q6A) wasunlalunzdausinfugudn

: 91984 In-house specification Nia@ennAdetiu general chapters anuwszylilu USP,BP,Ph.Eur. JP atulminid

Usgmaseusnse1nInnda 1 3, ICH Guidelines (Q6A) wagunlalunzdeusinfugudn

: 91984 In-house specification Nia@enAdetiu general chapters auwszylilu USP,BP,Ph.Eur. JP atulminid

UsenAseusnen, ICH Guidelines (Q6A) usikilaudlulunzileusiiiuen

: 91994 In-house specification Naonnapanu general chapters muﬁiquﬂu USP,BP,Ph.Eur.,JP atunnl

UsenAseusnsen, ICH Guidelines (Q6A) uaswiluluneideumiueuds

1.2 Finished Product Specification #

nstllasun1ssuseslusiigen (Official Pharmacopoeia)

: 913819 USP,BP,Ph.Eur. IP,JP atuaan wazwilulunsibeusisueudi(seylulue.5)

: 87989 USP,BP,Ph.Eur, IP,JP adulminitsznimssyssnenninndi 3 uasuilalunzdewsiiueudn

: 87989 USP,BP,Ph.Eur, IP,JP adulminitusznimssyssnenninndi 2 Juasuilalunzdewsiniueudn

: 87989 USP,BP,Ph.Eur, IP,JP atulminiiusznimssyssnenninndi 1 Juasuilalunzdewsiniueudn

: 87989 USP,BP,Ph.Eur, IP,JP atulminituszniassyssnenuinndi wadslildunlalunsdeusiuen

(sraznaldifu2fiuanniundtnauanenssunisemskazenassuenas 8.5 deiuduenansiauasnan)

: 971984 USP,BP,Ph.Eur,,IP,JP atumuuseniassyiseuaziilulunseuisuenwa

nstlilasunissuseslusisen (Non-Official Pharmacopoeia)

: 91984 In-house specification fidenndesiu general chapters anufiseylilu USP,BP,Ph.Eur. JP aduaian,

ICH Guidelines (Q6A) wazwilalunzidousmsuenad nsadugfuwuu

: 91984 In-house specification Midenndesiu general chapters aufiseylilu USP,BP,Ph.Eur. JP adulwiinda

Uszmaszuins1e1u1nnda 3 T, ICH Guidelines (Q6A) wasunlalunzidausinfueudy

: 91984 In-house specification idenndesiu general chapters aufiseylilu USP,BP,Ph.Eur. JP adulyainda

Uszmaszuins1e1unnda 2 U, ICH Guidelines (Q6A) wasunlalunzidausiniugudy

: 91984 In-house specification idenndesiu general chapters aufiseylilu USP,BP,Ph.Eur. JP adulyaindd

Uszmaszusins1e1unnda 1 3, ICH Guidelines (Q6A) wasunlalunzidausinfugudy




: 919943 In-house specification fiaonndsaiu general chapters muﬁizul’ﬁu USP,BP,Ph.Eur.,JP atuluini
UsgmAseusnse, ICH Guidelines (Q6A) wailillgudlelunzifouisuen(szesnarladiutuaniud 1
AN UANENIINNITOIMNTUARENAISULENEATS 8.5 Beiubuenaisauea)

: 91989 In-house specification fiaenpdeafiu general chapters muﬁ‘ssqﬁlu USP,BP,Ph.Eur.,JP atiuniy
UsemAseysnsnen, ICH Guidelines (Q6A) uazuallungileumiveud °
2. quantiRmdrnisiidiaieuszansnwnsinuiweiuia 90 AZUUY
21 Long tem sty o ASEAN skt on sy sty o gprocis | 10|
3n15AnY1 long term stability oy Accelerated stability 911 ASEAN guideline ﬂiummmqmuuamﬂ(zﬁ)
wazilHaNTSAN® on-going stability UreutUagtu uazilienansuansasudou 1
3n15AnYT long term stability oy Accelerated stability #11 ASEAN guideline ﬂiummmqmuuamﬂ(zﬁ)
wazdlHaNT3Ane on-going stability YrewlUaqdu ’
:fin3finw long term stability ey Accelerated stability #13 ASEAN guideline ATUATL@ 188 UNRAIN2Y)
wazilaN13Ane on-going stability YrewlUaqdu °
3n15AnYY long term stability oy Accelerated stability @11 ASEAN guideline ﬂiummmqmuuamﬂ(zﬁ)
wailidfinan13Anw1 on-going stability Unewttagdu !
:Ain3finw long term stability wag Accelerated stability »13 ASEAN guideline AsUAIN@ 188 UNRAIN2Y)
wailidfinan13Anwn on-going stability Unewttaglu °
n15AnYY long term stability Way Accelerated stability Taifulumu ASEAN guideline ATUANNBIYYIUY

aan(=3Y) uariinanisAny on-going stability UnewlUaguu >
An15AnYY long term stability way Accelerated stability Taifulumu ASEAN guideline ATUANNBIEYIUY

aan(2U) uarilnani1s@ny) on-going stability UnewlUagiu ‘
An15AnY1 long term stability Way Accelerated stability Tafulumu ASEAN guideline ATUANNBIEYIUY

287N wiliifinani1s@iny on-going stability Uanan °
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- fwan13@nw BE 14 single dose lag multiple dose Tun1igie fast wag fed condition N5UT84

- finan1sAnwn BE amny fast condition FE1INMUANENTIUAITEIMSHATEN AN UTRINE 12
- fluannsAnw BE iy fast condition waldlfivladesuseena BE 31ndinaumnMenIsun1senms
;
WaZEN
- laifinansAnwn BE 0
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- finansAne BE 91 single dose waz multiple dose Tunnae fast condition iieseenaien &9
FINNUANMENTTUNNTOINSHAS I AINNTSUTOIHA .
- finans@nw BE 112 single dose wax multiple dose lunne fast condition diesagnaien wsils]
Iuisdosusema BE 9nd1tinuAMENIINNITOINITLALET ’
~ §iwans@nw BE single dose lunme fast condition \iissataien Feivtidesuseawa BE 910
AUINNUANZNITUNITOIMITLAZYN !
- fwan1s@nw BE wanng single dose Tunnig fast condition wleseensfen weliiintdsdesusesan
FINNUANMENTIUNNTOINSLAS I NS UTDIHA °
- laifinan1s@nwn BE 0

- finsuandua Risk Assessment Report for Elemental Impurities Tunn3uuesnisu@niis Finish product wag
Active Pharmaceutical Ingredient wazdin1suandena1stuamnasniinisuasuslainssuiunmninies

danaliinnisuudeu

HIAULUY 30
AsnsAnwluwuu Randomized controlled trial WUSEUMEURUENAULUY ARUNLLINTANTNINITRNNE 20
AFn1sAnwduwuu Randomized controlled trial TailaUSeuiiieufiugnfunuy AfURILINTAITNINITEANE 10
AsnsAnwduwuy Non-Randomized controlled trial ARUWLLINTASTNINITENNG 7
Asnsanwuluwuu Comparative studies wuu Cohort studies (Prospective) ARLWILANTANTNIINITUNNE 5
AmsAnwnunuu Comparative studies LUy Case-control studies (Retrospective) ANuNIWITEITN

3
A1SHINE
lafinsAnunidennemdiin 0

10




- flnsuandua Risk Assessment Report for Elemental Impurities Tunn3uuesn1suaniia Finish product wag

Active Pharmaceutical Ingredient wsiliiuandtonansguasnisilasunlainssuiunisuanionadwmalminnis 8
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- flnsuandua Risk Assessment Report for Elemental Impurities Tuun93utean1sw@nyie Finish product way
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- flnsuandua Risk Assessment Report for Elemental Impurities Tuun93utean1swanyie Finish product waz

Active Pharmaceutical Ingredient usilauanuianansiuainisiudsuutasnssuaumsnaniiotsdmalfiinnis 4
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- finsuanama Risk Assessment Report for Elemental Impurities lu Finish product #3e Active

Pharmaceutical Ingredient uaegslnag el ?

Jlaifin39i Risk Assessment Report for Elemental impurities 0

:m3szyTen mnau ey Tunuaey 5
Fimsseylien vuneway TuvneguuUITaamiiduatualuynneue s 5
FimsszyTes nnu ey TunuaeguuusTaaeiduiatus 1aviheuesn 3
LifinsseyTunuaenguuussyiusindudiatuemietuoudiags 0
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