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1. WAsgundndoe 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunissusaslusisen Official Pharmacopoeia
: 9748la USP,BP,Ph.Eur.IP,JP atiuaign uazualulungifeusSueuwan 5
: 874819 USP,BP,Ph.Eur.IP,JP atulwiniusznmiasyyisianuinnda 3 Tuasudlalunzifeusidueudy aq
: 974l4 USP,BP,Ph.Eur.IP,JP adulniniUsgmasyysiisnenuinnd 2 Yuasuilvlunefeusiiuenue 3
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniasyysisianunnd 1 Tuasudlalunsifeusidueudy 2
: 979814 USP,BP,Ph.Eur.IP,JP atulninivsgmiaszysianenunnndn uidddalduilolunzdoussuen 1
: 879819 USP,BP,Ph.Eur.IP,JP atunuussniassysseuaziilalunsdousiiueuwds 0
nsilailasunissuseslussnen (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
uhlalungibeumsueuds viadugdunuy
: 871484 In-house specification fidanndeaifu general chapters siszylilu USP,BP,Ph Eur,JP atiulvsininuseniassyssnenunnnda 3 4
4, ICH Guidelines (Q6A) wazvuAlalungideoussuguan
: 87484 In-house specification fidanndeaifu general chapters siszylilu USP,BP,Ph Eur, P atiulvsininuseniassusstenunnndi 2 3
¢, ICH Guidelines (Q6A) wazualulunsidousisueudn
- $1984 In-house specification fidenAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiulmindsemasyyssneunnnii 1 2
9, ICH Guidelines (Q6A) wazwhlalungidoussueuad
- $1984 In-house specification fidanAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiulmindtsemasyysiisne, ICH 1
Guidelines (Q6A) usluilaunlalungidoussuen
- $1984 In-house specification fidenAdasiu general chapters mmﬁisqlﬁu USP,BP,Ph.Eur.JP atiunmuussmessysnsien, ICH 0

Guidelines (Q6A) waguilalungilouiSusudn




1.2 Finished Product Specification # 5
nsailesun1ssuseslussnen (Official Pharmacopoeia)

: 91989 USP,BP,Ph.Eur.IP,JP atiuanan wazudlulunsiewsinfueuds (sylulue.s) 5
: 979819 USP,BP,Ph.Eur.IP,JP atiulniniUsgniasyysiaenuinni 3 Yuasudlolunefeusiivenud 4
: 879819 USP,BP,Ph.Eur.IP,JP atulwiniuszniassysisienuinnda 2 TuasuilalumziBousidueudn 3
: 979819 USP,BP,Ph.Eur.IP,JP atulniniUsznmiasyysianenuinni 1 Yuasudlolunefeushivenud 2
: 87989 USP,BP,Ph.Eur.IP,JP atulwiniuszmassysisianuinndd uadadadlduilalunzdeusisuen 1
(szoznmldduzlfuanfuiidihnuaaenssunsemnswazenassuenas 8.5 eiuiuenasiauesan)

: 879819 USP,BP,Ph.Eur.IP,JP atiunuussmassyssewaziilaluneideusiiueuwds 0
nsallilasunssuseslusiisen (Non-Official Pharmacopoeia)

: 971989 In-house specification Hdonndaeiy general chapters muﬁ'iqu”ﬂu USP,BP,Ph.Eur.,JP atiua1gn, ICH Guidelines (Q6A) uag 5
uhlalungiBeudiueuds vdolusnduuuy

: 971989 In-house specification HdonndaeiU general chapters muﬁ'iqu”ﬂu USP,BP,Ph.Eur.JP atulminiwszmeaszysisenannnit 3 q
9, ICH Guidelines (Q6A) wazuAlulunzidousiisuenua

: 87484 In-house specification fidanndeafu general chapters siiszylilu USP,BP,Ph Eur,JP atiulwinituszniassysstennnndi 2 3
9, ICH Guidelines (Q6A) wazuAlalunzidoudTueuan

: 871484 In-house specification idenndeaty general chapters snuiiszyl3lu USP,BP,Ph Eur, )P atiulsindiuszmaszyssngnnnnia 1 2
9, ICH Guidelines (Q6A) wazuAlalunzidoudTueuan

- 91989 In-house specification Haonndaeiy general chapters muﬁ'isql”ﬂu USP,BP,Ph.Eur.,JP atuluminiwsemeszysiisnen, ICH 1
Guidelines (Q6A) wildlduAlolungiSousfuanzeznatlifiuzlduaniuiidinnuame nssunisemnsuasenasiuenans 8.5 faiuiu
LDAANSLEUDTIIAN)

1484 In-house specification Tiaeandesiu general chapters audtszylilu USP,BP,Ph.Eur,JP atumaszmaszysiisen, ICH 0
Guidelines (Q6A) wazuilvlunzifousSueuan

2. auuaniEmdvimsiidmaioUszavsamnisinyimeiua 90 AZWUY
2.1 Long term stability @13 ASEAN guideline on stability study of drug product 10
An13finw1 long term stability uag Accelerated stability a3 ASEAN guideline AsUANHB1gE1UNAAIN(23T) waziinani3finwl on-going 10
stability YneutUegtu uariienansuanansudou

4In15Anw long term stability wag Accelerated stability @13 ASEAN guideline m‘ummmqmwamﬂ(ﬁﬂ) wariiwan1sAnw on-going 9
stability UnientUaqiu

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

fnsfinw long term stability uaz Accelerated stability au ASEAN guideline asumuergeanuuaain(=3Y) uildiinan1s@inen on-going 7
stability Uneutagiu

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

FmsAnw long term stability uaz Accelerated stability lalifiulunu ASEAN guideline AsumuegeTuuaan(=3Y) uasinanmsin, 5
on-going stability Ynewldagdu

Hmsfine long term stability uaz Accelerated stability latlulunu ASEAN guideline Asunuergetuuaan(2l) waziinanisfinw 4
on-going stability Ynewddagiu

FmsAnw long term stability uaz Accelerated stability Talifiulunu ASEAN guideline Asumuegeuuaan wilifnanisdn 0
on-going stability Uaan

2.2 Uszaunisainunsld 10
Fszaumsalinsldlulsmeunaniuasunilaadunsldlunsinvniesdegludniselentsmenadiuaiuns 10
fiuszaunsaimsldlulsmenuiadsta UHOSNET aundnress snieulnaiunslilumsinuiuni @enansuuuuans) vielisedoaslu 5
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- UNAN15ANYN BE_14 fast Lay fed study AYusedlagdtinnuannssumsevsuwazen vise Wuen BCS class | Aldsu

biowaiver 3MNAITLNNUAMZNTTUNITONITHAZEN

- HnansAnen BE g fast condition @sdinauanznssunmsemsiazenlinsiusesa

12
- HnansAnen BE L@ fast condition waliiivisdesusewa BE anndriinsuangnssinsenisuazen 7
- lilfinanns@nwn BE 0

HIAULUY

- fiwan1sAnen BE viasingle dose ag multiple dose lun11z91y fast wag fed condition N5usedlagdiineuamznssuns 15
& < aq vo R . o o
2WNTWaren wse Wuen BCS class | N1lA5U biowaiver 31nd1iinauanenIsunmsemsiazen
- HnansAnwn BE 714 single dose wag multiple dose lunny fast condition lgagnaien edtinauanenssuNsomNg 12
wazenlinisSuseua
- flwan1sAnwn BE 914 sinele dose Way multiple dose 1ung fast condition Lilesngnuien udlaiinideiuseawa BE 910 9
FnUANENTINNITONMITILATEN
7
= = . L = ' = P P ) o o
- fmans@nen BE  single dose Tunmg fast condition \iiesaehafien Faflnlsdesuseswa BE 9ndtinauamenssun1somshagen
- HnansAnen BE lang single dose lunmg fast condition tilaaenaien waldifniedesusesanditnauanenssunsomnswagen 5
Tinssusema
- luiflnannsAnwn BE 0

30
AsmsAnwlunuu Randomized controlled trial wWisuWisufivendunuy Afiuilusarsmemsunng 20
ASmsAnwndunuy Randomized controlled trial laildlussuifsutiuendunuy Afuilunsansmsmsunnd 10
AsmsAnwnfunuu Non-Randomized controlled trial @fisiluansansnisnsunmd 7
A8nsAnudunuu Comparative studies wuu Cohort studies (Prospective) Afiluansansmisnsunmg 5
ASmsAnwnduuuy Comparative studies wWuu Case-control studies (Retrospective) Afisilunsansmensunng 3
Laifinns@nu3demenddn 0
- finsuanawa Risk Assessment Report for Elemental Impurities Iumjmmmﬁmﬁm*ﬁa Finish product wag Active Pharmaceutical 10
Ingredient LLﬁZﬂmiLLaﬂﬂL’e]ﬂﬁ’]i%LLﬁ]W!ﬂﬂ%ﬂﬁﬁﬂ’]SL‘U?IIEJuLLUaJﬂia‘;‘U’Juﬂ’]iNamﬁmﬂﬁwiﬂ.ﬁﬁﬂmiﬂmﬁau
- finsuanawa Risk Assessment Report for Elemental Impurities Iumjmmmﬁmﬁm*ﬁa Finish product tag Active Pharmaceutical 8
Ingredient wiliuanaieonanstuasmsdeuulanssuiunsnaniiemdmwalminnsuuideu
- finsuanawa Risk Assessment Report for Elemental Impurities Iumg_immmimﬁm%a Finish product wag Active Pharmaceutical 6
Ingredient LLﬁZﬂmiLLaﬂﬂL’e]ﬂﬁ’]i%LLﬁ]W!ﬂﬂ%ﬂﬁﬁﬂ’]SL‘U?IIEJuLLUaJﬂia‘;‘U’Juﬂ’]iNamﬁmﬂﬁwiﬂ.ﬁﬁﬂmiﬂmﬁau
: finsuandwa Risk Assessment Report for Elemental Impurities ‘lumgjmmmsmﬁm*ﬁa Finish product wag Active Pharmaceutical 4
Ingredient uwililuanaionanstuasnsideunlainsyuiunsuaniiewdmaliinnsuudeu
- finsuanawa Risk Assessment Report for Elemental Impurities lu Finish product 38 Active Pharmaceutical Ingredient uaagsla 2
femils
laifinnsvh Risk Assessment Report for Elemental impurities 0
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