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1.1 Active Pharmaceutical Ingredient Specification # 5
nstllasunssusesludisen Official Pharmacopoeia
: 91989 USP,BP,Ph.Eur.,IP,JP atiudan wazuilalungsidousiiueudn 5
: 919819 USP,BP,Ph.Eur. IP JP atuluiniiussmassusiseiuinnii 3 YuavudlulungileumSueuwan il
: 919819 USP,BP,Ph.Eur. IP JP atulyindnussmassusiisenuinnii 2 YuasudlulungileumSueuwas 3




: 919819 USP,BP,Ph.Eur. IPJP atulyindiussmassusiiseininndi 1 uasudlulunzileumsveuwan

: 919819 USP,BP,Ph.Eur. IPJP atulmindnussmassusiisenuinnii wagaddlaunlalunsidewsinsuen

: 919814 USP,BP,Ph.Eur, IP,JP atumuusemaszusseavudlulungidousinSueua

nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 91989 In-house specification fidenmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP aliu

a4, ICH Guidelines (Q6A) wazudlalungifousisueuds viieiluefuwuy

: 91989 In-house specification Mid@enmdasfiu general chapters muiiseylilu USP,BP,Ph.Eur. JP atulu

nUsEnAsEYins1811nnd1 3 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e

: 91989 In-house specification Mid@enmdasfiu general chapters muiseylilu USP,BP,Ph.Eur. JP atiulu

nUsEnAsEYIns1811nnd1 2 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e

: 91989 In-house specification fid@enmdasfiu general chapters muiszylilu USP,BP,Ph.Eur. JP atiulu

nUsEnAsEYins1e11nnd1 1 Y, ICH Guidelines (Q6A) waguilulunzileusiFue e

: 91983 In-house specification fid@enmdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP atuluy

niUsEMATEYRinT187, ICH Guidelines (Q6A) usilalldudlulunsiBowmuen

: 91983 In-house specification fidenrdasiu general chapters muiszylilu USP,BP,Ph.Eur. JP atiumu

UseMAsEyin,en, ICH Guidelines (Q6A) uazuilulungilousiugue

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

: 819814 USP,BP,Ph.Eur, IP,JP atuadn wazudlulunsidowinsueuassylulue.5)

: 813814 USP,BP,Ph.Eur, IP,JP atulmindisenmeszydiseiuinndt 3 UuazudlulunsidousinSueuas

: 819814 USP,BP,Ph.Eur, IP,JP atulmindiuszmeszydiseiuinndt 2 Yuazudlulunsidousinsueuan

: 813814 USP,BP,Ph.Eur, IP,JP atulmindiusemeszydiseiuinndt 1 Yuazudlulunsidousinfueuan

: 919814 USP,BP,Ph.Eur.,IP,JP atulmindsemasyusisenunnndt widddalaualulunsideusiuen

(szagaludiiu2duannTund1inauaneNITUNTEIMSHAENassUeNES 8.5 Deiuduenansiauasan)

: 919819 USP,BP,Ph.Eur. IP,JP atumuusenassyisewaziibulunsidouinusudn

nsallulasunissusesludisen (Non-Official Pharmacopoeia)

: 91984 In-house specification NidonAaniu general chapters muﬁi:ﬂﬂﬁu USP,BP,Ph.Eur.,JP aUu

140, ICH Guidelines (Q6A) wazunlalunzidousiueuds wiailueduuuy

- 91984 In-house specification fiaonnaneiu general chapters mu‘ﬁliaﬁiﬂ,ﬁu USP,BP,Ph.Eur.,JP atulwsl

niUsgnAssyinseuInndt 3 T, ICH Guidelines (Q6A) wavuilulunziluumueuaa




: 91989 In-house specification fid@enAdasiu general chapters muiseylilu USP,BP,Ph.Eur. JP atulu

nsenAsEYinse1nnd1 2 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e ’
. $1984 In-house specification Tidenrdasiiu general chapters m’mﬁi:ﬁqi}ﬂu USP,BP,Ph.Eur.,JP atulunil
nsenAsEYinse1nnd1 1Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e ’
: 91984 In-house specification Mid@enAdasfiu general chapters muiseylilu USP,BP,Ph.Eur. JP atulu
nisEmaszysinaen, ICH Guidelines (Q6A) witlillduAlvlunziBousiuenGroznalifiuztiuaniud 1
AnauANzNIIINSEISKaTENasTUIeNans 8.5 Bviuliuenansiauasian)

- 91984 In-house specification ﬁaamﬂﬁaﬁﬁu general chapters mmﬁizqi”ﬂu USP,BP,Ph.Eur.,JP atumy
Usen1Aseudnsnen, ICH Guidelines (Q6A) wasudlulungilaumiueuan °
2. paanTAnIsvInsidamasiayssansnwnisinemenuna 90 AZUUY
2.1 Long term stability 113 ASEAN guideline on stability study of drug product 10
In3AnEN long term stability wag Accelerated stability #131 ASEAN guideline ATUMIUBIYLIUURANN 0
(239) uaziinanisAny1 on-going stability Unewllagiu uazilienansuaniasunau

In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUMIUBIYEIUURANN o
(=3Y) uaziinanisAny) on-going stability Uneawtlagiu

In3ANEN long term stability wag Accelerated stability #13 ASEAN guideline ATURIUBIYLIUURANN g
(20) wazilnanisAne on-going stability Unewtlagiu

In3ANEN long term stability wag Accelerated stability #1131 ASEAN guideline ATURIUBIYEIUURANN .
(>39) weilaifinan1sAinwn on-going stability Unewtiagiu

Ins5AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATURIUBIYEIUURANN ¢
(29) usilaidinan13finy on-going stability Unautlaguu

insAneN long term stability wag Accelerated stability Taifuluanu ASEAN guideline ATUMLBIEEN .
vuaan(=37) uariinan13finy on-going stability Uneuttagiu

:1n13@nw long term stability waz Accelerated stability lalidulumu ASEAN guideline asunnua1ge .
uaan(2Y) wariinan1sAnyl on-going stability Uneutitagdu

1n13@nw long term stability waz Accelerated stability lalidulumu ASEAN guideline asunnua1ge .
UuaaIN wiliinanisdny on-going stability s gn

2.2 Uszaunmsanunishy 10
Fszaumsaimsldlulsmenvranuaiunilaoidunslflumssrvunfuazidheglultydnedesn
159NeIUIBFRIUATUNS 10
Fiszaunsalmsldlulsmeturadsia UHOSNET aun@nress inneulneidunsldlumsshuund @
LONAITHUULERS) w‘%aﬁsw%aagﬂu Approve vendor list (HlonaThuuLans) HTou1uN1TNAT8d LAY 5
anuznssuns viseluenilsmenunaiansandesldnaunudias

laifiuszaunsalnmslay 0
2.3 fifeyaiioaUszAnEnweu Bioequivalence 15
2.3.1 n3alEAULUY 15




- ANaN1SAN®YY BE_Y14 fast way fed study NSUTBIAEAINNMUANLATIUAITOINISHAYEN K3

- inan1sAnen BE 4single dose uag multiple dose Tun1agits fast uay fed condition %

JusadlaudinauAuenIsUNITaIMITwazen v3e 1Huen BCS class | Ml95U biowaiver 31nd@tinau

, 15
vuen BCS class | N1lAsu biowaiver 2n@18n1uAMeNIIUNTOVNTHAZEN
~ flnan1sAnw BE w11y fast condition F981NIUANENTIUNITOIMITHALEIANITTUTDINE 12
- flnannsAnw) BE wamy fast condition waliiivitladesuseswa BE 31nd1inauanenssunng
.
DIMTHATEN
- laiflnans@nwn BE 0

15
AMYNITUNTOIMITUALEN
- {lwan1s@nwn BE 13 single dose waz multiple dose lun1iz fast condition tiesag1eden
FedinauamsnIsunIToILazeTFNISUseINa 2
- {lwans@ne BE 118 sinsle dose way multiple dose lunnae fast condition \iigsatadien
ulaliivilsdasusema BE 91ndtnauaienIsuNITeInITLasen ’
— §luan1s@ne BE sinsle dose Tun1ae fast condition iisspenuden Feflndidesusea BE 910
FnanuANEAIIUATOIMISHAZEN !
- Awan1s@nwn BE wawne single dose Tun1ig fast condition tiigsagnaiien waldiimisdesusesann
FrinnuaugnssuAToISHaz e NS UToINE >
- lydfinansfnwn BE 0

AMTWINE

HIAULUU 30
aa = g . . =~ = [y v aa L4 20
AsnsAnwTuwuy Randomized controlled trial WS8ULABUAUEIAULUY ARUWLLINTAITNINITENNE
Ans@nwnduluy Randomized controlled trial laildUSausiieufiugndunuy ARUWLINTAITN

10
ATWNNE
Ans@nwndulkuy Non-Randomized controlled trial ARUWIAINTAITNIINITUNNE 7
aa = < . . . . aa s 5
AsnsanwUukuy Comparative studies wuu Cohort studies (Prospective) FRUNLUNTAN TN TUNNE
AvmsAnwluluy Comparative studies LUy Case-control studies (Retrospective) ANWILUINTAITN

3
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- dn3uandna Risk Assessment Report for Elemental Impurities Tunnguuesn1swanyia Finish product

FJIUATLUU

uaz Active Pharmaceutical Ingredient uaziimsuansionanstuasmnaaniiniauasundamnszuiuns 10

nAnfienadsnalminmsuuiou

- fn1suanana Risk Assessment Report for Elemental Impurities s[,u‘l_/l‘m:uwaﬁmiwamﬁﬁ Finish product

uwaw Active Pharmaceutical Ingredient usililugagienanstuaamsivdeuudasnszuiunsnaniienadanals 8

Aansduidou

- fn13uansNa Risk Assessment Report for Elemental Impurities IUMmmmimﬁmﬁgﬂ Finish product

ey Active Pharmaceutical Ingredient LLazﬁﬂ’lil,l,aml,aﬂmi%m]mﬂﬂ%ﬁ‘l‘?‘iﬁm‘iLlJ?iIEJULLUa\‘Iﬂ‘JzU?ums 6

nAnfienvdamaliannmsuuiou

- fn13uanaNa Risk Assessment Report for Elemental Impurities IUMmmmimﬁmﬁﬂ Finish product

ey Active Pharmaceutical Ingredient LLGiMLLamLaﬂa’li‘?’ﬁ’LLﬁNmiLﬂgEJuLL‘LJaﬁﬂismuﬂ’liwamﬁmf\]z‘i\maslﬁ a4

Aansdudou

- dn1suanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active

Pharmaceutical Ingredient wragnslnogamils ?

Jlaifinn59i Risk Assessment Report for Elemental impurities 0

:msssq%am VUINYMAY TUVIADNY 5
Fimsseylenn vnuar TursneguuuTTySusindudatiueluyaviagyesen 5
FimsszyBosn vumeuay TununeguuusTyfurifiduiatuswiseuesn 3
lifimssgyfuninoiguuussyfaiduiatuswieidueidasag 0
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