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1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssusestumisien Official Pharmacopoeia
: 919819 USP,BP,Ph.Eur, IP,JP atuaan wazudluluneidowinfueuan 5
: 919814 USP,BP,Ph.Eur,,IP,JP atulmindtsenmiaszydisenuinndt 3 UuasudlulunsidowsinSueua 4

: 919814 USP,BP,Ph.Eur,,IP,JP atulmindtsenmiassydiseuinndt 2 YuasudlulunsidowsinSueua




: 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 vieiluesuwuy

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

Tnsindusenmiaseysinse1ninndt 3 Y, ICH Guidelines (Q6A) uazuilulunzileousiFueue

: 91989 In-house specification fid@enmdasiu general chapters muiszyllu USP,BP,Ph.Eur. JP aliu

TnindsenmAseysinse1ninndt 2 Y, ICH Guidelines (Q6A) uazuilulunzileousiFueue

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

TnindnsenmiAseysinse1ninndt 1 Y, ICH Guidelines (Q6A) uazuilulunzileusiFue e

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

Tnind1usgniAseysingen, ICH Guidelines (Q6A) usilallauAlvlunziBeusiifuen

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

AuUTENIATEYEN187, ICH Guidelines (Q6A) uagunlulunziloudiugui

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

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

: 813814 USP,BP,Ph.Eur, IP,JP atulmindtsemessydiseiuinndt 3 YuazudlulunsidousinSueuas

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

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

: 919814 USP,BP,Ph.Eur.,IP,JP atulmindisemasyusisenunnndt widdlalaualulunsideusuen

(szagrialudiiu2duannTund1inauaneNITUNTEIMSHAENaIsUBNES 8.5 Deiuduenansiauasan)

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

nsallulasunissusesludisen (Non-Official Pharmacopoeia)

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

140, ICH Guidelines (Q6A) wasunlalunzifousiueuds wialueduuuy

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

Tmindsemaszysisenunnndi 3 U, ICH Guidelines (Q6A) wazwibulunzidousiniueuwdy




: 91989 In-house specification fi@enmdasiu general chapters muiszyllu USP,BP,Ph.Eur. JP aliu

Tnsindsenmaseysinsennnndt 2 Y, ICH Guidelines (Q6A) uazudlulunzileousiFue e ’
. §1984 In-house specification Tidenrdasiiu general chapters m’mﬁizqi}ﬂu USP,BP,Ph.Eur.,JP atiu
Tnindsenmiaseysinsennnndt 1 Y, ICH Guidelines (Q6A) uazudlulunzileusifueue ’
- 971994 In-house specification fiaenndosiu general chapters mmﬁisﬁmu USP,BP,Ph.Eur.,JP atiu
Tmindseniaszysisen, ICH Guidelines (Q6A) wsilulaudlvlungileaumue(ssezianldifu2tiu 1
Pnfuiidinnuanznssimsesuazenasiuenals .5 deiuliuenasiauesnan)

: 91984 In-house specification faonndosiu general chapters muﬁiquﬂu USP,BP,Ph.Eur.,JP atu
AuUsENIATEYRN187, ICH Guidelines (Q6A) uagunlulunziloudiugui ’
2. guanTANIAvINsiidamasdaystansnwnsinemenuna 90 ATUUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
2n3AnEN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURAN

(23Y) wardinan15ANw1 on-going stability YreulTagdu waziionansianinsuiiu v
2n3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYLIUURAN

(>3V) warlinan1sfiny on-going stability Unewttaqlu ’
2In3AnEN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILDIYLIUURAN

(29) uardinan13Anyn on-going stability Uneuttagiu °
2In3AnEN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILDIYLIVURAN

(>3V) waliifinan15@nwn on-going stability Ynewliaqiu !
2n3AnEN long term stability taz Accelerated stability s131 ASEAN guideline ATUAILDIYLIUURAN

(29) usildfinansfinen on-going stability Uneutlagiu °
ms@inw long term stability waz Accelerated stability lalifulumnu ASEAN guideline asumua1gen
uuRaN(=3Y) wardinani1sAny) on-going stability Yneutlagiu °
2n3AnEN long term stability wag Accelerated stability Taifuluau ASEAN guideline ATUANNBIYEYN
uuRaIN(2y) wardinan13@ny) on-going stability UnewtUagdu ‘
n3AnEN long term stability wag Accelerated stability TaiBuluau ASEAN guideline ATUANNBIYEYN

UuaaIN wiliinan1s@ny) on-going stability Uangn °
2.2 Uszaunsalaunisly 10
Fszaumsainsllulsmenuariuaiunslaoidunslilumsinuuniuazitregludydsedenn
159NgIVIAARUATUNS 1
Fisvaumsaimsidlulsmenunadatn UHOSNET @undndess mnneulnedunsidlumssnuuni G
lonansuuULans) vieTsedeatlu Approve vendor list (Hlenansuuuuans) viderunsiarsanloeg 5
aniznssums viaaduenilsmeuiafinnsantenldnaunudans

Jaifiszaunisainisly 0
2.3 fidoyaiFesUstavEninsy Bioequivalence 15
2.3.1 NSREIRULUY 15




- ANaN1SANWYY BE_Y14 fast way fed study N5UTBIAEAINNMUANLATIUAITOINISHAYEN K3

Juen BCS class | 71650 biowaiver 9MndsinuamenIsunIsemsLazen o
- fnamsfAnen BE e fast condition FedtinnuamnIsLNseNMISLazeTlinIsUswa 12
- Awan1s@nwn BE Lamy fast condition ualsifiviledesusewa BE 3ndtnaumnenssung
DIMITUaLTYN !
- laifinans@nwn BE 0
- §inansfinw BE viv_single dose waz multiple dose Tunmeiis fast uag fed condition 7
SusedlagdtnmuAmzNIsINITOMNTLAZEN s Wy BCS class | il§Su biowaiver 91ndiinay 15
AMENITUNTONMITUALYN
- fiuannsAne BE 7ia single dose tag multiple dose Tun1g fast condition Lilg9aEN9LAYY
FedhnupnenssumMsemswazelinnsusera 2
- fiuannsAne BE s single dose wag multiple dose Tun1ay fast condition Lig9aENdLFeY
uelaliivadasusena BE 91ndnauaenIsuANTeInITLacen ’
~ §inansAnw BE  sinele dose lun1ax fast condition itesatuiien Faindidodusoswa BE 910
AINUANENITUANTOIMSIaZYN !
- Awan1s@nwn BE lan1g single dose lunig fast condition wiigsaenaien ualuiinisdasusesann
AUNNUANLNTIUNTOIMSHAL 1 INTSUTOINE °
- l4dfinansfnwn BE 0

PNIINTHINE

YIAULUY 30
Amsanwnduluy Randomized controlled trial WWSsuiisuivenduuwuy Afssilunsasmianisinmg 20
A8msAnwnduluy Randomized controlled trial ldlaiUSeuisuivenduuwuy Afusilunsaisnia

ASUNNG 1
A5nsAnwBuuuy Non-Randomized controlled trial Afiusiluinsansmanisunmg 7
AsnsAnwiduluu Comparative studies wuu Cohort studies (Prospective) Afiusilunsasnia

ASUNNY °
AsnsAnwiduluu Comparative studies wuu Case-control studies (Retrospective) Afinnlua15a13 5
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