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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 vieiluesuwuy

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

nUsEnAsEYRns1811nnd1 3 Y, ICH Guidelines (Q6A) uaguilulungileusiFue e

: 91989 In-house specification Midenmdasiiu general chapters muiiszylilu USP,BP,Ph.Eur. JP atiuluy

nUsEnAsEYIns1811nnd1 2 Y, ICH Guidelines (Q6A) uaguilulunzileusiFueuen

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

nUsEnAsEYIns1811nnd1 1 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e

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

niUsEMATEYRnT187, ICH Guidelines (Q6A) usilalldudlulungiBewmuen

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

UsenAsEysinTen, ICH Guidelines (Q6A) uazuilulungilousiuguen

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

: 819814 USP,BP,Ph.Eur.,IP,JP atulminiszmeaszyusiisenunnndt wadddlaudlulunzideusisuen

(szoznanlinu2Utuann T uid N uANENISUNITEIMISHATENaISULNENS ©.5 DeTuBulenasiauasan)

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

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 fiaonnaneiu general chapters mu‘ﬁliaﬁiﬂ,ﬁu USP,BP,Ph.Eur.,JP atulwsl

ninUsenAssyinse11Inndt 3 T, ICH Guidelines (Q6A) wavuilulungiluumueuaa




: 91984 In-house specification fid@enAdasfiu general chapters auiseylilu USP,BP,Ph.Eur. JP atulu

nsenAsEYinse11nnd1 2 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e ’
. §1984 In-house specification Tidenrdasiiu general chapters m’mﬁizqi}ﬂu USP,BP,Ph.Eur.,JP atulunil
nsenAsEYinse1u1nnd1 1 Y, ICH Guidelines (Q6A) uaguilulunzieusiFueuen ’
: $7984 In-house specification fiaenndasiu general chapters mmﬁisﬁmu USP,BP,Ph.Eur.,JP atulul
ninUsenAsEYn 18, ICH Guidelines (Q6A) wildlauAlalunsideusuen(szosinanldifuUtuantud 1
AinauANENIIINISEISWaTENasTULeNnans 8.5 Beiuluenansiauasnan)

: 91984 In-house specification faonndosiu general chapters muﬁiquﬂu USP,BP,Ph.Eur.,JP atumy
UsenAsEysin,en, ICH Guidelines (Q6A) uazuilulungilyusiuguen ’
2. guanTANIAvINsiidamasdaystansnwnsinemenuna 90 AZLUY
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 1
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
fiuszaumsainsidlulsmenuiadain UHOSNET aundnnens unneulaeidunisidlunssnwiund @
LONATTHUULERS) M’%@ﬁswﬁaagh Approve vendor list (HLona@1sHUULENT) K30HIUNTRIITU LAY 5
aniznssums vaadueilsmenuafisnsandeldmaunudans

Jaifiszaunisainisly 0
2.3 fidoyaiFesustavEainsy Bioequivalence 15

2.3.1 NSMYIAULUY
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- ANaN1SANWYY BE_Y14 fast way fed study N5UTBIAEAINNMUANLATIUAITOINISHAYEN K3

HIAUBUU

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
- finan1sAnen BE 94 single dose wag multiple dose lun1ig fast condition Liiesag19ie
FedhnupnznssumMsemswazelinnsSusema 12
- inan1sAnen BE 114 single dose way multiple dose Tun1ig fast condition Liiesag1946e
uelaliiveadasusera BE 91ndnauaenIsunNTeInITLacen ?
- fwan1s@nwl BE  single dose lunag fast condition Lilgeeg19ae Fellnisdesusoiwa BE
NFUNMUANEATIUNITOIMITUAZ N !
- fnan1s@nw1 BE lam1g single dose luniy fast condition wiigsaenafien ualaiinilsdesusnd
PNETNNUANLNTIUNITOMITWAL L IANITSUTDINE >
- laifinans@nen BE 0

ATWINE

30

aa = I3 . . = a [} ¥ aa L4 20
A5 3ANEILUULUU Randomized controlled trial W8 ULNEUNUSIHULUU GIWZJW“LU’J'IﬁﬁWiWNﬂﬂiLLWV]EI
aa = g . . My a a Ly v aa
2onsANwILUUUU Randomized controlled trial lmlﬂLﬂiEJULWHUﬂUEJWWULLUU G]WiJWﬂIu’Niﬁ’ﬁW’N

10
ALY
AsnsAnwduluu Non-Randomized controlled trial fifinsilunsansmanisuwng 7
ad = < . . . . aa s 5
AvmsAnwIUukuy Comparative studies wuu Cohort studies (Prospective) FRUNLUNTAI TN TUNNE
AsnsAnwiduluu Comparative studies wuu Case-control studies (Retrospective) Afiuwlu1581TNg

3
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- finsuansua Risk Assessment Report for Elemental Impurities lunn3uuesnisudniis Finish product
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WnnsUuau

- finsuanana Risk Assessment Report for Elemental Impurities Tuu193u283n15WaAY Finish product

waz Active Pharmaceutical Ingredient uazdn1sianaenansduamnAsininsiuasuilainssuiuns
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nanTIa1vdwalminn1sULlau
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- finsudndna Risk Assessment Report for Elemental Impurities Tuu193u283n15WaAY Finish product
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WnnsUuau

- finsuansua Risk Assessment Report for Elemental Impurities Tu Finish product #3e Active

Pharmaceutical Ingredient wAsgnglaae19mile

141515917 Risk Assessment Report for Elemental impurities
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