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4.4 HaRTITIATIEEN 3 Lot. (imInsindiasieviasuyniitenusingensnsda) lnewesufuanas ISO/IEC 17025 filiiledn
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ICH =International Conference on Harmonisation of Technical Requirement for Registration of Pharmaceuticals for Human Use
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1. |[wagaramnmutlsdeiusesnanisitasieyt (Certificate of Analysis ; CoA) .

(AZWUUTIN = 98 1.1 + 1.2 + 1.3 + 1.4)

Ingredient)

(Fendolatonile) 2
1.1.1. COA ¥ngiu fivawas Supplier uaz Manufacturer uaziduingAuiindniuieat 2
1.1.2. Taw1ze Supplier waw/v3e Manufacturer 3o Lildgumsndniieniu 0

1.2 wafigauaunwriisdosuseransiinseidmetsdfny (Certificate of Analysis of Active Pharmaceutical Ingredient)

(Bondeladonil) 3
1.2.1. m3391U Active Pharmaceutical Ingredient Specification Mn#i¥® 1384 Supplier kag Manufacturer uasiinsuannaly _
sUWUUFIGY Bnriu WtaPhysical test, Description, Appearance, Identification 3
1.2.2. 95971u Active Pharmaceutical Ingredient Specification y1ni%® 983 Supplier W38 Manufacturer wagiin1suannalugy
wuUsLaY enviu WidePhysical test, Description, Appearance, Identification 2.5
1.2.3. 959U Active Pharmaceutical Ingredient Specification ﬂ_:eﬁmmw .,.méma Supplier ¥3@ Manufacturer kazin1suannaluy
JUluu "Conforms, Complies, Not detected, N/A" BnL3U WaTaPhysical test, Description, Appearance, Identification 2
1.2.4. 95917 Active Pharmaceutical Ingredient Specification win#a¥a 984 Supplier %38 Manufacturer usifin1suannaly
JUuuy  "Conforms, Complies, Not detected, N/A" anidu WadePhysical test, Description, Appearance, Identification 1
1.2.5. #3917 Active Pharmaceutical Ingredient Specification wn%i%@ 484 Supplier 38 Manufacturer usi TuitadnAry 19y
Assay, Related compounds Wy mzdrrmsaz%xmdr&d "Conforms, Complies,N/A" (lsiNanseun) 0
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1.3. waigaununmvilsdosusemansiinseviendiiagy (Certificate of Analysis of Finished Product) (sdandialadianil)

1.3.1 COA finished product loingaiusunisnanideniu COA Active Pharmaceutical Ingredient Specification

1.3.2 COA finished product lalldngAugunisuanifesiu COA Active Pharmaceutical Ingredient Specification

1.4. wanigaununwnilsdesusemansinszendniagy (Certificate of Analysis of Finished Product)
- v v o
(Bendaladenil)

1.4.1. m33fWU Finished Product Specification yjnviite wag imsuanwwaluzuwuusiaay enviu viada Physical description

1.4.2. @59nU Finished Product Specification szﬁuﬂ@ ) m:j_vrmsazmﬁﬁmiréd "Conforms, Complies, Not detected,
N/A"  nviu %t Physical description

1.4.3. #59fU Finished Product Specification nnvte us luidedAgyaum131e Wu Assay, Dissolution, Related
compounds  tusiu mnjrrm@zp_m?md:dc "Conforms, Complies, Not detected, N/A" (liiWa15eu)

2. [waWgariannINN1TAnEIAAALR (Stability data)

2.1 n1sfnw Long term stability GBandaladeonis)

2.1.1) fimsfinw Long term stability 1uluaiu ASEAN Guidelines (30 + 2 °C, 75 + 5% RH) Anwiasuaigeniiimusly
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vuaan  uasilinUensvedaunTunIu Nuens1e1eeBe ag1etey 3 Junsnan

2.1.2) fimsAinw Long term stability 10ulun1u ASEAN Guidelines (30 + 2 °C, 75 + 5% RH) uasfinwasuangeniimvug
uuaan uwimdenisveaavliasudau Musns g1 ien9ds

2.1.3) fimsfnw Long term stability liilulunu ASEAN Guidelines, usdinwiasuangeriidvualivuaain wagilvdenis
NARDUATUNIU MINANSIE1TID19D
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2.1.4) iinsfine Long term stability lliduluniu ASEAN Guidelines, Anwiasuangeniidvunlivuaann usiivadens
NAEBU laipsudiau snusisenfisnede (aiwansan)

2.1.5) lifiienansnisAnw Long term stability (laiNasaun)

2.2 nsAnw In-use stability (@onvalatanils)

2.2.1) deyamsfinunaunsiivusaldmuiiszyluienansiiueiasuiuynatsazais ,
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2.2.2) Ieyanmsfnwimnuasvuslaldaunssyluenaisidueusldasuiunaisazans

1o =4

2.2.3) liifiveyanmsfnwanuasiiunznly
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3.1, NYULUITY AT RaNdisnsazidunnsnunvungiisusn
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3.2, MYULUTTY %38 aandissaziBeanswnuntuneideue

3.3. NYULUTIY UAT RaNsIeazden Linse munvungiioue
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4.2. gansigy NEANY/A98Nn9RaLN LUy Well-designed Randomized controlled Trial dnuuszansnmuazainuvasnsvvasenlunng
$hwn mudeusldvesen Wisuiisuivesuuuy lulsemelng uaglasunsifuilunsasmanisunduaraisisaguiundedo
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4.3, grasly NIANY/AIENAGTN wuu Well-designed Randomized controlled Trial suuszansnmuazanudasadesusenluns

$nw muteusldvesen Wivuifisuivesuuuy lulsemelng waldldsumsifiuilunsaismenisunnduazansisuay
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4.4. gradyy NiAnw/Adeneaatin Nilily Randomized controlled trial AuUsEaNSAMLarALUaRAABY lUNNTSNYY ANLTDUY
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4.5. fidnw/Avevnenain welilaSsuisuiueiguiuy

4.6. lifinsAnw/Aveneedin (ladRaisan)

ToyaatiuauuAMAIN (AZUUUIINYD 5.1+5.2+5.3)

5.1 Hunssusewhenisussyastlutenansivdediold (@ontelatenis)

LWL O |,

5.1.1. Wugnduwuunse Senuwinfieulunistriadnwinuenduwuu(Therapeutic Equivalence)
lngl@sunsussgiu US.FDA Orange Book

5.1.2. l¢5un135uUs8991n US.FDA.Orange Book 38 European Medicines Agency (EMA) Tnannsaiuasuuwnuensiuwuuls

5.1.3. fisne¥onandne luniisde Thai Orange Book/Ugydiuinnssulng

5.1.4. ?ﬁm%».éﬁ% 99 5.1.1,5125.13
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5.2, wnansmnuen (dentaladoniia)

ludszvelve uasiideyadu Hnsuiiu eatuayunslderegwaumgna aawnmdlunsdaitenansiiveinudennas
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(ASEAN Common Technical Dossier : ACTD)
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WJulumy wuamelunsdavinenaisifusimutennased@eu (ASEAN Common Technical Dossier : ACTD)

5.2.3. Tausldy mufilasueydRandinnuanenssunIsemIswase) fauninefuluy

waad &

AnANURNBaYslavnn1sUfUR

6.1. Wupifiussydasinuindussussy asudau e wihetes (vial/ampoule/wass/v30)
=

=i s &

6.2. Jugifiussydusiouindusisusey asudou lawe wihelng (ndeq)
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