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WNTFIUINOAUAILIEAY (Active Pharmaceutical Ingredient Specification) way
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2.2 ipsgrusdndnsiendndagy (Finished Product Specification) (Bandeladiawtle) nsdliiog 2>
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4) 97984 In-house process NapnARBINU ICH Guidelines U198

0.5

11A5§1UN195U89 Good Storage Practice / Good Distribution Practice (GSP/GDP) (Handaladanile)
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4.1 WHO List of Prequalified Medicinal Products 5
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AZLUY
. 52&323555& (Specific quality criteria) 80
L. |luangaunmnmniivdesusaInan1s3asizii (Certificate of Analysis ; CoA) -
(AzuUUFIN =99 1.1+ 1.2 +13 +1.4)
1.1 auduiusvessafigaununmviiidesusemanisiasziiienddy (Certificate of Analysis of Active Pharmaceutical Ingredient)
(Fondoladonis) 2
1.1.1. COA ¥ faves Supplier uaz Manufacturer kasifuingAuiinanguiieatu 2
1.1.2. filwwzves Supplier uag/vse Manufacturer w3 lilygumsndnifeaiu 0
1.2 Hafigadamun wvisdesusemanisinsziidiegwdfey (Certificate of Analysis of Active Pharmaceutical Ingredient)
(Fondioladonis) 3
1.2.1. @5911U Active Pharmaceutical Ingredient Specification Sm.&u&@ Maweq Supplier wag Manufacturer _Vrmamzjgmsbzmgmdzdd
AaY NIy vePhysical test, Description, Appearance, Identification 3
1.2.2. 391U Active Pharmaceutical Ingredient Specification 53,&@&@ 84 Supplier #38 Manufacturer ;mumzﬁrrmsazmﬁﬁdrrdd&ﬁmé
gNLIU &u&%:v\m_m% test, Description, Appearance, Identification 2.5
1.2.3. @3911U Active Pharmaceutical Ingredient Specification ,_\__3&@&@ Mg Supplier %38 Manufacturer rrmummdgms@zm?mdgdd
"Conforms, Complies, Not detected, N/A" gnLIY %&mvjﬁ_nmr test, Description, Appearance, Identification 2
1.2.4. @3911U Active Pharmaceutical Ingredient Specification 33%&@ 484 Supplier %38 Manufacturer _Emzdgmmzzm?m%éc
"Conforms, Complies, Not detected, N/A" gAY &%m%jv\mmn% test, Description, Appearance, Identification 1
1.2.5. #5910 Active Pharmaceutical Ingredient Specification yn¥ads va3 Supplier #38 Manufacturer usi Tufadadfiy 1y Assay,
Related compounds \Juu finsuanamaluguiuy "Conforms, Complies,N/A" (laivanseun) 0
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1.3. watigaununmmiisiofusesnamsinsgisrdnsagy (Certificate of Analysis of Finished Product) (@endalatontis) 2

1.3.1 COA finished product l#ingaugunisudnisieiiu COA Active Pharmaceutical Ingredient Specification 2

1.3.2 COA finished product hildingausunsudniiieniu COA Active Pharmaceutical Ingredient Specification 0

1.4. nawgadnnnmilsdeusesman1sinsisiend§agu (Certificate of Analysis of Finished Product)
(Handeladenil) 3

1.4.1. 939U Finished Product Specification yjnwade uaz fimsuanawalusUiuudias sndu sade Physical description 3

1.4.2. 597U Finished Product Specification NNYITD el mmjrrmgazm,gmi_vrdd "Conforms, Complies, Not detected, N/A"
8nL3u Wale Physical description 1

1.4.3. 93911 Finished Product Specification ynwate ud Tuvdadfynusiisen wu Assay, Dissolution, Related compounds

WDy fimsuananaluzuiuy "Conforms, Complies, Not detected, N/A" (laiiansaun) 0

a o sl
2. [waigadaunmnsneIAIIuAia (Stability data) | 10
2.1 msfnwy Long term stability (Fentaladanil) 5

2.1.1) fimsfinw Long term stability 1ulunna ASEAN Guidelines (30 + 2 °C, 75 + 5% RH) Anwiasusigenifivualivuaann

¥ 14

uazlvhidemsvaaouasudau muiseniisnds edredes 3 Junisudn 5

2.1.2) iim3finw Long term stability 10uluniu ASEAN Guidelines (30 + 2 °C, 75 + 5% RH) uazAnwIAsUBgETImual UL

¥

2810 wamvemsneaaulinsudiu mus1seNE1ea 2

2.1.3) ims@nw Long term stability Tsitfulumiu ASEAN Guidelines, wifnwiasuaIgeinmunlivuaain warivindenisnaasu
ATUEIU MUA1S18791871984 1

v Y

2.1.4) fim3finw Long term stability Tsiulusna ASEAN Guidelines, Anwiasuegenmualivuaain walidenisnaasu
liasudau aussenfionsds (aiansesn)

0

2.1.5) lifilonansn1sAnw Long term stability (liansaun) 0

2.2 nsAnw In-use stability (@endelataniia) 5
2.2.1) Tagantsdnmauasivunaldmuissyluenansiivenasufumnarsazas 5
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2.2.2) ifeyamsfnnmnuesiinsaldnuiiszyluenansiveusliasudunnaisazane 2
2.2.3) Lhiifeyanis@nwanuasiivaeslaly 0
2. m,mmam@Ebgsémgézucﬂﬁﬂmﬁmme\_ UssRiusiazaain (Package & Labeling) 5
3.1, MwUEUTTY wae aandneandennsmuiitunsdeuen 5
3.2. MYUEUTY W30 eaniineasiBuanssnuiitunsdeuen 2
3.3, 7vuzUsI] wag anndneanden linss suiitunsdoue 0
4. |msfnw/Asenenaiin (Gendeladanis) | 0
4.1, gIRULUY mgm@zE333&&32gmwz%tdmmmswhjs_5%Szim@sm@émzE?B%a%%g&m%ﬁ%é;ﬂﬁ?wﬁﬁ 40
4.2, gnansiyy AW/ ATen1eeddn wuu Well-designed Randomized controlled Trial AuUssansnmuazanulasnisvasenlunissnu 40
pudaudldveten Wisuiisuivenfuuuy ludssmdlne uwagldsunsifnilunsasmansuwnduazansisuguinindeds
4.3. ganiiy MiFnw/Afemneeaiin wuu Well-desisned Randomized controlled Trial duussavisnmuazasasnsioveenlunnsne
audeusldveen Wisuiisuivendiuuwuu lulssmalne waldldsunmsfifuiluasasmemsunmduasaisisugu 20
4.4. gnansiy AiAnw/Ademeaddn flaila Randomized controlled trial FuUszAvEnmuavauaensveelunsinu audeudivesen
Wiguiguiuguiuy 10
4.5. ifnw/Adenendin walildiSeudisuduensuwuy 5
4.6. lifimsfinw/Adenandin (Wifasan) 0
5. |TeyastuayuAunIn (ALuuUsIND 5.1+5.2+5.3) 3
5.1 thumsuseswnemsussgaduenansitdedeld (Gendeladends) 3
5.1.1. Wusduwuuvse Sanuvinieulunmstdadnuniuenduwuu(Therapeutic Equivalence)
Inglasunsussylu US.FDA Orange Book ’
5.1.2. 1¢5un155u59491n US.FDA.Orange Book ¥38 European Medicines Agency (EMA) T1asnsasdsuunuenduuuule 2
5.1.3. fisreTondnsoe Tumide Thai Orange Book/UayTuannssulneg 1
5.1.4. llasunmsussylu 99 5.1.1,5125.13 0
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5.2, wAasnnuen (@anUslataniiy)

5.2.1. \Wugdunuy wie Sdeudduesen amuiildsusyiandinaunuznssumsenmsuazen iwiitestuedusuuiisviglulseme

Ine uasiiteyadu Mnsudiu weaivayunislderegsaumaua auuuimatunisdnitenaisiiuenudonnasendeou
(ASEAN Common Technical Dossier : ACTD)

5.2.2. Idaudldvecen muilasueuiRnndinauanenssunsemsuazen Iwiilsuduesuuuuidmielulssmelne we luduld
a wuaslunsdavienansmiueimudennatendeu (ASEAN Common Technical Dossier : ACTD)

5.2.3. Toudlden munlasueydfnndinnuanenssunsemsiare) dasninefuLuy
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6.1. WU IMUUITYNUNAUNLAFVAITUTEY ATUDIU N9 WuIeee (vial/ampoule/viaon/v1n) B
< PP o '3 a v o W 1 ' 1 1
6.2. Wugnflussyiusiauinduiniusey asuaiu lawie wielvg (ndeq) 2
I3 aa Y] ¢ o o o w ' 9
6.3. Wugnilussyiunauindyinsusey linsudiu 0
¢ a W = v v =
7. |S2UUBUTULAMUNAILSIIUY UnnLneu (Bandeladanile) 5
7.1. flena1suanaITmuNuiie1989lAsUNTOUSIN UM BT TH 5
7.2. Liflonasuanaimninuing 19ealas un1soUSUNNS U5 ITH 0
ATHUUIIU 100
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