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жȽ㜂Ქ 1 

 2ۈψԅහыdޅԎԅྡྷᆦݾψಾᄗ֟ψ৑/ܱψ৑ޅߎۈ

 ပ֟ಓ৑3࡮ψนᅖēտ೴ၽ֘ව୙֟ψēޅψྻྫྷҎ໿ޅߎ

Ԏcψക৑غࠀԉඋԤēயӖϦޅߎۈדψ౩௬֣ပ໒ԅᄭ4 

९್խēམᄷฒܱރრԅಓ੡ࢢߒd 5 

 ψӦ6ޅߎۈψྐ๞ংҕཙ֟ӉၽᅍտටႾġဎဟޅߎۈ

ψᄵఆ೴౲ēܱრࡢᅞד఻ēަࡶॴংҕೋིბ੿ઔէĢϢ7 

ලफ໸ԅޅߎۈψᄭ९ֺ֥ԅٓྐාࡅЕ࿓Ӗď׻ࣇcࡁ৽8 

೛ᅟcଣຏᅟ౽c஧ઝᅟ౽ԉĐēೋིঠё؏ၶē׀ೊֺ಴9 

տྂēংҕೋིᄻ୙ЩēᄴԤᄗγ؏ၶē֘වԉఆ௵༓ྑඋ10 

೙ͬܙԉԉēࠩྡྷϤަӖॴޅߎۈψྐ๞ংҕೋིઔէdҮ11 

ෳēྡྷ໔ޅߎۈψܱრޅψ뀌མᄷē໻ՎϢάēຫᄥॴܱ12 

რӾཙࡎᄯ໯ϵူংҕೋིԅ࿉ၛۤટॏd࿙Үē൰ൌٗပ13 

ॆဟܱრϵူԅংҕೋི໭੦಴ߜပᅙဟඔޅߎۈغψྐ14 

๞ཙ֟໒৑d 15 

௠ᄯ໯ܤংҕೋ ďིDecentralized Clinical TrialsēDCTĐ16 

ಾᄗඹၙڶёྤ९ۤྭՎ/·ԙྤ९ࣿᄓ໻Ϧݧד௦Ϧೋི17 

ອݣڑՎၽҎහংҕೋིᄯ໯ྻෳԙԤࠩ໻ԅংҕೋིd18 

DCT  19ࢢߒ࿫ဈ೴ᆓۦࠒ੦಴ēۦݡრݧ෻௦ၙё੦಴ڶඹࢶ

 ψྐ๞20ޅߎۈ೬ďDigital health technologiesēDHTĐēนޏ

ংҕೋིඔ٢ٗަ঒ݣcރࢶԅ໭ֺ֥c໭াࡅd 21 

ॆဈ DHT Ⴚྻܱრนᄯ໯ԅࢗ DCTēωၽޅߎۈψཙ22 
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 ပᅙဟྐ๞ংҕೋི҈Ӓٗտܱრēರ23ߜēڜক့ိྻ෗ࡎ

ܱრϢ೓ԙ့ຫᄥԙݦԄϵူྐ๞ংҕೋིԅݖݯĢճဟಓ24 

 Ӊၽՠໟა̘ԅܱრēྙပᅙဟᆫӖຫէ25ݧၽΨၙԙ௕ēݣ

ԙͬაୣϵަྐ๞ংҕೋིԅ௣ॆĢပॆဟ߈ா೓ೋრؕӤē26 

႙ަ೓ೋრԅӝζ໿ēӕ୅Ҏහ೓ೋრ׀ೊ଴ұԅຫᄥdუ27 

໔ညಽēͬޛაॴܱრ௣࿍ē႙ஜॴճ೓ೋრԅͬܙēලನē28 

ճဟ·ಆܱრ౲cংҕೋིბ੿ࣲઔԅޅߎۈψྐ๞ংҕೋ29 

ིٗಾׄШᄷྑԅᅙॏd 30 

·ᄗӽၐ႕ޅߎۈۦࠒߜψඋჸēճޅߎۈψྐ๞ংҕ31 

ཙ֟ڶёᄯఢۥ࿫ဈ DCT ඔѻߙ࿐ēนޅߎۈψྐ๞ཙ֟32 

ᄯࢳ༰cֳڟԙࢗႺ DCT ඔ٢ϵࢩd 33 

·ᄗӽၐ႕ࠧӝζྐଶڕ޳ϦਪӲ஍ԅڔԤۤఊᄉd഻34 

ᆂྤ༰ࢳ༰ۤংҕೋིԅ֟Ⴚē·ᄗӽၐ႕ᄯԅອڑઝఘ35ߜ 

Ϣծ෻౟ူٗ໭d࿫ဈ·ᄗӽၐ႕ಁۤޙಬಠཙࡎನēைල36 

ನϵྐࢩ๞ংҕೋིᄩ२ڕसֳڟďGood Clinical Practiceē37 

GCPĐcఆဈྐଶޏ೬ྑௐޝڳ໘ԸसಹݖďInternational 38 

Council for Harmonisation of Technical Requirements for 39 

Pharmaceuticals for Human Use, ICHĐۤୣ൐ڳઝྸ֟ϣԅອ40 

 ᄗӽၐ႕dҮෳēDCTڑ
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 45ࢶcࢬࢶყಬc࡬௲ͬ೴ރ೓ೋრԅ̝௦ူ௣࿍ēྻܙͬއ

ലၗdୣᄯēͬܙ೓ೋრԅ̝௦ူ௣࿍غဟճୣ൐࿙ഭԅ46ࢩ 
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 ਾⴤⲺ 67࠽.2

ၽޅߎۈψྐ๞ংҕཙ֟ᄯ࿫ဈ DCTē࿫ۦ׸“஭68ંۦ 

ԅ”ďFit for PurposeĐԅၐ႕dDCT ၍ഭԅುဈ໿௜ࢅဟďͧ69 

ࣳӬϢຫဟĐඋՇೋིఆ௵cޅߎۈψcିٹफ໸cೋིྐ70 

๞ԅඋ໿ďͧࣳୣࠈ֟ࢗխĐcં஍ճୣ९໒̝ۤ௦໿උჸ71 

ԅॴࠓēྻ̝ୣރ௦໿פຢಾࣅࢶ׮d 72 

խēճથϰဈԅࠈܣڟ࿐ၽংҕೋིߙ DCT ၍ഭࠩ໻73 

 რ༓ௐۤೋ74ܱۦࠒೋིᅖྑંԅēω࡬dٔٹຢିפ࿍ူݦ

ིྐ๞උԤۦē सϰဈ࡮΁ࢶ໻໿ԅ DCT ອڑ၍ഭēωճೋ75 

ིࠩ໻ჼ඘ಁޙd 76 

3.ะӄ伄䲟Ⲻ䍞䠅㇗⨼ 77 

 ψӉၽੜມ78ޅߎψԅఊᄉອճဟШޅߎۈဟӲ஍ճߋ

Ϣᆠēອڑཙࡎ௬֣ēߙ࿐Ӳܣޙၽޅߎۈψྐ๞ংҕཙ֟79 

ᄯࢗႺ DCT ನēၽೋིࢗႺᄍ஍ߙ࡜ोᄩ२ڕस඘ຂēރႊ80 

წճྸᄉ/எၽפຢᄥՇ࿫ճӎಠĢලನēಃֺ͗ܮ༓࡮΁ճ81 

֟ಓԅรᄉפຢࠩ໻ރನ޳Љۤ҉सԅટॏdٔ࡬ᄩ२ၗဟ82 

ಭιד࿐ಃֺ͗ѩߙၐ႕ēޙಁ DCT ੦಴ۤ DHT ࿫ဈڶё83 

ᄯࢶટԅߏڑᄩ२ྑഭέܤēωճୣࠩ໻ݦ࿍פຢି84פۤٹ 

ຢڕसd 85 

пȽ㖋㿷⯴⯻㦥⢟ DCT Ⲻ䇴䇗фᇔ᯳ 86 

น࠺஦ԙಁޅߎۈޙψྐ๞ংҕೋིωͬᄃೋིԅഈ87 

ॆ෗ࠩēၽೋֺི̣ಁޙᄍѺē࡜༓ྑࠩ໻ DCT  ē88ޙಁޯࣟ
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 ၽংҕೋི89ޙ౨ē၇ຕಁ҄ݮψܱრ༓ௐԅޅߎۈࠓၽॴއ

ᄯԅϦד/௦Ϧࠋܬϰဈઇ໔ DCT ֺ֥/၍ഭēᄍ̟܊ზ90ޙ؞ 

ಬಠܣ DCTd 91 

ၽޅߎۈψྐ๞ংҕೋིಁޙᄯަద DCT ၍ഭ༓ྑᆍ92 

຅ࢩৎંγޅߎۈψು࿫ᄁఆ௵ԅ՟උ༓ௐdၽಁޙಬಠࣟ93 

ޯನēࢶճྻຏྑԤďͧࣳӬϢຫဟĐࠩ໻ࢩৎġ 94 

¶ Ӳၽֺ̣ಁޙᄯॆܣޙဈ DCT ၍ഭࠩ໻ၝෳ׀ೊރ೴95 

๞̝௦໾愀ྐူނӾϰރ౿ڴನēఢނϰ࡬
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¶ ௲ͬ೴࡬ᄩ२dဎဟၽޅߎۈψྐ๞ংҕೋིᄯԅྂ·111 

२ࢶટ۳໌ē࿙ҮӦّ೴࡬ԅᄩ२࿫ိྻඋιڑᅟē௲112 

ͬ೴ࢬࢶ࡬dैఢēӲ೓ೋრࠄ೓ರဈ࠭ྤ९ᆇၗನē113 

ྑ௲ͬ೓ೋრၽཙࡎᄯ໯ྻෳൎࠄ೓ԅྤ९ݣՎ՛ટ114 

 ᅴᆖĢၼఢēӲ೓ೋრರဈԨᆐᆑͱē115ۤৃޚԙڟۦ΄
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წճ೴̝࡬௦ّۤఆ໰๯ͬܙԅଁ༾dď4Đწճ̝௦໿133 
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ອڑఉ๠ԅᄏ႓ٝדcٝᆴঠёcົંಬಠԅನ̝޷૦ྻ142ރ 

ၽೋིᄯથϰ௜ԅ໻Վd 143 

഑ȽDCT
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1.2 ཙࡎᄯ໯ઝბ੿ 161 
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ྐଶ҅Ӊֺ಴ēωඔ஍ᄥՇ̝௦ಹߑ࿫ճܣޙĢߙ࿐Շ୙ି243 

 რۤ244ࡎसԅഈॆᄓ໻ēཙڕ๞ᄭ९ྦྷҶ໿dน௲ͬྐ๞ྐٹ

ংҕೋིٲݯ࿫ੜ௲ྐ๞ڕसܣޙēͧࣳྐ๞ԅଅഢc245ೌݍ 

̝ۤ௦҉सēྻރಚဥྐ๞ԅᅴᆖۤৃޚĢලನ၇ຕճڶё246 
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ՈӦē࿫ಬಠ҉ֺc௲ఊc௜ྐc֟ྐcၮ೛cஆೌc251ྐ׻ 
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 Љ253޳ोಬನัէߙၮ೛ԅྐ๞ē࿫ࣅᄥӎಠdճဟ༓ྑัࣅ
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໻ޅψᄭ९ۤڕसd೴ᆓܤСଶᅖྑͧࣳనߑ࿫ဈё༝ďఢ261 
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 ճ263ܤರဈēྻညۦࠒ๞cୣ൐ಁ΁ۤ९֥ྐူݧӦ՟ರဈࢶ

ܱრԅܙसdၽྐ๞ংҕೋིᄯರဈޥࡢᄭ९໿ DHT ನē༓264 
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