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╠  

Ὲ Ȃ Ὲ ѿ Ҍΐ ԇҬ

ֲ ῍ ≢ ҳ Ҭ ץ Ώᴶ Ȃ2009 

 7 Ὲ ԅ ҩ Ȃ ԅ ῒῂ ₮ѿ֓Ҍΐ

ץ ̆ Ὲ Ҍץᴋᵥ Ȃ 

ῃ ῤ  Johan PE Karlberg ΏȂMarjorie A Speers ῒῤ ѿ

₮ԅ Ȃѿ ֲ Ḡ Ғ ̂ΐᵣ

ҍ ̃ ῤ ԅ ₮ԅ ױז̆

≠ Ҭ ᵬȂױז ῃҹԅḆ ֲ Ḡ ҳ

ѿ Ȃ 

̆ ԍ ҉

( http:// www.ClinicalTrialMagnifier.com) ᾧ Ҋ ┘ Ȃ

ץ̆ꜚ ҍῃҕ ῤ

ᵬȂ 

Ὲ ҳ Ҭ ̆ ԊⱵ Marc B 

Wilenzick  2009  5 ԅ Johan PE Karlberğ Ҭ ѿᴍᴶ

Ȃ ₮ ѿҩ ̔ľҹָӇ ̆ Ҍ ῒ
ᴋᵥѿז ̙Ŀ ̔ľ ҹᵰױ ҺⱲ ̆
ȇClinical Trial MagnifierȈĿ(http:// www.ClinicalTrialMagnifier.com)̆Ҍ

ᵥ̆ ѿҩ Ȃ ҩ ᾟ ԅ Ӟ Ȃ

ץ Ҍ ľҳ Ҭ Ŀ ѿ֒ ᶏ ̆ӞҌ

ᵬҹ ѿ ѿ ≠ ֲ ĺĺ ᴶ ֒ ≢

ֲ Ḡ Ὲ ᴪ ᶏ Ȃ 

ױ ѿ Ḃ ԅѿ ᴪ ̆ Ὲ ᵝῃ

ҍ ԅ ҩ ᵣ Ȃ ̆ҕ ҉ ԍ ᴶ ᴪᴪ ᵥ

ҳ ӊ ̆ ≢ ҳ ῐҌӄ ѿ֓

Ḡẫ ̂ ӊ ̃ӊҬ̆ ֓ ȁҬ ȁ ḇ

̆ ғ ’ ῒזѿ֓ ῐ Ӟ ̆ ֓ ȁḠⱴ

≠֒ȁ ≠ȁ ᴶ ֒ȁᾥ ֒ȁ ᾥ῍ ȁ ֒ȁ ȁ ≠ȁ

֒ȁ ȁ ֒ȁ ȁ ȁ ȁ ῌȁ ֒ȁḇ

ȁ ֒ȁ ⱴ ȁ ֒ȁ ȁ ȁ ȁ ȁ ῒ Ӌᾥ

ῌ Ȃ2009  25% ҙ ҳ Ҭ ԅ ῐ ̆ ғ

ⱴ 12,500 ҩҬ ̆ ҩ ᵬ  50 ᴆҳ ᴶ ᴪ Ȃ 

₮ ҹȇҳ ̔ᴶ ᴪ Ȉ̆ᵖ ῒז ҳ

Ғ Ӟ ꜛᵬ Ȃᴋᵥ ԅ ֲ ᴶ ҳ

ף ֲ̆ ҳ ֲ

̆ ױ ז ӟ Ȃ ץ ҹ ѿ Ғ ̆ Ạ

ȁ ȁ ȁᴶ ᴪ ȁ ⅞ ȁ

ȁ ȁ ȁҳ ȁ ֲ Ȃ 

ױ Ҭ ῤ ȁ Ȃ
 ICH GCP E6 Ҭ ₮ԅҳ

http://www.clinicaltrialmagnifier.com/
http://www.clinicaltrialmagnifier.com/
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Ȃ ѿ ԅ 50 ҩᴶ ᴪ ᶛ̆ ԅֲ ᴶ

ȂῒҬ ᶛ ԍᴶ ᴪᴪ ꜚ̆

ԅ ֓ ᶛ ꜛԍ ҹ ̆ ғ Ῑҹҳ Ғ

Ȃ 

Ҍ ᵝ ₮ Ҭ ᴇ̆ Ҍ

Ὲ Ⱳ ף  Marc B Wilenzick ᾢ Ḇ ̆ ᵝ

Ȃ ҍ ҩֲץ ᴍ ҍ ̆ Ҍף ᶫױז ȁ

Ὲ Ȃ 

Ҭ ῃ ῤ ̆ᵖ Ҍ ֓ ῒҬ ῤ

Ȃ ᴋᵥ Ṝ ᵝ Ḡ Ὲ ≠Ȃ 

 

2010  3  

Ҭ ֲ ῍ ≢ ᴶ ֒ ≢  

Johan PE Karlberg  Marjorie A Speers 
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ҍ  

 

Ҭ ֲ ῍ ≢ ̆ ҳ Ҭ ̆

ȁ  Johan PE Karlberg 

ᴶ ֒ ≢ ֲ̆ Ḡ Ὲ ᴪ̆

ȁᴪ  Marjorie A Speers 
 

ᵬ  

Ҭ ֲ ῍ ≢ ̆ ҳ Ҭ ̆

ȁ  Johan PE Karlberg 
 

 

̆ ᵫ Ὲ῍ ̆ ȁ

ȁ ȁ Ⱶ ᵫ ԊⱵ  Mark Barnes 

ῤ ̆ ῌ  Steve Biko ᴶ Ҭ ̆ ȁ

֟ ᴪᴪ ȁ ȁ  Ames Dhai 

֒̆ ᴶ ᴪ ԊⱵⱲῈ ̆ ȁMAȁCIP 

◐Һᴋ David G Forster 

Ҭ ֲ ῍ ≢ ̆ ᴶ Ҭ ̆

ȁ ȁ  Edwin C Hui 

ῤ ̆ҕ  (TDR) ҍ ≢ ⅞ ̆ ȁ

Ὲ῍ ᵝ  Juntra Karbwang 

ḇ ̆ḇ Ҭ ̆ ȁ

 Boleslav L Lichterman 

ῖ ̆ ҳ Ҭ ̆ ȁ  
Ulf Malmqvist 

≠ ̆ ⱲῈ ̆ ȁ ȁ ᴶ Ҭ

ֲ Carlo Petrini 

̆ ȁ ᵫ ᴶ ҳ ◐ ץ̆

Ҭ Ὲ ◐  Mildred Z Solomon 

ⱴ ̆ ̆ ȁ◐  John R Williams 
 

Ⱳ ֲ 

̆ Ὲ ҳ Ҭ ̆ ԊⱵ  
Marc B Wilenzick 
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ҍ  

ҳ ȁֲ ᴶ ȁ ȁ ᴨ ҳ  (Good Clinical 

Practice - GCP) ץ Ḡ / ̙ 

ᴶ / ᴨ ҳ ̆ ῒזӥ

̙ 

 

Mark Barnes  ĺĺ ᵫ  

ľ ̆ ѿ ҍҳ ῏ Ҭ ȁ ץ
Ὲ ₮ Ȃ Ӟ ̆ ꜛ Ҭ Ҍ
ҳ Ҭ Ȃ 

ľ Ŀ ᶫԅ ῏ҳ Ḥ ̆ ԅױזꜛ
ץ ӇẶ ױזꜛ ᴶ ᴪ  IRB Ҭ ḤȂ
̆ӊ╠׆ ᴋᵥѿ Ḃ ү Ὲ
ȂĿ  

 

Ames Dhai ĺĺ ῌ  

ľ ῇ Ԋ׆ ῏ ꜚ̆ ᴋᴶ ᴪᴪ Ȃ ᴶ
Ҭ Һᴋ̆ץ ᴶ Ὲ῍ ⅞ Ғ ֲȂ ғ

Ӟ ᵝ Ȃ 

ץ ῒז Ҋ ȂĿ 

 

David G Forster  ĺĺ ᴶ ᴪ 

ľ Ạԅ 15  IRB ᴪ ԅ̆ ᴶ Ғ Ȃ 

Ҍ ̆ ҹ Ҍ ѿҩ ԍ IRB 

ȂĿ 
 

Edwin C Hui ĺĺ Ҭ  

ľ ᴶ ̆  20 Ҭ ᴋ ֲ ᴪ ᴪ Ȃ 

̆ ῤ ̆ Ҋ ȂĿ 

 

Juntra Karbwang  ĺĺ ҕ  

ľ  2000 ⱬԍ └  WHO ᴶ ᴪ
̆  2000 ѿ ҍ ᴶ Ȃ 

ῒז ӥ Ḥ ̆ ҹ EC ᴪ ԅ ֟
ץ Ҍ ׆̆ № ̆ ғ Ҍ

Ҭ ᴶ ȂĿ       
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Johan PE Karlberg ĺĺ Ҭ  

ľ ֒ ҳ  26 ԅ̆  1998 ҳ Ҭ ץ
ѿ ᴋҬ ҺᴋȂ 

ῒז ѿҺ ӥ Ḥ ̆ ҹ Ҍֽ ԅ
ԅҳ ȂĿ 

 

Boleslav L Lichterman  ĺĺḇ ̆ḇ  

ľ  20 ҕ ף 80  ᴴ Ȃ ῃҌԅ ᴪ  

GCPȂ1997 ḇ ℮ȇMeditsynskaya GazetaȈ ᴋῚ
̆ ᴶ ῐ ҩҺ Ώԅѿ֓ Ȃ 

ӥῤ ȁ ̆ ᵬҹ ꜛ̆ ѿ ׃
ῖ  EC ᶛȂ ֓ᾟ№ ԅ ᴨԍῒז ᴶ  GCP ₮
ȂĿ 

 

Ulf Malmqvist  ĺĺ ῖ  

ľ ҳ ̆ ╠ ҳ ᵬ  25 Ȃ
ᴶ ᴪ Ԋᴪ Ȃ ╠ ᵝԍ ̆
ҳ Ҭ Һᴋ̆ ῒҬ ԅᴧ ᴋⱵ̆  GCP 

ץ ҹ ᶫ Ḡ Ȃ 

ҳ ᴶ ₮ԅ ̆ ғ ԅᴶ ᴨ
ҳ ӥ Ҍ ȂĿ 

 

Carlo Petrini  ĺĺ ≠  

ľ ᴶ ᴪ ᴶ ᴪ ᴪ ̔ ≠ ̕
ȁ ҍ ᴪ Ȃ 

ҹ ȁ ᶫԅ ȂĿ 

 

Mildred Z Solomon  ĺĺ ᵫ  

ľ ᵬ ῤ ᴶ ̆ Ḥ ץ
Ȃ 

ᴶ ׃ ԅҳ ҹ̆ ꜛԍҳ ԅ
ᴶ ץ̆ ‗ Ҭ ȂĿ 



10 

Marjorie A Speers  ĺĺ ֲ Ḡ ᴪ 

ľ25 ╠ ᴰ Ȃ └ҍ Ҭ  (CDC) ̆
Ҭ ῤ ֲ Ȃ  1999 ҍԅ ᴶ
ᴪ̆ ѿ Ȃ  2001 ̆ ѿ ᴋ AAHRPP

̂ ѿ ֲ Ḡ ̃ ᴪ Ȃ   

Ȃ ῤ ̆ ԅ̆ ԅ ᶛ̆ ꜛԍ
ᴶ ᴪ ȂĿ 

 

Marc B Wilenzick  ĺĺ Ὲ  

ľ Ὲ ̆Ӟ ԊⱵ Ȃ ԅ
ȁ ֲ ץ ѿ ҍ └ Ὲ

῏ ᵬȂ ֓ Ҍֽ ԅ
ԅᴶ ‰ ‰̂CIOMS  ICH ̃Ȃ 

ѿ Ҍ ⱴ └ Ὲ ̆ғ Ҭ
ῒҬ̆ ױ Ḡᴶ ᴪ ӈȂ ᴶ

ԍ ҩᴶ ᴪ̂ ᵞ ̃ Ȃ ԅ CIOMS 

ץ‰ ҩ ᵣ ̆ҹ ҳ
ᴶ ᴪ ꜚ ᴶ ᴪᴪ ᶫԅ ꜛȂ ױ  

Karlberg  Speers ̆ץ ױז Ạ ᵬ ̆ ҹ
ױז ᵬ̆ Ώ ѿ ̂ᴶ ᴪᴪ ̃ ԅ
ȂĿ 

 

John R Williams  ĺĺ ⱴ  

ľ  (2006-7) Ȃ ᴶ ᵀ
̂  TRREẼ ᴪ ᴪ ץ̆ ⱴ
ᴪ ᴪ Ȃ  

Ҭ̆ ᴶ ԍ׃ ӊ ᶃᵬȂῒ
҉‗ ᵬ ̆ ץ ̆ ץ Ḃ

Ҋ ȂĿ 
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ᶏ  

₮ ̂ľ Ŀ̃ Ȃ ᶏ Ҭ

ᴆȂ Ҍ ̆ Ȃ 

 

Ҭ Ḥ ֽ ԍѿ ӊ Ȃ ᶏ

׆ ᶏ Ҭ ᴆȂ  

 

Ҭ ῤ Ḡ Ȃ ץ └ ̆ᵖֽ ԍ ҙ

Ȃ ᾢӥ ̆ ↕Ҍ Ὲ῍ ҙ ᴋᵥץ

ᵣ └ȁ ȁ№ ȁḱ ȁῬ ȁῬ₮ ᴰ Ҭ

ᴋᵥ ῃ ῤ ̂ ᵖҌ ԍ ȁ ȁ ̃Ȃᴋᵥֲ Ҍ

ҹץ ῒז ₮ ῒזᴋᵥѿ ῒ

≠Ȃ 

Ḡ ᴋ  

ᵬ₮ ꜜⱬ̆ Ḡ Ҭ Ḥ Ḥ Ȃᵖ Ҍ

Ḥ ȁ ȁ ȁ ᵬ ᵬᴋᵥ Ḡ Ȃ

Ҭ Ḥ ľץ Ŀ ᶫ̆ᶏ Ȃ Ҍᵬᴋ

ᵥ Ḡ̆ Ḡȁ ԍ ҩ Ḡ̆ץ ᷅

ḠȂ ⇔ ȁ└ ט֜ ᴋᵥѿ

Ҍט ̆ ᵖҌ ԍ ҹ ȁᶏ Ҍ ᶏ ̆ ῒῤ

ȁ ȁ Ẽ Ȃ ᴋᵥ ’Ҋ̆

ῒזᴋᵥֲ Ḥ ῤ Ạ ᴋᵥ‗ Ҍט Ȃ 
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Ώ 
ADR Ҍ  

AE Ҍ Ԋᴆ 

CRA ҳ ꜛ  

CRC ҳ  

CRFs ᶛ  

CRO ҳ  

DSMC ῃ ᴪ 

EC ᴶ ᴪ 

EMEA  

ERB ᴶ ᴪ 

FDA  

GCP ᴨ ҳ  

GLP ᴨ  

GMP ᴨ └  

HRPP ֲ Ḡ  

ICH ֲ Ύ ᴪ 

ICH GCP ICH ᴨ ҳ  E6 

ICMJE ℮ ᴪ 

IDMC ᴪ 

IEC ᴶ ᴪ 

IND  

IRB ᴪ 

NDA  

QoL  

REC ᴶ ᴪ 

SAE Ҥ Ҍ Ԋᴆ 

SOPs ‰ᵬҙ  

WMA ҕ ᴪ
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 1    

ԅᴶ ᴶ ῤ ׃̆ ԅ ׂ ᴪ ᴶ

̆ ᴶ ᴪ ԅ ̆ ԅҳ Ҭ ᵝ̆

₮ԅ ҍҳ ῏ ҳ ҍ ׆̆ ᵣ҉ ₮ҳ

ῃ Ȃ ҳ ῏ ԅ ῀ № Ȃ ₃

̔ ҉ ҉̆ᴶ ᴶ ῒ ף ̆

ғ ӄȂ Ҍԇױ ̆ ׃ ₃ҩ ╠ ӊ ֲ ᴶ

Ȃ 

╠ ңҩ Ὲ ֲ ̆ ױ ԅ ҳ ᶭ Ȃ

ױ ᶏ ľᴶ Ŀ ľᴶ Ŀ̆ ҹ ױ ҹ Ҍֽֽױ

Ȃ ҹ Ғҙ ҹ ῒҒҙ ↕Ȃ ѿ

֟ ԅѿ֓ῒֲז / ҹ ̆ ԋ ᴶ ∞ ֟

ѿ ֲ ᴶ ‰↕ĺĺ ᴶ Ȃ ᴶ ῒז

ׅ ңҩ ᴶ ӊҬ̆ ԇ׃ץ Ȃ 

 

1.1  

ᴶ ̆Ӟ ̆ ⱬԍ Ȃῒ ⌠

ᵬȂ ᴶ Ҭ ᴶ Ԉ

Ȃ ԍ ȁ ȁ ȁ ȁ ȁ ӊ

ᴶ Ȃ ף ᴶ ᵬҹѿ ₮  20 ҕ  Ȃף 60 

 

ɷɷ  

ѿ ᵣ└ ֲ ᴶ  1964 ҕ ᴪ (WMA) 

̂ ̃Ȃҕ ᴪ ף ᴧ ҕ ̆

ԍ 1947 Ȃ ⇔ Ḡ ѿ ̆ ⱬԍᶏῃᵣ ѿ

ᴶ ҹ ‰Ȃ 

ֲ ᴶ Ȃ ̆ ̆ ԓ

ῤ Ȃ ӈԅᴶ ‰↕̆ᵖ ῒ ȁ ֲ ᴶ ᴪ (Ethics 

Committee, EC) Ȃ ҉ Ҍΐ ⱬ ᴆȂ

⌠ῒ └Ȃ

ץ ҹ῏ԍֲ ̆ᵖ Ȃ

̆ ԍ 2008 ҽ  59 ҕ ᴪ

ᴪ ‰Ȃ 

̔ 

http://www.wma.net/en/3 0publications/10policies/b3/index.html  

http://www.wma.net/en/30publications/10policies/b3/index.html
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ɷɷICH GCP  

ICH GCP E6  (ICH GCP) ԍ

1996 Ȃ ᴪ ֲ

Ύ ȁ ҈

ҩ ѿ Ȃ ᴪ

ῃ

Ҍ ̆

ῒ ᴨ ȁ ῃȁ Ḡ

ӈⱵ̆ץḂḠ Ὲ῍ẫ

ȂICH GCP ׂ ѿҩ ̆

ԍ 1997 Ȃ 

ICH GCP̔ ľ ᴨ ҳ  

(GCP) ҉ ȁ ȁ
ֲ ҍ ᴶ

‰Ȃ ‰

Ḡ ≠ȁ ῃ ẫ
⌠Ḡ ̆ Ḡ ҳ

̂ ̃ȂĿ 

ICH GCP ҹҳ

Ȃҍῒ ѿᴍ

ᴆ̆Ҍ ѿᴍ ᵬ

̆ ԅҳ

ᵬԊ ȂICH 

ԅ ᴶ ‰↕̆ᵖ

₮ ҩ

ȂICH Ӟ ԅ GCP ῒז

ȂICH GCP ᴑҙ Ⱳ

ҳ ῃ ̆

ҹ ѿҩ  ICH GCP 

ҳ ̆ ץ

ῒז Ȃ 

ICH GCP E6̔

http://www.ich.org/LOB/media/  
MEDIA482.pdf 

ICH GCP E6  

ľ ҳ  (GCP) ҉
ȁ ȁ ֲ ҍ
ᴶ ‰Ȃ ‰

Ḡ
≠ȁ ῃ ẫ ⌠Ḡ ̆ Ḡ ҳ

ȂĿ 

ҹ  (EU)ȁ └
ѿ ‰̆ ֓ Ḇ

ҳ ԑ Ȃ 

└ ԅ ȁ ȁ ץ
≠֒ȁⱴ ȁ ҕ  

(WHO) ҳ Ȃ 

└ᵬ ֜ ҳ
Ȃ 

Ҭ ‰↕ ԍῒז ᴪ
ֲ ῃ ẫ ֟ ῒזҳ

Ȃ 

ICH GCP ‰↕ 

2.1 ҳ
ȁҍ GCP ᴶ

‰↕Ȃ 

2.2 ҳ ╠̆ ҩᵣ
ᴪ

ҌḂȂ 
̆ ᵖ ṿ ̆ Ȃ 

2.3 ≠ȁ ῃ ẫ
̆ ᴨᾢԍ ҉ ᴪ ≠

Ȃ 

2.4 ҳ ҳ
ҳ Ḥ Ȃ 

2.5 ҳ ҉ ̆
ȁΐᵣȂ 

2.6 ᶭ ᴪ 
(IRB)/ ᴶ ᴪ (IEC) ᾢ

Ȃ 

2.7 ῏ ‗
֓ ’Ҋ Ạ₮Ȃ 

2.8 ҍ ҩ
ȁ ̆ ᵬ Ȃ 

2.9 ҍҳ ҍ
╠ ӥȂ 

 

http://www.ich.org/LOB/media/%0bMEDIA482.pdf
http://www.ich.org/LOB/media/%0bMEDIA482.pdf
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ɷɷ  

Ҭ ѿ ԅᴶ

ᴪ ֲ Ҭ ᵬ ̔ľ
╠̆ ֜

ᴶ ᴪ ȁ ᴇȁ
‰ Ȃ ᴪ ԍ
ȁ Ⱳ ᴋᵥῒזҌ
ӊ Ȃ ᴪ
ҩ ₃ҩ ץ

‰̆ᵖ ֓
Ҍ ⁞
ֲ ᴋᵥḠ ȂĿ Ҭ ⌠

ᴋᵥ Ҍ ľ⁞ ᴋᵥḠ
ĿҌΐ └ ̆ ѿ Ȃ  

ICH GCP ᴶ ᴪ ᵬ ᶫԅ ԅῒ Ȃ Һ

ֲ ȁ ⱳ ȁ ᵬȁ ᵬ ȁᴋⱵ ȁ ȁ

Ҍ Ԋᴆ Ȃᶭ  ICH GCP̆ ᴶ ᴪ ῒӥ ‰ ᵬ  

(SOP)Ȃᴶ ᴪ ‰ ᵬ  ICH GCP Ȃ  

 

 

ֲ ᴶ ̆ ᴶ ᴪ

Ȃ ᴶ ‰↕ ѿ ̆ԋ

Ӟ Ȃ ҩֲ ᴶ ץ ‗ֲ Ҭ ᴶ

ץ ῃ Ȃ ԍҳ ̆ ԍ ₮

ȁ № ֲ ᴶ ҉ ӊ Ȃ ᴋᵥῤ

Ҍ ‼ ԍ ᴶ ӊ҉Ȃ ֓ῤ

ӥ̆ ≢ ֓ Ȃᵖ Ҍ ҍῒז

ᴆҌ ῤ ѿ Ȃ  

ҩᴶ ᴪ ԅ ῤ Ȃ ֲ Ḡ №

ȁ ȇ2010 ֲ Ḡ Ȉѿӥ

Ҭ ̆ ӥ ẫ ҍֲ Ⱶ ֲ Ḡ ⱲῈ Ȃ ԅ 

96 ҩ  1,100 ֲ ҍ ȁ Ȃ ӥҒҹ

ҍ ᴶ ᴪȁ Ⱳ └Ȃ ꜛ ֓

ᵣ ԅ ȁ ̆,Ҍ ᵥ Ḡץ̆ ᴶ ‰

Ȃ ̔Ҭ ̂MOH̔ ֲ ҍ ᴶ  

(2007)̃̆ ̂CONEP̔ 196/96 ‗ ֲ̔ ҍ  

(1996)̃̆ ̂ICMR̔ ֲ ҍ ᴶ  (2006)̃̆ḇ

̂FSSHSD̔ 2007  8  2314-Pr/07 17 ̆פ῏ԍᴶ ᴪ

Ȃ̃פ ᴪ Ȃ  

ֲ Ḡ ̔ 

http://www.hhs.gov/ohrp/international/HSPCompilation.pdf   

2.10 ҳ Ḥ ץ Ḡץ ῒ
ȁ ‰ ȁ
Ữ Ȃ 

2.11 Ḡ
↕̆ Ḡ ≢ ᴍ
Ḡ Ȃ 

2.12 ֟  
(GMP) ⱴ ȁ Ḡ Ȃ 

2.13 Ḡ
Ȃ 

http://www.hhs.gov/ohrp/international/HSPCompilation.pdf
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ᴶ ᴪ / ֜ Ȃᴶ ᴪ

Ҍ ≢Ȃѿ֓ ᴪҺ ꜚ ̆ѿ֓↕Һ

ᴪ Ҭ ֲ ̆ ѿ֓↕Һ ẫ

ҳ Ȃ Ҭ̆ ֽױ ֲ ֲ ҳ

ᴶ ↕Ȃ ȁ ȁ

ҹᶫ ̆ ᶫ ҳ ╠ ᴶ

ᴪ ‰Ȃ  

Ҭ ̔ľ ╠̆ ֜ ᴶ
ᴪ ȁ ᴇȁ ‰ ȂĿ  

ICH GCP ₮̔ľ ᶭ ᴪ (IRB)/ ᴶ ᴪ (IEC) 

ᾢ / ȂĿ 

ֲ ҳ ᴶ ᴪ Ҍץ  ̆ ᴶ ᴪ (EC)ȁ

ᴶ ᴪ (REC) ᴪ (IRB) Ȃ Ҭ ᶏ ľᴶ

ᴪĿ̆ Ώҹ ECȂҌ ῒ ᵥ̆ ҩᴶ ᴪ ᵬ

Ȃ  

₮̆ ᴶ ᴪҺ ѿ ̆

ҩ ⅞̕ ҩ ҳ Ȃ Ҭ ᴶ

ᴪ ҹԅ⁞ ᴶ ᴪ ̆ ҹֲ

ᶫ Ḡ Ȃ ҹҩᵣ ֲ ҹ ѿ

⅞ ҩ Ҭ ̆ ѿ ҹ Ȃ ̆ Ҭ ᴶ

ᴪ ‰ ᵬȂ  

ֲ ᴶ ᴪ (EC) ҍ ᴶ ᴪ (HEC) ≢̆ ֲ

‰ Ҭ ₮ ᴶ Ȃᴶ ᴪ ҳ ⅞

̆ ᴶ ᴪ ֲ ̆ ҳ ᵬ ҳ Ҭ

ᴶ ‰↕Ȃ  
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1.2  

№ҹ /ҳ

╠ ҳ ̂

̃Ȃ  

ҳ ╠ ῀

ԅ └ΐ

ӈȂ ᵬ

ҳ ╠

̆ ╩ ȁ

ȁ ȁᾧ

ȁ ȁ№

ȁ ȁ ῤ

Ȃҳ ╠

ꜛ Ȃ 

ҳ ҳ׆

⌠ ҳ

ȁ ҳ ΐ

ֲᵣ҉ Ȃ  

 

 

ҹ ҍ

ⱴ

ῃȁ ѿ

ғ Ȃ

≠ԍ

ᵬ ̆ ≠ԍ ╠ ⇔ Ȃ ֟

ꜚ ̆ ҳ ֲᵣῤ ̆ ԍ

Ȃ  

ҳ ֟ ҳ׆ ╠ ⌠ ӊ Ȃ Ҭ

ԍ ᴧ╠̆Ҍ ᵬҹ ̆

ҳ Ȃ 

֟ ҳ ╠ ֽ ῒ ֲᵣ ◐ᵬ Ȃ ̆

῀ҳ ̆  1/14 ῀ҳ Ȃ Һ

⌠ Ҍ Ҍ Ȃҳ ╠ ꜚ ֽ № ֲ

ᵣ Ȃ  

֟ ̂ᶫ ̃̆Ҍ ȁ ȁ ΐ̆

ҳ ῒ ῀ Ȃ ѿ

ᶫ ҳ׆̆ ╠Ḥ № ᵬ ȁ└ Ḥ ȁ ꜚ

̆⌠ ῒ ȁ╕ ȁ ◐ᵬ ֲ Ȃ  

ңҩ ץ ̆ ҹ Ȃ

№ҹ /ҳ ╠ ҳ Ȃҳ

ҳ Ȃ 

 

 

 

 

ҳ ╠  

 

 

 

ҳ  

ҳ  
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̆

ҳ ╠ ҳ

Ҥ

ӊ

Ҋ̆ץḠ

ԅ

ĺĺ Ḡ

ᴨץ

ᶏ ԅ

̆

ғ

ֲ ᴶ

‰Ȃ   

֟ ҳ

₃ҩҌ

ᵣֲ׆̔

⌠

ҍ

̆ ῀

ҳ ҍ

ᶃ

ῃ

̂

̃Ȃ ѿ֟

 25-30 ҩҌ ̆ ҩ ҹԅ ⱴֲױ ֟ ѿ ԅ

ᶫ Ḥ Ȃ ѿץ ԍ ̆ᵖ ҳ ⅞Ӟ ץ

Ạ₮ḱ Ȃ 

̂  85%̃ ‰ ֟ ᵬ̆

Ὲ Ҍ ≠ Ȃ ≠ ҳ Ҭ̆

ҳ ╠ ҳ ӊ ≠ ҳ Ҭ ҹ Ȃ 

  

 

҈ҩ ԅҳ ̔ᶫ ҳ ȁ

ֲ ᶫ Ȃ 

ҳ ̆ ᴪ ᶫ Ȃ Ḥ

ᵀ֟ ֲᵣ ̆ Ȃ ̆ ҹҳ

̆ ֲᵣ ̆֟ ԍ Ȃ

ҳ ҳ Ȃ 

ֲᵣ  

 

 

 

ף ̔ ҩ ף ѿ ѿҩҳ ĺĺ ץ

ҹᶛȂ 

 

 

ҳ ╠  

 

ҳ  
       

ҳ ╠ ⌠ 

ҳ  

ӊ  
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ҩ ף ѿ ѿҩҳ ĺĺ ץ ҹᶛȂ 

ֲᵣ  

 

 

 
 

 

 

 

 

Ҭ /ᵞ  

֟ ѿ ֲᵣ ̂ ԍֲᵣ ̃ ̆ῒ ╕

╕ Ȃ ẫ ̆

Ȃ ֲᵣ ҳ ẫ ҉ ̆

̆ ̆ ᶫ ԍ Ȃ ֓ ᴪҌ

ԍẫ ̆ ץ ҹ ԍֲᵣ ̆

Ҥ ̂ ̃Ȃ  

/ ◐ᵬ ֟ ҳ ᴪ Ȃ

ҳ ֓ ᵬ ғ ◐ᵬ

ᵞ ֟ ̆ ҹῒ ῃ ץ Ȃ 

ֲ Ӟᴪ ֟ Ȃᶛ ̆

̆ ֓

ҍῒז Ȃ ̆ᾙ ֲ

◐ᵬ ̆ ҹ ȁ ᵣⱳ Ȃ

̆ ̆ ҹ ԑᵬ ⌠ᴴ ̕

ֽ Ȃ 

ѿҩ Ạ₮ ᵀᶭ ԍ ֟ ꜚ ֲ ҉ ץ

№ ץ̆ ֲ ה ̆ ᶫ ΐᵣԅ Ȃᴋ

ᵥ ֓Ḥ Ȃ ԍ ̆ Ḥ

└ ΎӊҬȂ Ύ̆↕ ֜

ᴶ ᴪ Ȃ  
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ҳ Ⱳ ץ ҙῈ ̂ᴑҙ Ⱳ ̃ ҳ /ҳ

̂ ᴑҙ ̃Ȃ╠ └ Ὲ Ὲ ̆ ȁ

ȁ ҳ Ȃ Һᵣ̆ ᴑҙ

≠ ȁ ᴑҙ Ⱳȁ Ⱳ Ȃ 

ᴑҙ Ⱳ ҳ Ύ ҳ Ύ

(http:// www.ClinicalTrials.gov)̆ ҹ └

ΎȂ Ύ Ύ Ⱳ ԍᴑҙ Ⱳ

̆╠ Ύ Һ ֲ Ȃῃ ῤ̆ Ⱳ ҳ

Ӟ ԍᴑҙ Ⱳ ҳ Ȃ  

ҙῈ

֟ ҳ

Һ ֟

ֲ ῃ

Ḥ Ḃץ̆ ֟

ҳ׆ ╠

῀⌠

Ҭ̂ ̃Ȃ Ҭ

№

῏

֟

֜ Ḥ Ȃ

ҙῈ ᴪ

҉ȁᴶ ҉ Ḡ

҉ Ḡ ץ̆ ғ ֟ ҉

‰Ȃ ῒҺ ₮ԍ ҙ Ȃ 

̆ Ⱳ ҳ Һ ₮ԍ ̆ Ҍ ֟

῀ Ȃ ꜚ ׆̆ ̆Ḇ

̆ ’ҊӞ ҹԅ ȁẫ ֲ ẫ

Ȃ ץ ȁẫ ⅞ ҳ ΐ

ȂӞ ᴪ ̆ ‰ ҙ ֟

Ȃ Ⱳ ץ ῒז ץ ҙ ҹ

֟ Ȃ  

Ҍ ҳ Ⱳ ҙ ҙ ᵣ̆ ȁᴶ

‰̆ ғᴶ ᴪ Ӟ Ȃᴑҙ Ⱳ

҈ ̆ ҹῒ֟ ҳ ⅞ ⌠ Ȃ

̆ Ⱳ ֜ᴶ ᴪӊ╠↕ ӎ ҈ Ȃᴶ

ᴪ ῒ ᶫ ҈ ΐᵣῤ ץ └ Ȃ 

Ⱳ ̆ҳ ΐᵣ Ҋץ ῤ ̔ ȁ

ȁ ȁ ȁ ễȁ

ӥȁḠ / ễ̆ᴋᵥ ≠ ‖ ץ̆ Ḡ

Ȃ 

ҳ׆ ╠

ҳ ῀

ҳ Ȃ 

֟ Έ ҳ ╠ Έ ҳ

Ȃ ҩ ҳ  30 ҩҳ Ȃ 

 

ҳ ╠

 
ҳ

n=30         

http://www.clinicaltrialmagnifier.com/
http://www.clinicaltrialmagnifier.com/
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1.3  

ҳ Һ

ҍ ̔ ȁ

Ⱳ ̂ Ⱳ ̃ȁҳ ֲ

̂ ̃ ᴶ ᴪ (EC)Ȃ

Һ ҍ ῍ Ҥ ԑ

ꜚ ᵬ̆ ῒ ץ̆

Ḡ ⌠ ῃ ᴶ

ҳ Ȃ Ⱳ

╠ȁ Ҭ №≢

Ḡ ҍ ֲ

̆ ֲ ↕ ԍῒז

ᴶ ᴪ ̂

̃Ȃ ’̆

↕ ֲ ẫ ῤ

Ҍ ҳ ̆

Ҍ ⅞ ҳ

Ȃ Ⱳ ῒף

Ҍ ᴍ̆ ғ

̆Ҍ ҍ

̆ Ⱳ  I Ҭ Ȃ  

 

 

ҩ └ ̆ ֟ ҳ

Ҭ̆ ῒ ῒ Ȃѿҩ ֟ ҳ ץ ѿ

ҩ ₃ҩ Ȃ ̆ Ҭ

Ḡ ץ̆ ֟ȁ ȁ ῃ Ҭ Ḡ ̆

Ύ ҉ Ҭ Ḡ ᵬȂ

/ Ȃ 

Ҍ ΐ Ҍ Ȃᶛ ̔ ̆

 FDA̕ ̆ ҹ ֟ ᵀ ᴪ (EMEA)̕

↕ ẫ ȁꞋꜚ ≠  (MHLW)Ȃῒז ⱴ ẫ ̂ⱴ ̃ȁ

̂SFDĂ Ҭ ̃ȁ ̂TGĂ ≠֒̃ȁ

└ ̂DCGĬ ̃ȁ ẫ ᴪ̂ANVISĂ ̃ȁ

ẫ ᴪ Ⱶ ᴪ̂Roszdravnadzor̆ ḇ ̃Ȃ  

̂ҽᶛ̃̔ 

¶ ‰ҳ Ȃ  

¶ Ḡ ҳ Ȃ  

 

ҍ Ⱳ ԑ ғ ‰ ֜

Ȃ ᴶ ᴪ Ḃץ̆‰ ȁ תּ

̆ ֜ Ⱳ Ȃ 

Ⱳ

ҳ

 

 

 

 

Ҭ  
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ҳ Ⱳ ҳ ȁ ҩֲȁῈ ȁ

Ȃ Ⱳ ץ └ Ὲ Ὲ ȁ ≠ ȁ

̆ ҩֲȂ Ⱳ ҳ

ᴋ̆ ̔└ ȁ Ḡ Ȃ Ⱳ ̆

ҩ ̆

‰Ȃ  

ҳ ҩ ̆ └ ȁ ȁ ȁҳ

ȁ ȁ Ȃ  

 (monitor) ҳ ꜛ  (CRA) ԍ Ⱳ ף Ⱳ ᶏ

ҳ ̂CRŎ  26-27 ̃̆ғ ҍҳ

ᵬ Ȃ ҍ ῒ ̆

ȁ תּ ȁ ᶏ ȁ ׆ ץ ט

Ȃ ҉ Ҭ ̆ ̆

ҩ Ȃ  

Ⱳ ̂ҽᶛ̃̔ 

¶ ֜ҳ ץ⅞ ‰Ȃ 

¶ ᶫ Ḥ ̆ ῒ ῃ ᶏ ̆ Ḡ

῏ֲ ԅ ΐ Ȃ 

¶ Ḡ ԅѿҩ ᴶ ᴪ Ȃ 

¶ ̆Ḡ ȁ ȁ Ҍ Ԋᴆ ԅ

Ȃ 

 

 

ᴪ ѿҩ ̆ῒҬ ̂Һ ̃ȁѿҩ ₃ҩ ᵬ

ȁѿҩ ₃ҩ ̂ҳ ̆CRC̃ ץ ̆ ̆ῒז

ֲ Ȃ Ҭ ȁῈ῍ ȁ ֲḠẫ

ȁ ֲ ҙ ҙ Ҭ Ȃ Ⱳ ҹ ѿᵝ Һ

̆ ҩ Ҭҍ Ḡ Ȃ

ҙ ҳ Ҭ̆ ȁ ῒז ꜛ ᵣᾟ Ⱳ

Ȃ  

Ҭ ҳ ҩֲȂ Ҭ Ҭ ѿҩ

̆ ֲȂ ӈ ̔ľ ῒ
ӊҊ ȁ№ ᶏ ᶫ ҩֲ ѿҩ

ֲȂĿ 

ᵬ ꜛ ҳ Ҭ ѿҩᵣ ̆ ꜛ ȁ

ֲ ױז̕ ᵬ ῒ ̆ Ҭ Ԋΐᵣ׆

῏ ᵬ / Ạ₮ ῏‗ Ȃҳ  (CRC) ҳ

ᵬ̆ Ҭ Ⱳ ̆ ӊ╠
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ȂץҊ ҹ ӈ ̔ ȁ ȁ

ȁҳ ȁ Ȃ  

̂ҽᶛ̃̔ 

¶ Ḡ ≠ ẫ Ȃ 

¶  GCP ῒז Ȃ  

¶ ᶏ Ȃ  

׆ ¶ Ȃ 

¶ Ḡ ҳ ⌠ᴶ ᴪ Ȃ 

¶ ᴋᵥҌ Ԋᴆ ҉ ᴶ ᴪȂ  

¶ Ḡ Ȃ 

¶ ᾧ ᴍḤ Ȃ  

¶ /ᶫ Ȃ  

¶ Ҭ Ҍ ԊᴆȂ 

 

 

ᴶ ᴪ Ḡ ҍ ≠ȁ ῃ ẫ

⌠Ḡ Ȃᴶ ᴪ ‰ ‗ ̆ ΐ̃ױ̂

̆ ᴆ ̆ ᶏ

Ὲᾛ̆ ֓ Ḡ ҉ Ḡ Ȃ  

ᴶ ᴪ ᵝȁ ȁⱳ ȁ ᵬ ≢̆ᵖ

 GGP Ȃ   

ᴶ ᴪ ̂ҽᶛ̃̔ 

¶ Ḡ ≠ȁ ῃ ẫ ̕ ≢ ל ҍ

̆ ᾙ ץ ‗ ⱬᵖ ᶏ ⱬ ҍ

̆ ҹ ’ҊҌ ᾢ Ȃ  

¶ ῏ ᴆ̆ ₮ ӥ ῒ Ȃ  

¶ ̆ ῒ / ᴶ ᴪ ᴋᵥῒז

῏ Ȃ 

ҍֲץ ¶ ̆ ҩ Ҭ

̆ ѿ ѿ Ȃ 

¶ Ҭ ֓ Ҍ Ԋᴆ ᴋᵥᴴ Ȃ 

 

ᴶ ᴪᴪ ҉̆ ֲҺ ᴪ ̆Ḡ ᴪ

̆ ̆ ᴋᵥ ‗Ȃѿ֓ᴶ

ᴪ ‗ ῒ ꜚ̆ ѿ֓ᴶ ↕≠ ῍ ‗ Ȃ 

ֲ ῍ץ₮ ‗ Ȃ ԇף ≠

‗ ‗ ̕ᶏẠ₮‗ ᶏ‗ ץ ᵣ ḱ
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ץ ֲז Ȃ Ӟᴪ ҩ≢ ҩᵣל ̆ ≠

ᶏ‗ ֟Ȃ 

ᴶ ᴪ ѿᵝ ₃ᵝ ȁѿᵝ ₃ᵝף

ȁѿᵝ ₃ᵝ Ғҙ ץ ѿᵝ ₃ᵝΐ Ғҙ Ȃ

ԍ ל ҍ ̆ᴶ ᴪ ѿᵝ ₃ᵝ ֓ ԅ

Ȃᴶ ᴪ ᴶ ᴪ ῀

῏ Ȃ 

 

 

ҳ ҍ ȁ ΐ ̆

Ȃ תּ Ҭ ֲֲ ̆

Ӟ ῒז ׃ ᴰ Ȃתּ ₮ԍ ̆

Ҍ ᴋᵥᵟט Ȃ 

̆ѿ֓ҳ ҹẫ ẫ Ȃ ӊ

֟ ̆ ҹ ֟ ῃ ᶏ ╕ ԍֲᵣ

Ȃ ẫט ̆ ҹױז ғ Ả

ᵬȂ ғ ֓ ᵬӞᴪ Ҍ Ȃ 

 

 

ԋ ̆ҳ Ȃ ׂῃ ҉҆ ҳ

 (CRO) ᶫ ῏ ⱵȂCRO └ Ὲ ᶫ Ⱶ

Ὲ Ȃ Ⱶ ꜚ ӊ ҳ ╠ Ȃ ҳ

̆CRO Ⱶ ȁ ᵬ Ȃ

 CRO ҍ Ⱳ ̆ ᴪ Ⱳ ̆ ғ Ṝ ᴪ

Ⱳ ῃ Ȃ 

Ҭ ⱵӞ ҹ

ҳ

№̆ ᵬ

ȁ№  

(ECG)Ȃ Ⱳ Ṝ

ᴪ

Ҭ

Ҭ

№ ̆Ҍ

֓ Ҭ ȁ

ȁ֒ ȁ

≠֒̂ ̃Ȃ

ѿҳ ᶏ ѿҬ

Ҍ

҈ ̔ ѿ ҳ Ȃ Ⱳ ץ №ҳ

Ⱶ ᶫ Ȃ ῃ ᴪ (DSMC) ץ

ῃȂ ῏Ԋ Ȃ 

 

 

Ⱳ  

 

 

  

Ҭ  

EC 

 

 

 
 

 

CRO 

Ҭ  

 

DSMC 
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‰ ̆ᶏ Ḥȁ └Ȃᴋᵥ

̆ ҹ Ҭ ѿ  24 ̆ ғ ҹ ᶫ

ΐ ◐ᵬ ̆ ֓ № ẫ ֲ

ῃ Ȃ ҹ ѿ Ҭ Ữ ѿҩҬ

ῤ̆ῒ ѿ ̆ Ҍץ № Ҭ ץ

◐ᵬ Ȃ 

 

 

ѿҩῐ ҳ ĺĺѿҩ ≠ ≠ ĺĺ ᶏ

Ḇ Ⱳ ӊ ԑ ⱳ Ȃ ץ ẫ

ῤ̂ ̃Ȃ ֓ ᵬԍ ҹҳ ⱲῈ ҳ

Ҭ Ҭ ῤȂ ҹ Ⱳ  CRO ̆ ꜛ ᵀ

ȁ└ ȁ  GCP ȁ ᵣ ȁ‰ ֜ ᴶ ᴪ

ץ ῒז ᵬȂ  

 

 

ῃ ᴪ (DSMC)̆ Ӟ ῃ ᴪ (DSMB)ȁ

ᴪ (IDMC) ῃ ᴪ (IDSC)̆ Ⱳ ғ ᵀ

ҳ ȁ ῃ ‰ ̆ Ⱳ ȁḱ

Ả ̂ ̃ȂIDMC ҳ Ғ ȁ Ⱳ ף ֲ

̆ ֲ Ҭ № ֜

 IDMCȂᴶ ᴪ IDMC Ҭ ׆ Ḥ ̆Ḡ

Ȃᴶ ᴪӞ ץ ֓  

IDMC ̆ ῤ ̆ᵖ IDMC ԍ Ҭ Ȃ 
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2   ҳ  

 2 ҳ Ȃ ῤ ̆ ԅҳ

Ȃ Ҍԅ ֓̆ ⱴ ҳ ∆

ᴶ ᴪ (EC) ᴪ ̆ ҹ ᴶ ᴪ (EC) 

Ȃ  

Ҋ  3 ҳ ȁᴶ Ḡ ̆Ӟ ̆  2 ҍ

 3 №ῤ Ȃѿ֓ ᴪ  2 Ҭ ֓ ῤ

҈ Ҭ₮ ̆  3 Ҭ ֓ῤ  2 ҬȂᶛ ̆  2 

Ҭ ֓ῤ ᴶ ̆ ╕ ᶏ Ȃ

ԅ  2 Ҭ ̆  3 Ҭֽᵬ

̆ ԋ ԑ Ȃ  

Ӟ ҳ ҳ № №Ȃ῏ԍ

̆ ץ ᵬȂԑ ҉Ӟ

Ȃ     

 

2.1  

ҳ ֲᵣ ֟ Ȃҳ

ԍ ̆ῒҬ ԅҸ ׆ ԋҕ ׆

ҹ Ȃ ѻ Ὲ ҳ ӊ Ȃזԍ 1747 

̆ Ȃ1800 ץ

̆ҳ ⌠ ̆ Ӟ ⌠ Ȃ1863 ᶏ

╕Ȃ1923 ₮ Ȃ1948 ̆ ᴪ

Ȃ ԅ ᵀ̆ץḂ Ὲ

№ Ȃ ҳ ҈ҩ ↕ᶭ ȁ Ȃ

׃ ҈ҩ ץ̆↕ ҳ ῒז Ȃ 

ҳ ԅ₃ ̆ ⌠ 1990 ԅῒҳ

ᵝȂ ׂҌᶏ ҳף ҳ

̆ ₮ Ȃ ȁ ̆ Ḡ

Ҍᴪץ ⌠ ᶃ Ȃ ĺĺ ⱴ

≢῏ ĺĺ ᴪ ֟ ץ

̆ᵖ Ҍױ ᶏӊ֟ Ҍ Ȃ Ҍᶏ ȁ

̆ Ӈ Ḃ Ҍᴪ ’Ȃ  
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ҳ ᵀ ֟

ֲᵣ

ῃ Ḃץ̆ ԍ

Ȃ2008 ̆

PubMed ₮ Ҭ

₮

Ҭ̆ ҳ  (RCT) 

ֽ  2.3%̕  810,654 

₮ Ҭ  

18,617 ҳ

₮ Ȃᵖ ҈ ̆

ⱴԅ 12 

Ṑ̆҉ץ ῤ 

PubMed ₮ ⱴԅ 

3 Ṑ̂ ̃Ȃ ֲ ᴪ

̆ Ҍ ‰

ꜚ Ȃ ҉

ҳ ̆

₃ ̕ ῒז

↕ ̆ ғ Ҭ Ҍ ֲᵣ҉ Ȃ ׆̆

ױ ץ ⌠ҳ ̆ ғ Ḥ ᴪ

ѿ ⱴȂ  

ҳ Ҍ ̆ᵖ ѿҩ

Ȃҳ ῏ ѿҩ Ḃ Һ / ̕

/ ᶏ ᴇṿ̆ ҹ ғֲפḤ

Ȃ 

 

2.2  

 

ҳ ᵣ

ҹ ҩᶫ /

ῃ ᶫ

ᵀ Ȃ ̆ ҩᵀ

Ạ⌠ΐ

̆ ҹ ֽֽ ԅ ҩ

ҍֲ Ҭ №

̂ ̃Ȃ

҉ Ҍ ף

ֲ Ȃ ᴪ

ң ̔(I) 

ױ ₮ңҩ ӊ

̆ ҉ ױ

 

 

ҩֲ  

 

 

A B 

 

ᵣ ΐ  

ף ̙ 

ױ ҳ Ҭᶏ ׆ױ ҩֲ Ҭ ₮

ԅѿҩ ҩ Ȃ ᴪ ֓ Ȃ

ꜛ ױ ֓ ҩֲ Ḥ

Ȃ  

 

PubMed Ҭ ₮

 (RCT) ₮ Ȃ 

 ₮  RCT ₮   
 n n % 

2008  810,654  18,617  2.3 
1998  467,069  10,769  2.3 
1988  379,690  4,535 1.2 
1978  269,472  1,468 0.5 

 
 

18,617

10,769

4,535

1,468

2.3

2.3

1.2

0.5

2008

1998

1988

1978

PubMed Publications - Randomised Controlled Trials (RCT)

05,00010,00015,00020,00025,000

Number of RCT (n)

0.0 0.5 1.0 1.5 2.0 2.5 3.0

Proportion of all PubMed publications (%)

PubMed₮ ĺĺ (RCT) 

 

RCT  (n)   PubMed ₮ ᶛ (%)  
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̂Ẋ ̃̆  (II) ױ ₮ңҩ ӊ

̆ ҉ ױ ̂Ẋ ̃Ȃ ₮ ᴨ ץ̆

ᵞ ₮ ̕ ‗ԍ ҩ ̆ᶛ ȁ ȁ

ץ ҳ Ȃ  

ҳ Ҭ ᵝ̆ ҹ ᵀ ₮ ң

Ȃᶛ ̔ ױ ѿ ѿ ̆ ҉ ᴪ ₮  50 ĺĺ

ᵖ ҉ ᴪױ ₮Ҍ ̆  60  40 Ȃҳ ҬӞᴪ₮

Ẓ ̆ ҹѿ Ҭ̆ Ҭ̆ ᴪ ᶏ ѿ

ѿ Ȃ  A ⱳ Ẋ

ҹ 50%̆ᵖ  100 ҩ Ҭ̆ Ӟ ⱳ  30 ҩ̆  

B ⱳ Ẋ ҹ 40%̆ᵖ  100 ҩ Ҭ̆ Ӟ ץ ⱳ

 50 ҩȂ  200 ҩ ̆ ױ ᴪ ₮ ̔  B ᴨԍ

 Â ̃Ȃ 

̆ ᴪӞ Ҍᴪ ’̆ ҩֲ

’Ȃ ₃Ӎױ ҉ ’ Ȃҳ

ῒ№ ԍ⁞ ₮ ׆̆ Ԋ Ȃ ױ

∞ Ȃ ̆Ẋ Ҭᴪᶏ ҩ

⅞ Ȃ Ҍֽ Ⱳ ѿ ̆ ғ ᴪ Ӟ

ױֲ̆ ҍѿ ӊ֜ Ȃ  

ѿ׆ ҳ Ҭ ᴪ֟ ₮ Ҍ ̔ Ӈ ҉ ң ̆

Ӈ ҍԊ № ̆Ӟ ̆ Ӈ ̆ Ӈ ̂

̃̆ῒҬľẊ Ŀ ҹľI Ŀ̆ ľẊ Ŀ ҹľII 

ĿȂ ₮ ₃ ץ Ȃ ױ

ĺĺ ̆  10,000 ҩ Ҍ  10 ҩĺĺ Ӈ₮  I/II 

ᴪ ᵞȂᵖ ̆ ᴪᶏ ⱴ 1,000 ṐȂ׆

ᴶ ̆ Ӟױ ᵀ ╠ Ҋ ̆

׆ ᶏ ӊῳ Ȃ  

ҳ̆ץ Һ ԍᶏ‗ ץ Ḃץ̆ ԍ

ᵞ ȂEC ‗ ҩҳ ԅ

Ḥ Ȃ 

 

 

     

    

     

 

 

 

  

ɼ ɽ 

II  

 

ɼ ɽ 

I     
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ל ӈҹľ Ŀ ľ № ĿȂ ҳ Ҭ̆ľҳ Ŀל ⌠ᴋ

ѿ Ҍ ̆ ̆Ҍ ᶛ ң ῒҬӊѿ ᴋѿ

ᶫ ѿ Ȃ ל ↕̆

ⱴ ≠ ’Ҋ̆ ᴪ ױז ⱴ

Ȃҳ ל  EC ѿ №̆ ҹ ԍ ῏

ĺĺᶛ ̆ ᴪ Ẋ ̆ ᴪ תּ ⱴ ѿ

Ȃ ᵬҹץ Ҭ Ҭ № Ḃץ̆

ҳ ל ’ Ȃ 

 

̡  

ⱴҳ ֲ ԅ ѿҊ ICH ‰↕  E9 ĺĺľҳ
↕Ŀ̆ ₮ԅ № ҳ ↕

(http://www.ich.org/LOB/media/MEDIA485.pdf )Ȃ Ȃ 

‰↕Ҭ ѿ №ῤ ֓ҳ Ҭ Ȃ

ᴨ ̆ ╕ Ҭ ╕ ᴨ

ᵣ ᴨ ̆ ⌠ Ḥֲפ Ȃ 

ᵖ ̆ ҍ Ạ Ҍ ҹԅᵣ ῒᴨ Ȃ ֓

ԍᵣ Ҍ ̆ ̆

ⱷ Ȃ 

ῒז ĺĺ ĺĺ ҹԅ ң

Ҍ ѿҩ ̆ ҳ ҉ ץ Ҍ Ȃ ѿ ̆

Ҭ ԍҳ ҉ ṿ

ӊῤȂ 

ᴪ ȁ ץ № ̆ᵖ ‰↕

Ҍᴪ ῀ ̆ ̆ Ẋ ᴨ Ȃ 

 

 

ҳ ̆ Ҭ₃ӍҌᴪ Ȃ ’Ҋ̆

╠ ̆  EC ᵬ Ҍ Ȃᵖ ֓ Ӟ Ḥ Ҍ

̆ ᾢ ᵀ Ȃ ̆ Ḃᴪ ̆ ᴪ

ᵀ ĺĺ ᴪ ѿ ԅѿ

Ȃ ḱ ѿ ᴪᵄ Ȃ ֓

Ҍᴪ ᵣ ̆ᵖᴋᵥ Ҍ≠

ḱ  EC Ȃ  

http://www.ich.org/LOB/media/MEDIA485.pdf
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ҳ

̆ ῒז №ᴪ

ῒҬѿ֓ ̆

ᶛ ̆ ȁ ȁ

ȁ ȁ

ץ Ȃ ̆

ױ ԅѿ֓ѿ ȁ

ԍ №

Ȃ ᶏ

ңҩ ĺĺ

̂ ̃Ȃ

’Ҭ̆

№ ⌠ῒҬ

ѿҩ ̆ᶏ

№ ᶏױז

₃ №

⌠ᴋᵥѿҩ Ȃ

ῒҬѿҩ ĺĺ ҹ B 

ĺĺᶏ ᶫ ̆

ѿ ↕ ᶏ

╕̂ ̃

╠ ҉

̂ ‰ ̃ȂӞ

ץ ңҩ ᶏ ‰ ̆ ῒҬѿҩ Ҭⱴ῀ᶫ ĺĺᵬҹ

ꜛ Ȃ  

ѿ ҹ֜ ̂ ̃Ȃ Ҭ̆

ᶭ ң Ȃ֜ ף ԅѿ ’̆

Ȃ ҉̆ ҩ ז Ȃѿ֓ ᴪ ᾢ ‰

╕ ̆ Ῥ  (AB)Ȃῒֲז ᴪ ᾢ ̆

‰ ╕  (BA)Ȃ֜ ᴨ ԍ ׆ץ ᵣ

Ҭ ҩ Ȃ ѿ ̆ ֜ Ҭ̆ ’̂ᶛ ̆ ̃

Ҍᴪ ̆ ғѿ ̆ Ҋѿ

̆ ң ҹ Ȃ ̆֜ ҌἝ Ӈ Ȃ֜

Ҭ ⱴ ̆ ҹ ̆ Ȃ 

ĺĺ ĺĺ

̆ ׅᴪ № ⌠ῒҬѿҩ ҬȂ ׂ̆ᶏ

ᵬ ᵞ ‰ ̆ ҹ ‰ Ҍ ̆

ҌῬ Ȃ ѿҩ ᴪ ңҩ҉ץ ̆ᶛ ̆ Ҍ ╕

Ȃ  

֜  

 

ȁ ңҩ ҳ ĺĺ Ȃ֜ ԍ

ҳ Ȃ 
 

A 

/   

 B 

 

 

 A 
/  

̂ľ Ŀ̃ 

 

 B 
 

̂ľ Ŀ̃ 
/  
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ĺĺ

Ⱳ Ҭ

Ạ₮ Ȃ

ᶛ

ѿҩ ȁ

ȁᶏ

№

ԍ ⱳ ̆

̂

̃Ȃ ‰ Ҭ̆

ῃ ᴪ

Ҭ № Ҭ

ῃ

Ȃᵖ ̆ ԅ₮ԍ ῃ

̆₃ӍҌ

֓ ᵬ₮ᴋᵥ

Ȃ ѿҩ

Ḃץ ѿ

Ȃ 

Ҭ̆ Ⱳ

ץ Ҍ

Ҭ ῃ Ạ

₮ ̆

ⱴ Ȃ ѿҩ ҩ ԍ

↕ĺĺҳ ⌠ ĺĺ Ȃ ̆

⌠ ̆ Ӈ̆Ḃᴪ ∆ ҉

ѿҩ ҩ ⱴ Ȃ 

ѿҩ ᶛ № Ȃ ҩ Ҭ̆

№ ⌠Ҍ ӊ╠ ֟ Ȃ

ῃ ҩⱴ῀⌠ Ҭ

‗ Ȃ ѿҩᶛ ľ ᴨᾢĿ̆ ᴪ №

⌠ ֟ץ Ҍ Ԋᴆ ⌠ ҬȂ 

֓ᶛ ̆ ץ ԍ Ȃ

Ҭ̆ ץ ᵞ ȁ

ᶏ ⱴ ῃȂ ≢ ⱳ ȁ

ץ ᵞ Ȃ ῃӞ Ḡ ̆ ҹ ᴪ⁞ Ҍ

ⱳ ⱴ ῀ Ȃ 

ף Ḃҹץ̆ ᶫ Ḥ ̆ᶏ

ױז ֓Ḥ ⅞ ḱ Ȃҽᶛ ̆ ԑ

⌠Ҭ ᶏ ץ Ȃ 

ĺĺ‗ ᶛ Ȃľ Ŀ ҩҳ

⌠ Ȃ ῒ Ҭ Ҍ ӈ ̆

ҳ ץ ץ ῀⌠ ҬȂҬ №

ԍ‗ ҳ ̆Ҍᾛ ᴋᵥ ῏ Ḥ ᴰ

Ȃ 

 

 

  

 

 
 

ѿҩ  

 
ⱴ 

 

 
 

 

 
⅞ 

 

 

Ҭ №  
50% 

 

 

Ҭ №  

70% 
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ᵣ ̆ ҳ ᴪ ȂEC ҩ

Ҭ ̆ ҹ ױז̆ ῤ Ạ₮

̆ᶏӊ ץ Ȃ  EC Ȃ

∆ ̆ Ӟ ᴪ Ȃ 

2.3  

ᶏ ױ Ҍ

̆ᴪ₮ ָӇ ’Ȃ Ҭ̆ ҍ

ѿֲ ̆ Ȃ ԅ ̆

ᵌȂ ↕ ᴪ֟ ẒṝȂ  

ICH E10 ҳ Ҭ Ҭ ⌠̔ľ ѿ ҳ
Ȃ ᴇṿȁ ᴶ ȁ

№ ֟ Ẓṝ ȁ תּ תּ ȁ
Ԋᴆȁ Ὲᴧ Ḥ ȁ

ץ ῒז ȁ ῒ№ ȂĿ 

№ҹ (1) ╕̆(2) ̆(3) Ҍ ╕ ץ  (4) 

‰ ̂ ̃̔ 

¶ ╕ Ҭ̆ № ᵌ ᵖҌ

Ȃ Ȃ  

¶ Ҭ̆

№

⌠ Ҍ

ҬȂ ’

Ҋ̆

№

’Ȃ

Ҍ ᶏ

’Ҋ Ȃ  

¶ ╕ ╕

Ҭ̆

№ ⌠Ҍ

╕ № ҬȂ

╕

Ȃ  

¶ Ҭ̆

№ ⌠

ҬȂ

̆ᵖ

̆ ҹҌ

ңҩ

Ȃ
ң ץ Ҍ ̆ ╕ȁ

╕ ꜛ ‰ ȁ ȁҌ ╕ ץ / ‰ Ȃ 

╕ 

‰  

 

Ҍ ╕ /  

╕ + ꜛ  

 / ‰ ╕  
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ңҩ ̔ ҍ ‰

Ȃ  

 

ѿ ѿ ץ Ȃ

ץ ╠ ̂ ̃ ᵖ

ѿᵣ Ҭ Ȃ ᵬ Ȃ ѿ ᶏץ

ѿ ҉ץ Ȃᶛ ѿ ᶏ ҩ ╕ ҩ ╕

̆ ᶏ Ҍᶏ ╕Ȃ  

ĺĺ ĺĺ ҩ ᵣȂᵖ

̆ ̆ ҹ ᴪ ⌠ ֲᵣ ӊ

Ȃ Ȃ

ᵖ ף ᶏ ⌠ ȁҳ

‰ Ȃ ֓ №

Ȃ 

 

 

Ҭ ⌠̔ľѿ ȁ ȁ
ᶃ ̆ Ҋץ ’̔ ץ Ҍ
Ҭᶏ ╕ ̕ ₮ԍ └ ̆

ῃ ᶏ ╕̆ ғ ╕
Ҍᴪ ԍᴋᵥ Ҥ Ҍ ӊҬȂ Ҥ ῏

̆ ᾧ ȂĿ 

ѿ ̆ᶏ

╕ ᴶ Ȃᵖ ̆ ╕ ᶏ Ḃᴪ

Ȃ ҹֲױ ץ Ҥ ̆ ֙ Ҍ

̆ᶏ ╕ ’Ҋ Ҍ ȂӞ ᶛ ’̆

‰ ΐ Ҥ ̆ ȂẊ ԅ

̆ ╕ Ҍᴪ Ҥ ̆ Ӈ ᶏᴪ ֓ Ҍ

̆ ╕ ҉Ӟ ᴶ Ȃᵖ ᵥ ╕

ᶏ ᾟ Ԉ Ȃ ȁ  EC ῍ ‗ Ȃ ╕

Ҍ Ҍ ᴋᵥ Ȃױזᴪ ᶃ ҍ

ҳ Ȃ ╕ Ӟ ᵬҹ ‰

ꜛ Ȃ  

╕ ֟ ̆ ╕

↕ ῒז Ȃ Ӟױ ץ ≢ Ҍ

Ȃ ╕ ץ Ҭ ̂ Ҋ ҽᶛ̃Ȃ
̆ῒ ֲ ̆ҍ ’ ≢Ӟ ӊ Ȃ ԍ

‰ ̆↕ ᶫԅ Ḥ Ȃ 
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╕ ̔Ẋ Ҍ ᴋᵥ ̆ ῳ ľ Ŀ ҹ 5 

̂ ̃Ȃ ‰ ̆ ҹ 4.5 Ȃ └ Ὲ ԅ

ѿ ΐ ᴇṿ ̆‰ ԍֲᵣ  

II Ȃ ҉̆ ⱴ ̆ ҹ 4.0 Ȃ ҍ

‰ Ḃץ̆ ңҩ ̆ β 274 תּ

̂ ԍ ֓Ẋ ̆Ҍԇ ̃Ȃᵖ ĺĺ ╕ĺĺ

ᵬ ̆  69 β Ȃ ‰ ᵬҹ ᶛ ̆  410 

Ȃ ғ ҉ Ҍױ ⌠

ῃȂ ҈Ṑ ԍ ӊҬ̆

ⱴ ҆ ᾝȂ   

 

╕ ̔ ᴪ ⌠ Ȃ ԅ ѿ

̆ ╕ ῍  138 β ̆ ‰

 548 β Ȃ 

╕ 

 

╕ 

‰  

 

‰  

/  

‰  
 
 
 
 
 
 
 
 

/   

‰  
 
 
 
 
 
 
 

╕ 

 
274+274 

= 548 

 
 

274+274 
= 548 

 
 
 
 
 
 

274+274 
= 548 

 
 

274+274 
= 548 

 
 
 
 
 
 

274+274 
= 548 

 
 

274+274 
= 548 

 
 
 
 
 
 

274+274 
= 548 

 
 

274+274 
= 548 

 

 

ĺĺѿ  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

5.0 
 4.0 

 

4.5 
 

69+69 = 138  
 

274+274 = 548  
 

4.0 
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2.4 /  

/  

ҳ / ᵣҬ ѿҩ ѿ ̆ ץ

ᵀҳ ῃ ȁ ῒזҳ Ȃҳ №ҹ

₃ Ȃֲױ ҹ ȁ ῃ ̔  

¶ ѿ /⁞ ҳ

Ȃ ̆ ȁ ȁ ȁ ⱳ

ᵣ Ȃ 

¶ ῃ ѿ ̆ ҳ Ȃ ҳ

Ҭ ◐ᵬ Ҍ Ԋᴆ Ȃ ҳ Ҭ

₮ ◐ᵬ ԊᴆȂ Ḥ ԍ ῃ Ȃ

Ҍ Ԋᴆ ҹ Ԋᴆ̆ ᵣ ̆ ҹ Ԋᴆ̆ Ҭ

֙Ȃ 

¶ ҳ Ҭ ҹ   (QoL) ҹῈ ȂQoL 

ᵣȁ ᴪ ̆ Ҍֽֽ Ȃ

ѿ֓ ῃ ӈ QoL ĺĺ ᵣ ĺĺӞ

ѿ֓ ῏ ̆ ֓ Ȃ

Ḡ ӊ ̆ ῒᵬҹ Ȃ 

 

҈ҩҌ ᵀ̂ ̃̔  

¶ ̔ҳ ӊ╠ ץ̆

ҍ ῀ / ῏ ẫ ’Ȃᶛ ̆

ṿ ‰Ȃ  

¶ ̔ ѿҩ

῀ /

̆↕ ҳ

ṿȂ

ҳ

̆

╠ץ

Ȃ  

¶ ̔ ҳ

ӊ

Ȃ ̆

ᴪ

ṿ ҳ

ṿẠѿ

ץ̆

Ȃ 

ҳ ῖ ̔ ᾢ ҳ

̕ ҍ ⱴѿҩ ̕ Ṝ ֲᴪ

ҍѿҩ ̆ ṿ̕ ӊ

/ ̕ῒז ̆ № ᶭ׆ ȁ ȁ

Ҍ Ԋᴆ Ȃ 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 
 
‰ 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 
 

 
 

 
 

 
 

 
 
 

 

0.8  
cm 

 
0.8 
cm 

 
0.8 
cm 

 
0.8 
cm 

 
0.8  

 
 
 

0.8 
cm 

 
0.8 
cm 

 

1.5 
cm 

 
1.5 
cm 

 
1.5 
cm 

 
1.5 
cm 

 
1.5 
cm 

 
1.5 
cm 

 
1.5 
cm 

 
1.5 

ԅ 0.7cm 
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̆ ṿ ṿ ̕ ѿ

֓ҳ Ҭ̆ ӊ ׅᴪ Ȃᶛ ̆

ҹ 1.5 cm̆ ҹ 0.8 cm̂ ̃Ȃ ԅ 

0.7 cmȂ ҳ ᴪ ⌠ Ҭ Ḃץ

ῒז ̆ ᵣ ̂ ̃Ȃ ҳ Ҭ̆

̆Ҍ Ԋᴆĺĺ◐ᵬ ĺĺ ᶫ /ᶭ׆ Ḥ ᴪҌ ⱴ̆ ғ

ѿ ᴪ Ȃ Ḥ ԍ

ῃ № Ȃ Ӟᴪ ֓ Ҭ Һ
̂ Ҋ ̃Ȃ Ạ № ԍ̆ ꜚ ₮̆

Ӈ ֓ ׅ ԍ ֓ № Ȃ ĺĺ ᵥ ᵀȁ

ҩ ᵥ№ ĺĺ ҳ Ҭ Ȃ    

 

/  

ҳ Һ ᶫҍ Һ ῏ғ Ḥֲפ

Ȃѿ ѿҩҺ ĺĺ ҹ ȂẼ Ӟᴪ ῃ ᵬ

ҹҺ ̆ᵖ ᶏ ῃ ᵬҹ ̆ Ӟ ѿ

ȂQoL Ӟ ҹҺ Ȃ ѿ ҳ ̆ Һ ѿ
ᴋⱵ̆ ҹ Ȃ ױ ᶫ Һ ף ԅ

Ḥ ̆ ԅҍҳ ῏ғ № Ȃ 

ᵀ ̆ Һ Ȃ ғ Ҭ Һ ȁ

ȁ ҳ Ҭᵥ ᵥ № ȂҌᾛ

Һ ̆ ҹ ᴪ ∆ ̆Ӟ

̆ ≢ ∆ Һ ӊ ӈ ῒҌ Ȃ  

Һ ꜛ ҍῒז ῏ Ȃ

Ӟ ᾢ Ҭ ̆ ױ Ȃ  

↕Ҋҹңץ ԍ ҳ ΎҬ ᶛȂ ѿҩ ᶛҹᶏ

╕  II ̆ ԋҩ ᶛ  III 

Ȃ Һ ̆ң ᵬҹҺ ̆ ῃ

ᵬҹ Ȃ Ӟ  QoL ↓ҹ Ȃ  

ᶛ 1 ĺĺ ̆  II ̆ ҹ 84 ̂ 42/ ̃̆22 ҩ Ҭ

̂ ̃ 

¶ ̔  XX └Ҍᶃ Ҭ ῃ Ȃ  

¶ ̔ ȁ ȁ ȁ ╕ ȁ № ȁ ῃ /

Ȃ 

¶ Һ ̔ └Ҍᶃ  8 ꜚ

Ȃ 

¶ ̔  8 ꜚ ̕eNOS ῤ ⱳ

ῃ ᵀ Ȃ 
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ᶛ 2 ĺĺ ̆  III ̆ ҹ 102̂51/ ̃̆39 ҩ

Ҭ Ȃ 

¶ ̔

ᵣ (EGFR)

 XX1+XX2+ 

XX3  XX1+ 

XX3 

ᵣ Ȃ 

¶ ̔

ȁ ȁ

ȁ

ȁ № ȁ

ῃ /

Ȃ 

¶ Һ ̔

ң Ҭ ᵣ Ȃ 

¶ ̔

̕

̕

̕

ῃ ̕  

QoL̕

ᵀץ

≠ ’Ȃ 

 

/  

ѿ ҳ ҈ҩ ‰̔(1) ҹ ᴇ ̆(2) 

№ ̆(3) ҳ ῏Ȃ ҹҳץ ף Ȃ  

¶ ҳ ҳ ̆ᶛ ⁞ Ȃ 

ף ¶ ѿ

ᵣ ̆ ԍף

ȁ ᵣ

ҳ ӈ Ȃ ף

Ҭ

ҳ ӈ

̔ᶛ ̆ ף

ҳ Ҭ ѿ

Ȃ 

└Ҍᶃ  II ȁ ȁ ȁ ╕

ȁ № ȁ ῃ ̕ң  84 ĺĺ22 ҩ Ҭ

ĺĺ8 Ȃ̂ Ҭ ᶛ 1̃ 

 
 

 BP  
135-160 

 BP 85-

110 mm hG 

  

 

╕  

Һ ̔ ң Ҭ  8 ῤ  

 
 

 

 

 

2008 ̔ ľ  FDA 

ΐ Ḡ ῃ

̆ └ ⱳ

Ȃ ᴪ ԍ

̆  FDA ᴪ ᶏ ⱴ

ҳ ֲ ̆ ᶭ ԍץ

└ ҹ ף Ȃ ᶛ ̆ѿ

ԍ ף ‰

҉ҍ ҉ ῏ ȂĿ 
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ᶏ ף ԍ̔ ץ ȁ ҹ Ḃ ⇔ȁ ץ

ⱴ ᵀ Ȃῒזᴨל ̔≠ ף ᴪ ᵞҳ

׆̆ ᵞ Ȃᶏ ף ᵞ ᶫ Ҍ

₃ Ȃ῏ԍҳ Ҭҳ ף ᶛ̂ ̃Ȃᶛ ̆

Ҭ̆ ‰ ԍ Ạ ף ̆ ҳ

↕ҹ ֙Ȃ  

̆ҳ ԍ ҳ ̂III ̃̆

ף ᶫ ∆ ̂II ̃ ҹ Ȃ Ӟ ᴪ

ᶏ ҳ ̆ Ҍ ף ᵬҹ ҳ Ҭ ẫ

Ȃᵖ Ԋᴆ ̆ ғ Ҭ ѿ

Ȃᵖ ѿ ̆ ᴪᶏ ף Ȃ ᵞԅ

̆ ԅ Ȃ  

ף     ҳ  

    Ԋᴆ 

    ֙ 

HIV  HIV RNA (CD4) / ֙ 

   Ԋᴆ 

 Ἕ  ⱳ / ֙ 

    

    

    

 

ҹ҉ץ ҳ ҳף / ᶛȂҳ ԅ ’̆

ԅ ֲ ҳ ̆Ӟ ֲ Ȃ ף ӊѿ̆ ץ

ҳ ҍҳ ῏Ȃ 

 
 

ҳ  

 

 
 

 
 

 

 
 

ף  



42  

/  

ҳ

ᵬ └ῃ

ף

ᵬ ̆ Ӈ

ף

ѿҩ

ף ̂

̃Ȃῃ ԅ

№ Ȃ

ᶛ ̆

ҳ

ӊ╠̆

Ἕ ᴪ

̙ ף

Һ

ԍ ף

Ҭ

Һ ᵬ Ȃᶛ ̆ ᴪ ⌠ ף ̆ᵖҌᴪ ⌠ҳ

Ȃ ̆ ԍ ף ᶫ ‰̆ῒ ҉ ѿҩ׆

֟ ѿҩ ᶫ Ȃ ᶛ ԅ

ף Ҭ ₮ԅ ᴪ ҳ ֟

‗ Ȃ ̆Ӟ ᶛ ̆ ҳ

ף ֟ Ȃ  

 

/  

Ҋץ ѿ ף ῖ ᶛ̔ └  (CAST) ⱬԍ ᵀ

└ ῃ ̆ғ ҹ

ҳ Ȃѿ ף ĺĺ

500 β Ҭ ᵀԅ ̂ ȁ ȁ ȁҘ

̃ ╕ Ȃ ԍ ̆ѿ ῃ ҳ ԍ 1987 

תּ ̆Ҍ⌠ѿ ץ ̆ Ả ԅ ̆ ҹҍ

╕ ֙ ⱴԅ҈ṐȂ ҩ ᶛ ̆ѿ ⁞ץ ĺĺף ԅѿ

ҩ ף ĺĺᵖ׆ ᴪ ҳ ̂ ֙̃Ȃ 

ֲ ֙ ₃ ӊѿȂ ҳ ⱬԍ

̆ ꜜⱬ Ҭ₮ ΐ ҳ ӈ ĺĺ

Ả ֙Ȃᶏ ԅ ĺĺף ĺĺ

 100 β ̆  3  12 ҩ Ȃᵖ ҹ Ԋ

 
ҳ  

 
  ’ 

 
 
 ף

 

 

 
 

ҳ  

ⱬ 

ף ῒ ҳ ⱬ‗ Ȃ ף Ḇ ԅ ҳ

└ ̆ ף ҹ ף Ȃ ’ ̆ғᶭ ԍ

ҩ ף ׃ Ҍ ѿҩ ῃ Ȃ 
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ᴆ̆↕ ₃ ̆ Ȃ № ᴪ֟

ᵬ ̆ ᶭ ԍ Ҭ ҩ ף № ῃ Ȃѿ

ҳ Ҭᶏ ץ̆ ᵀ ױ ҳ

Ȃ ץץ ᾧᶏ ף ̆ғ ӊ╠ԅ Һ ẫ

Ȃᵖ ԅᶫ ‰ ҳ ᶏ ̆ ԍ ‰

Ҥ ҹҤ ̆ғ № Ȃֲױ ѿ

̆ ѿ ץֽ ף ҹ ᶫ ץ‰ ̆

ҳ  IV ȂҒ IV ̆

ᵀᶫ ҳ Ȃ  

ҹľ ĿȂ ῀ ץ ױז̆ ῃ

Ӟ ᴪ ҳ Ҭ Ȃ ҳ Ҭ̆

Ҍֽ ԍҳ Ҭ ẫ ̆ғ ҹ ֲ̆Ӟ ԍ

ғ ҹ ֲȂ ҳ ̆ ⌠

Ҥ ◐ᵬ ȂԊ ҉̆ ⌠ ֓◐ᵬ ̆ ‰ ױ

ԅȂ ҳ Ӟ Ҍ ҳ / ῃ Ȃľ ҳ
Ŀ҉ ҳ Ҭ ҳ ҹҬ ⌠

Ȃ ҹ ̆ ѿ̆ ₃ ҉҆

ⱴ῀ңҩ ҩ Ȃ ῤ ᶏ ѿȁ ҳ

ᴪ ҳ Ȃ Һ ̆ ֲ

ῖ Ȃᶛ ̆ѿ ԍ Ҍ

 HIV/AIDS Ȃ ֲ ᴧ ̆ ץ

ҹ ∆ Ḡẫ Ҭ Ȃ ֜ ̆

№ ҍӊ ᵌȂ ⌠ Ȃ ֽ ԍ ֙ Ҥ

Ҍ Ԋᴆ̆ ץ / Ȃ 

 

2.5  

ᴪ ҳ Ẓṝ ᶏῒẁ ѿ Ȃ ᾧẒṝ

̆ԋ Ȃ

↕ĺĺ Ҍ ĺĺ ↕ ╕

ӊ ֲ ╠‰ Ȃ ᶫ Ҭ ᶫ ̆ ғ

ᵌȂ Ҭ ᵬֲ Ҍ ѿᵝ ΐ

ᵣ № ԅᵥ Ȃ   

‰ № ֜ ῏ֲ ‰ ᶫ Ȃᶫ

⌠ Ҭ ̆ ȁ Ғ Ҭ Ữ

ҬȂ ⱴ῀ ԅ ӥ /ז̆ ̆ᶫ Ӟ

҉ҍӊ Ȃ ᵝ ᶫ № Ҭ

Ȃ  

⁞ ԅ Ẓṝ̆ Ẓṝ ẁ ԍ №῀

ѿ ẒṝȂᶛ ̆ẫ ẁ ԍ №῀ Ȃ

Ҋѿ ҹ ῀Ȃ

῀Ҍ № Ȃ ᶏ № ΐ
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̆ ⁞ ẒṝȂ

Ҭ̆

ҹ 

50%̂ ̃Ȃ

╠ ̆

Έ ȂΈ

Ҭ҈ҩ №῀

̆҈ҩ

№῀ Ȃ ѿ

Ḡ ԅң

Ȃ  

№ Ҍ

ҍ ȁҌ ҍ

ᶛ

҈

Ȃ №

ҩ Ҭ

ҍ Ḡ ̆ ԅ‰ ֲ  DSMĈ ֟ Ҍ Ԋᴆ̃Ȃ

ѿᴍ ץ̆ ҹ ѿ ’̆

Ḥ ԍ Ȃ 

№ ̕ᶛ Ҍ № Ҍ ̆Ḡ ѿ

₮ ᵌ Ȃ№ Ḡ /

ԍ Ȃ 

 

2.6  

Ҍ ȁ ᴇ № Ȃ

̆ Ḡ ᵌȂ

̔ Ҍ ̆ ̕ң ╕ ᴪ Ҍ ̕ң

ᴪ ̕ῒ ӞᴪҌ Ȃ ’Ҋ̆Ҍ

Ҭ ֓ ץ Ȃ  

ҩ ₮ԍ ẫ ғῒ ҹ ԅ ῒ№

ȂҌ ҹᵥ̆ᴋᵥ

Ạ₮ Ȃ ֓ҳ ֲ ᴪ ᵝ

̆ ‰ ╕  DSMC Ȃ   

Ҍ ̔  

¶ ҈ ֲ Ҭ ῒҬӊѿ ҬҌ №

Ȃ 

№ ӥ Ȃ

ᶏױ Έ № ⌠ңҩ ӊѿȂ ѿᵝ ҍ

̂  1̃ ╕ ̆ ԋᵝ ╕̆ ҈ᵝ ̆ ҈ᵝ

╕̆ ѿ№ ңᵝ↓῀ Ȃ  

(B)  

Έ №  

Έ 1. AABABB 

Έ . BABABA 

 1. A Έ . BAABBA 

 

 

 

 

 

№  
 
 

 
 

    ╕ (A)  

               Έ  
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¶ ȁ ᵀ Ҭ Ҍ

№ Ȃ Ҭ Ӟᴪ ᵀ ̆ ’ҊҤ

ң Ȃ 

¶ ҈ № Ӟ Ȃ 

 

ԍ └ҳ № ҬẒṝ Ȃ

ᴪ Ҋץ ̔ 

 Ȃתּ ¶

¶ № Ȃ 

¶ Ȃ 

¶ Ȃ 

¶ ᵀȂ 

¶ ₮ Ȃ 

¶ № Ȃ 

¶ № Ȃ  

 

ҳ Ҭ ҈ Ҥ Ẓṝĺĺ Ẓṝȁ ᴇ Ẓṝ Ẓ

ṝĺĺ ץ ⁞ ̂ ̃Ȃ  

¶ Ẓṝ ẁ ѿ ῒזȂᶛ ̆

/ז̆ ᴪ ῏ ̆ ҍ

≢ ̆

ᴪҤ

Ȃ 

¶ ᴇ Ẓṝ ץ

Ẓṝ ѿ

̆

ֲ

׆̆

ẁ ѿ

ῒזȂ

Һ

≢

₮ Ẓ

ṝȂ 

¶ Ẓṝ
ԅ

̆Ҍ Ȃᶛ ̆ ╕

ᴪ ̆ ҹ ҹ Ȃ ẁ ԍ

₮ ̆ ң Ҭ ẒṝȂ  

 

№ ⁞ ẒṝȂ ⁞ Ẓṝȁ ᴇ

Ẓṝ ẒṝȂ 

 
 

  ‰ 
 

№  

 

(B) ??????? 

(A) ???????? 
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2.7  

ĺĺ ҳף ĺĺ╠ץ ҳ

Ȃ ԍ ᶏ ҳ

̆Ӟ Ҍ Ȃ Ẋ

̆  II ̆ Ҭ׆ ᴋᵥ Ȃ ׂ̆

̆ ғ № ΐ Ḥ ̆ ױ ῒ Ȃ  

╠ ĺĺ ῒ ԍ ĺĺ ̆ ғ

Һ Ȃ └ ԅ ӊ

ֲ Ȃ ᶫ Ḥ ̆ ҳ Ẋ ȁҺ ץ ף

ӊ ֙ ӊ № № Ȃ

Ὲ ңץ ṿҹ ȂI ĺĺ Ẋ ĺ
ĺ ҹ 5%̕II ĺĺ Ẋ ĺĺ ҹ 

10%  20%Ȃ ֲ Ӟ ҳ ӈ ̆

ΐ ӈ Ȃᶛ ̆ ң

ҹ 5 mmHğ Ӟ ̆ ⱴ 5%  10%̆ץ

₮ ’Ȃ   

̆ ҹ ᵀ ѿ ῤ

Ҭ

ᶭ Ȃ ױ

Ҍ ҹ

Ҍ

№ ̕

̆ ӞҌױ

Ҍ

ῃ

’Ҋ

ԍ

ӊҬȂ Ҭ

₮

ץ Ạ₮

Ẋ ױḂֲץ̆

ץ

Ȃ 

ץ ⌠Ẋ ᶛ

̂ ̃Ȃ ң

Ҭ ҹ 

10  30̆ң

ᴋᵥΐ

ӈ Ȃ ױ

₮ ̔ ѿҩ ҹ 20 (10+10) ѿҩ ҹ 60 ̆

ᴋᵥ Ȃ ̆ῒ҈זҩ Ẋ №Ҋץ ̆

-11.9

-8.9

-13.2

-10.2

-13.7

-10.7

-14.3

-11.3

-14.6

-11.6

-18.1

-15.1

-16.8

-13.8

-16.3

-13.3

-15.7

-12.7

-15.4

-12.4

10 30 60 200 500

Sample size for each group (n)

0

-5

-10

-15

-20

Mean changed systolic blood pressure (mmHg) 
Mean changed systolic blood pressure over 8 weeks of treatment 
with the 95% confidence interval for the mean for each of the 
two treatment groups.

 (mmHg)  

ץ 8  ң  95% Ḥ

Ȃ 

 

 (n)  

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

ԅ ᵥ Ȃѿ ԇ ᶫ ̆ ѿ

↕ ‰ Ȃ῍ ԓ Ẋ Ҍ ̆ ҩ

ᶭ ҹ 10ȁ30ȁ60ȁ200  500Ȃԓ  8 

ҹ ̔ѿ ᵞԅ 12 mmHğ ῒᵩ ᵞԅ 15 mmHgȂңҩ

̆ῒ ₮ ӈ ≢Ȃ ̔ң

Ȃ҈ҩ ̆ῒ ₮

ӈ ≢Ȃ  

ӈ 
p>0.05 

ΐ ӈ 
p<0.05  
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ң ΐ ӈȂ Ҍ 1,000 ⌠ 120 ׆̆

Ȃ 

ľ Ῥ ᵞ 3 mmHg ΐ ҳ ӈ̆
Ҍ Ԋᴆ Ŀ̆ ץ ᶃ

ᶃ Ȃ ᵀ ӈ ҹ

 60 β Ȃ  

 

2.8  

 

ѿҩ ̆ ֓ ῀

Ȃ ֜ ╠̆ ҳ ╠ ץ ҈

ҳ ҳ Ȃ ҉ Ȃ   

ҳ ӊѿȂ ԍ ̆

ȂҊѿ Ḃ ꜚ Ҭ ᶫ ̆ № ȁ

̆ ᵥ ᵣҬ ӊ ץ

Ȃ ҳ ╠ Ҭ̆ Ⱳ ᵣ   in vitrô Ҁ ̆

Ҭ̃  in vivô Ҁ ̆ ᵣҬ̃ ꜚ

ᵀᶫ Ȃ ף ȁ ף

ץ ῒ

ף ᵣῤ׆ ₮

Ȃ  

῏ԍҳ ╠ ̆

ѿ ᴪ Ⱳ ̔  

¶ └

Ȃ  

¶ ңҩꜚ

Ҭ

Ȃ  

¶ 

ҳ Ҭ

ᶏ ҹ

 2 ⌠ 3 ҩ

Ȃ  

 

ҳ ╠ ̆Ὲ

֟ ҉

֜  

(IND)̂ ̃ȂIND 

ῤ ҳ ╠

ѿ ׆̔ ⌠ҳ  12 Ȃ 

 

 

 

  

(IND)  

 (NDA) 
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ȁ ȁῒ ᵣῤ ᵬ └ȁꜚ Ҭ

ᴋᵥ ᵬ ץ ᵥ ֟ȂIND ⅞ ᵥץ ֲ

ᵣҬ Ȃ ֲᵣ ⌠  EC ‰Ȃ  

ҳ Ҭ ׆ ₮ ѿ

ֲ ᵬ ᴪ ᵥȂ ҳ № ̆ ҹ№ ȂҌ №

ԍ Ҍ Ḥ ȂҌ ԍҌ № ̆ ῒѿ ’ȁ

ץ ᵥ ̂ ̃Ȃ

ץ’ ̆ ◐ᵬ ≢Ҥ ̆↕ Ȃҳ

̆Ὲ ῏ԍ ᶫ ҳ ╠ ҳ Ҭ Ȃ

₮ ῃ ̆Ὲ ֜  

(NDA)Ȃ Ȃѿ ֜ NDA 

Ȃ  

 

 

ICH  ICH E8 Ҭ ₮ԅ № ̆ № ᶭ ֽ

ֽ I ⌠ IV ̆ᶭ ׆ ҹֲ̔ᵣ ȁ ȁ

Ȃ  

̆ ѿ

ҩҌ № ̂I-

IV № ̃̂

̃Ȃᵖ

Ҍ Ҥ ֓№

̆ ӞҌױ

֟ ⅞

Ҭ ῤ Ȃ

̆ №

Ҍ ԍ ҳ

№ ̆ ҹ

ѿ ₃

ҩ№ Ҍ ῤ

Ȃ ̆I-IV 

№ ᶭ

ѿ ῃ ῤ

№

Ȃ ԍҳ

̆ῒ№

Ӟ ̆ᶛ

Ҍ  I  I  (IA)  I  (IB)̆֞  I/II  II/III ̆ ѿ№

№≢ Ҍ Ȃֲᵣ Ҍֽֽ ԍ  I Ҭ

Ȃ ץ ҉  IV Ҭ ̂ ̃Ȃ ԍ

֞ ̕ῒ ῤ Ӟ ץ ῒזҳ № Ҭ Ȃ 

ֲᵣ Ҍֽֽ ԍ  I Ҭ Ȃ ץ ҉

 IV Ҭ Ȃ ԍ ֞ ̕ῒ ῤ

Ӟ ץ ῒזҳ № Ҭ Ȃ 

I  

IV  

III  

II  

   
 

   
 

  

   
        

 

 

ֲᵣ   
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Ҍ ≢ Ҍ ̆ᶫ  I-IV Ȃ ҩ

ᶫ №≢  25  35 ̆ Ȃ

̆ ’̆ ᵀ

ѿҩᶫ  20  I ȁ4  II ȁ3  III  2  IV 

̆  29 Ҍ Ȃ ҩ ѿᶫ

ҹ 2,000 β ̆ῒҬ  10% ҹẫ ̆ῒᵩ ץ̕

҉  GlaxoSmithKline Ὲ῍ҳ Ȃ  

ᵀ  2,500 ̆  50,000 ҩ Ҭ Ȃ ֓

 I Ȃῒ ̆ ҳ Ғ

 I ᵝῤ Ȃ Ḡ  I ᵞ Ȃ

III ̆ ̆ Ҭ Ӟ Ȃױז

ῐҳ Һ ̆ Ȃ

ῐ  EC ΐ - ᶫ ҍ ‰

Ȃ ֓ Ӟ ῒז ̆ ֲᵣ

Ȃ Ӟᴪױ ῒ Ҭ ̆ ῃ ȁ

ẫ ҍ ‰ Ȃ 

 

0  

₮ ԅѿҩ № ̆

 0 ( ) ╕ ̂

̃Ȃῒ Ҍ ̆ᵖ Ӟ

ᴪ ҹ ҳ ╠

ֲᵣ ֓

ΐȂ ԍᴰ ֲᵣ

╕ ȁ ῃ  I 

̆ ֓ ѿ ҳ ⅞ Ȃ0 ҳ ╠ ҍ 

I ̆

╕

ᶫ ̆

Ȃ0 

Ҍ ҹԅ ῒ ᵬ

̕ῒ ֲᵣ

ᴋᵥ

Ȃ ֒ ╕

̆  I 

̆

ᵖ ױז Ҥ

Ȃ  

0 ҉

ῒ ֲᵣῤ

̆ ᵣῤ №

₮ ԅѿҩ № Ȃ0 ( ) ╕ ҳ ╠

ҳ ӊ Ȃ 

 (NDA) 

 
  

   

 
 

 
  

ֲᵣ  

I  

IV  

III  

II  

0  

(IND) 

2006 ᵣ ̔ ľ ֲ ῐ  
FDA ‰ ֲᵣ
Ȃ ҳ ‰ ≠ԍ
ֲ ԅ ᵣῤ ῒ

Ȃ ̆ ֲ
ץ  I ҳ ȂĿ  
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’ ף ’Ȃ ֓ ’ ῏ ̆ ץ ᾧΐ Ҍ

 I  II Ȃ ̆0 

╕ ֲᵣ Ȃ ╕ Һ ̆

ҹ ᴪ ᶫ Ȃ    

ᶏ ╕ ⁞ץ ᵣ ̆ ҹֽ ᾥ

̆Ҍ ֟Ȃῒז Ṥῒᶏ  I ╕

ꜚ ̆ ᴶ ҉ ҉ ᴨלȂ  

⌠ 0 ̆₃Ӎ Ҭ׆ ᴋᵥ ̆I 

Ӟ Ȃ0 ҳ Ғ Ȃ ̆0 

Ғ ү ᵝ ̆  I ᵟ ֲ ᵝȂ   

ICH ̂2009  6 ̃ ԅ M3(R2) ̆ ғ Ȃῒ

ԅ ╕ ֓ ̆ ₮ ╕ ̆ ℗ ľ Ŀ
ֲᵣ ץ ῏ԍ Ḥ Ȃῒ Ҍ

ԍ ῃ ֲ̆ᵣ ╕ Ḃ ̆ ԍ 100µg ԍ

╕  1/100Ȃ 

 

/I  

ֲᵣ ῖ  I ̆ ֲ Ҭ ѿ ȂII-

IV ҳ Ӟ ץ ֲᵣ ῤ ̆ᵖ ֓ῤ Ҍ №Ҭ

Ȃ ῒז ⌠ ̆ ֓ I ῒז ΐ

⌠ ̆ ≢ ԍֲᵣ ╕ Ȃ ֓

ẫ ֲ

Ҭ ̆

ȁ ȁ№
ȁף ȁ№ ȁᵬ
ȁҍῒז ԑ

ᵬ ҍ ԑᵬ
Ȃ  

ꜚ

Ҭ

ԅῃ ̆ᵖ

ῃ

҉ ₮ ◐ᵬ

Ȃ ̆I 

Ȃ ֓

Ғ ᵟ

̆ ץ

⌠Ғֲ ̆

⌠ ₃ҩ

̂ ̃Ȃ  * I Ғ Ҭ ῤ Ȃ

ѿᵝ ῤ ғ ҳ

’Ҋ Ȃ 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 I ҽᶛ̔ 
 

 1   2   3   

 ᵀ ᵀ 

ѿҩ  ңҩ  ҈ҩ  

ѿҩ ╕ ѿҩ ╕ ѿҩ ╕ 

 I ᾝ *  I ᾝ *  I ᾝ * 
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 20%  I ֲ ẫ Ҭ Ȃῒ ѿ֓ ԍ

ẫ ̆ᶛ Ȃ  I ץ ᶫѿ֓ ԍ

ף ῏ԍ Ḥ Ȃ  

ᶛ̔2006 ̆ Ὲ ᴶ ѿҩ ҙ I ᵝ ῒ ѿҩ

Ȃҳ ╠ ĺĺ ꜚ ╕ ĺĺ ᴋᵥ

ῃ ̆ᵖ ᵬ ԍᾧ ̆ ῏ ⌠ Ȃ

ԍֲᵣ Ҭ̆6 β ẫ ̆₃№ ῤḂ ₮ ԅ

ῃ Ȃ ̆ ꜛ Ȃ ₃

ᵟ ̆ ֽ ȂԊᴆ Ҭ Ⱳ ҙ I 

ᾝᶫ ԅ ҳ ╠  I ᵬ Ȃ◐ᵬ

̆Ԋᴆ Ҍ Ҍ ᵬ ȂԊᴆ ԅ ᵣ ῏ ̆

ԅ  I ҹ ֟ Ȃ ̆ ׆ ѿ

Ȃ ₮ ԍ  I ᶏ Ғ

 (ICU)Ȃ  

ᴶ Ԋᴆ Ȃ  I ᾝ  ICU Ҥ

Ҍ Ԋᴆ (SAE)Ȃ ̆ ҹ ҳ Ҍ ̆EC 

ᴋᵥ ῃ ῤ ⌠ᵝ̆ץ Ҥ Ҍ Ԋᴆ Ȃ 

 

/I /  

I ╠̆ ≢ ҳ׆ ╠ ῀ ԍֲᵣ ̆

ᾟ№ ᵀ Ȃ Ⱳ ҳ ╠ ֜

ȁ ҳ Ғ Ȃ ᵀ ̆ Ⱳ Ғ

̃ױ̂ ⌠ᶫ ̆ ῒ № ȁ⇔ ȁ ȁ

ᵬ ȁᵬ ⱬȁ ҍ╕ ῏ ץ

Ȃ ҹץҊ  I ΐ ̔ 

1.  

2. ̡

 

¶ ᴋᵥ ᵣ Ҥ Ӱ └╕Ȃ 

¶ ΐ ┬ └╕Ȃ 

¶ ῃ └╕ └ ᾢᶛ └╕Ȃ 

¶ ̆ ץ Ҍ ҳ ╠ ᵀȂ 

¶ ΐ ⱬ̆ ҍѿҩ ᵣ Ȃ 

¶ ⱳ └╕̆ᶛ ԋᴇ ᵣȂ 

¶ ᵬ ԍ ῏ Ȃ 

¶ ᵬ Ҍ └ Ȃ 

¶ ᵬ ԍᾧ Ȃ 

¶ ᵬ ᵣῤΐ ᵬ Ȃ 
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ҳ ̔2007 ̆ └ ҙ ᴪ (ABPI) Ὲ ԅѿᴍ I 

̆ ԅ ׃ Ȃ ֓ ᵖҌ

ԍץҊῤ ̔ 

¶ ╕ ȁ╕ ⱴץ ╕ Ȃ 

¶ I ῃ Ȃ 

¶ Ȃ 

¶ Ȃ  

¶ ᵬ̆ᶛ Ⱳ ӊ Ȃ 

¶ ȁ ȁ ȁ Ȃ 

¶ ῏ ̔ ȁתּ ȁ Ȃ    

 

ԅ ABPI ̆ ῒז ̆ᶛ ̔ 

¶ Ⱳ ῃ ᴪ̆ ᵀ ῃ ̆

Ⱳ ȁḱ Ả ѿ Ȃ  

¶ ѿ  ICU ῤ Ȃ  

¶ ̆ᶛ ҉  8:00Ȃ 

¶  24  I ᾝ Ȃ 

¶  I ᾝ Ȃ

 ICU ╠ ╠ ῒ ’Ȃ   

 

I ᴶ Ԋᴆ ̆ ԅ I ѿ  (EMEA / CHMP 

/ SWP / 294648 / 2007)Ȃ ԅ I ̆ ľ ֟
̆ ̆ ҳ ҳ ȁ

ԍֲᵣ ҳ Ȃ ₮ԅ⁞ ̆
ԍֲᵣ ╕ ȁ ╕ ⱴץ ҳ ȂĿľ
῏ ⁞Ḃץ ֓ ̆ ̔ ֲ ̕ Ҭ ̕ ╕ ̕

̕ ╕ ⱴ ֲ ̂ ↓ ̃̕ ѿ ↓
̕╕ ⱴ ̕ Ҋѿ╕ ↓ ̕ ᴆ̕‗

╕ ⱴ ᴋ⅞№ȂĿ 

 

/II  

I ≠ ̆ ’ ֲ Ҭ ѿ

ῒ ῃ Ȃ  II ̆

Ȃ  3 ⌠ 6  II  200 ⌠ 600 β Ҭ ᵀ

Ȃ ̆ ҹ Ȃ ԅ ̆ ᵀ ῃ ̆

ѿ Ҥ Ȃ ᴪᶏ Ҭ ̆ ף ҳ

̆ ҹῒ ῏ ̆ ̆ ῒ Ȃ  
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II ֲ

Ҭ ῒ Ȃ Ӟױ ᵀ

╕ ץ̆ ҹ

ȁ ῏

ᶫᶭ ȂII ᶏ

̆ᵖῒ

̆ᶏ ѿ ᴇ

ῃ ȂII 

Ҭ ̆ ֲ ѿȂ  

ѿҩ ҹ  

II/III ╕ └╕Ȃ

╕ ץ ̆

ᴪ ╕

῏ ȂII ץ ᵀ

ȁ ȁᵄ

ֲ ̆ᶛ ȁ ≢ȁ

/ Ȃ  

 3,295 ҳ ᴑҙ Ⱳ  II ҳ 2005 ׆̂

 10 ⌠ 2009  7 ̃̆ῒ ҹ 179.1̆ Ҭ ҹ 16.2̆

ҍ ҹ 2.7̂ ̃Ȃ  II Ҭ̆  72.6% ԅ № ̆

55.9% ᶏ ԅ ̆66.5% ԅ ῃ Ȃ  31.8% ᶏ ԅ ╕

̆  13.8% ᶏ ԅ Ȃ ҈№ӊѿ ᶫḤ ̆ᵖ

҉ץ № ῀ԅ ֓ Ȃ  

 

2009 ᵣ ̔ľArray └ Ὲ

ׂ Ὲ ԅῒ ѿ ҳ ∆ №

̆  201 Ҭ

ѿ ῏ԍ MEK └╕ ҹ  12  

II ҳ Ȃ ҹ ꜚ ῏

̆ ғ ῒ Ҍ ℗Ȃ

╠ Ҋ̆ ѿ

ҩ ╕ ̆҈ҩҌ ╕ Ȃ12 

ҍ ╕ ₮ ΐ

ӈ ȂĿ 

2009 ᵣ ̔ľAuxilium └ Ὲ

ׂ ῌ  (NEJM) ԅ

ῒ῏  CORD I III ҳ

̆CORD I ѿ ῃ

ᴚ ᴶ ȂCORD I 

ᴚ ᴶ ׂ

╠ ҳ Ȃ ⁞ ԅ

ᴚ ᴶ ῏

῏ ̆

Ҭ ҳ ȂĿ 

ѿҩῖ ᴑҙ Ⱳ /II ̔ № ̆ ̆ ῃ

̆҈ҩ ̆16 ҩ Ҭ ̆ ҩҬ  11 β Ȃ  

̔ ѿҩ ᶛ̆Ҍף  II Ȃ 
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/III  

ѿҩ ₮ῒ ӊ ̆ ҍ

Ҭ ῏ ‰ ȂIII ̆Һ ̆

 500 ⌠ 3,000 Ȃѿ֓ ̆ Ἕ ȁ

 20,000 β Ȃ  

Ҍ ̆ Ҍ ѿ  III Ȃ ѿ׆ ⌠ Ҍ Ȃ

ᶛ ̆ ԍ ҩ ̆ѿ  III ᴪ Ҍ⌠ѿ

̆ ѿ ᾙ Ḇ ↕ ץ ̆ ⌠ ⌠ ֲ Ȃ 

 III Һ ׆ ҳ Ҍ ף ₮ ̆

Ȃ ֓ ᾢ ̆Ӟ

ֲ ῃ Ȃ ֓ ᾛ

῀ ᶭ Ȃ  

ῒז ᶫ ֲ ̆ Ҍ ̆
ҍ ѿ Ȃ  

 3,357 ҳ ᴑҙ Ⱳ  III ҳ 2005 ׆̂

 10 ⌠ 2009  7 ̃̆ῒ ҹ 783.2̆ Ҭ ҹ 40̆

ҍ ҹ 4.7̂ ̃Ȃ  77.6% ԅ № ̆57.8% ᶏ ԅ ̆

67.6% ԅ ῃ Ȃ  28.3% ᶏ ԅ ╕ ̆  23.8% ᶏ

ԅ Ȃ ҈№ӊѿ ᶫḤ ̆ ҉ץ № ῀

ԅ ֓ Ȃ 

 

ѿҩῖ ᴑҙ Ⱳ /III ̔ № ȁ

ȁ ῃ ȁԓҩ ȁ40 ҩ Ҭ ȁ ҩ

Ҭ  20 β Ȃ  

̔ ѿҩҽᶛ̆Ҍף  III Ȃ 
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/IV  

/IV ‰

҉ Ȃ  IV 

҉ Ҭ̆ ῃ

ĺĺ ĺĺ ᶫ

Ȃῒז IV 

‰ Ȃ

̆ ԅѿҩ ҹ
Ȃ ̆IV 

҉ ̆ ѿ ῀

Ȃ ӎ Ḡ ̆ΐ ᴇṿ̆

ׂӞ ҹҍᴶ Ȃ    

ᴠז ̆ ֥̕ ↓ ̆ №≢

ҹ Rezulin ҆ ‰҉ Ҍӄ ̆ ҹ ẫ ԅҤ

Ȃ ̆ ֓ IV Ⱳ Һꜚ

Ȃ 

Ҍ ̆ᵖ ᴨ ᶏ Ȃᶛ

ҍ ԑᵬ ȁ ῃ ץ ‰ Ҋᶏ

֙ Ȃ  

҉ ԍ Ӟ ̆ ᾟ№

ᶏ Ȃ ∆ ‰ ̆ ῏ ȁ
╕ ֲ Ȃ ╕ ȁ└╕

̆ ֲᵣ ̆ ҹѿ ⅞Ȃ ‰

ᵬ ӊῤ̆ ҉ ╠  II  III 

ѿ Ȃ 

 1,221 ҳ

ᴑҙ Ⱳ  IV ҳ

2005 ׆̂  10 ⌠ 2009 

 7 ̃̆ῒ ҹ 

605.7̆ Ҭ ҹ 

18.7̆ ҍ ҹ 2.3̂

̃Ȃ  64.8% ԅ №

̆35.6% ᶏ ԅ ̆54.5% 

ԅ ῃ Ȃ  

14.9% ᶏ ԅ ╕ ̆  

24.2% ᶏ ԅ Ȃ ҈№

ӊѿ ῒ ᶫ

Ḥ ̆ ҉ץ ῀ԅ

֓ Ȃ  IV 

ԅ Ύ̆ ₮

Ȃ 

  

ѿҩῖ ᴑҙ Ⱳ /IV ̔ № ȁ

ȁ ῃ ȁңҩ ȁ19 ҩ Ҭ ȁ ҩ

Ҭ  32 β Ȃ  

̔ ѿҩҽᶛ̆Ҍף  IV Ȃ 

2006 ᵣ ̔ľFDA ꞉  

IV Ҭ ҳ Ȃ

└╕ ῀ҳ ̆ ῒ

ӊ Ȃ

- 2 └╕Ḃ ѿҩ ᶛ Ȃ

֓ ֲ ⱴ╕

ҳ Ҭ Ḡץ

ῃȂĿ
 
 



56  

2.9  

Ҭ ңҩ Ȃ ѿ̆ ץ ῤḠ

ҍץ Ȃ ԋ̆׆ ֲ ҳ Ҭ תּ ̆

׆ ₮ ̆ ףץ ῖ ᶏ ’Ȃᾛ

ҍᶏ ᶫ Ȃ ῃ

ҍѿ ᴑҙ Ⱳ ҳ Һ ꜚ ̆ ץ ⱴ Ȃ  

Ҋᶷ ᵣ ԅѿ Ҭ ⅞ Ҭ Ȃᴑҙ Ⱳ

ᴑҙ Ⱳ ᶏ Ҭ ̕ᴑҙ Ⱳ  III Ҭ  59.4% 

 11 ҩҬ ̆  IV ȁII ȁI Ҭ ᶛ№≢ҹ 42.6%ȁ

33.4%  9.3%Ȃ ᴑҙ Ⱳ Ҭ̆ ᶛ  III ҹ 26.7%̆IV ȁII 

ȁI №≢ҹ 4.8%ȁ6.2%  8.8%̂ ҳ   2005 ׆

10 ⌠ 2009  7 ̃Ȃ  

Non-industry

I

II

III

IV

Industry

I

II

III

IV

Trial phase and type of  sponsor

0% 20% 40% 60% 80% 100%

Number of countries with at least one study site (%)

Site n=1

Sites n=2-5

Sites n=6-10

Sites n=11-20

Sites n>20

ᵣ ԅѿ Ҭ ᶏ Ȃᴑҙ ꜛ ᴑҙ ꜛ ᶏ

Ȃ  

ѿҩ (%) 

 

 

ѿҩ (%) 

 

 

ѿҩ (%) 

 

 

ѿҩ (%) 

 

№ ꜛ  

 

 

 

ᴑҙ 

 

ᴑҙ 

 

 

 

 n=1 

 

 

 

 n=2- 5 

 n=6- 10 

 n=11- 20 

  n>20 
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Ҭ Ҭ ץ ΐ ӈȂ ᵬ ץ
ᴇ ‰ ‰ Ȃ ȁ ᴪ ֜ ȁҬ

Ḡ ‰ Ȃ ⌠ ֓

̆EC ⌠ Ḡ ̆ ғ Ҍ

Ḃ Ȃ ̆ ᶏ ԅ҉ץ ̆EC ɰ ᴪ ѿ Ȃ   

ҳ ̆ ῒז ȂῒҬ

‰ ⱴ Ȃ  

Ҋᶷ ᵣ ԅѿ Ҭ ҍ Ȃᴑҙ Ⱳ

ᴑҙ Ⱳ Ҭ ҍ ̕44.6% ᴑҙ Ⱳ  III 

ҩ ҍ ̆ғ ңҩ ̕ ᶛ IV ȁII ȁI №≢ҹ 

34.7%ȁ29.6%  17.5%Ȃ ᴑҙ Ⱳ Ҭ̆ ᶛ  III ҹ 11.3%̆

IV ȁII ȁI №≢ҹ 1.9%ȁ4.2%  2.1%̂ ҳ  ׆

2005  10 ⌠ 2009  7 ̃Ȃ  

Non-industry

I

II

III

IV

Industry

I

II

III

IV

Trial phase and type of  sponsor

0% 20% 40% 60% 80% 100%

Number of countries with at least one study site (%)

Country n=1

Countries n=2-5

Countries n=6-10

Countries n=11-20

Countries n>20

ѿҩ Ҭ (%) 

 

№ Ⱳ  

ᴑҙ 

ᴑҙ 

Ҭ n=1 

Ҭ  n=2- 5 

Ҭ  n=6- 10 

Ҭ  n=11- 20 

Ҭ  n>20 

ᵣ ԅѿ Ҭ ᶏ Ҭ Ȃᴑҙ Ⱳ ᴑҙ Ⱳ

ᶏ Ҭ Ȃ 
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ᴑҙ Ⱳ Ҍ ⱴ Ȃ Ҭ ₮

ӊ ̆ ≢  III  Ҭ Ȃ № ̆ҕ ῒז  

(ROW)  II-III Ҭ ԍ ̆ԋ №≢  27.0%  

24.6%Ȃ2008 ⌠ 2009 ̆ ῍  4.3% Ҭ ῀ ROW̆

ҹ 6,500 ҩȂ  

Һ ῐ ᶭ қ ȁ֒ Ҁ Ȃ ҉ ῐ

ҳ Ҭ ̆ ⌠ ̂ ̃Ȃ ױ

ץ ⌠ ᾢ ҳ ῐ ⌠ Ȃ  

ᵀ ֟ҙ ҹҳ  50,000 ҩ Ҭ / Ȃ

 25% Ҭ ᵝԍ ῐ ̆  12,500 ҩ Ҭ Ȃ ῐ  EC ҩ
ᵬ  50 ᴑҙ Ⱳҳ Ȃ    

 

 

҉ץ ԅ 2007  9 ⌠ 2008  12 ̆ᴑҙ Ⱳ  II -III ҳ Ҭ Ҭ̆  6,492 ҩ׆

῀ҕ ῒז  (ROW)Ȃ  

-6,492 ҩҬ (-4.3%)  

 +2,532 ҩҬ (+1.7%)  

+2,138 ҩҬ (+1.4%)  
+114 ҩҬ (+0.1%)  

+136 ҩҬ (+0.1%)  

+1,358 ҩҬ (+0.9%)  +215 ҩҬ (+0.1%)  
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 3   ҳ ȁᴶ ץ Ḡ  

 3 ԅ EC ҳ Ȃ ӊ╠ ⌠ ̆ ֓

 2 Ҭ № Ҍᴪ  3 Ҭ Ȃᵖ ̆ҹԅ ꜛ ̆Ӟ

ᴪῬ  Ȃױ

EC  3 ҩҌ ̔ ȁᴶ Ȃ

ȁᴶ Ҍ ҳ ᴪ ԍҌ ӊҬ̆

ᴪ ⌠ ‗Ȃ ̆EC ҉ ҈

ҩ ץ̆ Ḡ ҹ ᵣ Ḥ ̆ Ҍᴪ

ᴋᵥץ ԍ ӊҬȂ  

 3 ₃ ῤ ĺĺ ԅ ֲ Ḡ ᴪ (AAHRPP) 

‰ĺĺ ᵬ  (JK) ∆ ‰↕  (MS) ’Ҋ

Ώ ̆ ҹ MS ֲ Ḡ ᴪ (AAHRPP) ᴋҺ

Ὶ ȂJK ̆  EC Ҍ ѿҩ ᵣ̆ ԍ ҩ

/ Ҋ ᵣ̆ ѿ Ȃ₮ԍ ҩ ֲ̆ Ḡ

֓ ҩ ̆ Ҍ  EC Ȃ ҩ  

AAHRPP ‰̆ECȁ ȁ ᵬֲ ץ ץ ֲ Ḡ ⅞ 

(HRPP) ף ѿҩῃ ԅ Ȃ ̆ ӊ ῒ

ז Ӟ ѿ֓ EC ⅞̆ ̆ץ Ҍ ῒҬѿҩ ⅞

זῒף ⅞Ȃ  

 

3.1  

ֲᵣ ԅ ױ ԅ ᴪ ῒ Ȃ

ױ ̆ ױ ̆ᴨ ᴪȂ ⱬԍ ҕ

̆ Ӟ Ȃ ѿ֓ Ҭ ⌠ԅҌ ᴴ

Ȃᵖ ѿ ̆ ҆ץ ᴶ ԅ ⱳȂֲ

ᴶ Ḡ ᾧ ӊ ̆

̆ Ȃ ҩ ԍ Ḡ Ҍᴪ Ҍ ̆

Ӟ ᾧ Ҍ Ȃ ⌠ ֲ ֲ

̆ Ḃץ ⌠ ᵞȂ  

ֲ ᴶ ᵀ̆ └

Ȃ ᶛ Ẋ ⌠ ȁ ȁḠ ץ ֟

ӊ ̆ └ ԅ ԍ ֲ ↕Ȃ ᴶ ‰

↕ ѿ ̆ԋ ∞ Ȃ ҩֲ ᴶ ‰↕ ץ ӊ

‰̆ ‗ ᴶ ̕ ҩ‰↕ ץ Ȃ

ԍҳ ̆ ԍ ₮ ȁ ᴶ ֲ ҹ

Ȃῒῤ Ҍ ȁᴶ ῏ Ȃ 

 



62 ҳ ̔ᴶ ᴪ   
 

ᵖ ̆ҳ

̆ ֲ ᴶ

↕̂ ̃ ̆

ᶏ ֲᵣ

Ȃ 

 

 EC  

֓ ᴶ ̆

Ḃץ  EC ‰̆

ȁ ל ȁ ȁ

ӥ ῤ ȁ תּ

ȁ ȁ≠ ‖ ץ

/ Ȃ ҩ EC 

ᵬ ̆Ҍ  EC 

Ҍ  EC ᴶ Ԋᴆ Ҍ

Ȃ  

 ICH GCP ‰↕

ӈԅҳ ҩ

Ȃᶛ ̆ ⌠

Ὲ ↕ȁ

Ҭ ̆ ῒז ῏Ḥ ̂ᶛ ̆ ῏

ꜚ ̃ᵬҹῒ Ȃҳ ȁ Ҭ Ȃ

EC ̆ ҉ Ȃ

̆EC ҳ Ȃ  EC 

⌠ѿҩ Ȃѿҩ / ҳ Ҍẫῃ Ҍ

̆  EC ‗Ȃ  

ѿҩҳ Ҍ ױֲꜚ ᶫ ԅ ̆↕Ҍ ̆ ҹ

ᴪ Ȃᴋᵥ ᴪᵄ ĺĺᶛ ̆

₮ Ҍ≠ ’ĺĺ ╠ Ҭ ⌠ ȁ ẫ

Ҭ ҉ᴰ ѿ Ҍ ᶛ ᵬ̂ ‰ ȁҍ ῏

̃Ҭ Ҍ≠ԊᴆȂᵖ ᶏ ĺĺ ᵣ ₮ᶫ ᴋᵥ

ĺĺ ׅ ԅ ױ Ȃ  

ҳ Ҭ ‰ Ȃ ֟

̆ ֓ ҹ Ȃ ֟ ץ ԍ

╠̆ ᴪ ֟ ₮ Ȃ ‰ ̆ ֟

ԍ Ȃ ̆ Ḡ ᴆҬ

׆̆ ‰ ֟ ῃ Ȃ Ḡ ҳ

Ҭ Ȃ   

 

↕ 

ӊ ̔ľ
Ҭ̆ № ᴪ Ȃ ֓

ꜚ ᴪ ⌠ֲ
Ȃ ֲ ҍ

ԅ ȁ ץ
̆ ȁ ץ

̂ ȁ ̃ĿȂ 

↕̆ ӊ ̔ 

¶ Ḡ ȁẫ ȁ Ҥȁ ȁ
Һ ȁ ץ Ḡ Ȃ  

¶ ↕Ȃ  

¶ Ҭ Ȃ  

¶  EC Ȃ  

¶ ⌠ Ȃ  

¶ ᵀ ȁ ץ
Ȃ  

¶ Ȃ  

¶ ҍ ῃ Ȃ  

¶ ӥȂ  
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 EC ῏ ̆ Ḡ EC ᴋⱵȁ ⱬ ᴋ

ᵬȂҹԅ ҩ ̆ └ Ḃץ̆  EC 

ֲ Ȃ

 EC̆  EC Ӟ ῒ ֜ Ȃ  EC ףҹ ֲ

ᴶ Ȃ 

EC ᵬ ѿ ӥ ‰ ᵬ  (SOP) Ҭ ̆

 GCP ‰↕ȁ ץ↕ ‰↕ Ȃ

SOP ῤ Һ ̆ᶛ ̆EC ȁ ȁ ᴪ ȁ

ȁ ӥȁ ȁ∆ ȁ ȁḱ ȁҌ Ԋᴆ ȁ

ȁ ȁ ῃ ȁ ץꜚ Ȃ   

 

ɷɷ  

̆ ױ ҳ ԅ Ȃ

ׂ̆ҳ Ҭ‗ └ ‰ ̆ ҍ ֟

Ҭ ῐ ᶛҬ Ȃҳ

ף ľ Ŀ ₮ԅ ̕

̆ ױ ף ѿ ‰Ȃ ҌῬױ ֟

̆ Ȃ  

̆ᴑҙ Ⱳ ᴑҙ Ⱳ ҳ ‰Ȃң

℮ ̆ ԍ Ȃ

̆ ֲ ᴶ ↕̆ ᴨ

Ȃ ҳ Ҍ ֓ ‰̆ῒ Ҍ ̆ ӈȂ  

̆EC Ҍֽ ᴶ ̆ᶛ ȁ תּ

ҍ ȁ ֲ ץ ̆ ȁ

ץ Ḡ Ȃ ᴪ ‗̆ ԍ

̆ᶛ ֲ Ҍ ȁ ӎֲⱬ ̆ ⅞

̆ ҳ Ҍ Ȃ  

Ҋ₃ץ ⌠ԅ҈ҩ ĺĺ ȁᴶ Ḡ ĺĺ ֓  EC ҳ

Ȃ ̆ᵖ ↓₮ԅ ₃ҩ

Ȃ ֓ ԍ ҩ ̆ᵖҹ ᾧ ̆ ױ ᴪֽ ѿ₮↓ױ Ȃ

ֲᴪ ѿҩ ҩ Ҍ Ȃ ױ ֲ ֲ ᴶ Ӟ

̆EC ᴪ ֓ Ȃ ѿ̆ ᴪ Ȃ 
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3.2  

 ICH GCP ‰↕ ԅҳ ҩ Ȃᶛ

̆ ⌠ֲ Ὲ ↕ȁ ץ

ῒז ῏Ḥ ᵬҹῒ ȁ Ҭ ̆ ̆ᶏ

ꜚ Ȃҳ ȁ Ȃ Ⱳ ҳ

׆̂ ȁ ᶛ  (CRF) ⅞№ ⌠№ ‰

ҳ ץ ҳ ̃ ᵬֲ ĺĺᶛ ̆ ’ ̆

ȁҳ ץ ῤ ȂICH GCP ҹҳ

ץ Ҭ ҳ ╠ ᶫԅ

Ȃ  

EC ̆ ҉ Ȃ Ạ⌠

̆EC ҳ Ȃ ҹָӇ EC 

⌠ѿᴍ ̂ ԅ ICH GCP ‰↕Ҭ↓₮ ̃ ѿᴍ ԅ

ׂҹ ῏ᶫ Ḥ Ύ Ȃ    

ѿҩ ҳ Ҍẫῃ Ҍ ĺĺ  EC ‗Ȃҽᶛ

Ҋ̔ 

¶ ӎ ҳ ╠ Ḥ ‗̆ ҹ ᴪ

ԍҌ ҬȂ 

¶ ҳ ᴇṿ ‗̆ ҹ Ҍᴪ ֲ ̆

ғᴪ ԍ ӊҬ̆ Ӟᴪ ֲⱬ ⱬȂ 

¶ ᴨ ̂ᶛ ̆ Ҍ ̃

‗̆ ҹῒ Ḥֲפ ᴋᵥ ̆

Ҋ Ύ Ȃ ᶏ ȁ №

ᶏ Ӟ Ȃ 

¶ ҉ҹ Ҍ ף ȁҺ ᶏ

╠ ᶃ ̆ ҹ Ҍ ҹԅ ᶫ

ᴨԍ ╠ ᶃ Ȃ 

¶ ҹԅ ҩ ֟  (GMP) Ḃ ֟ ᶫ ӊ

‗̆ ҹ ץ ֟ ᶫ

ῃ Ȃ  

¶ ╕ ῒ ̂  36ɀ37 ̃Ȃ 

 

EC Ҍ Ғҙ ̆ Ḃ Ҍ׆

Ȃ ᴪ ῍ ҩ ҳ Һ Ȃ

Ҋѿ ↓₮ԅѿ֓Һ ĺĺᵖҌ ῃ ĺĺ Ạ₮ ‗

ҩҳ ‗ ╠̆EC ֓ Ȃ  
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3.3  

ҩ ꜛ ҳ Ҍ ̆ ҹҍ ≠

̆ ԅȂ ԍ EC ̆ ҩ ҳ

ѿ ̕ ױ Ȃᵖ ᶏ

ĺĺ ᶫ ᵣ ₮ᴋᵥ ĺĺ ׅ ԅ ױ ῏

Ȃᵖ ̆ ֓ ’Ҋ̆EC ץ ⌠ĺĺᶛ ̆₮ԍ ĺĺῒ

Ҍ ᴋᵥ Ȃ ’Ҋ̆EC ҹҌ Ȃ  

EC ῏ ҳ ȁᴶ Ḡ Ȃᶛ ̆ҳ

Ҍ  EC ̆ ȁ ῏ ᴋȂ

Ạ ̆ ף Ȃ 

 

 

ҳ № Ҭΐ

ӈȂ Ҁ Ҭ Ȃ׆ ̆ ף ԅңҩ ӊ

῏ ̆ ҹң ӊ Ȃ ̆Ҍ ҹ ҩҳ

ѿҩ ṿ̆ ᴪ Ӟ Ȃ ᵬ₮ᴋ

ᵥ ̆ ҩ ׅ Ȃ  
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ҳ ᵀ 

ᴋᵥ ѿ֓ ‗

ḱ Ῥ ᵀȂץҊ↓₮ԅѿ֓ĺĺᵖҌ ῃ ĺĺ ҳ

ᵀ Ḥ ̔ 

 

῏Ԋ   

҈ ̔ ╠ ̙ 

 ῒז EC ԅ ̙ 
 
└ ̔ ᶫԅ ҍ └ ֲ ȁ ӥ ῒ

̙ 
 
ҳ ╠Ḥ ̔ ᶫ ῃ ָӇ̙  
 
ᶫ ֟̔ ֟  GMP ֟ ̙ 
 

̔ ָӇ̙ 
 
ҳ ̔ ᶫ ѿ ҳ Ҭ ָӇ̙ 
 

ĺĺ ̔ ᶏ ԅ ╕ Ҍ ‰ ̆ῒ

ָӇ̙ 
 

ĺĺ ̔ ҉ ̙ 

 Һ ҳ ף ̙ 

 ╠ ̙ 

 ҹԅ ⌠ ̆ ᶏ ԅ ᴨ ̙ 
 

ĺĺ ̔ ᶏ ԅ ̙  

 ᶏ ԅ̆ Ӈ ᵬ ̙ 
 

ĺĺ ̔ ȁ ҍ ᵀ ԅ ̙ 

 ԅ̆ ᵥ Ḡ ̙ 
 

ĺĺ ̔ ԅ ̙ 

 ̙ 

 Ẋ ָӇ̙ 
 

̔ ҍ ̙ 

תּ  ӄ̙ 

 ῒז Ḡ ̙ 
 
̔ ⱬ ֲⱬ Ḡ ̙ 
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ף ԍ ל ̆ ҩ Ҭ̆ ԑ ᾝ ĺĺᶛ

ĺĺ ԍ Ȃ ױ ҹ̆ ᵀҳ ̆ᶏ

ⱴ Ȃ 

ֲ ҹ̆  EC ‗ ᴶ Ȃ

̆ ҍ ῏ ≠ ԅ Ȃ ̆ ֓

ԍ ̆ Ḡ ≠ ԍ

֓ Ȃľ ֲ Ҭ̆ ҩֲẫ ԍῒזѿ℗≠
ȂĿľ ԍ
̆ ֲ ȂĿ̂ ̃Ȃ 

ѿ ҍ ῏̆ ҉ ҍ ᴪ≠ ֓̆ ̆

Ȃ ̆ ≠ ҉ ‗ԍҳ

ȁ ╕ ȁ ȁ ╠ ᶃ ץ ᶫ

‰Ȃ ȁҳ ץ ֲ Ӟᴪ ⌠ Ȃ

̆ Ҥ ҌҤ Ҍ ׆̂ ⌠ ’̃̆ ץ

ҳ Ȃ ᶫ ҳ ҳ ╠ ̆ ץ

ᵀ Ȃ └ ̆ ᶏ ᶫ

Ҭ̆ ΎҬ Ȃ 

EC ‗ ѿҩҳ ᴶ ҉ ̆

↕ ҍ ≠ ẫ ȂEC 

̆ Ḡ Ҍᴪ ⌠Ҍ Ҍ Ȃ  

⌠ ᴴ ҹ ᵀȂ ᵀ ᴴ

̂ᶛ ̆ ץ̃֙ ₃ ̂ᶛ ̆ ҆№ӊѿ ԓ№ӊѿ̃̆ң

Ḃ ԅ ᵣ ᵀ Ȃ ԍ ᵞ ҳ

Ҥ ᴶ Ȃ ᵞ ₮ԅѿ֓ ̆ ≢

Ҭ ֟ Ȃ Ҭ ₮ ᴴ ῒ

Ҍ ̆ ᶏ ױֲ Ạ₮ ᾢ Ȃֲױ

ҩ ℗ ̕ ̆Ḃ₮ ԅ ῃ

Ȃ  

ᵀ̆ ᵣᴴ ̂ᶛ ̆ ᵣᴴ Ҍ

Ḃ̃ȁ ᴴ ̂ Ḡ ̃ȁ ᴪᴴ ̂ ᵬ ᴪ ץ̃

̂ҍ ҍ ῏ ̃ӊ Ȃ ̆

ᵣ ̂ᶛ ̆ ̃ȁ ׆̂ ꜛ≢ֲ ⌠ ꜛ≢ֲ̆

⌠ԅ ̃ȁ ≠̂ҍ ҍ ῏ ̃ / ᴪ ̂

ᵣ ȁ ᵞ ֙ ‰ ̃

ᵀȂ ̆ ᵀ ≠ Ȃ  

ҳ ≠ Ҍ ᾧ Ҍ Ȃ ̆

≠ ԍ ᴪ ꜚ Ȃ ҳ ֟

ҹᶫ ̆ Ҍ ̆ ץ ױ ԍ

Ȃ ҍ ҹױז ̆ῒז ↕ ҹ ΐ

ᴇṿȂEC Ḡ תּ

‰ҳ ӊ Ҍ Ȃ Ӟ ᴪ ̆ᶛ ̆ᴪ ≢ ֓ᵟ Ὲ῍

ֲ ⌠ ᵣ Ȃᵖ ̆
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ה ᵀ̆ ҹֲױ ᴪ ҹ └ Ҍ ҍᾧ ᵣ

Ȃ 

 

ҍ I ̔ ᴪ  I Ҭ₮ ̆

₃ӍҌᴪ ᴋᵥ≠ ̆ ױז ẫ Ȃ ҉ ҍ

ẫ ₃Ӎ ᴋᵥ ꜛ̆ ҹ ̆

Ӟ ᶫ ᶏ ╕ Ȃ ̆ ̆ѿ ₃ ₃ ̆

ץ Ӎῒ Ȃ  

ѿ ̆ I Ӟ ᴪ ⌠ Ḥ Ȃ ̆ ֲ ҹ ᴪ ᴪ

׆ ֓ Ҭ ̆ ҹ ױ ԍ ῃ ῏ Ȃ 

╠̆  80%  I ẫ ̆ ӈ̆ױזҌᴪ׆ Ҭ

ᴋᵥ ȂҌ ̆ Ҍ ̆ ⱴ I ẫ

ᴪ ⌠ѿ Ȃ 

I Һ ῃ Ҥ Ҍ ̆ᶛ ̆ ᴡᾥ

Ȃ  I  EC ѿҩҒ ̆ ҹ ‗ԍ

ȁҳ ╠ ץ ҳ Ȃ ̆  I  EC ̆

Ғ Ғ Ȃ 

ᶫ ԍֲᵣ ᴪ Ҥ Ҍ ̆ ⌠ ≢

Ȃ ̆ ҊḤץ ̔(1) 

╕ ̆(2) ᵬ ̆(3) ̆  (4) ꜚ ῏ Ȃ Ḡ

Ҭ ῃ̆ ԍֲᵣ ̆ ╕ ᵀ ῏ Ȃ

̆ ѿ ѿᵝ ̆ ̆ ῃ ᴪ

‗ ̆Ῥ ▼ᵩ Ȃ 

I ҳ ҉ ̆ ̂ Ғҙ

̃ Ⱶֲ ̂  I ֲ

̃ Ȃ ῏ֲ ᶫ ῒ ᵬ

̂ ̆2007̃Ȃ 

 

ҍ II-III  ̔ ֲᵣ ҳ ẫ ҉

̆ ̆ ᶫ ԍ Ȃ ֓

̂ Ҥ ̃ ᴪ ẫ Ҍ ̆ ̆ץ ֓

ԍ ҹ Ȃᵖ ̆ѿ ᶫ ԍ ѿ

̆ ҍ ῏ ԅȂ  
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̆ ̆

◐ᵬ Ҥ ֟

ҳ

Ȃ

̂II ̃ ̂III 

̃ҳ ֓

ױֲ ῒΐ ᵞ

ҍ ῏◐ᵬ

֟ ̆

ҹῒ ῃ ץ

̂ ̃Ȃ  

ᴪ

֟ ᵀȂ

ᶛ ̆

ȁ

ᶫ

̆ ֓

ҍῒז

̆ ̆

Ȃ ̆ᾙ ֲ

◐ᵬ

̆ ҹῒ

ᵣⱳ ԍ

Ȃ

̆

̆

ᴪ ԑᵬ

⌠ ̕ ֽ ᶫ Ȃ 

ѿ ᶫ ῀ II-III ̆ ᴪ׆ Ҭ ⌠ Ȃ ‰

⌠ ̆ ҹ ᴪ ᵣ ҳ Ȃ

̆ ᶫ ↕҉ ᾧ ̆ ≢ ֓₃Ӎ ᾧ Ὲ῍

̆ ꞉Ȃ  

ᴑҙ Ⱳ ҳ ῃ ̆ Ӟ ⌠ԅ

꞉Ȃᶛ ̆ ԍ Ҭ ̆ ⌠ ꞉Ȃ

Ҭ Ὲ῍ ̆ №ֲ Ҍ ֲ Ȃ ̆

ҳ ҹֲױ ᶫԅѿ ֣ Ⱶ Ȃ  

ҳ ױֲ֓ ῒΐ ᵞ

ҍ ῏◐ᵬ ֟ ̆ ҹῒ ῃ

ץ Ȃ 

 

 

I    II   III  

 

₮  

ⱳ 

₮  
 
 

¶  
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ֲ ᴶ ѿҩ ̆ ҍҳ ҩֲ ῃ Ȃ

̆ ҹ Ẓ Ạ₮ Ȃ Ḡ

↕̆ ᾛ ₮ Ȃ 

EC ּת ԅ ̆

̆ תּ ֲȁ

Ȃ ֓ Ḡ

ȂҺ ֲ

̆Ӟ ᴪ ῒ Ҍ

ᴰȂᴋᵥᶭ ῏ ĺĺ ῤ

ӊ ῏ ĺĺ Ҍ

ȂҺ

ҌḂ̆ ῒ ễȂ ễ

Ҍ ԍ ץֲ̆ ԍᶏֲ ҹ ₮ט

ᴇȂף ҳ ̆

ѿ ԍ ҹ Ȃ ֓

̆ᶛ ᾙ ̆ ⱬ ‗

ⱴ ̆ Ḃ ѿ ↕̆

҈ ‗ Ȃ 

‗ ҍ ̆ ҍ

╠ ≠ ᵀȂ

/ז ף

ӊ ȁӥ

ᴆץ ᶫ ᴋᵥ

ῒזӥ Ḥ ҬȂ ̆ᶛ ̆ ̕ ̕ ̕

̕ ̕ ҌḂ̕ ̕ ҍ

῏ ᴴ ԊᴆҬ ԇ ễ / ̕ ̂ ̃̕ ̂

̃̕ ҍ ῃ ̆ ₮̂ ץ Ҋץ
̃Ȃ 

ICH GCP Ӟ ₮ԅѿ ̆ ף ̆ᶛ

̆ ֲ̆ ⱬ Ạ₮‗ ֲȂ Ӟ ԍ

’  ICH GCP ↕̆ ̆ ᵬ₮ᾢ Ȃ 

ѿ ̆ ӥ ӥ ᴆ ̆ ҳ Ȃ 

ᴆ ԅҳ ̆ ȁ ȁ ȁ ≠

ȁ ץ ҍȂ ԅ ҍ ≠Ȃ  

ᴆ ԍ ҍ ӊ ᴪ Ȃ ‗

ҍ /ז̆ ᴆ Ȃ ᶫѿᴍ

ᵬץ ӊ Ȃ 

 

ICH GCP ץ ӥ 

4.8 ӥҬ

⌠ԅ ӥ Ȃ

ԅץҊῤ ̔ 

ľ  EC ӥ
ᴆץ ᴋᵥῒז ᶫ

ӥ Ḥ ӥ ‰̕ᴋᵥḱ ӥ
ᴆ ӥ Ḥ ᶏ

╠  EC ‰̕ Ҍ
ᴋᵥ ≠ȁ ᶏ

ȁ ץ ҺⱲ ᾧԍ
ῒ ᴋ ̕
Ҭᶏ ΐ ̆
Ȃ ҍ ╠̆ӥ

ᴆ ῒ ҉ ץ
ף ץ

ֲ ֪ ȂĿ 
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Ҍ ԍḠ ≠

̆ ᶫ ῏ Ḥ ץ

ῒᵬҹ

≠̆ Ḡ Ȃᵖ

⌠ֽ̆ ӥ ᴆ̆ Ḡ

ῃ ҍ Ȃ ̆

ῒז

Ȃ ⌠

Ḥ ₮ ̆ Ҍ

ᶫ Ȃ

ҩ ̆ ᴪ ̂ ̃ ᶫ

ѿᴍ ӥ Ȃ  

EC ‰ӥ ᴆץ

ῒז ֜ ӥ Ḥ Ȃᵖ EC 

Ҍ Ḡ ҉ᴪ Ҭ

ץ ̕EC 

̆ ̆ Ҍᴪ ԊȂ

ԍ ᵣ̂ᶛ ̆ ҙ

Ⱳ ̃ ̆ Ḡ /

ף ҍ ╠ ԅ

ᴆȂ ̆  FDA ᴑҙ Ⱳ

Ҭ ̆8.9% 

Ҭ Ạ⌠

Ȃ 

Ҭ̂ ₮  EC ‰

ḱ ̃ ҩ ᴆҍ

ӊ╠ ȁ ҍ ԅ Ḥ

̆EC  Ӟᴪ ⌠ ȂEC ԅ

 SAÊ Ҥ

Ҍ Ԋᴆ̃Ȃ ῏ᶫ ῃ

ᴪḱ ⌠ӥ ӥҬȂѿ

̆ ҩ Ҭ

Ⱳ ҽ ῒ ᴋᵥ SAEȂ Ⱳ

ᴪ ҩ SAE ҍ

Ȃ ҩ ֓ SAE  ECȂ   

̆EC ֽ ᴪ № ̆ Ḡ ᶫ ӥ

Ḥ ̆ ғᴪ ҉ Ȃᵖ

Ҍᴪ  EC Ȃ 

ӥ ῤ  

ICH GCP ₮̆ ᶏ Ғҙ

ӥץ̆ ӥ ̆

Ҋ 20 ҩץ Ȃ

ӊ̆  20 ҩ ̔ 

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ ҌḂȂ   

¶ Ȃ  

¶ Ȃ  

¶ ҍ ῏ ᴴ ԊᴆҬ
ԇ ễ Ȃ  

¶ Ȃ  

¶ ԍ Ȃ  

¶ ҍ ῃ ̆
ץ ₮ Ȃ  

¶ ȁ ȁEC ץ
ᾛ
Ȃ  

¶ ≢ ᴍ
Ḡ Ȃ  

¶ ₮ ῒ
ף ҍ Ḥ
̆↕ Ȃױז  

¶ ҍӊ ῒԅ Ḥ
̂ ῏ ȁ ≠

ץ ҍ ῏ ᴴ Ԋᴆ̃
ֲȂ  

¶ ҍ
/  

¶ ҍ Ȃ  

¶ ֲ
Ȃ 
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ֲᵣ ̔ҳ ֲᵣ ҹ

ᶫԅ Ḥ Ȃ ᴶ

῏ ᶏ

ץ ҩֲ Ȃֲᵣ

ץ ᴋᵥ ̆ ӊ ᵣ

Ȃ ֲ Ḥ ӈ̔

≢ ȁ ≢ Ȃ

ץ ӈ̕

̆ ҹ

Ȃ ң ᴪ ᴶ

̆ ҹ ⌠

ԋ ᶏ Ȃ 

∆  EC 

ץ ῒף

Ȃ ӥ ₃ҩ ̆ᶛ

̕ ̕

ῃ ᷅ ̕ ҙ

̕Ḡ

̕Ữ ̕Ữ ̕ ҳ ῏

Ḥ ⅞Ȃҹԅ

ᶏ ̆ ᴆ ᶫ

ᶏ ̆ᶛ ᶏ

ȁֽᾛ ᶏ ȁᾛ ԍ

ȁᾛ ץ ԍῒז

ץ̆ ᾛ ᴋᵥ Ҭ

ᶏ Ȃ 

̆EC ᴪ ‰ ≢ ֲᵣ Ῥ

ᶏ Ȃ ̆

ᶏ ԍ ῏ ̕ ᴪ

Ḡ ȁ ᵞᴴ ץ

Ḡ ̕ Ҍ

∆ Ῥ ᶏ ῒ Ȃ  

 

Ҭ ̔ ҳ Ҭ ᶏ

ӥȂ ֓ ӥ ̆ ץ ҳ

̆ᾛ ᶏ ȁḠ ̆ Ҍ ȂEC Ҍ

ᴪ₮ԍ Ῥ ᶏ Ȃ 

Ḥ ᶛ 

ľҳ
№Ȃҳ ԍ
ȁ ῒז ╠ᶏ

ⱴ ῃ Ȃ 

ᴪ ѿҩ ̆ ╠
‰ ᶃ Ȃѿҩ

ҩ Ȃ 

ҍ ễ Ȃ ֓ ’Ҋ
ᴪ ⌠ ȁ ȁ ᾧ

Ȃ 

ҍҳ ╠̆ ֜ӥ
ӥ̆ץ‗ ҍ Ȃ

ԍҳ ӥ ץ
ҊḤ ̔ 

¶ ҹָӇ ̙   

¶ ָӇ̙  

¶ Ҭ ẠָӇԊ ̙  

¶ ᴪ ӄ̙  

¶ ҍᴪ ָӇ ̙   

¶ ҍ ָӇ ̙  

¶ ‗ Ҍ ҍ̆ ῒז
̙   

¶ ₮ ≠̙  

ҍ ╠̆ ӥȂ
ᴪ ҩ ̆

ѿ № Ȃ ץ ĺ
ĺ ╠ȁ Ҭ Ȃ 

‗ ҍ ╠̆ ֲ
ӥ ȂĿ 

Ḥ ̆ ҳ Ҭ

( 2009) Ȃ 
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ֲᵣ ̔ ֲ ᾙȁ ᾙ ȁ ȁ ̂ / ̃

ᴪ ᴶ Ȃ № №

Ȃ ֲ ҹֲ̆ᵣ ȁ

ӊ ῏ Ȃ ԍֲ ᴶ № ̆

Ԉ Ҭ Ḥᴀ ѿҩ Ȃѿ֓ ԅ ̆ῒז

↕ ҹ ҉ ץ ̆ ꜛԍ ≠ Ȃ ҩ

῏ԍֲ ‰↕̆ ץ ҌῬ ֓ΐᵣ ᴶ

Ȃ 

 

ֲ ᴰ ֲ̔ ᴰ ԅ ᴰ ԍẫ ̆

Ȃҩֲ ᴰ ԍ ⁞ Ȃֲױ

Ҍ ̆ Ȃ ᴰ ҹ

ⱳ ̆ ҉ ԅҩֲ Ҍ Ȃ

ᴰ ѿ֜ ⱬ̆ ֟ ѿ ҳ

ΐ̆ץḂҩᵣ ᴨ Ȃ  

ֲ ᴰ ֲ ѿ ᴶ ↕Ȃ ≢

Ҭ  EC ‰└ Ḃץ⅞ Ḥ ̆ ᴶ

҉ ҹ Ȃ ̆ ᴪ ⌠ ῏ Ḥ ̆ ‗

Ḥ ῒֲזῈ Ȃ ԅ ᴰ Ḥ ̆ Ӈ ҹ

ῒ ᶫ ᴰ Ȃ  

 

 

ԋ № ӊ╠⇔ Ҭ Ҭ ᶏ ̆

ױ ╠ ̆ ף ԅ ҳ Ȃ 

ᶏ ѿ ѿ֓ ῏ Ȃ ԋ ᶏ

̂ ̃ Ҍ / Ӟ Ҍ Ȃ ԍ

ҳ № Ҍ  EC ‰Ȃᵖ ̆

℮ ̆EC ҳ ԋ № ‰Ȃ  

 EC ֜ѿᴍ ԋ № ̆

̕ᴪ ⌠ Ḥ ̕ ̕ ᴴ ῒ

̕ Ḥ ̕ Ḥ ̕ ̕ ԍ Ḡҩֲ

≢Ḥ ῃ ̕ ⌠≢ Ḥ Ȃ ᶏ

ҩ ̆ ҩ ̆ ᶭ ‰↕

Ȃ  
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῏ ל ῏ ᵀ

ⱬȂ Ҍ

ל ̂ ̃ȂEC ̓͂

⌠ Ҍ

Ȃ ⱬ ̂ᶛ ̆

ֲ̃ ̆ᴪ

ל Ȃῒז ⱬ

ֲ ȁ ȁ ֓ Ҭ ץ

Ȃ ױ ̆

Ҍ ̆ל ҳ֟ ̕

ᾙΐ  Ȃל

EC ҳ Ҭ ԅ

̆ ḠḠ ̂ ≢

֓ ֓Ḡ ל ̃

≠ȁ ῃ ẫ Ȃ  EC Ḡ ⱳ ῒ ᵬ ̕

̆ ֓ ᵬ ԍ ҩ ѿ ԋ Ȃ ҹ ҳ ῐҌӄ

̆ҳ ᴪ ̆ ≠ ῏ ⌠ ֓ ɂɂ

Ḡ ῃҕ ֲל Ȃ 

̆ ῐ ҳ ѿҩ ̆

ӎ ҳ  ECȂῬⱴ҉ Ὲ῍

Ⱶ ̆ ҹ ֲל ԅѿҩ Ȃᶛ ̆Ҍ ֲ

ᾛ ҍҳ ̙ ̙ ӎ Ὲ῍

┬ ԅ ҍ̆ ҹ ῒז Ȃ Ӟ ᴪ ῀

ѿҩᴶ ̆ ҹ ᴪ Ȃ ל

Ḡ ‰↕ ɂɂ ̆ Ӟ ѿҩ ῐ

₮ Һ Ȃ ῐҳ ץ / ץ

╠ ̆Ҍ ҳ ̆ᶛ ץ ↓ȁ ȁ ≠֒ȁ

ῌ Ȃ 

̔ ╠̆ Ḡ ל ̆ ױז ҍ⌠ҳ Ҭ̆

 EC ⱴԅѿ֓ ⱬȂᶛ ̆ᾙ ᵬ ל ֲ ̆ ҹױזҌ ῃ

ԅ ȁ ҍ ᴋ ̕ ױז̆ ⌠

ⱬ Ȃ ѿ ̆ ֟ ᴪ ᾙ ҉ ̆ ֟

ֲֲ └ ӥȂ 

ל ̙֓ 

ICH GCP ל ӈ Ҋ̔

ľ ҍҳ ҩֲ ᴪ ⌠
֓ ̂ ̃ Ҍ

̆ ̆ ҍ ≠
̆ ҍ ᴪ ⌠҉

Ȃҽᶛ ̆ ҩ
ᵝ ⅞№ ̆ᶛ ȁ ╕
ȁ Ғҙ ȁҊ

ȁ└ ҙ ȁ´
ץ ֲ Ȃῒז ל

ȁ Ῑ ȁ
ҙ ֲȁ ’ ȁ ȁ

ȁ ȁ ȁ ֲ
ץ ֓ Ạ₮ ֲȂĿ 
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Ҍ ֲז ᷅ ɂɂ ≢ ҩֲḤ ȁ ץ̆ ֲז ֜

Ȃ  

ᴋḠ ֓ҩֲḤ Ҍ ȁᶏ ȁῈ ȁ ȁ

Ȃ ҩֲḤ ̆ ҹ Ḡ ӈⱵ

Ȃ ҩֲ ԍ ̂ԋ ̃

̆  EC ‰̆ ғ  EC ̆ ῏

Ȃ  

 

 

EC Ḡҳ ῃ

ᵀ ⅞ȂEC 

⅞ ӥ ̆ ∞

ῃ ⅞ ҹ ᶫ

Ḡ ȂEC ץ ᾢ ѿ №

ҍ ̆ӊ

Ȃ ᴪ

╠̆ ֓ Ȃ

ԍ ̆ ѿҩ

ῃ

ᴪ (DSMC)ȂDSMC Ҭ

Һ ̆EC ῏ DSMC 

◐ Ȃ ̆DSMC ᴪ Ⱳ ̆ῒᴋⱵ ₮

ῃ ̆ Ả Ȃᵖ ̆ ‗ Ⱳ ҉Ȃ     

ҳ Ҭ ᶏ  DSMC̆ ᶛ ȂҌ ҳ

҉ ≢ ̆ ֓ҳ ⌠ ᴴ ̆ ѿ

֓ ↕ᴪ ⌠Ȃ ̆₮ԍ ῃ ῒז ̆

ҩ ̂ ̃Ȃ 

 DSMC ף ѿ ԍ Ғ ᴪױז̆ ԍ ҳ

Ȃ ̆ ῃ  DSMC Һ ̆ᵖҳ ῒז

̂ᶛ ̆ ̃ Ȃ

ȂẼ ̆DSMC ᴪ Ḥ Ȃ ̆

ѿ Ḡ Ḃ̆ץ̆ ᶛ Ḥ ӊ Ḡ

⌠ DSMC ҬȂ  

 

ᵣ ҳ ̔ ҉̆ Ⱳ ̆

ᵖ Ҍ ѿҩ ᵣ ҳ Ȃ ҳ ҩ

ᵣ ᶛ  EC  DSMCȂѿ֓ ⅞ ᴪ̆

ῒ ֓ Ҭ Ȃ ֓ ᴪᴪ ̆ᶛ ᴇ

ṿȁ Ḡ Ȃ  

ICH GCP  DSMC 

 ICH GCP ‰↕Ҭ̆ ῃ

ᴪ̂ ҹ

ᴪ̆Ӟ  IDMC̃ Ҋ̔ 

ľ ᴪ ҺⱲ
̆ ԍ ȁ

ῃ ῏ ⱳ ᵀ̆
ҺⱲ ȁḱ
ȂĿ 
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DSMC ̔ Ҭ̆ ∆ᴪ׆ᴶ ѿҩ DSMCȂ

ԅᴶ ῃ ̆ ῒז ‗  DSMC̆ ̆ ᾢ

⅞ Ҭ № Ҭ ̆ ḱ ԍ Ҭ № ̆

Ҭ № ⱴ ̂  34 

̃Ȃᵖ ̆ ḱ  EC ‰Ȃ  

DSMC ⅞ ̆ ╠̆DSMC ⱳ Ȃ

ғ  DSMC ȁ Ȃ ᴪҬ ѿ ҳ

ȁѿ ѿ ᴶ Ғ Ȃ₮ԍ ̆ └ DSMC 

Ȃ  

ҹ ᾧ≠ ‖ ̆DSMC Ҍ ̆ᶛ ̆ Ⱳ ̆ ғҌ

ᴋᵥ ᵬ ȂDSMC Ҍᴪ ῃ ԍ Ⱳ ̆ ҹ Ⱳ

ᴪ ҹῒ ᶫ ȂDSMC Ἕ Ⱳ Ȃ 

 

DSMC ̔ Ⱳ ╠̆ ӥץ ᴆ ҹ DSMC 

ᶫῒ Ḥ ȂDSMC Ḡ

̆ Ḡ Ⱳ Ḡ Ȃ 

DSMC ץ ᴰ ῒ Ȃ Ҭ DSMC ᴋ

ᵥ ̆↕ ᶫ Ḥ ᶏץ̆ Ⱳ ‗ ץ ᵥ ֓

ט ȂDSMC ֽ Ⱳ Ȃ 

 

DSMC ᵬ ̔ ԍ DSMC ҍ ҳ ̆ ᾛ ῒ ҍ ῏

Ḥ ĺĺᶛ Ḥ Ȃ ̆  DSMC ᵬ ̆

Ȃ Ҋץ ̔ ȁ ȁ ≠ ‖

ȁᴪ ȁ ȁ ȁ № ⅞ȁҍ Ⱳ ῒז

ᵣԑꜚ ȁDSMC ᵀ№ ץ  DSMC ᴪ ̂Ὲ ᴪ

ᴪ ̃Ȃ 

 

̔ ᴪҹ  DSMCȂ

’̆ ᵬ ҉ץ ѿ Ȃ Ⱳ Һ

Ȃ 

 

EC  DSMC ֜ ̔EC  DSMC ӊ ԑꜚᴪ ҩ Ȃ

EC Ḥ ץ̆  DSMCȂEC Ӟ

ᴪ  DSMC  EC ᶫ ῃ ᾝ Ḥ Ȃ 
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תּ  

תּ ̔ תּ

ȁῒז

ȁ׃ ȁ ᴧ Ȃ

Ⱳתּ ̆ Ḥ  EC 

ӥҬ ̆ ῒז תּ

Ḥ ̂ ̃Ȃ 

EC ӥ ֜╠̆ᾛ ῒ

Ḃץ̆ ₮ҍ

῀ / ‰ ῏ Ȃ

ᵖ ̆ ᾢ ץ ҹ

ᶏ ױז Ȃῒזῤ

׃ץ ⌠ Ҭ ̆ᵖ

Ḡ ᾢ ץ ҹ

ᶏ ῒ ȂҌ ̆ Ҍ Ҥ

↕̆ ҹҌ Ҍ ↕Ȃ ֓ ̆ ῤ ⌠

׃ ̆ Ӟ  EC ӥҬ Ȃ׃ ̆ ғ ῒ ҍ

ԅ ᵬץ ῀ ⁞ Ȃѿ֓ ᴶ

׃ ׃ Ạ ῃҌ Ȃ ֓ ̆ Ҍ

ᶏ Ȃ 

ԍ תּ ̂ᶛ ̆ ȁ ȁ ̆ ̃ ⌠ EC

‰Ȃ ᴧ̆ Ӈ ѿ

̂ /ז ᾛ ҍӊ ̃ Ḡ Ҍᴪ ẫ ץ

Ҍᴪ ῀ / ‰Ȃ 

 

≢ ῀ / ̔ Ҭ ≠ № Ȃ

ҩֲ ᵣ Ҍ ҍ ̆ӞҌ ҍ

≠ ӊ Ȃᶛ ̆ Ҍ ȁ ӎȁ ȁ

ȁ ȁ ȁ ȁ ≢ ֲ̆

Ȃ Ҭ ֲҌ Ạ₮ ̆EC ̆

ֲ֓ ҍ ‗Ȃ  

 

̔EC ԍ תּ ҳ Ȃ

Ҍ Ḥ ӈ ̆ Ҭ ⌠ᵣ Ȃ ҬҌ

ῃ ̕ ễ̂ᵖ ץ ⌠ ễ̃̕

⌠ ‰̕ᶏ ľ Ŀ̆ᶛ ̆ ȁ ̕ᶫ

̕ ῏ Ḇ Ȃ  

ICH GCP ‰↕  

EC ץҊ ᴆ̔ 

¶ Ȃ  

¶ ḱ Ȃ  

¶ ӥ ӥȂ  

תּ ¶ ̆ᶛ ̆
Ȃ  

¶ ΎȂ  

¶ ῏ ễ Ḥ
Ȃ  

¶ Ȃ  
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ᾛ ҳ ̆ ғ ᶏ ᵣȂ ԍ

̆ ₃ ‰↕Ȃ2002 ̆ └ ҙ ᴪ (ABPI) ԊⱵ

└ ԅ ‰↕̆ Ҋ̔ 

 EC ԍ ῃתּ ҳ ̆ ᵖҌ ԍ̔  

¶ Ȃ  

¶ Ḥȁ Ԋ Ȃ  

¶ Ȃ  

¶ ԑ Ȃ 

 

Ḥ ̔  

¶ Ȃ  

¶ ᶏ ֲ Ȃ  

¶ ѿ֓ ‰Ȃ  

¶ ҍ Ȃ  

¶  EC ‰Ȃ 

¶ ῃ ᴪ /ז ҍҳ Ȃ  

¶ ᴋᵥ ᴪ ̆ᵖ Ҍף ᴋȂ  

 

ῒז ῤ ̔  

¶ Ȃ  

¶   

¶ ↓ҽ ῏Ὲ Ȃ  

 

Ҍ ᶏ ̔ 

¶ ῃ Ȃ  

¶ ễ ̆Ҍ ץ Ȃ  

¶ ⌠ ‰Ȃ  

¶ ľ Ŀ̆ᶛ ̆ ̆ Ȃ  

¶ Ȃ  

¶ Ḡ Ҍ Ḇ ῏ Ȃ  
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ICH GCP‰↕

ᶫ ӈ̂
̃Ȃ  

׆ ң ӈҬ̆ ױ Ҍ

̆ ץ

ҩ ҹҒҙȂ ң

ӈ ֲᵣ ̂ᶛ ̆ҳ

̃ №Ȃ 

ᵖ ̆ ӈ

ң ῒҬѿҩ̔

֟ ҳ ̆

ῒֲז Ȃ  

EC ȁ ץ

/ז∞

̆ Ȃ ԍ

֟ ҳ

̆

ᶫ ῤ

Ȃ ԍῒזҳ ̆ Ҍ

ῤ Ȃᵖ  EC 

Ҭ̆ ѿ ῤ ᵬ

ҹ ᵬ ז̆ ҳ ̆

ҩ Ҭ ҳ

Ȃ 

 

 

≠ ‖ ץ ӈҹ̆ҩֲ Ὲ Ғҙ Ҭ̆ ԍ ⌠ҩֲ Ὲ

≠ ̆ ‖ ҹȂ ≠ ‖ Ҍ Ҍ

ҹ̆ ԍ Ғҙֲ ̆₃ӍҌ ᾧ≠ ‖ Ȃ ≠ ‖

ֲӞ ᴪ ≠ ‖ ̆ ҹז/ Ҍ ҹȂ ̆≠ ‖

ץ ̆ ᶏ ᴋᵥҌ ҹȂ  

└ ҙ ֲ῏ Һ Ȃ2009 ̆ѿҩ ̆

ľ Ŀ ‰↕ ױז  EC ҍᴑҙӊ ῏ Ȃ  EC 

≠ ‖ ᶏ ױ ꜛ ȁ Ҍᴪ

⌠ ‖ ≠ ҌῈ Ȃ≠ ‖ ᶛ ᵖҌֽ ԍ̔ 

¶ Ⱶ ῒז Ꞌ̆ᶛ ̆ Ȃ 

¶ ̆ᶛ ̆ ȁ ῒז Ȃ 

¶ ֟ ̆ᶛ ̆Ғ≠ȁ ≠ Ȃ 

ICH GCPĺĺ ̔ 

ľ ȁ ץ
ץ̆

̕
ᴆ̕

ῒז Ⱳ ȁIRB/IEC /
῏ ᴆ

ȂĿ 

 

2008 ̆ ĺĺ

̔ 

ľ ֲ ֽ
ֲ

Ȃ ẫ
ⱬ ғ

ῤ ῒז ḠẫҒ
ȂḠ ᴋ

ῤ ῒז ḠẫҒ
̆ Ҍ ֲ̆ ױז

ӥȂĿ 
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≠ ‖ ⌠ ̆ Ḡ Ҍᴪ ̆Ҍ

̆ ֓ ’ ᴪ ᵣ Ҭ ᾣȂ ȁ  EC 

≠ ‖ ץ ױ ץ̆ ῏ ᵣ ᴋȂ

≠ ‖ Ḃץ̆ ȁ ȁ ≠ ‖ ȂEC Ӟ

≠ ‖ ‗ EC ׆ Ҭ ₮Ȃ Ӟ  EC 

ȁ ҩֲ ≠ ‖ Ȃ ץ

’̆ᾛ ҳ ễȂ 

ĺĺ ᵥ ≠ ‖ ̔ ‖ ‗ Ҭ ῃ ᾧ └

̕ױ Ḥ ≠ ‖ ̕ ᴶ ‰↕ ≠ ‖

⌠ ᵞȂ  

 

ҳ Ḡ ҍ ễ 

ễ └ ҳ Ҭ Ҍ≠ ’ ҹῒ

ᶫ Ḡ Ȃ ễ ץ ҩֲט ᴴ Ȃҹ ᶫ ễ

└ ̆ ễֲ ץ ӯҳ Ḡ Ȃ ѿ ̆ҳ

ץ ḠץḂ ԍ ҍ

Ҍ≠Ԋᴆ ⌠ ̂

̃Ȃ ̆ ⅞ ҳ

ӈҹ Ȃ ’Ҋ̆

ẫ Ḡ Ӟ Ҍ ט

̆Ӟ ̆ ȁᵟ

̆ ᶏ Ҍ ҍҳ

Ȃ  

ҳ Ḡ Ҋץ ᴋ̔ 

¶ ҳ Ҭ ҙ

Ȃ 

¶ ֟ ᴋ̆ץ Ҭ ֟

ᴴ Ȃ 

¶ ᴋĺĺ

̆ ҍҳ

ӄ ᴴ ̂

̃ ̆Ҍ ᴋ ̆

ᶫ ễȂ 

 

2009 ̔ľ ѿᵝ
ꜜⱬҊ̆ѿ ҹ ֙ ҍ
ԅ₮ט ҆ ễ ̆ ̆ ᵝ

ԅ ҳ ₮
Ғ ̕ ễ Ҍ ̆ᵖ
ѿ ҆ ᾝȂ ̆

ᴆ ᴪ Ȃ
֓ ף̆ ѿᵝ Ҭ ҉

̕
̆ ҩ Ҭ

ⱬԍ ⱴ ῃ Ҭᶏ
⌠ᴴ ף̕ ѿᵝ ῒ҇

ױז̆ ѿ
ꜛ Ῥ Ҭ ⌠
ԅᴴ ̕ ₮ ̆

ѿ
Ҭ ⌠ԅᴴ ף̕ ѿ
ῒ №

₮ԅ ȂĿ  
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ᴑҙ Ⱳ ҳ ҳ Ḡ ̆EC ᴪ ⌠ѿᴍ Ḡ

◐ ̆ Ⱳ Ὲ ̆ ⱬḠ Ḡ Ȃѿ֓ EC Ҍᴪ

ҳ Ḡ ễ◐ ’Ҋ ӥȂ  EC ӥ

‰ ̆ ‰ Ḡ Ȃ 

ԍ ᴑҙ Ⱳ ҳ ̆ ῒז ≠ Ⱳ Ḡ

ễȂ Ⱳ ᶫ ҳ Ḡ ễḠ ץ  EC ‰ ҳ ῏

ҹȁ ᵣᴴ ғ ᶏ ᾧԍ ט

ễ ễ ᴋȂ Ҍ ҹ ᴴ Ӟ Ҍ Ḡ

Ⱳ Ḡ ӊῤȂҌ ̆ ᴑҙ Ⱳ Ⱳ Ҍ ễ ᴋ

ᶛ ̆ ֓ ӥҬ Ȃ   

ѿ֓ ̆ ≠֒̆ ѿҩ ̔ Ҍ ᶫḠ ễץ

Ḃ Ⱳ ᴋ̆ Ҍ ҳ Ȃᵖ Ҍ ‰↕Ȃ

ѿ֓ ̆EC ᴪ ⱴ ᴋ̆ץ ԍḠ Ὲ Ҍ ̆ ῒ

ז ̆ Ⱳ ᴪҹ ᴴ Ȃ 

↕ ̆ ᴑҙ Ⱳ ᴑҙ Ⱳ ̆ ҳ Ḡ /

ễ̆ᵖ Ҍ ̆ ᴋ/Ḡ ȁ ᴪ Ȃ  

 

Ḡ ̔  EC ֜ѿᴍ ᴆ ◐ ̆

ѿᴍ Ὲ ȂḠ ̆Ӟ ᴪ Ҍ ѿ

ҩ Ȃ ֜  EC ̆ץҊῤ ҳ Ḡ Ҭ ̔ 

¶ ȁ ȁḠ Ὲ Ȃ  

¶ ȁ ȁ ֙ Ḡ Ȃ  

¶ Ḡ Ȃ  

¶ ᴋ ĺĺ ֲ ῃ Ȃ  

¶ Ḡ ȁ ט Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ ᴆȂ  

¶ ⱴ ḠȂ  

¶ ᶫ Ḡ Ȃ  

ט ¶ ῍ Ḡ Ȃ  

 

 ICH GCP̔  ICH GCP ‰↕ ҳ

ᴋ Ḡ Ȃ    
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ҳ ᴆ ֓ᶏ ᵀ ץ ᴆȂ ױ

ȁ Ⱳ ԅ GCP Ȃ

Ҭ Ⱳ ᴆ ̆ ץ ⱳ Ȃ

֓ ᴆ Ⱳ ȂEC ץҊ

ᴆ̔  

¶ Ύ̔ ╠ҍᶫ ῏ Ḥ ֜

Ȃ  

¶ ḱ ̔ Ⱳ /ḱ

Ȃ  

¶ Ȃ 

¶ ᴆȂ  

¶ ᶫ ῒזӥ Ḥ Ȃ  

תּ ¶ Ȃ 

¶ ԅ ᵬ ῒז ᴆȂ 

¶ SAE ῏ Ȃ  

¶ Ҭ Ȃ  

¶ Ȃ  

 

ԅ ֓ ICH GCP ‰↕ ᴆ ̆EC ᴪ ῒז ᴆ̆ҽᶛ

Ҋ̔  

¶ ҳ Ḡ ӥȂ  

¶ ᶛ  (CRF) ῒז ԍ Ȃ 

¶ Ⱳ ễ ӥȂ 

¶ ≠ ‖ Ȃ 

¶ Һᴋ ̆ ̆ ғ

Ȃ 

¶ ῏ Ⱳ Ȃ  

¶ ῏ҳ Ḡ Ȃ 

׃ ¶ ̔ ט ῤ ῒז Ғ ̆ᵬҹ ׃

ꞋȂ 

¶ ̔ ט ̆ᵬҹῒ ֲ ꞉Ȃ 

ט ¶ ̔ ט Ꞌ̆ᵬҹῒ

ҍֲ ꞉Ȃ 
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֓ └ └ ̆ ҳ /ҳ ╠̆

Ὲ῍ ΎȂᶛ ̆ ԍῈᴧ ̆ ᾧ ῏

ҳ Ḥ Ȃ ᶫԅ ץ ̆ ⱳ

Ȃ ᴪ  EC ҳ Ύ ׆

Ȃ  

ԅѿҩ ̆ל ҳ ΎȂңҩҌ

ꜚԅ ̔ ℮Ȃ 

 

Ύ̔  20 ҕ ף 90  ̆ ῏ Ὲ

ᴧ Ύ ῏ ҳ Ḥ Ȃ ῏ ԅ

֓ ֲ̆ᶛ ̆HIV/AIDS ̆ ҹ ⌠

ҍ ₃ Ȃ  2007 ̆  FDA └  II/III 

̂ Ҍ  I ̃ Ύ̆ ҹ ԍ Ȃ

╠ Ύ̆ Ҍ ׆ ҹ ԅ └ Ȃ   

Ӟ ԅ Ύ ̆ Ύ

ȂEC ҳ Ύ ̆ ῒ ᵬ ῤȂ 

 

℮ Ύ̔  2004 ̆ ℮ ᴪ (ICMJE) ԅ

ѿ ̆ⱴ ̂ II-IV ̃ Ὲ῍ Ύ

Ύ̆ץḂ ῒ ℮Ҭ Ȃ ԍ 2005  7 ҹ └ ̆

ⱴ╠ ΎȂ  I Ȃ ѿ ֽ ѿ֓

ҕ  (WHO) Ύ Ȃ ῀ ҍ ľ
ẒṝĿ ῏̕ҍ ̆ ⱳ ℮҉

Ȃ Ẓṝ Ḃ Ҭ₮ ԅ ľ ⱳ ᶛĿ̆ Ԋ

ԅ Ȃ ̆ Ύ ᴪ ̆ ׆֓

Ȃ 

Ύ Ḃ ̆ ╠ Ύ̆ Ӈ

ᴪ Ȃ ₮ Ȃᵖ ̆ ⌠

̆ ѿ № ℮ ԅ Ȃ ℮ ױ ᵬ ҬҌᴪ

Ȃ ѿ № ℮ ᶏ  WHO Ύ Ȃ  EC 

Ύ ‰↕̆ ҹ ‗ ԅ EC Ύ ׆

Ҭ ᵬ Ȃ  

 

ICH GCP/ Ύ̔ICH GCP ‰↕ ѿҺ ̆ᵖ 2008 

ⱴԅѿҩ ̔ľ תּ ѿҩ ╠̆ ҳ
Ὲᴧ ΎȂĿ  
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Ύ ̔ ῒ ̆ ץ̆ ↓ȁ ȁ ̆₃

Ӎ ≠ Ⱳ ᴪ Ύ

(http://www.clinicaltrials.gov ) Ύױז  II/III Ȃѿ֓ Ⱳ ᴪ Ύ IV 

̆ ῒז↕ҌᴪȂ ԍ └ ᴑҙ ̆ Ύ

ѿ Ύ ̆ ҹ ԍ Ύ  FDA Ḥ ғ ῃ

Ȃ 

ҳ ̂Һ Ⱳ ҹ ≠ ̃ ԅᴑҙ Ⱳ

Ȃ ̂ᵖ ῃ ̃  FDA ̆

֓ Ύ Ύ̕  FDA 

ҹľ Ⱳ Ŀ Ȃ / ԅ Ύ ̆ ᴪ

ҹѿ֓ Ȃᶛ ̆Ҭ ȁ ≠֒ ῌȁ ȁ ῌȁᴚ ȁ

ȁ ῌ Ύ Ȃ  

ῒҬѿ֓ ҹԅ WHO ѿ Ύ ̆ ῀ ҩ ̆Ӟ

ҳ Ύ  (http://www.who.int/ictrp/en/ )Ȃᵖ ̆ ѿ֓

 WHO ѿ Ύ Ҭ Ύ ̆ ױ ῀ WHO Ύ

Ȃ  

 

 

Ⱳ ȁ ҉ ᴋẠ₮ ꜜⱬ̆ ҳ Ὲ

ȂҌ ̆ ↕ ℮҉ ֜ ₮ ̆ Ӟ

Ȃ ᵥ̆ ֜  EC ̆ ᶫ

῏ Һ Ḥ Ȃ Ύѿ Ὲ

ᴧ ҳ Ύ Ȃ ῏ ̆ ֓ └ Ȃ

Ὲ ᾢ Ȃ  

 

http://www.clinicaltrials.gov/
http://www.who.int/ictrp/en/
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EC  

EC ҹ ѿ ӥ

‰ ᵬ  (SOP)̆ ᶛ ̆

ȁ ȁᴪ ‰ ȁ ᴪ

ȁ ȁ ῃ ȁ

ᴪȁEC 

̂ ̃ȂEC  SOP 

 ICH GCP ‰↕  

EC Ҭ ῏ Ȃӊ

ᴪ Ȃ  

 EC ѿ ’

 SOP̆ ҹ

ῖ  EC SOPȂ  

ICH GCP  

EC ĺĺҽᶛ 

¶ EC Ḡ ≠ȁ
ῃ ẫ Ȃ ל
̆ ԇ ≢῏ Ȃ  

 
¶ EC /  EC 

ῒז ῏ ᴆ
Ȃ  

 
¶ EC ץҍֲ ≢

ҹ ̆ ҩ Ҭ
̆ ѿ ѿ Ȃ  

 
¶ Ҭ ֓ῤ ⌠

ῒ ף ᾢ ̆EC 

∞ / ῒז ᴆ
ԅ ῏ᴶ

̂ᶛ ̆
’Ҋ̃Ȃ  

 
¶ EC ט

ץ̆ ḠҌᴪ₮
ⱴҌ Ȃ

ᶛ№ ̆ Ҍ ῃ ҍ
’  

 
¶ EC Ḡ ῏ ט Ḥ ̂

ט ȁ ץ ט ⅞̃ ӥ
ӥץ ῒז ֜

ӥ Ḥ Ҭ Ȃ ᶛ ט
̆ ԇץ Ȃ  

ICH  

EC  

ȁⱳ ץ ᵬ 
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3.4 EC  

 

ֲ Ḡ ‰↕̆ᶛ ̆  ICH GCP ‰↕̆ ԅҳ

ᴶ ↕Ȃᵖ ̆ ֓‰↕ ᶭ ԍ

Ȃ ̆EC ῒ Ȃ  

 

 EC /   

ֲ

̆ᵖᴶ ҍ ≢

ᶛȂᴶ

ץ ᵀҍ ῏

̂ ̃Ȃ   

 

ľ Ŀ ҹ

ᶫԅ ̆Ӟҹ‗  EC 

ľῃᵣ Ŀ
ľ Ŀ ᶫԅ

Ȃľ ᵞ Ŀ
Ҭ Ҍ Ҍᴪ

ԍ ⌠ ᵣ

⌠ Ȃ 

‗ ץ  EC Һ

└ Ȃ Һ ѿ ᶏ

‰

Ȃ  

₃Ӎ ∆ ῃ

 EC ̆ ᴪ

ҩ EC ȂEC ᴪ

ľ ȁ ῃ

ḱ ԍ Ŀӊ Ҭ

₮ № ̆

‰↕ ‗̂ ̃Ȃ   

 EC ̔

/ץ

ῃ  EC Ȃᵖ ̆

ԅ ҩ  EC ȁEC 

ץ  EC Ҥ Ҍ Ԋ

ᴆ ḱ Ȃ  

   ῃ  

 

ᵀ 

 

 

 

‰  

 

ң ҳ  EC ĺĺ ῃ Ȃ

ӈ̆ ᴪ ῃ ̆ ҹ

ҍ ῏Ȃ 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

US FDA  EC  

1998 ̆  FDA ԅ /ץ

ῃ  EC Ȃ №ῤ

ῒҬ̆ ҹ ҍױ

ҳ ῏ȂץҊῤ ԅ

׆ ԍ∆  IRB ≢

↓ Ȃ 

ľ ≢Ȃ 

ᴆ (a)  (b) 
ҳ Ȃ 

(a)  Ҍ
Ȃ ̔ Ҍ ԍ

֓ ҉ ̆ ᴪ
ᵞҍ֟ ᶏ ῏

Ȃ 

(b)  ң ̆(i) Ҍ
ҳ ̕(ii) 
‰ ғ

ῒ ‰ ᶏ
ȂĿ 
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ICH GCP  EC ̔ICH GCP ‰↕

ԅ ῏ EC ᵬȁ

Ḥ ̆ᵖ ΐᵣ

ῃ  EC Ȃ 

 

 

EC ҹ ҳ

ץ̆ ᾧ ԍҌ

ӊҬȂ ᴪ ∞

̕ ֓

↕ ֲ

ᵀȂ ᶛ̆ ҳ

 EC ѿ №̆ ѿ Ҭ

ᴪ ⌠ EC Ғҙ Ȃ

ҳ ᴪ  EC ╠̆

Ȃ ̆ ҩ  EC 

╠ᴪ ᶛ ₮ ᵝ

EC Ҭ ׆̆ ῏

Ḥ ̆ ѿҩ Ạ Ȃ 

ᴋᵥ ѿ֓

‗ ḱ

Ῥ ᵀȂ ╠

ȁ ӎ ҳ ╠Ḥ / ᶏ ԅ

Ҍ ‰ ҳ ₮

’Ҋ Ḥֲפ

̆ Ȃ ᴪ

ԍ ӊҬ̆

Ӟᴪ ֲⱬ ⱬ̆ ֓ ץ

ԍῒ ӊҬȂ 

 

 

 

EC ᶛ  

Ҭ ҊḤץ

Ȃ 

 

ֲ ̔ 

̔ ̕EC 

̕ ᴶ ̕ Ⱳ

Ȃ 

̔

̙ ԅ ̙

̙ Ҍ ̆ ₮

Ȃ 

 

Ḥ ̔ 

̔תּ Ҭ

תּ ̕ תּ ̕

̕⌠ ╠ҹ ̆

ԍ (a) ӥȁ(b) 

ץ  (c) ֙ ₮

̕⌠ ╠ҹ ̆ ԍ (a) Ҍ Ԋᴆ

 (b) Ҍ

̕ ̕ תּ

⌠ ̙ ̆ ΐᵣ

̕ ⅞ ҉ ⱴ

̙ 

ῃ ̔ Ҭ₮ ᴋᵥ

⌠ Ҍ ̙ 

ḱ ̔ ѿ Ҭ

ḱ ̙ ̆ ҩ

ḱ ḱ Ȃ 

Ҥ ҳ

̔ ѿ Ҭ̆ ̆₮

Ҥ  GCP ’

̙ 

ῒז ̔ Ҭ ῒז

ᴪ ’ ̙ ѿ

ᴶ ̙ 

̔Һ ̕ᶏ

ᵣӥΏ ̕ ֜ Ȃ 
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ҳ ∆ ӊ ̆EC 

Ȃ ᴶ Һ Ḡ ᴶ ҉ Ȃ ∆

ѿ ̆ ᴶ ԍ ȂEC ‗ ᴶ

≢ ץ̆ Ḥ Ȃ ѿ ѿ ̆EC ‰

̆ Ҍ Ȃ 

/ ᴪ ᶫ  EC ‰ ҳ ̂Ӟ Ạ

̆ ̃Ȃ ╠ ֲ ȁ

ȁҌתּ Ԋᴆȁ ₮ȁ ץ ḱ / ̂ ╠ ̃Ȃ 

ҳ ̆ ױ ᵀ Ҍ

ᵀ̆ ᴪ ₮ѿҩ Ȃ   

 

  

ҳ  EC ‰ ̆Һ ̂Ӟ ḱ

̃  ECȂ ң ḱ ̆ ̆ ḱ ḱ Ȃ  

ḱ ̔ ḱ ֓ Ҭ ῃ

Ȃ ḱ ᶛ ̔ ȁ

ȁ ֲ ̂ᶛ ̆ᵀ ֲ ȁ ȁ῀ /

‰̃ȁ Һ ץ̆ ᴆ̆ᶛ Ḥ Ȃ

₮ ԅ ḱ ̆ ╠ ⌠ EC ‰Ȃ  

 

ḱ ̔ ḱ Ҍ ԍ ᵞ

ḱ Ȃҽᶛ ̆ ḱ ̔ ȁ

̆ Ȃ ₮ ԅ ḱ ̆ ‗  ECȂ 

EC ӊ╠ ‰ ḱ ̆  EC ‰╠̆ ḱ Ҍᴪ

Ȃ ḱ ӥ ȁ ῒז ᴆ

҉ ̆ᶛ ̆ ῃ ̕

ᴇṿ̕ ̕ ᶫ ῃ Ȃ ̆

Ⱳ  EC Ȃľ Ŀ ҹ ḱ

ᶫԅ ̆ᶛ ̆ ῃ  EC Ȃ 

 

ḱ ῃ ̔ѿ֓ Ⱳ ̂ᴑҙ ₮ ̃ ḱ ῃ  

EC Ȃ Ⱳ ץ Ḡ Ȃ

ḱ ȁ῀ / ‰ ᴪ

̆ ῃ  EC ȂEC Һ ᴪ ‗ ῃ  EC 

Ȃ  
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Ҍ Ԋᴆ ₮ Ҍ ⌠ ȁ ȁҍ

ᵬ ῏ Ԋᴆ̆ ҹ Ȃ 

 

Ҥ Ҍ Ԋᴆ ₮ Ҍ ᶫ ᵣ ̆Ҍ ╕ ̆ ԅץҊ ̔

֙ȁ Ҍ ᶫ ᵣ ȁ ᵟ ᵟ ȁ /

/ᾢ ԊᴆȂ Ԋ Ӟ Ҍᴪ ֙̆ᵖ

ᴪ ᵟ ̆ Ӟᴪ ᵬ Ҍ ᶫ ᵣ ̆ ̆

∞ ̆ ױ ᴪ ῀ ғ ץ̆

₮ ӈҬ ↓ Ȃ 

 

Ҍ Ԋᴆ № ̔ Һ Ҍ Ԋᴆ ȁ ᴆ ȁ№

№ Ȃ№  6 ̔ Ҍ Ԋᴆȁ Ҍ ԊᴆȁҬ Ҍ Ԋᴆȁ

Ҥ Ҍ Ҍ Ԋᴆȁ Ҍ Ԋᴆץ Ҍ ԊᴆȂҌ Ԋᴆ

̂ ᶫ ῏ ̃ ӈҹ ῏ ȁ ȁ ȁ

ѿ Ȃ  

 

Ҍ Ԋᴆ  EC̔ Ҍ Ԋᴆ  EC̆ ᶛ ̆ Ҍ

̂ ᴪ ֲז ̃ Ҍ Ԋᴆ̂ ̃Ȃ

 EC Ҍ Ԋᴆ Ҥ Ҍ Ԋᴆ ӈ Ҍ Ȃᶛ ̆ѿ֓ EC 

ҍ Ҥ Ҍ Ԋᴆ

῏ ̆ ѿ

֓↕ ҍ

⌠ Ҍ Ԋ

ᴆ Ҥ Ҍ Ԋᴆ

̂Ҍ ӊ╠ ӈ ̃

ץ ῏ Ȃ  

Ҭ

̆

Ҍ Ԋᴆ

֜ ҍ  

ECȂ

Ҥ ᴴ

Ҭ ̆EC Ả

ῒ

‰ȂEC ꜚ

̆ ᶫѿᴍ

̆

̆ ȁ

ץ

Ȃ 

ᶛ 

Ҍ Ԋᴆ
 

 

Ҍ Ԋᴆ

⌠ ̙ 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Ҍ Ԋᴆ

῏ ̙ 

 

 AE ῏ ̙ 

ⱴԅ

̙ 

 

 

 

Ҍ Ԋᴆ 

 EC  
 
 

 AE  EC  
 

 

 

 

 

 

 

 

 

 

Ҍ̆ 

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 

ᵀ

Ҍ Ԋᴆ 

Ҍ Ԋᴆ 

 

Ҍ̆ 

 

 

Ҍ̆ 

 
 

Ҍ̆Ả

 
 
 
 

Ả  
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 

Ҍ̆Ả

 
 
 
 

Ả  
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Ҍ Ԋᴆ Ҥ Ҍ Ԋᴆ  EC ԅ ≢ ̆ ҹױז ӎ ῏

֓Ԋᴆ ԍ ῃ Ḥ Ȃ ̆ Ҍ

ᵀ̆EC ԍ ֓ Ạ₮ ‗ Ҍ ≠ Ȃ ᾧ

ֲפ ’̆ └ ѿ ‰  EC Ҍ Ԋᴆ

Ȃѿҩ Ⱳ ҹ  EC ᶫѿᴍ

Ḃץ̆ ῃ ̂  3 ҩ ѿ ̃Ȃ ҉̆

╠ ѿ ̆ל Ҍ Ӟ ᴪ ҹ ᶛ̆ᶛ ̆ Ҍ Ԋᴆ

Ҍ ҩ ѿҌ Ԋᴆ Ȃ   

 

⌠  

Ḡ ̆ ᵥ Ҭ₮

̆ ȁҍ ῏ ᴪ Ȃ

 EC Ạ ̆ᶛ Ҍ Ԋᴆ Ҥ Ҍ Ԋᴆ̆ᵖ ֓

Ԋᴆ ӊҬ ғ ҹֲ Ȃԅ ⌠ Ҍ Ԋᴆ ῒז

Ȃ ̆EC  EC Ȃᶛ ̆

Ҍ Ҍ Ԋᴆ̆ ȁҍ ῏ ғ ⱴ

Ҍ ԊᴆȂ Ҍ Ԋᴆ Ȃ ̆Ӟ ₮ ῒז

̆ᶛ ȁ Ḡ ̂

ᴴ ̃ȂEC ӥ Ḃץ̆ ץ ȁ ֓

Ȃ 

 

 

⌠ԅ ≠ ῃ̆ᵖ ᴪ ⌠Ҍ

₮ Ȃҹ Ḡ ̆EC ѿҩ ԍ

Ḃץ̆ ױז₮ ̆ҹ ₮ Ȃ 

 

 

Ҍ ᵥ  EC ‗ԅ № ҩ ̆EC ‗ ̆ ᶫ ῏

Ȃ ̆EC ҹ ᶫѿҩ ᶫῒץ  EC ҉ Ȃ ̆EC 

‰ ‗ ̆ᵖ EC Ӟ ẁ Ȃ ֓

̆ ҉ ԍ ECȂ ’Ҋ̆ Ḡ҉

Ҍᴪ  EC  EC Ҍ Ȃ 
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ѿ  EC ‰ ҩҳ ̆ ֲ ᴋ Ҭ

 EC ‗ Ȃᵖ ̆Ԋ Ҍ ȂEC ῏

└ Ҍ ҹ̆ᶛ ֲ ȁ Ⱳ

ץ ῤ Ȃ Ҍ ҹ ̆ ῒ ᵀ Ҍ

ҹ ₮ ץ̆ ḠḠ Ȃ ֓ ̆₮ Ҍ

ҹ Ȃ 

 

 

Ⱳ ȁ  EC ץ Ả № ῃ ̆ Ȃ ₮

ȁ Ҍ ҹȁ  EC ᵀ

̆EC ᴪ Ả ‰ȂEC ῏ ץ̆ ᵥ Ả

№ ῃ ȁ ᵥ ≠ ẫ ץ

Ả ‗ ῒז Ȃ 

Ύ ’̆ ̆ 2009 ⌠ 2006 ׆̆ 4   9,878 ɒ

Ả ᴑҙ Ⱳ ̕109 ɒ Ảȁ990 ɒ  142 ɒ

⅞̆ ̆ Ả ѿ῍ ԅ 12.7%Ȃ ӊҊ̆ ᴑҙ Ⱳ Ҭ

 18.0% ⅞ Ȃ      

ҳ Ả ҍ Ԋᴆ ῏̆ᶛ ֙̕ ₮ Ҍ

ḱ ̕Ҍ Ԋᴆ Ҥ ̕ Ҍ ҹȂ Ả

⌠ Ḥ ≠ ẫ Ȃ  

֓  EC ‗ ҳ ̆ ᴶ ȁ

‰ҳ Ҭ ̆ ԍ ⌠ԅ Ȃ

Ⱳ ᴪ ꜚ ȂDSMC ᴪ̆Ӟ Ҍᴪ̆ ‗ └

Ȃ Ӟ ₮ԍ ̆ᶛ Ⱳ ᾢ ᴨᾢ

⁞ ̆ ֟Ȃ ҍ ҩ Ҭ Ӟ ᴪ ԍ

̆ᶛ ̆ ᵞ תּ ȁҬ ֲ ȁ ≠ ȁ

Ȃ    
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3.5  

Ḡ ‰↕ └  

ҳ Ҭ ԅῃ ̆ ҹ ԍ ᴑҙ Ⱳ ҳ

‰↕ ῤ ⌠ԅ ɂɂICH GCP ‰↕ȂICH ӈ

̔ľ ҳ  (GCP) ҉ ȁ ȁ ֲ
ҍ ᴶ ҉ ‰Ȃ ‰ ᶏῈᴧ

Ḡ ≠ȁ ῃ ẫ ̆ Ḡ ҳ
ȂĿ 

ᵣ ῃ ‰↕̆Ҍֽ ȁ Ⱳ ̆

Ҭ ֲ ȁEC ȁ ȁ ȁҳ ȁ ץ

Ȃᵖ ̆ ҳ ῤ ᴪ ֲ Ḡ ⅞ (HRPP) ӈ

└ Ḡ / └ ȂHRPP ῤ ᴪ

̆ ᶭ Ҍ Ȃ  

ӈ̆ Ḡ ⅞ ꜚ ץ̆ Ḡ ԅӥ ‰

ᵬ Ȃᵖ ̆ICH GCP ‰↕ Ҭ ⌠ ꜚ  SOPȂᶛ

̆ICH GCP ‰↕ ̔  

¶ ľIRB/IEC ῒ /  IRB/IEC ᴋᵥῒז ῏ ᴆ
ȂĿ 

¶ ľ ȁ ⌠ ץ̆
ᴋ̆ ȂĿ 

 

ᵖ ̆ ң ӈ ҳ ָӇ̆

ױז ӈȂ ȁ  EC └ ꜚ

̆ ҹ ӎ ‰ └ Ȃ  

Ḡ  (QA) ҳ ῤ ̆ ҹ ̆

Ȃ ᶫ ֟ ̆

֓ ҹ ᶏ Ȃ ץ Ҋ ₃ҩᴪ Ҭ̆ᴪ Ҍ

ᵣ ᴑҙ Ⱳҳ Ҭ  QA ̆׆

ҳ ╠ ⌠ ҳ Ҭ Ȃ ֟

Ҭ ԅ ̆ ᴪ ‗̆ № ᴪ

ҹҌ ׆̆ ׆ Ҭ− Ȃᴑҙ ѿ ᴆ̆

Ḡ ץ̆ Ḡ ғ‰ Ȃ 

ѿ ̆ ᴑҙ Ⱳ ҳ Ҍ ȁ ҈ ̆

ҹ ᴪ ‰ Ȃᵖ ᴑҙ Ⱳ ᶫ

ԅ ῏ ‰ ԍ ӥӊ ῒז ῒז

ῃ Ȃ ‰ ȁ

ḱ ̆ᶛ ̆  X Ȃ ̆

ᶛ ̆ ҳ Ȃ ҳ ҌᴪἝᴑҙ Ⱳ

̆ᵖӞᴪ ֓ ⱴ῏ Ȃᶛ ̆2004  (EU) ҳ

̆ ̆ᴋᵥҳ Ⱳ  ICH GCP ↕̕
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ľ Ⱳ Ŀ̂ ҩֲȁῈ ̃ ῃ ᴋ̆

ȁ ȁץ Ḡ ῤ Ȃ  FDA ᵌ

Ȃᵖ ̆ ̆ Ҍ ԍῃ Ȃ   

 

Ҋ₃ץ Һ ֟ Ҭ Ḡ Ȃ ȁ

ȁ / ΐ ֓ ᴪ Ҍ ̆ᵖҺ

ᵌ Ȃ ҹ ҙ Һ ֟ ̆ ױ Ȃ

⅞ ̆ ҳ ╠ ҳ ̆ᴪ ҩ

̆ ҹ Ҋҩ ᶫ Ȃ  

ᴪ ̆ ҳ ╠ └ ̂

̃Ȃ׆ҳ ╠ ⅞ Һ ̆ ץ ѿ

̔ ѿץױ

̆ ғ ῃ

 

(GLP)Ȃ ҳ ╠

̂ᴪ

̃ ȂGLP r ԅ

ѿ ↕̆ ↕ ᶫԅѿ

̆ᶏ ῏ֲ ץ

ῤ ⅞ȁ ȁ

ȁ

Ȃ  

ѿҩ Ḡ ῤ

₮ ᶫ ֟ҬȂᶫ

ѿ

֟̆ᶛ ̆

֟ ̆ Ҍᴪ

῀ Ȃ ֟

ӈ

└̕

ץ̆ Ḡѿ

Ȃ  

ҳ ╠ ҳ Ҭ̆ Ⱳ ᴪ ῤ ̆

ᴆȁ Ⱶ ᶫ ῏ Ҭ Ȃ  

ҳ ╠ᶫ ₮ ȂӞ  100 Ҭ  4 ԍꜚ

ȂῒҬ  100  7 ῀ҳ ⅞Ȃ ȁ ӎ

ӎ Һ ₮ Ȃ ḠҤ ҳ ╠ Ḡ ̆ ῏ ̆

ҹ  (IND) ῀ҳ Ҭ̆ Ḥ Һ Ȃ 

ҳ Ҭ Ḥ ‰ Ȃ ֟

̆ ֓ ҹ Ȃ ᶫ ץ ԍ ╠̆

ᴪ ᶫ Ȃ ‰ ̆ ᶫ ԍ

̆Ӟ ᴪ ҉ ֲ҆Ȃ 

 

ҳ ╠ 

 

ҳ  

 

Һᵣ  

 

 

Һᵣ  

 

 

 
 

(IND) 

 

Ⱳ  

Ҭ  

 

Ⱳ  

ῤ  

 
  

(NDA) 
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ҳ Ḡ №ҹ ҩ ĺĺ ╠ȁ Ҭ ̂

̃Ȃ 

╠ QA ꜚ̔ ‰ ̆ Ⱳ Ḡῒ ғ ᴶ

̆ ‰Ȃ Ⱳ Ḡᶫ  GMP ץ

Ύ Ȃ  

Ⱳ ᴪ Ḃץ̆ Ḡ Ҭ תּ

ȁ ΐ ῏ ץ̆ Ҭ ᾟ Ȃ

ҳ ȁEC ȁGCP ꜚȁ ⱵȂ

֓ ԅҬ ⱲῈ ̂ľҳ ⱲῈ /ҳ Ҭ Ŀ̃̆ץḂ
῏ ̆ Ḡ Ȃ 

ҳ Ḡ  (QA) №ҹ ҩ ĺĺ ╠ȁ Ҭ Ȃ

Ⱳ № ȂEC Һ  EC ȁ ȁḱ ȁҌ Ԋᴆ ȁ

ץ  (*)ȂҌ ᵣ  ICH GCP Ҭ Ȃ   

 QA 
 EC ĺĺGCP ĺĺ ⱲῈ  

Ҭ ≢  QA 

╠  

 

Ύ 

 

Ҭ ᵀ 

 

 

 

 

 

Ḡ  
 
 

EC * 

  

 

ḱ  

Ҍ Ԋᴆ  

 

Ҭ  

 

 

 
 
 

EC * 

 

  

 

 

№  

 

₮  

 
 

EC * 
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ѿ Ҭ ̆ Ⱳ ᴋ Ḡ  GCPȁ

ᶛ̆ Ҭ ᶛȂ ᴪ ᴋⱵ̆ץḂᶏҬ

Ȃ Ⱳ ᵀ̆ ̂ҳ

ȁ ȁEC ҳ ̃ Ҭ ץ̆ Ḡ ᴋⱵ

̆ ῃ ᶛ ᶫ Ȃ ╠̆ Ⱳ ᴪ

ᶫ ̆ ‰ Ḡ ễ Ḡ ץ̆ ₮ Ҍ ᶫ

’Ȃ Ҭ̆ ᴪ ⌠ ̆ҹ ̆ Ⱳ

Ⱶ Ȃ ᴪ ԍֲ /₮ ӥ̆ ֓

Ҍᾛ ₮ Ȃ ╠̆ Ⱳ Ҭ

̆ ᴪ ῃ  ICH GCP ‰↕ץ ̆ ғ

Ḡ ῃ ׆ ῤ Ȃ ╠̆ ᴋ̂ Ⱳ

ꜛҊ̃ ֜ EC ץ ‰Ȃ  

 

Ҭ  QA ꜚ̔ Ҭᴪ  QA ꜚȂ ꜚ

Ⱳ ̂ ̆  EC̃ ֜Ҍ Ԋᴆ ȁ ҍ ᴆҌ

ȁ ‗ ץ Ȃ Ⱳ Ҍ ̂Ҥ

⌠ ̃ ῏ Ȃ ֓ ῃ

ȂEC ⌠ ᵣ ῏Ҍ Ԋ

ᴆȂ  

≠ ẫ Ḡ ̕ ȁ ғ

ᴆ ̕ ȁGCP ץ Ȃ Ⱳ

̆ ғ ᶫ ȁ ȁӥ

ᴆȁ Ⱳ  SOPȁGCP ץ Ȃ Ⱳ

Ȃ Ⱳ ӥ  SOP Ⱳ ԍ

Ȃ Ҭ ҍ ῏ ̆ Ⱳ ֜

ӥ Ȃ 

ҳ № ̆ Ҥ ̆ ҹ ԍ

№ Ώ̆ ᴪ Ȃ ’̆ ̆ᴪ

Ữ ⌠ Ҭ Ȃ ץ ԑ ̆Ӟ ץ ᶛ

҉ ῀Ȃ ᴪ ȁẒ ץ Ҍѿ

ṿȂ ֜ Ҭ ̆ ᴪ ‗

Ȃ 

 QA ꜚ̔  QA ꜚ Ⱳ ̆ ԅ▼ᵩ

‗ ȁ ȁ₮ ץ ᴆ Ȃ └ ̆ ҹ

Ӟ ᴪ‗ ӊ ץ̆ Ȃ 

 

 

ᴪ ֓ ᴆ̂ᶛ ̆ ȁ ⅞ ⱴ

⅞̃Ҭ ̆ᵖ ᴪ Ҭ Ȃ

ḱ ֓ḱ ᴰ ֲ Ȃ  
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Ҭ ῤ ̆ Ḡ

ᶛ Ȃ ῤ ᵀ ᴇҬ

’̆Һ ҩҍ ῏ ̆ᶛ ̆ № ȁ

ᵀ № ̂ ̃ȁ24 ῤ Ҥ Ҍ Ԋᴆ №

ȁ ᴆ № ȁ / ᶛ ץ

/ ᶛ Ȃ  

QA Ҭ ᵀᴪ ҩ ץ̆ ׆ ׆̆ Ḡ῏

ῃ ẫ ̆ Ḡ ‗Ȃ ԍҬ

 QA ‰ ֲ ȁֲ ꜚ / Ҍ Ԋᴆ ̂ /

ᵞ̃Ȃ 

ҹѿҩ ⱳ ̆ ѿ Ῑ Ḃץ̆

ҩҬ ָӇ ꜚ ԇ ῏ Ȃ ꜛԍ ⌠

Ҭ ₮ ȂҬ / Ҭ̆ץҊ₃ ₮

Ҍ ӊ ̔ ̕ Ḡ ̕ ӥ₮

̕ Ⱳ Ҍ Ԋᴆ̕ Ȃ

Ⱳ └ ԅѿ ‰ ᵬ Ȃᵖ ̆

ᵀ ⅞ Ȃ Ҭ

ꜚ ̆ ᴪ ̆ Ӟ Ҍ Ȃ  

Ҭ ̂I ѿ ̆II/III ѿ

̃ Ȃ ̆ ѿᴍ ̆ ῒ ֜

Һ ̂ Ⱳ /CRO ̃ Ȃ ל ̆

ᴪ ῃ ̆ ᴪ

Ⱳ  EC ᶫѿᴍ Ҭ ◐ Ȃѿ֓ ᴪ ⱴ

⌠ҳ Ҭ̆ ҹ ԅ /

Ḡ ѿ №Ȃ 

 

3.6  

ѿҩ Ḡҳ ץ

ᴶ Ⱳ ⱴ῀ ץ̆⅞ Ḡ

ᴪ ҳ׆ ף Ȃѿҩ

₮ ᶛ ֲ Ḡ

ᴪ (AAHRPP, 

http://www.AAHRPP.org)ȂAAHRPP 

ԍ 2001 ̆ῒ ҹѿ

ץ̆ Ḡ ᴶ

ȂAAHRPP ȁ ꜚ

Ȃ ⱬԍ

ᴨ  HRPPȂ  

AAHRPP ‰ 

 I ̔  

‰ I - 1̔ ֲ

Ḡ ⅞̆ ҹץ ᶫḠ

Ȃ Ҭ ֲ ԅ Ҥ ֲ׆

Ḡ ⅞Ҭ Ȃ 

¶  I .1.A. ӥ ץ̆

ֲ Ḡ ⅞ ꜚ

Ȃ  

¶  I .1.B. ֲ Ḡ ⅞

ѿᵝΐ ᵝȁ ץ≠

ץ̆ Ḡ ⅞

Ȃ  

¶  I .1.C. ӥ

Ḃᾛץ̆ ᴪ ᴶ

ᴪ ԍῒז ᵣ̆ Ḡ

ᵬȂ 

¶  I .1.D. ӥ

̆ ֲ Ḡ ⅞ ᴶ ‰

̆ ԇץ Ȃ ’̆ Ⱳ

ȁ ȁ ֲ ȁ ȁ

ᴪ ᴶ ᴪ ⌠

῏ Ȃ 

http://www.aahrpp.org/
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‰ ₮ Ḡ

̆ᵖ Ӟ ȁ ⌠

ף ╠ ᴨⱲ Ȃ

/ /Ὲ /EĈ ҹľ
Ŀ̃̆ ‰Ҭ ӈ ľֲ
Ḡ ⅞Ŀ̂ ╠
̃Ȃ 

⌠ 2009  12 ̆῍  200 ҩ

ԅ ̕ῒҬ  176 ҩ

̆12 ҩ EC̆ 1 ҩҳ Ⱶᶫ

ץ ѿҩ└ Ὲ Ȃῃ  26 

Ҭ̆  14 ԅ Ȃ  

ԍѿҩ ̆ ѿ

ᵀȂ ᶏ ץ

⅞Ҭ Ȃ ╠̆

⅞ ᾝ Ȃῤ

ץ ֜  

AAHRPPȂ  

Ҋץ №↓ҽԅ AAHRPP 

ᵀ ᾝ ̆ ҈ҩ

ᵀ̔(I)  (II) EC (III) Ȃ

ᶏ ֲ Ḡ Ḡ ңҩ

⌠ Ȃ  EC ⌠

‰ԅ ̙EC ȁ ᵬ ᴋ

ָӇ̙  

 

3.7 AAHRPP  

 

№ ԅ ᵣ̂ҹ HRPP 

̃ Ȃ

 HRPP Ⱳ ̂

̃Ȃ ῒ HRPP ԍ

̆ Ҍ ῒ ȁ

Ȃ ҍ

ֲ ȁECȁ Ⱳ ȁ

῏ ֓ Ȃ 

Ҍֽ ᴋḠ ֲ

≠ ẫ ̆ Ḡױז ҍ⌠

ҬȂ ҩ ҍ̆

ꜛ ֲ ֲז ᴶ ↕Ȃ ԅ

¶  I .1.E. ⅞̆ ⱬ

ԍ Ḡ ≠ ẫ

ֲ Ғҙ Ȃ 

¶  I .1.F. ӥ

ץ̆ ԍ

̆ ԇץ Ȃ ֓ ҍᴶ

Ȃ  

¶  I .1.G. ӥ

Ḃץ̆ ֲ

̆ ῒ ῀

̆ ‗ ӊ

‖ ̆ ԇץ Ȃ 

‰ I - 2̔ Ḡֲ Ḡ ⅞

ᾟ ̆ Ḡ

ꜚҬ ≠ ẫ Ȃ 

‰ I - 3̔ ꜚ ῒ

ֲ Ḡ ⅞Ҭ ᴶ ↕̆

Ҭ ᶫ Ḡ Ȃ Һ

ⱴץ Ȃ 

‰ I - 4̔

Ȃ 

¶  I .4.A. ӥ ̆

Ḃҹץ ȁ

ῒ ף ֲ ѿ ῃȁḠ ғ

̆ᶏӊ ȁ῏

̕ Ḥ ̕ ῀Ḥ ᶫ

ҩҍ ⅞ ῏ ֲ̆ ԇ

ץ Ȃ  

¶  I .4.B. Ṝ̆

Ⱳ ꜚ ⱴ ȁ

ױז ᵣ ֲ Ȃ

֓ ꜚ ᵀ Ȃ 

¶  I .4.C. Ḇ ᵣ

Ṝ ҍ ץ ᴰ

Ȃ  

‰ I - 5̔ ᵀ

ȁ ȁ‰↕ץ

׆ Ȃ ֲ

Ḡ ⅞ ȁ ⱬ ᵀ

Ȃ 

¶  I .5.A. ȁ ᶏ

ῒז ᵀ ȁ

ȁ‰↕ץ ׆

Ȃ Ạ₮ ץ

׆ Ȃ  

¶   I .5.B. ȁ ᶏ

ῒז ᵀֲ Ḡ ⅞

ȁ ⱬ Ȃ

⌠ֲ Ḡ ⅞ ᴨ Ạ₮

ץ̆ ⅞ ȁ ⱬ

Ȃ  

¶  I .5.C. ӥ

Ḃץ̆ ֲ ₮

῏ֲ Ḡ ⅞̆ ᴶ

̆ ̆ ԇץ Ȃ  

¶  I .5.D. ӥ

Ḃץ̆ ֜ ֲ׆ Ḡ ⅞

̆ ԇץ Ȃ

ᴪ ᴶ

ᴪ ᵬ̆ץ Ḡ ₮ Ҍ ҹ

Ḡ Ȃ

֓ ҹ ҽ Ȃ 
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ⱴ ῃḠ Ḡ

ⱬẫ ̆ ױז ҍ⌠ ҬӞ

ֲתּ ▼ᵩֲ ̆

ᵣ Ȃ 

ᶭ ԍ Ⱳ

ᵬ῏ Ȃ Ⱳ ץ Ὲ ȁ ȁ

ֲ ῏̆ ȁ

Ȃ Ⱳ ᴪ ף ̆

ᶛ ҳ Ⱶᶫ Ҭ Ȃ

Ⱳ ̆ Ⱳ ӈⱵḠ

ֲ Ȃ ҉̆ ӈ

ⱵȂ Ҭ̆ Ⱳ

ѿ ֲ Ḡ ̆ ῒ HRPP 

⌠ Ⱳ ҬȂ 

̔ ̆AAHRPP ‰

̆ľ Ŀ ᴋ ӥ ̆

ץ ₮ HRPP ғ ῤ Ȃ  

̆ ҹ

 EC ӥ ץ̆ ⌠

ᴇṿ ӥ Ȃ 

ҹ ꜚȁῤ ≠

‖ ӥ ̆

ץ̆ Ḡ ҍ Ȃῒ

ז ӥ Ҭ ⌠ ῃỮ

ᶫ ץ̆ ῀ Ⱳ

 HRPP Ȃ 

 

̔ ӥ ֲ

Ḡ ⅞ ̆ῒҬ ̆ᶛ ̔ 

¶ EC ᵬȂ  

¶ Ȃ  

¶ ꜚȂ  

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

¶ Ȃ  

׆ ¶ Ȃ  

¶ ≠ ‖ Ȃ  

¶ ֟ Ȃ  

¶ Ⱳ Ȃ  

‰  I -6̔ ӥ ̆̆

ԇץ ץ̆ Ḡ ץ Ḃץ̆ ȁ

ȁ ≠ ‖ Ȃ  

¶  I .6.A. ӥ

̆ ԇץ Ḃץ̆ ȁ ȁ

Ҭ ᴪ

ֲ Ḡ ⅞ ≠ ‖

Ȃ  

¶  I .6.B. ӥ

̆ ԇץ Ḃץ̆ ȁ ȁ

ֲ ᴪ

ֲ Ḡ ⅞ ҩ

ֲ ≠ ‖ Ȃ

ᴪ ᴶ ᴪ ᵬ̆ץ Ḡ

≠ ‖ Ȃ  

‰ I - 7̔ ӥ ԇץ

ץ̆ Ḡ ᶏ ᴋᵥ

Ȃ 

¶  I .7.A. 

̆

ԅ ‰ ᾧ

ᴆȂ  

¶  I .7.B. ӥ

ԇץ ץ̆ Ḡ

Ȃ  

¶  I .7.C. ӥ

ԇץ ץ̆ ̆

ᶏ

Ȃ  

‰ I - 8̔ Ὲᴧȁ ҙץ ֲҺ

Ⱳ ᵬ̆ץḂ ֲ

Ḡ ⅞ Ȃ 

¶  I .8.A. Ⱳ

ӥ ̆ῒҬ ᴴ

Ȃ 

¶  I .8.B. Ⱳ ᴪ Ҭ

ꜚ Ҭ̆

Ⱳ ӥ ̆ Ⱳ

ᴪ ⌠

ῃ Ȃ  

¶  I .8.C. Ⱳ ῃ

̆ Ⱳ ӥ

̆ῒҬ ץ Ḡ ῃ

῏ ֜

ῃ Ȃ 

¶  I .8.D. ╠̆ Ⱳ

ӥ ̆ Һ ῏ԍ

ᴰ ץ⅞ Ⱳ

Ὲ Ȃ  

¶  I .8.E. ̆

⌠ ῃ ̆

Ⱳ ӥ ̆ Ḡ

ᴪ ֓ Ḃץ̆

Ȃ  
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HRPP ᴋ ᶫᴶ

ȂҌ Ҭ̆ ֓ ᴋ № Ӟ

Ҍ ̕ Ҭ̆  ECȁ ֲ

ᶫ ֓ⱳ Ȃ ⱴ

Ҭ̆ ᴪ ҩ EC 

Ⱶ Ȃ ѿ ‰ ԅ ᴶ

Ȃ 

EC ԍḠ ֲ ≠ẫ

ȁ‰↕ ‰ ҺᵣȂ

HRPP └̆ץ Ḡῒᴶ

ⱳ ԍ ῤῒז ᵝ̆ ≢

ҍ῏ԍ ֲ

‗ ῏ ᵝ̂ ̃ȂEC 

ȁ ȁ ᵬ ‰

ȁ‰↕ Ҭ ȂץҊ  

AAHRPP ᶏ ҍ EC ῏ ‰Ȃ 

̔ ̆AAHRPP ‰

̆ᴶ ᴪ  HRPP 

ғ ӥ

ᵬȂ 

 

̔ᴶ ᴪ ӥץ └

ֲ Ḡ ⅞ ̆ῒҬ

̆ᶛ ̔ 

¶ EC Ȃ  

¶ EC Ȃ  

¶ Ȃ  

¶ ᾧ Ȃ  

¶ / ῃ Ȃ  

¶ Ȃ  

¶ Ḡ Ȃ  

¶ Ȃ  

ל ¶ Ȃ  

¶ Ȃ  

AAHRPP ‰ 
 II ̔ ᴪ ᴶ ᴪ 

‰ II - 1̔IRB  EC 

̆ ғ

ȁ‰↕ץ Ȃ 

¶  I I .1.A. IRB  EC ᾛ ᴪ

҉ Ҭ ̆

 IRB  EC ΎҬ ⌠ᵣ Ȃ IRB 

 EC ѿҩ ҩ ̕ѿҩ

ҩ ף ̕ѿ

ҩ ҩ Ғҙ ̕ѿҩ

ҩ Ғҙ ̕

ѿҩ ҩ ל ѿ

ᵬ Ḃץ̆  IRB  EC 

ל Ȃ  

¶  I I .1.B. IRB  EC 

̂ᶛ ̆Һ ◐Һ ץ̃

Ȃᴪ ̆  IRB  EC

Ȃ 

¶  I I .1.C. ӥ

̆ ԑ‖ ҙ≠ ҍᴶ

ⱳ № Ȃ  

¶  I I .1.D. IRB  EC ӥ

Ḃץ̆ Ҍᴪ ҍ⌠

ᴪױז ῒҬ ⌠≠ ‖

⅞ Ҭ ̆  IRB  EC 

ᶫῒ Ḥ Ȃ 

¶   I I .1.E. IRB  EC ӥ

Ḃץ̆ ⅞

Ғҙֲ ̆ ֲ

ȁ ῒזҒҙ ̆

⅞ ῏ Ȃ  

‰  I I -2̔ IRB  EC ᵀ ҩ

ץ̆⅞ Ḡ Ḡ Ȃ 

¶  I I .2.A. ӥ

ץ̆ ᵥ ꜚ ᾧԍץ ⌠

̂ ᾛ ғ ꜚ

 IRB  EC ̃Ȃ

ᾧ‗ Ҍ ῒז

≠ ‖ ̂ҍ ῏ ̃ ֲ └ Ȃ  

¶  I I .2.B. IRB  EC ӥ

̆ҹᾧԍ ⌠

ᶫḠ Ȃ ֓

Ӟ ᴪ ҩ  IRB  EC ӊ

ᵣȂ  

¶  I I .2.C. IRB  EC ӥ

ץ̆ ԍ  IRB  EC 

ᴪ Ȃ  

¶  I I .2.D. IRB  EC ӥ

̂ ԍ  IRB  EC 

̃Ȃ  

¶  I I .2.D.1. ĺĺ∆  

¶  I I .2.D.2. ĺĺ    

¶  I I .2.D.3. ĺĺ ӊ╠

ḱ  

¶  I I .2.E. IRB  EC ӥ

̆ ᶏ ̆

Ȃ 

¶  I I .2.E.1. ĺĺ∆  

¶  I I .2.E.2. ĺĺ  

¶  I I .2.E.3. ĺĺ ӊ╠

ḱ  
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₃Ӎ  AAHRPP 

ῒז ԅ ̆

ѿ֓↕  ICH GCP ‰↕Ҭ Ȃ

ṿ ̆EC ץӥ

ᵬ Ḃץ̆ Ḡ

̆  AAHRPP ῒז

῏ԍ EC ȁ ᵬ ῍

ӈ ȂҌ ̆ ᴋ Ḡ EC ӥ

ȁ ῏ԍֲ

ᶛȂ ̂ᶛ

̆ ῤ ̃̆EC ῃ ԅ

ӥ ᵬ Ȃ  

 

ֲ

ԅױז Ȃ ᴋ ȁ

ȁ ȁ ץ

ֲ ҹֲ

ᶫ Ḡ Ȃ ѿ ‰ ԅ

ֲ ֲ

̂ ̃Ȃᵬҹῒ HRPP ѿ

№̆

ֲ ̆ ꜛԍ ῒ

Ḡ Ȃ 

̔ ̆AAHRPP ‰

̆ ֲ ֲ

Ḡ ⅞ ῤ ᵬȂ  

 
 
 

¶  I I .2.F. IRB  EC ӥ

̆ ԍ ₮ ⌠ ᴪ

ῒֲז ̆

֓ ꜚȂ 

¶  I I .2.G. IRB  EC ӥ

Ḃץ̆ Ả  

IRB  EC ‰̆

֓ ꜚȂ  

¶  I I .2.H. IRB  EC 

Ḃץ̆ ӈ Ҭ

̂ҍ Ḡ ῏̆ᶛ ̆

Ҭ ̃ Ҭ

Ȃ  

‰ II - 3̔IRB  EC ԍ

ȁ‰↕ ‰ ‰

⅞Ȃ 

¶  I I .3.A. IRB  EC ӥ

Ḃץ̆ № ̆

ғ ῏ ⌠ ᵞȂ

№ ̆ ԍ ᴪ

̆

Ȃ 

¶  I I .3.B.  IRB  EC ӥ

Ḃץ̆ ̆

ῃ ⅞ ץ̆

ῃ ⅞ ҹ ᶫ Ḡ

Ȃ  

¶  I I .3.C.  IRB  EC ӥ

Ḃץ̆ Ὲ

ᵀȂ  

¶  I I .3.C.1. IRB  EC ӥ

Ḃץ̆

תּ ȁ ⅞ ̆

Ὲ ȁ‰ ץ

Ȃ  

¶  I I .3.D. IRB  EC ӥ

Ḃץ̆ ҍ

ҩ ┴̆ ≠

Ḡ ⅞ ᵀȂ 

¶  I I .3.E. IRB  EC ӥ

Ḃץ̆ ╠ȁ Ҭ

ҩ ┴̆ ≢

Ḡ ⅞ ᵀȂ 

¶  I I .3.F. IRB  EC ӥ

Ḃץ̆

ᵀ ғ ᶫ

ᴆ Ȃ  

¶  I I .3.G. IRB  EC ӥ

Ḃץ̆

ץ ᴆ

‰Ȃ  

‰ II - 4̔IRB  EC ҹ ҍ ל

⌠ҌῈ ᴴ ҩֲ ᶫḠ Ȃ 

¶  I I .4.A. IRB  EC ӥ

Ḃץ̆ ל Ҍ

Ὲ ᴴ ̆

ғ Ḡ ȁ‰↕

̆ ᶫ Ḡ Ȃ 

¶  I I .4.B.  IRB  EC ӥ

̆ҹ ֓ ᶫ

ӥ ӎ‗ ⱬ ᶫḠ

Ȃ  

¶  I I .4.C. IRB  EC ӥ

̂ ԍҹ ⅞Ҭ

└ ԍ ᶛ ’̃̆

ғ ȁ‰↕

ᶛ ’ Ȃ 
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̆ ױ Ḡ ֲ

ĺĺҌῬ ⱷ

ᴶ ̆ ᶏ ῏ֲ

ᶛ₮ ԅֲפ Ȃ 

 ICH GCP ‰↕

ף ԅ ֲ ᵣ Ȃ

֓ ᴆ ѿҩ Ғ

└ ףױז̆ ԅ ȁ ҙ

Ȃ ױ ᴋᵥ

ⱬȂᵖ ̆ ȁ Ⱳ /

ԅ ֓ ᴶ ᴆ̆

ῒ ҹ └ ᴆȂ 

̆ ҩ Ӟ ҹḠ ֲ

ԅ Ȃ

 HRPP ᶫԅ ֲ

ᵬ ̆ᵖ ױ

ץ̆└ Ḡ ҩ ȁEC 

ֲ ῃ Ȃ׆ ̆ Ҍ׆

└̆ ױ

ԅ ҉ Ḡ ᵣ Ȃ

Ẽ ᴪ Ҭ ҳ

Ȃᵖ ȁEC 

ֲ ῃ ľ Ŀ̆ץ Ḡ

ᶛ ӥ  SOP ᵣ

 Ȃ׆

Ḡ ẫ

ȁ Ḡ ⌠ ̆

Ҍ └ ̆ᵖ

ⱴȂEC ᵬ ԅ

̆ ғ Ȃᵖ ̆

ҳ Ҭ └ ẫ ̆

Ҭ ᵬֲ Ȃ  

‰ II - 5̔IRB  EC Ḡ ῒ ꜚ ᴆ

Ȃ 

¶  I I .5.A. IRB  EC 

ȁ Ⱳ ץ ̆

ѿ ῤḠ ѿ ῏

⅞ Ȃ 

¶  I I .5.B. IRB  EC 

ȁ Ⱳ ץ ̂ ̃

̆ҹ ꜚ

‗ ᶫ ᴆ Ȃ 

AAHRPP ‰ 

 III ̔ ֲ  

‰ III - 1̔ ԅ ̆

ֲ ᴶ ץ↕ ҍῒ

‰Ȃ ̆

ֲ Ḡ ≠ ẫ ᵬҹ

ѿ Ȃ 

¶  I I I .1.A. ֲ ԅ ז

ױ ꜚҬ ֓ ԍֲ Ḡ

⅞ Ҋ̆ ғ

Ȃ  

¶  I I I .1.B. ֲ

Ὲ ≠

̆ ғ ѿ ̆ ≠ ‖

ȁ Ȃ 

¶  I I I .1.C. ῒ ‰

Ȃ

↕ Ȃ  

¶  I I I .1.D. ̆

╠̆ ԍḠ Ȃ  

¶  I I I .1.E. ֲ Ὲ

Ὲ ↕ תּ Ȃ 

¶  I I I .1.F.  ҍ

ֲ ӥ ̆

Ḃץ ҍ ̆

’ҊẠ₮‗ Ȃ 

¶  I I I .1.G. ֲ └ ѿ

ȁ Ḥ

Ȃ  

‰ III - 2̔ ֲ

῏ ̆

ȁ‰↕ ̕ ԍḠ

ץ̕  IRB  EC ‗

Ȃ 

¶  I I I .2.A. ֲ

ҹ Ҭ

̆ ԅ ȁ‰

↕ ̕ ῏ ҙ ץ̕‰ ҍ

Ḡ ῏ Ȃ  

¶  I I I .2 .B. ȁ ֲ

ҩ Ḡ ̆ ғ

№ Ȃ 

¶  I I I .2.C. ֲ

⅞ ̆ ғ

ץ  IRB  EC ‗ Ȃ  

¶   I I I .2.D. ֲ

ȁ‰↕ ̕

ץ̕  IRB  EC ̆

Ȃ  
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 4   ᴶ ᴪ ᶛ 

4.1  EC  

ҹ ѿ ̆ῤ Ҍ Һ ₃ҩ EC ᶛȂ ֓ ᶛ

ҍֲ ᴶ ῏ Һ ׆̆ ῃ  EC ⌠ҳ ΎȂ

̆ Ҭ ᶛ ԅ Ԋᴆ̆ᵖ ҹ Ȃ ғ ԍֽ ᶫ

Ḥ ̆ ῀ Ȃ ѿҩ ᶛ ԅѿҩ

≢ ΐᵣᴶ Ȃ ҩ ᶛ ᴪ Ȃ № ᶛ

ԍ  EC ꜚӊҬ̆Ԋ ̆ ҹ Ҭ

№ ̆ ῒ  EC Ȃ  

 EC ԍ ҳ Ғ ᶏ ̆ Ӈ ᶛ ῒ

Ḃ ᶫ ҍ ֲ ᶏ ̆ Ḃץ ῍ Ȃ

Ῥ ̆ ᴪ ᴪҍ ῒז ҍֲ

ȂԊ ҉̆ ѿ ӈ ῤ ױֲ̔ ȁ

Ҍ Ȃ   

 

֓ ᶛ ̔ 

ҳ ᴶ ̔  

¶ Ȃ 

¶ Ȃ 

ל ¶ Ȃ 

¶ Ḡ Ȃ 

¶ ῃ Ȃ 

תּ ¶ Ȃ 

¶ Ȃ 

¶ ≠ ‖ Ȃ 

¶ ҳ Ḡ ễȂ 

¶ ҳ ᴆȂ 

¶ ҳ ΎȂ 

¶ ҳ Ȃ 

 

 

EC ̔  

¶ Ȃ 

¶ ᶛ ↕  EC Ȃ 

¶ /ῃ  EC . 

¶ Ȃ 

¶ Ȃ 

¶ ḱ Ȃ 

¶ Ҍ Ԋᴆ Ȃ 

¶ Ȃ 

¶ Ả Ȃ 

¶ Ȃ 

¶ Ȃ 

¶ Ȃ 
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ɷɷ  

Ҋ₃ץ ҹ῏ԍ ᶛȂ ҩ ᶛҬ ԅ

’̙ ΏҊ ̆ ױ Ȃ 

ĺĺ ᶛ 1 

Kristianna Haugen ̆ѿ ̆ ѿ

ҬȂ ѿ Ὲ ̆

ѿ  I ҳ Ȃ ѿ

Ҭ ̆ ң ῤ

Ҍ  800 ml ̆ ȁ ȁ ף ꜚ

ⱬ ῃ ᵀȂ ȂHaugen 

╠ ѿ֓ ᵌӥ ̆ ΐ ҍ ῏ ҳ ╠

Ḥ Ȃ ҹ ҹ Ȃ №

ҹ ӊѿ̆  EC ֜ԅ ᶫץ

Ȃ 

ĺĺ ᶛ 2 

Chandra Sekaran ѿ ᾙ ̆ᴋ ԍѿ

ז̆ ᾙ ῐ Ȃ ᾢ ֓ Ṝ̆ז ҍ

ѿᵝ Ԋ ᵬ ᾙ ȂSekaran ѿ

ԍѿҩ Ԋ̆ ҳ

Ȃ₮ ҍ ῏ Ҍ Ԋᴆ ҹ 5%̆

ᵣ Ȃ ₮ ҍ ῏ Ҍ Ԋᴆ ҹ 

0.02%̆ ₮ ӄ ᴴȂᵖ  Sekaran ᾙ

ҹ ׆ ̆ Ӈ  0.2% ᾙ ᴪ Ҥ

ȁ ȂSekaran  EC ֜ԅѿ

ᴍ ᶫץ Ȃ 

ĺĺ ᶛ 3 

Greta Garbo ѿ ᾙ ῤ№ Ғ ̆ ⌠ѿ ῏

ѿ ҳ Ḃץ̆ ҍң Ҍ ᾙ

῏ ֟ ᵬ Ȃ ԅѿᴍ ̆

֟ ֟ ⱴҳ

ȂGarbo ̆ ׆ ᾙ₮

̆ ᾙ  12 ҩ ҹ Ȃ Ӟᴪ ҩ ᾙ 0ȁ6ȁ8ȁ10  

12 ҩ Ṝ  (4 ml)̆ץ Ȃ

ᾙ ᵣῤ ֟ ᵬ Ȃ ᴆ

ӊ ̆Garbo  EC ֜ԅѿᴍ ᶫץ Ȃ 
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 ĺĺ ᶛ 1  

Haugen  I ҳ Ȃ ң

ῤ ԍ 800 ml ȂEC Һ ᴍ ⌠

№ ̆ ׆ ᵣῤ  800 ml Ȃᵬ

ҹѿ Ғ ז̆ ̆ẫ ҩֲ ҹ 200  550 

ml̆ᶭ ̆ ғ ῇ ӊῤҌ Ῥ ȂҺ

⌠ Ҭ ѿ ↓ҹ Ҭ ̆ԍ ז

 EC Һ ᴆץ ז Ȃ₃ ז ⌠

ᴆ̔ľ Ҍױ ̆ ҹ  800 ml 

ғ ҙ Ȃ ̆

ȂĿEC Һ ‗ ̆ ҹ  EC ῃᵣ ᴪ

‗ Ȃ 

̔Ԋ ҉̆ ҩ ᶛ ԅѿᴆ Ԋᴆ̕ Ⱳ Ӟ ҹ ᶏ

ѿ  EC ‗ԅ ̆ ᴪ ῒז EC ᴪ Ȃ

ѿ ῒז EC ѿ Ạ ̆ Ạ ԇץ

꞉Ȃ 

ĺĺ ᶛ 2  

Sekaran ⱴѿҩז Ғҙ ῤ ҳ Ȃ

EC Һ ῏ ᶏ Ҥ Ҍ Ԋᴆ ̕ ᶏ

ӄ ᴴ ₃ ҹ 0.02%Ȃ ѿ ̆ ᾙ Ҍ

׆ ̆↕ᴪ  0.2% ᾙ ᴪ Ҥ ȁ

ȂEC ῍ ױז̆ ҹ

№ ̆ ҹ  0.2% ᾙ ᴪ Ҥ

Ȃ ᾙ Ҭᴪ  0.02% ֲ₮ Ҥ ◐ᵬ

̆ᵖ EC ҹ≠ ԍ Ȃ ѿ ѿ Ḥ ̆ ҳ

№ ̆ҳ ᴪ

̆ ᶫḠ Ȃ 

̔ ᶛҬ̆ ҍ

Ạ № Ȃ ֲ ᵣ≠ Ԉ ׅ ̆

҉ ױ Ӟ № Ȃ  
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ĺĺ ᶛ 3  

Garbo ѿ ῏ԍ ᾙ ҳ ̆

ᾙ ᵣῤ ֟ ᵬ ᾙ Ȃ Ҭ

₮ ᾙ ̆ ױז  12 ҩ ҹ Ȃ

ҩᾙ  0ȁ6ȁ8ȁ10  12 ҩ  (4 ml)̆ץ

ȂEC Һ ԍ ᵞ ̆ᵖזӞ

⌠ ҉ҹ ל Ȃ  EC ῃ  EC 

ȂEC ᴋᵥ ῏ ̆ Ȃ

ҹ ӈ Ȃ ѿҩ

̆ ᴪ ᾙ ῃ ᵣ

̆ ғ ᶫ ҍẫ ῏ ȂEC ҹᾙ

Ȃ 

̔ Ҍᴪ ԍ ̆ ᴪ

ѿ ҉ Ҍ Ȃ 
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ɷɷ  

Ҋ₃ץ ῏ԍ ᶛȂ ΏҊ ̆ ױ Ȃ  

ᶛĺĺ ᴪ 

ׂ  7  13 ̆ ԓ̆EC ᶛҹ 13 ҈  

EC ԅѿ ᴪȂ ҩ ᴪ ԍ

ȂEC ◐Һ ҍ ᴪ ῍ ԓҩ ᶛȂ 

◐Һ  William Wang ₮ ѿҩ ᶛȂľ ѿҩ ᶛ ֜
ѿ ῳ ҳ  EC Ȃ ׆

ױז̆תּ ╠ ῳ Ȃ Һ
Ȃ ⱴ ֲᴪҍ ᴪ ȁ ⱴῃ

ᵣ ӥ ӊ╠
Ȃ ױ ҹ ̙Ŀ ᴪ

̆  Wang ̔ľ ̆ ̆ױ ѿ ᶛ῏
ᴪ ӥ Ԋ ĺĺӞ

Ṝ Ȃ ӥȁ ֪
Ȃ Ṝ Ҍ ԍѿ Ȃ ѿ֓ Ҭ̆
₃ Ạ₮‗ Ȃ ҩ ᶛҬ̆ ױ ѿ
ĺĺ ῳȂ ̆ ῳ ̆

Ӟ ֽᴪ ԓ ̆ Ṝ Ҍ ̆ ↕ ᴪ Ȃ
ױ ҹ ₮ᾟ ץ
ӥ ֪ ĺĺӞ ĺĺ ‗ ⱴ ץ
╠Ῥ ҍ ᴪ ȂĿ      

̔EC Ҍֽ ӥ̆ ԅ Ȃ ѿ

№ Ȃ ҩ Ҭѿҩ Ṝ Ȃ ↕҉ ᶫ

Ṝ ץ̆ Ḡ ԅ ῏ԍ ӥ҉

Ȃ 

Wang ԋҩ ᶛȂľ ѿҩ ᶛ ̆ױ ױ ҹ
ᶫᾟ ױזḂץ̆

ӥ ῤ Ȃ ⌠ ѿ ѿҩ ԍ ӥҬ Ḥ
ԅ̆ ᶏ Ḛ Ȃ ӥ ԅ̆Ҍ

ῒῤ Ȃ EC Ẽ ױ Ӟᴪ ⌠  15-20 

ӥ̆ῤ Ȃ └
ᴆ̆ Ҍ ᴆȂ ᵥ ᾧ₮

ӥ̙Ŀ Wang ⱴ ᴪ ᵝ ̆ ז

ѿᵝ ҉Ȃ ԅѿҊ ̆  

Wang ̔ľ ̆ ᾢ̆
ֲ └Ȃῒ ̆ ҹ Ҍ ҍ

⌠ └ ӊҬȂҺ ̔ ҩ Ҍ
ᴆ̆ ѿҩ Ḇ ‰ ᴆȂ

̆ ᴆ ԍҒҙ ᴪ֟ Ҍ≠ ȂĿ 
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Wang ̆ז ̔ľ ̆ Ȃᵖ
Ҭ ѿ֓ Ӟ ѿ ≠ Ȃ ғ

Ҭ ‰ ̆ Ӟ ױ  EC Һ ҬῈ
Ȃ ץ ѿҩ  3-4 ̆ Ḃ

Ӟ  ICH GCP E6 Ҭ ↓  20 ҩ └ Ȃ Ḥ ĺĺ
ԅ ҳ ῤ ̆ ↕

Ӟ ᴪ ҹҌԅ ҩֲ ȁ ₮ ȂĿ    

̔EC ץ Ḡ ⌠ ‰  1̔

ҬҌ ̆ ғ Ȃ 

ľ ױ ץ ῤ҉ץ ҹ̔ ₮ᾟ
ץ ῏Ḥ ̆ ғ ֓Ḥ ̆ ᶏѿҩ
ֲӞ ῃ Ȃ ױ Ҭ ѿҩ
̆ĿWang Ȃľ ױ Ҭᶏ Ȃ

Ӟ ԅ ̆ ᴪҬ ֲ ̆ᵖ №ֲ
Ҍ ѿ Ȃ ױ ׆

̆ ᶏ ᴪҬ №ֲ ҍ⌠ҳ
ӊҬȂ ױ ҹ ᴪҌᴪ ≠̙ ָӇ
ֲ ᶃ ֲ ̙Ŀ Ῥѿ ̔
ľ ֲ ѿ ֲȂĿľ ̆ ̆
ῃ ԅȂ ץ̆ ױ ̆ Ҍ
Ȃ ҩֲ ̆ ң ῍ ᵬ

Ạ₮ ̕ѿ ׆ Ҭ ̆ ѿ
Ҭ ̆ ױז ץ

ȂԊ ҉̆EC ᴪ Ҭ ѿ №
̆ᵖᶏ ᾧ ȂĿ  

̔ Ḡ Ҭ Ḥ

ᴰ Ȃ 

Ȱ֪ Ԋ̆ױ ױ ҹ ₮ԅ Ṝ ̆ ז
ױ Ạ₮‗ ╠ץ ‰ ȁ ғ
Ȃ ױ ҹ ԅ ̙ĿWang ᵝ ᴪֲ Ȃ

ᴪ ӊѿĺĺѿ ĺĺҽ ԅ Ȃז ҉ ѿ

̆ ҉ Ȃľ ̆Wong ̆ ױ
ᵥ Ḡ ѿҩῈ ̙ ̆
҉ ̆ ҩ ̆ᵖ ᵥ ӈ̙
ԍѿҩ ԍ ז̆
ҍ ̆ᵖ  EC Ҭ ᶛғ  EC ‰Ȃ

Ӟ Ҍ ⌠ ̆ ӞҌᴪ ᴋᵥ ⱴ
ȂĿ 
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Wang ̆ז ̔ľ ̆
ᵖ ԅ̆  Wang Ҍ  Wong ȂEC 

ḠῈ Ҍ ᴋ ᴋȂ ᵥ
ѿ ̙ ̙ĿWang ᴪ

ѿ  EC ҉̆ ᵈ Ȃľ ֲ ̙ Ҋ ᴪפ
ѿ ̆ ҹѿ ̔ ֲ
̆ Ҍ Ȃ Ҭ̆

ẠȂ ҹ Ӟ ĺĺᶛ ԍ
Ȃ ̆ ѿ ̆ ҹ
ҹ ̆ ғױז ץ ľ Ŀ ̆ᵖῒ
ֲז Ҍ⌠ȂĿ 

̔ ԍ Ȃᵖ ѿ

֓ Ҭ̆ └

Ȃ 

ľ ᴪ  10 № ԅ̆ ץ  1-2 ҩ
̆ĿWang Ȃѿᵝ ҩ ᴪ ̆

ז̆ ̔ľ ֓Ҍ Ḥ ῤ

ӇⱲ ױז̙ Ҍ ָӇ ᴆ ָӇ Ȃ ױ

ֲ֓ ̆ ױז ⱴ ̙Ŀ
Wang ҩ ₮Ҝ Ȃז ̔ľѿֲ֓

Ҍᴪ Ȃ ѿҩ ̆ ױ
ҹ ѿ ף ץ ᵄ ҩ Ȃ
ᾙ ‗ ⱬ ҉ץ ף ĺĺᶛ
ȁ֪ ֲ ץ ҹף Ȃ

 EC ̆ץḂ ῃ Ḡ ᵝ ѿ ף
Ҋ ⱴԅ ף̆ ᴪҹ ᵬ₮‗ ȂĿ  

̔ Ҭ ל ̆↕ ף

ᵄ̆ғף ҍ ҩ Ȃ 

̆Wang ̔ľᴪ Ȃ ᴪ ҍֲ↓ ҉ ̆
ױ ₮ ҍ ӥȂ  EC Ҍ
ȂĿ 
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ĺĺ ᶛ 1 

Ҭ ץ ̙ 

Olle Bo ѿ Ғҙ Ȃז Ғҙ ӊѿ

ҹ Ȃ № ת ̆ᵖῒתז ↕

№ Ȃ № ᵌת ӯȂᵖ ̆Ҥ

ᴪ ֲ₮ ̆ ױז ҹ Ṝ

ֲȂ  Bo Ҭ̆ ᴪטѿ № ת

ĺĺ700 ᾝ № ̆  500 ᾝ ת

Ȃѿ Ὲ  Bo ҍѿ ҳ

̆ ѿ ῃ

ⱳ Ȃ Ҭ №Ȃ ת ѿҩ Ҝ

ȂBo ⱴ῀ ᴝҬ̆ Ȃ

ľ ҳ Ҭ̆ ῍ ֜  700 ᾝ Ȃ ᶏ

Ҍ ⱴ ױז̆ ט Ӟҍ ̆ᵖҌ ⱴ

Ȃᵖ ⱴ ̆ Ҍ

ҹ טת Ȃ ҹ 500 ᾝȂĿ

ӊ ̆Bo ҍῒ ᴆѿ ֜  ECȂ 

ĺĺ ᶛ 2 

‰ ̙ 

Elisabeth Crown ↨↨׆ ҙ̆ Ҭ

ᴋᵟ ȂJonathan Boss ‗  Crown ҍѿ

ҳ ̆ ẫ׆ ᵣῤ ȂBoss  

Crown ῐ ⱴ ̆ᵖ Crown Ҍ ̆ ҹ

Ҍ ̆ ҍ ֲ

῏ ῐ Ȃᵖ  ľ Ȃ
ҍȂĿBoss ̔ľ ԅȂ ѿᴍ↓

Ȃ ױ ̆ ғ Ҍᴪ ҍ Ҭ₮ ◐ᵬ
῏ ᴋᵥ Ȃ ғ ҹ ױ ᴪ ѿ Ғ≠̆ ױ Ḡ

ױז̆ ᴋᵥ ȂĿCrown 

ᴋᵥ ̆ᵖ ԍ ױֲ ѿԊ Ȃ

ԅ ̆ Ҭ Ҋңץ ̔ľᵬҹ ӊѿ̆
Ҭ ₮ ᴴ ᴋᵥ Ȃ ⱴ῀ ̆
Ҭ ᵣ ȂĿBoss 

֜  EC ╠ ה Ȃ 
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ĺĺ ᶛ 1  

Ҭ ץ ̙ 

Bo ⅞ ѿ ת Ȃז Ҭ

Ώ ̔ľ ҳ Ҭ̆ ᵬҹ ῍ ֜  700 ᾝ
Ȃ ᶏ Ҍ ⱴ ױז̆ ט Ӟҍ
̆ᵖҌ ⱴ Ȃᵖ
ⱴ ̆ Ҍ ҹ טת Ȃ ҹ 500 ᾝȂĿ
EC ҹ ѿԊ ΐԈ Ȃ ̆EC Һ ̔

ľѿֲ֓ ҹ ̆ᵖῒֲז Ȃ ҩ ᶛҬ̆Ҍ
ҍ ‰ Ȃ ‰

̆ᵖ ׅױ Ҍ ת Ȃ
ᵖ ҹ ᶛ↓ԍ ̆ғ ֲ ץ
ⱴ̆ ȂҌ ̆ ֲ ҹ ת

Ҍ ᴶ Ȃ ҩת ῃ ⱳ ׅ ̆
ễᶏ ȂĿ  

̔ ױ ̆Ҍ ᴋᵥ ȁ

̆ ֓ Ҭĺĺ ѿ ᶛҬ̆

Ⱳ ȂҌᾛט Ȃ 

ĺĺ ᶛ 2  

ḱץ ̙ 

Boss ᵟ  Crown ҍѿ ȁҍ

῏ ҳ ̆  Crown Ȃ ԅ

̆ῒҬ  Boss ң ̔ľ ᴋᵥ
ԍ ҍ ᴴ ễȂ ⱴ῀ ̆

Ҭ ᵣ ȂĿEC Һ ԅ

Ҋ̔ľ ᴍ  Boss ֜ Ҍ Ȃ
ҬҌ ᶏ ᴋᵥ ≠ ̆ӞҌ ᴋᵥᾧ
ȁ Ⱳ ᴋ Ȃ ҹץҊ ҹ

̔ļ Ҭ ᴴ̆ ễ
Ȃ Ҭ׆ ᵣῤ Ӟ ᴪ ԍ

̆ ᴪҹ Ғ≠ ȂĽĿ  

̔ ԍҌ ễ ᴴ ̆ ῒז

Ҭ Ȃ 
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ɷɷ  

Ҋ₃ץ ҍ ל ῏ ᶛȂ ҩ ᶛ Ҭ ל

̙ ΏҊ ̆ ױ Ȃ 

ל ĺĺ ᶛ 1  

֦ ḆȂľ ̆ĿGregoris Markantonis Ȃľ ̆
̕ᾢ Ȃ ‛ ̙ĿStefanos ԍҍ Markantonis 

̆ ̆ᵖׅז ԅ Markantonis ̆

ԅѿ — Ȃľ ̆ ָӇԊ̙Ŀ
Markantonis Ȃľ ̆ ѿ ̆
╠ ҳ ̆ĿStefanos Ȃ
ľ ѿ ̙ĿMarkantonis ȂStefanos Ὲ

Ҭ ₮ Ȃľ ҬΏ № ̆Ŀז Ȃľ
ᾢ╠ ᴍ ᴆ̙Ŀľ ̆ ̆ ̆ĿMarkantonis 

̆ľᵖ  EC ֜ ӊ╠̆ Ῥ ѿҊ
ҩ ȂĿStefanos ׃ Ȃľ ױ ѿҊ
̆ ̆ ױ ҹ  12ĺĺ18 ҩ ᾙȂĿ

Markantonis ̔ľ ֪ᾛ ⱴ ̆ №
̆ᵖ ѿҩ₮ ̆
ȂĿStefanos  Markantonis ѿ ▼ᵩ Ȃ

Markantonis ̔ľ ᴪ  EC ֜ ̆ ױז
Ҋ ᴪ Ҭ ̆ ᴆ̆ ҹ Ȃ
ѿ ⌠ EC ᴪ ȂĿ  

ל ĺĺ ᶛ 2  

Dr.Jacqueline Dupont ѿᵝ ̆ ѿҩ I ҳ

Ȃ ҳ ᵀѿ

Ҭ ף ꜚⱬ Ȃ Ὲ ꜚ

Ҭ̆ ҳ ╠ № Ȃᵖ Ὲ

ף ₃Ӎѿ ̆ ғӞ ֲ ῃ Ȃ

ԍ ѿ  I ̆

ῤ׆ ᵣῤ ̆ ‰ ̆ ѿ ῒ

Ȃ ̆ᵖ Ⱳ ̆ ң ῤ׆ ҩ ᵣῤ  

300 ml Ȃ ѿ Ḥ Ҭ ↓ ̆

Ҭ ױז ҍ Ȃ Ⱳ  Dupont 

ᶫԅ ȁ ꜚץ ҹ ҳ

Ύȁ Ḡ ᴆȂ Ⱳ Ӟ ԅᵟ Ḡ ᴆ ғ

ᶫԅ ꜛ Dupont Ȃ  Dupont 

 EC ֜ԅ Ȃ 
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ל ĺĺ ᶛ 3  

Jane Higgins ѿ ̆ ѿ

ᵬȂ Ғ ̆ ῒ Ȃ ԍ

ѿ ₮ᴧ̆ ⌠ѿҩ Ὲ Ȃ

ľ ̆Higgins ̆  Tim Lewis Ȃ ѿ Ὲ
ĺĺNeuropharm Ὲ ̆Ŀז Ȃľ ױ ѿ

Ὲ ̆ ᵝԍ Ȃ Ὲ
ѿ ҳ ̆ ҹ ѿ ̙Ŀľ Ῥ
ѿ֓ ̆ĿHiggins ȂLewis Ҋ

̔ľ ҉̆ ױ ץ ҹ ᵝ ĺĺ
Ὲ ĺĺ ᵣῤױז׆̆ ѿ ̆

ҍ ῏ ᴰ № ̆ ᴪ ң Ȃ
ᴪ Ὲ ᴆ ᴆ ȂĿľ ̆

Ḥ̆ĿHiggins Ȃ ⌠ԅ

Ὲ ᴆ̆ ֟ ԅ ῐ Ȃ

 EC ֜ԅ Ȃ 

ל ĺĺ ᶛ 1  

Markantonis ҹѿ ҳ ̆

ҹ 12 ⌠ 18 ҩ ẫ ᾙȂ  EC Ҭ̆ ᴪ ∆

ᾙ ֲ ᴶ ȂEC Ҭ ѿ

ᴰ Ғ ̆ ᾙ ᾙ ҉

̆ ҹױז ֲ Ȃ ̆Ҍץ ᾙ ᾙ ҹ

ᴪ ᴶ Ȃ ₮ ԋҩ ҍ ל

῏ȂEC Һ ԅ EC ‰ Ҭ № ̔  

ľ ҹ ̆ᾙ Ҍ ⱴ ױז̆ ⱴ

ӊ╠ ѿ ֲ ̆(1) ԍ

ᵞ ̆↕ ⱴ ѿ ̂ ֲ̃ ̕(2) 

ԍ ᵞ ̆ᵖ ֟ ≠ ̆↕ ⱴ

ѿ ̂ ֲ̃ ̕(3) ԍ ᵞ

̆ғ Ҍ ֟ ≠ ̆ᵖ ᴪ֟

̂ ᴪ ̃̆↕ ⱴ ̕(4) Ӟ ᴪ

ȁ Ҥ ᾙ ẫ ̆ᵖҌᴪ

֟ ≠ ̆ ᴪ̂ ̃≠ ̆↕ ⱴ

ȂĿ  

EC ‗ Ȃ Ҭ ԍ

ᵞ ̆ᵖ ᴪ ҩᵣ ≠ ̆EC ‗

/ ֲ Ȃ 

̔ᾙ ⱬ ̆ ҹ ל ֲ ̆

҉ӞҌ ᾙ Ạ₮ Ȃ 
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ל ĺĺ ᶛ 2  

Dupont ѿᵝ ̆ ⅞ ѿ  I ҳ

̆ ҩ ѿ Ȃ

ֲ ԍ ԍ ԍ ל ̆ᵖ  EC 

ⱴ ῏ҳ № ̆ ױז

ҹ ̆ ₃Ӎҹ Ȃ ѿ Ὲ ѿ ץ

Ȃ ҹ ԍẫ ̕ ⌠

̆ ≢ױ Ȃ   

̔ ⱴҳ Ҭ̆Ҍ ל ֲ

Ȃ ‗ ‗ԍ ҩ ᶛҬ ȁ ֪ /

֪ ֲ ף Ȃ    

ל ĺĺ ᶛ 3  

Higgins ѿ ̆ ⱬԍ

̆ ῒ Ȃ ֲ ҍѿ ҳ Ȃ ҳ

׆̆ ᴰ ҍ

῏ Ȃ Ӟᴪ ң ȂEC ԅ

ֲ ל ̆ᵖױזӞ ׆

̆ ғ ᵞȂ Ҭ↓ ԅ

ᴰ ̆ Ҍ ᴋᵥ Ȃᵖ ̆ ᴆ

ֽ ̆ ҈ ף ҍȂ ѿ

ף ҍ ῍ ̆EC ᴪ ץ̆ Ḡ ל

≠Ҍ ᷅ Ȃ 

̔ Ҍ ‗ ⱬȂ ≢

ԍ ̆ ֲׅ Ạ₮ ‗ ̆ ‗

ҍҳ Ȃ ױ ԍ ҳ

№ Ȃ 



  4   J ᴪ ᶛ 115 

ɷɷ  

Ҋ₃ץ Ҭ ѿҩ ᶛ ѿ Ȃ

₮ Ȃ 

Ḡ ĺĺ ᶛ 1 

Maria Lucia ѿ ҳ ̆ ⅞

ѿ Ȃ ҹ 100 ׆⅞

ᵣῤ  DNA № ̆ ԍѿ ᴑҙ Ⱳ

ץ̆  DNA № ҍ Ȃ ̆

 X ȁ Ȃ ҩ

⅞ ̆Lucia Ԋ Eugenio Bennato ᵬҹ

Ḃץ̆ ȂLucia  Bennato 

̔ľ ̆ ԅ ԅ ⱴ῀
Ȃ ָӇ ̙ĿBennato 

̆ ԅѿᴪᾙ̆ז ≠ ̔ľ ̆Ԋ ҉̆ ΈҩҺ
Ȃ ᵥḠ ̙ ԍ  DNĂ ᵥ ≠̙

׆ץ Ҭ  DNA ̙ᵰױ ⅞  DNA Ḡ ӄ̙
 DNA ָӇ̙ᵰױᴪ  DNA ᵬῒז

̙ĿLucia Ԋ̆ ̔ľ ˻
Ӈ ₮ ֓ ֓ ̙ĿBennato ז ҉ ѿ

ӥ ̔ľ ↨ ҹȇҳ ̔ᴶ ᴪ Ȉ
ӥȂĿ  

Ḡ ĺĺ ᶛ 1  

Bennato  Lucia ⅞ ҳ Ȃ  

Lucia ѿ ̆ ҳ ‗ Bennato ₮

Έҩ ȂBennato ̔ľ ᴪ ꜛᵰ ‗ ֓ ȂĿז
҉ ӥ ̔ 

ľ ᵥḠ Ḡ ̙Ŀ ̔ľ  DNA Ữ
Ḡ ҬȂLucia Ⱳ Ὲ ᴪ

 DNAȂĿ  

ľ ԍ  DNĂ ᵥ ≠̙Ŀ ̔ľLucia ‗  DNA 

ᶏ Ȃ ᴪ  DNA ԍῒז ҬȂ ̆  

DNA Ӟ ᴪ ᴇṿȂ ᶏ  DNA ̙Ŀ 

ľ ׆ץ Ҭ  DNA ̙Ŀ ̔ľ ̆ ץ  

Lucia ̆ ᴪ Ả ῒז Ȃᵖ ̆  DNA ҍ
ῒז ῍֣̆↕Ӟ ₮ Ả ѿ ȂĿ 

ľᵰױ ⅞  DNA Ḡ ӄ̙Ŀ ̔ľLucia ῒז῍
 DNA Ḡ Ҍ  50 ȂĿ 
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ľ  DNA ָӇ̙Ŀ  A̔ľ Ҍᴪ׆
Ҭ ≠ ̆ ҹ Ҍᴪױ  DNA ԍ ȂĿ

 B̔ľ ױ ẫ ’ Ḥ ̆ ᴪױ ѿḤ
ԍ Ȃ ‗ץ ԅ ῒז ȂĿ 

ľᵰױᴪ  DNA ᵬῒז Ӈ̙Ŀ ̔ľLucia 

ᴪ  DNA ԍῒ ҬȂĿ 

Maria Lucia Ҥ ֓ ԅ ҍῒז ᴆѿ

֜  ECȂ ḤҬ̆EC Һ ҹ Ḥ

̆  Lucia Ҋѿ ᶛ ᴶ ᴪҬ

̆ ᵥ  DNA Ȃ   

̔ ҹ DNA └ ₮ ̆ Ḃץ

Ȃᶛ ̆ѿ֓  EC ҩ ᴍ

’Ҋ̆ ѿҩ Ȃ 
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ɷɷ  

֓ ᶛ ῃ ’ȂEC ᵥ ̙ ΏҊ

̆ ױ Ȃ 

ῃ ĺĺ ᶛ 1 

EC ѿ  36 ѿҩ Ҭ  I ҳ ̆

ѿҩ Ὲ ⱲȂPing Wang  EC Һ ז̆

ҩ ῃ ̆ ҹ ֙ ĺĺ

 30%ȂWang ĺĺSu Liu ̆ ז

̔ľEC ᵰױ  EC ȂEC ѿҩ ᴪ
̆ ᵰױ ѿҩ ᴪ ֜ ῃ ȂĿLiu 

ῃ ѿ ז̆ Ҭѿ֓ ᴪ ֙ȂLiu 

ᴪ Ⱳ ̆ ѿᴍ ᶫ EC Ȃ

ӊ ̆ Ⱳ ‗ ҹ ѿҩ ῃ

ᴪ (DSMC)ĺĺῒҬ ѿᵝҌ ҍ ҳ ȁ

ѿᵝ Ҭ ҳ Ҭ Һ Ȃ ᴪ

Ҭ Һ ῃḤ ᴆ ҈ᵝ ᴪ Ȃ

ᴪҺ ץ ᴋᵥ ᴪᴪ Ȃ  12 

ץ ̆ ᴪ Ҭ ῃ№ ̆ Ⱳ

 EC ױז Ҭ № ȂLiu ԍ

ѿ ҽ  EC ḱ ֜  ECȂ 

ῃ ĺĺ ᶛ 1  

EC Һ  Wang ԅ Liu ֜  EC ḱ Ȃז

≢ ԅ  DSMC № ҹ ᴍ ‰ Ḥ̆ ץ

ѿᴍ ₮ Ȃז ̔ľԊ ҉̆ ᴪ ῒז Ӟ
ᵌ ̆ ≢ Ҭ Ȃ
ױ ̆  EC ℗ԅ Ҭ Ԋ ̆ᵖ

ῃ ᴪ  EC ⱴ Ȃ ҩ ԅȂ
ᶫ ̆ ҹ ױ ӎ

ȂĿWang ⱲῈ ̆ ⌠ Liu ῒ

ѿ֓ז Ԋѿ Ȃז  Liu ̆ ԅ Ȃ  

̔EC Ḡ └ ⅞ ҳ

Ȃᵖ ̆  DSMC ҹ ̆ ҹ

ѿ ᴪ ΐᵣ ̆Ӟᴪҹ ᵬ

Ȃᵖ Ӟ  DSMC ᴪ̆

ȁ Ҭ ҬẠ₮ ‗  DSMCȂ 
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ɷɷ  

Ҋ₃ץ Ҭ ῏ԍ תּ ᶛȂEC ᴪ ‰ תּ ̙

ΏҊ ̆ ױ Ȃ 

תּ ĺĺ ᶛ 1 

ľ ҹ ⌠̆ĿKaren Kim Ȃľ
҉̆ ┴ ⌠ԅѿ֓Ԋ Ȃ Ҭҍ ῍
ᵬȂĿ  Kim Ҋ ӊ ̆ ┴ ᴆԊ Ȃ

Ҍ ҹ ⌠ ̆ ‗ ℮ ѿ֓

ץ̆ ֲȂKim ԅѿᴪᾙȂ ҹ

ᶫ ̆ Ⱳ ᴪᾛ

ѿ Ȃ ѿ ̆ғ

℗ ̆ ѿ ῒ ȂKim ꜛ Ȃ ꜛ

ꜛҊ̆Kim  EC ֜ԅ Ҋ ῒז ῏ 

EC ᴆȂ 

̙ 

ľ Ŀ̆ Ӈ ץ ҹṜ ӊѿ ⱴ῀ ױ

ҳ Ȃ ѿ ѿ Ȃ ⱴ

̆ ᴪ Ҋ ̔ 

¶ ᾧ Ȃ 

¶ ᾧ ᵣ Ȃ 

¶ ֜ ễȂ 

Ḥ ̔Kim ̆ ̔2020 2345 

 

תּ ĺĺ ᶛ 2 

Hirsch Barash ᴆ̆

̔ľ ҹ ⌠ Ȃ ױ ‰ ѿ֓
תּ ̆ Ὲ῍ ҉℮ ץ ꞉ֲױ ҍȂᵖ ֓ Ҍ
Ȃ ᴪ ѿ֓ ȂĿľ ԅ̆Ŀ  Joyce 

Ӟ Ȃᵖ ӊ╠̆  Barash ѿ

֓Ԋ ̔ľҌ ֜  EC ץᶫ ̕ ↕ ױ Ҍ
ᶏ ֓ ̆Ŀ Ȃľ ̆ĿBarash ̆

̆ ȂľῬ ˻Ŀ ױז ԅ ҍῒז 

EC ᴆѿ ֜  ECȂ 
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תּ  

ױ ⱴ῀ҳ Ȃ ҳ Ҭᴪᶏ ѿ

Ȃ ⱴ ̆ Ҋ ̔8 

 60 ȁ ᵣẫ ᵖ Ȃ ⱴ ̆

Ҋ ̔ 

¶ ᾧ ᵣ Ȃ 

¶ ң ̆ ᵝ  50 ᾝȂ 

¶ ᾧ Ȃ 

¶ ѿᵝ ҙ ᾧ Ȃ 

῏ԍ Ḥ ̆  Barash ̆ ̔2345 6789 

 

תּ ĺĺ ᶛ 3 

Tommy Norman ѿᵝ ₮ Ғ Ȃז ҳ

ҍ ӊѿ̆ ҳ ѿ Ә

Ȃ⌠ ╠ҹ ז̆ β 6 ⌠תּ ֲ̆ᵖ

 20 ֲ ⱴȂNorman ̆ ҹז Ⱳ

ɂɂѿ Ὲ ̆ Ȃֲ 20 ⌠תּ ז̆

̆ 20 ⌠תּ Ḡ ҹ ҩῈ ѿ ҳ

Һ ȂNorman ‗ ℮ ז̆ ҹ תּ ֲ

ᶃ Ȃ ז ₮ѿᴍ ץ ̆ ⅞

Ҍ ȂNorman ᵬҹḱ

 EC ץᶫ Ȃ 

T. Norman Ә  

Ә ̆ғ ̆҉ץ 18  ץ ⱴѿ

 18 ҩ ҳ ̆ ѿ Ә

Ȃ ⱴ ̆ Ҋ ̔ 

¶ Tommy Norman ֪ ҹ ᾧ ᵣ Ȃ 

¶ ֜ ễȂ 

ᴪױ ¶ ҍ ҳ Ȃ 

↕ ԅ West East ҳ ᴶ ᴪ Ȃ 

Ḥ  West East  Tommy Norman ̆ ̔

2876 0000Ȃ 
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תּ ĺĺ ᶛ 1  

ѿ ̆Kim Ҍ ҹ ׆ Ҭ ⌠תּ

ץֲ̆ ⱴ ҳ Ȃᵖ

ῐ ̆ ҹ ҹҊѿ ₮

ȂKim ԍ ₮ ̆ ҹ №῏ Ԋ

ҙȂKim ԅѿ↕ ̆ ֜  

EC Ȃ₃ ץ ̆EC Һ ᴆ  Kim ̆ תּ

ҬҌᾛ ᶏ ľ Ŀӊ Ȃ

̆↕Ҍᾛ ᶏ ľ Ŀ ľ Ŀӊ Ȃ ғ

Ҍ ᴪľ Ŀ̆ ғ ӊ

ҹѿ ľ Ŀ ȂEC Һ Ώ ז̆ ῤ ѿ

ז̆ ӏԍ  Kim ֜ѿᴍ ӊ ⱴ Ȃ  

̔ ↕ ᶏ Ҍ Ҍ‰

̆ ľѿ ȂĿ 

תּ ĺĺ ᶛ 2  

Barash ѿᵝ ⱴ῀ҳ Ȃ ҳ Ҭ

ᴪᶏ ѿ ᴰ Ȃז‗ Ҭ℮ ѿ↕

תּ Ȃ p ӊ╠̆ ֜  EC ץᶫ

Ȃ  EC Һ ̆ѿᵝ EC ↕ Ȃ ֲ

↕ ҉ ԍľ ҙ Ŀ̆ ľᾧ Ŀѿ ԅ҈

̆ Ώ ԅ ȂEC ӥ Ҭ ̆ ҩ ⁞ҹң

ҩ̔ľᾧ ᵣ Ŀ ľ ᵝ  50 ᾝ
ĿȂḤҬӞ ₮ԅľѿ Ŀ Ҍ ̆

ҹľ ҳ ĿȂEC ף ֜ѿᴍḱ

ᶫץ Ȃ 

̔ ↕ ễ ᾧ Ⱶ ῖ ᶛȂ 

תּ ĺĺ ᶛ 3  

Norman ּת Ә ⌠ԅ ȂNorman 

⌠ ֲȂז ԍҍ Ὲ ᵬ̆ ҹ

Ὲ Ә Ҙ ԍҕ ᾢ ᵝȂ תּ

ԍ Norman ҳῒ҈ז Ԉ Ⱳ ̆ ғ

Ғ Һ ѿҩ ῃ ɂɂ

ԅ Ә ҳ ȂNorman ׆≢

ז̆ ⱴ תּ

Ȃז ԅѿᴍ ԅ ̆ Ṝ ֲ ᴆ

֜  ECȂֽֽ₃ ̆EC Ҋԅ  EC 

Ȃ       

̔ ↕ ԅ̆Ḥ ү ̆ ғҌ ᴋᵥḠ

Ȃ 
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ɷɷ  

Ҋץ ῏ԍ ᶛȂ ҩ ᶛҬ ̙ Ώ

Ҋ ̆ ױ Ȃ 

ĺĺ ᶛ 1 

Yu Lung Wong ѿ Ҭ Ȃז

ץ̆ ԍ ῃ ᴡֲ̆ ҹ ȂԊ ҉̆

ז ҹľ҂̂ ̃ ѿ̂ ̃ĿȂ ᵬ № ̆ᵖ

ׅז ҹѿ Ҭ ҳ Ȃ ҳ

ѿ Ҭ Ὲ ĺĺGolden Trust ⱲȂז ׆

Ҭ ȂWong ԅ EC ̆ ‰ ֜

 ECȂז ᴋҳ Ȃ   

ĺĺ ᶛ 2 

Christopher Lindbergh ᾢ ѿ Һᴋ ╕ ז̆

ԍ Ȃזӊ╠ ⱴ ₃ ̆

ᵖ ᵬ ӊѿȂ ₃ Ҭ̆ז ԅѿᴍ

̆ Ȃ

ῒҬѿ ѿ Ὲ ֟̆ ѿ ѿ Ὲ

֟̆ң Ὲ ‗ ᾧ ᶫ  Lindbergh ᾢ ᶏ ̆ ғ

ז̆ ѿ׆ Ὲ ĺĺSpirit Space ԅᾟ

Ȃז ңᵝ ᾙ ҹ ᵬ ̆Lindbergh 

ӏ Ȃ ז  EC  EC ⱲῈ

ז̆ ῐ ̔ľ ҹ ԅȂ ԅ˻Ŀ      

ĺĺ ᶛ 3 

Susanna Black ≠֒ ҺᴋȂ ӟ

̆ ҹѿ ̆ ԍԓ ╠ ԅ ᵝȂBlack 

ץ Ḡẫ Ḇ ᴪ ץ̆ ѿ

ҳ Ȃ №ҹң ╠ ̕ ῒҬѿ

Ҍ ҹ̆ ̆ ѿ ȁ

Ύ Ḥ ᴰ̆ ȂBlack ῀ⱲῈ

̆ ҉ ԅѿҩ Ḥ Ȃ Ḥ ̆ ̔

ľᴶ ᴪ ӊ ‗ ‗ ȂĿ      

ĺĺ ᶛ 1  

Wong ף Ҭ ̆ᵖז ᴰ Ҭ  

(TCM) ᵝ̆ ԅᴰ Ҭ ҙ ȂEC 

ԅҬ ̆ ᴪ ҹ ֟ № Ȃ 
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ѿ֓ᴪ ҹ Wong ӟ ̆ ғז ӥ

̕ ᾛ ᵬҹז Ȃῒ

ז ↕ ױז̆ ҹ ӊҬ ̆

ѿ ᵬҹ ᵬ ץ̆ Ḡ Ҭ

Ȃ ҩ  EC └ ԍ ⱴ 

EC ᴪ ̆ Ạ Ȃ  EC ץ ῒ ȂWong 

 EC ̆ז ₃ ̆ ֲ

ҹ ᵬ Ȃ  Wong ᴪӊ ̆EC ׅ

῍ ȂEC Һ ‗ ѿ ֜ ᴪ̆

└ ₮ Ȃ ᴪ ׅ ҩ

Ȃ 

̔ ѿ֓ Ҭ̆ԑ ף ҹ ⱵҬ ῒ№ȁ

Ҍ №Ȃᵖ ̆ѿᵝ ԑ Ӟ Ҍ

ҳ Ȃ ҹ ‰ ᴰ

ԑ Ȃ         

ĺĺ ᶛ 2  

ľ ̆Lindbergh ᾢ Ȃ  Eva Karlquist̆  EC ӥȂEC Һ  

Per Ekholm ̆ ѿ֓Ԋ Ȃ ױ  

EC ⌠ѿ֓ ̆ ױ  EC ׂ Ҋ Ȃ
ץ  Ekholm ̆ז  121212ȂĿ
ľ ̆Ekholm Ȃ Һ  LindberghȂ

ӥ ׂ Ԋ ȂĿľ ̆ ױ
⌠ԅ ̆ ΐ

Ȃ ԍ ᾙ̆ ױ ױז ῃ Ȃ ғ
ᶛҬᴪ Ҥ Ҍ ԊᴆȂ ֲ ₮ԅ ҩ Ȃ

Ҍ ᴋҺ ̆ᵖ ҹ ҳ ̆
ѿ ң ΐ ᵬ ᵬҹҳ
ȂĿľ Ȃ ̆Ekholm Ȃ ᴪ ֓Ԋ ̆
ׂ Ҋ ֜  EC ȂĿ  Lindbergh ᾢ ḱ  

EC  EC ⱲῈ ז̆ ῐ ̔ľ ҹҺ
ԅȂ ԅ˻ ԅ˻ ԅ˻Ŀ       

̔ѿ֓ Ҍᾛ ץ ֲ ᴋҳ Һ Ȃ 

ĺĺ ᶛ 3  

Black ԅ̆ ҹѿ֓ EC ҹ

Ḥ ’Ҋ̆ ҹҌ ᴶ

Ȃ ѿ ḱ ӊ ̆EC ԅḱ  EC ȂEC Ҍ

 Black ᵬҹ ѿ ̆ ҹ ѿ ẫ

Ḇ Ȃ  
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ɷɷ  

Ҋ₃ץ ҹ῏ԍ≠ ‖ ᶛȂ ≢₮ᴋᵥ ⌠ ≠ ‖

̙ ᵥ ≠ ‖ ̙ ΏҊ ̆ ױ Ȃ 

≠ ‖ ĺĺ ᶛ 1 

Bjorn Hanson ѿᵝ ̆Ӟ ѿ

ҺᴋȂזӞ ῒז ᵝҳ ῤ ז̆

ѿ Ӳ Ғ≠Ȃ ῒז  Smith ̆

Hanson ꜛ ̕Chan ̆Smith ◐ ̕  Brown 

ז̆ ѿᵝ ̆ ╠↨↨ ⌠ ȂHanson  

Smith ᴋѿ ҳ Һ ̆

Ӳ ҉ ȂSmith 

ῐ ז̆ ҹ ꜛ Chan  

Smith ҹ ᵬ ױז̆ Ȃ  Smith 

 EC ֜ԅ Ȃ  

≠ ‖ ĺĺ ᶛ 2 

҈ ╠̆James King ԅѿ֓ ז̆ ֓ ԅ 

PCure Ὲ Ȃ ̆PCure Ὲ ҍ King Ȃ

Ὲ ⅞ ѿ ҳ ̆ ז ᴋ ῃ Һ

ȂKing Ҭ תּ  30% ֲȂKing 

№ ῐ̆ ҹ ז ҳ Ȃ

ז̆  EC ֜ԅѿᴍ ̆ Ώԅѿᴍ≠ ‖

Ȃ Ҭז ҈ ╠ ԅѿ Ὲ ̆ᴇṿ 

100,000 ᾝ̆ ╠ Ὲ Ⱳ Ȃ  

≠ ‖ ĺĺ ᶛ 3 

Raymond Ronaldo ѿᵝ ԍ ̆Ӟ ѿ

Ὲ ᴪ Ȃ  Ronaldo ׆ ᴪ

ⱵҬ ᴋᵥ≠ ̆ᵖ Ὲ ₃ ╠  Ronaldo 

ԅ 150,000 ᾝ Ȃ Ὲ Һ ҍ 

Ronaldo ̆ ז ᴋѿ ҳ Һ Ȃ

ѿ Ҭ ȁ ғ ̆ ѿ ĺ

ĺ └╕ ȂRonaldo  EC ֜ԅ ≠

‖ Ȃ 
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≠ ‖ ĺĺ ᶛ 4 

Goran Bend ԅ 10 └ѿ ᶷ ̆ת ז

ԍ ᶏ ת ԅȂ ѿ ת ̆ ҹ

ᶏ ץ ̆ ∆ ᴪ ̆ᵖ

ᴪ Ҍ Ȃҹ ҩ ׆ ԅ

̆ Ғ≠  Bend ז ῍ Ȃ ҳ

ԓҩ ᶷ ̆ Һ

ת ῃ ȂBend ᴋҺ ̆

Ȃľ ṿ ѿ ̆Ŀ  Bend ӥ

≠ ‖  EC ̆ז ῐ Ȃ 

≠ ‖ ĺĺ ᶛ 1 

Hanson ѿ Ғ≠̆ ῤ₃ ∆ Ⱶֲ

ȂEC ҹ Ẓ Ȃ

ҹ Hanson Ғ≠ ֲȂѿ  EC ̔ľԊ
҉̆ ₃ ∆ Ⱶֲ  Hanson ᶭ ̆ ҹ Hanson 

Һᴋ̆ז‗ ԅ₃ᵝ∆ Ⱶֲ ᵬȁ
Ȃ ₃ Ⱶֲ ᴪ Ҍ҉ ҍ ῏ ᴋᵥ
Ȃ ᴪḱ ץ ₮ Ȃ ѿ
Ȃ  EC Ḡ Ҍ ’Ҋ
ᵀ̆ ῒז ῒז Ȃ 

̔≠ ‖ Ҍѿ ᴪ ̆ᵖӞ ᴪ ₮Ҍ Ḥ

Ȃ 

≠ ‖ ĺĺ ᶛ 2 

James King Ҍֽ ҉ ѿҩ ֲ̆ ғ

ҳ ȂKing  7  100,000 

ᾝ ӯԅ PCure Ὲ Ȃ ѿ ȁ╠ ᾣ Ὲ

Ȃ҈ ז̆ ⌠ PCure Ὲ ̆ᵬҹ Ὲ ѿ ҳ

ῃ Һ ȂEC Һ  EC ̔ľJames ᴪ
ᶏץ ⱳ ̙ ז ᴪ ṿԅȂ ҹ ѿ
Ҍ Ȃ ṿҌᴪ ҹѿ ҳ ӏ ҉ ȂӞ ᶫ

‰ № ҉ ̆ ṿᴪ ҉ Ȃᵖ ҍῒז ҳ
῏ ̆James Ҍ ֓ ȂĿ  

̔ѿ Ὲ └ԅѿ ̆ ₃ ῤ

ᾢȂҳ ∆  1985-86 Ὲ ̆ᵖ₃ ԅ̆ ⌠

ῒז ⱴ Ӟ ӊ ̆ ῀ ̆

Ὲ ṿ ҉ Ȃ 
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≠ ‖ ĺĺ ᶛ 3 

Raymond Ronaldo Ӟ ᴪ Ҭ₮ ≠ ‖ ̆ ҹז ѿ

Ὲ ᴪ ᴪ ̆ ғ ₃ ╠̆ Ὲ  

Ronaldo ꜛ  150,000 Ȃ  

Ronaldo ֓῏ ̆ Ӈ ҩ ᶛ ҹѿҩ

ᶛ̆ ғӞ Ҍ ≠ ‖ Ȃᶛ ז̆ ץ ᴪ҉

℮ Ὲ ѿ῏ Ȃᵖ ҉ץ ᶛҬ̆Ronaldo 

Ӟ ᵬҹ Ὲ ₃ Һ ȂEC ‗ ᴪ₮

≠ ‖ ’̆ ⱴץ ᾧȂEC ‗  Ronaldo ᴪ ԅץ

̆ ז Ὲ ᶫ ᵬҹҺז̆

ȂῬ‗ ₮ ≠ ‖

’Ȃ 

̔ Ạ ̆ Ὲ Ḥ ̆ Ḡ Ȃѿ֓

└ Ὲ Ḥ Ȃ    

≠ ‖ ĺĺ ᶛ 4 

Bend ԅ ѿ ᶷ ̆ת ҩֲז

῍ Ȃ ѿ ҳ ῍ ԓ ̆ᵬҹ Һ

̆Bend ᾧ ῀≠ ‖ ӊҬȂ ҩת ᴪ

 Bend ̆ ז ᴪ ᴋᵥҌ

ȂEC ‗ Ҍᾛ  Bend ᴋҺ ױז̆

ѿᵝľҬ Ŀ ᴋҺ Ȃ  

̔⁞ ≠ ‖ ᾧ Ҭ₮ ≠ ‖ Ȃ 
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ɷɷ  

Ҋ₃ץ ᶛҍҳ Ḡ ễ ῏Ȃ Ḡ / ễ ҍ

῏ Ҍ Ԋᴆ ◐ᵬ ̙ ΏҊ ̆ ױ Ȃ 

ҳ Ḡ ễĺĺ ᶛ 1 

׆₮└ ֲ ҬҺ №Ҭ ̆ ѿ

Ὲ ȂῈ ֲ

ꜛ̆ Ԋ ᵣ ᵬ Ȃ ҹ

ֲ ⌠ֲ ҉̆ ‗ ᾢ

҉ᶏ Ȃ Ὲ Һ

ѿ֓ ץ̆ ꜛῈ ҳ Ȃ Ὲ

ԅ Salemi Ansari ȂSalemi Ansari ѿ ᵬ̆ז

῏ԍ ҳ № ῐ ȂAnsari Ὲ

ѿ ҹ 3 ҩ ̆ ׆ ᵣẫ 20 תּ

ֲᵬҹ ȂAnsari ꜛῈ ̆

 EC ֜ԅ Ȃ 

ҳ Ḡ ễĺĺ ᶛ 2 

Mori Koyama ѿ Ғ ̆ ѿ ᵬȂ

̆ ῒז Ԋ ԅѿ Ȃ

῀ ̆ ᴪᶏ ⱴ ẫ̆

ᾧῬץ Ȃ ꜛ ⁞ Ȃ ╠

ѿ ᵌ ᶏץ Ȃᵖ ̆ ҉ Ҭ  

Koyama └ ̆ Ӟ ȂKoyama ᶏ ꜚ

ԅ ҳ ╠ ̆ Ȃ ז ֲ ҉

ҳ Ȃ ז ԅ ᴆ̆

ᴆ̆  EC ֜ԅ Ȃ 

ҳ Ḡ ễĺĺ ᶛ 3 

Bing Huang Ȃѿ Ὲ

ҍז ̆ ז ҹѿ ҳ Һ Ȃ

ῤ҈ Ύ Ẓ ᶏ

Ȃ

ȂHuang ԅ ̆ ⌠ ‰Ҭ

ȁ Ӳ ȁ  18 ғ ̂

̃ң Ȃ҉ץ ᵝ ⱴ ץ

ᶫ ̆  15 № ѿ ᶫ Ȃ

ҍң Ҍ ѿ №≢ Ȃ ̆ ᵝ ᴪ ⌠ѿᴍ

Ẓ ̆ ԍ ᵀȂHuang ҹ

ԅ̆ ῒז ῏ ᴆ ѿᴍ ֜  ECȂ 
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ҳ Ḡ ễĺĺ ᶛ 4 

Karen Gutter ѿ ֲ ̆Ӟ ѿ

Ғ Ȃ ԅ ₃ ̆ ≢ ẫ

Ȃ ̆ ᵞԅ 70%ȂGutter 

ⱬԍᶏ ѿ ѿ ̆

ᵞ Ҭ Ȃ Ҭ ԓ ̆

 Gutter ҹ Һ Һ ȂEC ̆

Gutter  EC ң ῤ Ҋ ᴪ Ҭ Ȃ  

ҳ Ḡ ĺĺ ᶛ 1  

ҩ ᶛҬ̆ Ⱳᴑҙ ⅞  20 ֲ

Ȃֲ ᵬҹѿ ᴰ ̆ ᴰԅ₃

₃ҩҕ Ȃ ῒ ҹ ȁ ֲ ҬȂӞ

ᴪ ֲ ҹֲ ῃҬ ̆ ᶏ

Ӟ ԅֲ ῃ Ȃ Ԋ ֲ ◐ᵬ ȁῐ

ȁ ⱬ Ҭȁ ᵞ ₮ ᵌ Ȃ ̆

₮ Ȃᵖ ̆ ֲ ᶫ ҍץ

ֲ Ҍ ̆ ᶫ ̆ ғ Ȃ

ֲ ֲᵣҬ ◐ᵬ ̆ ῒ ԍ

ꜚ ȂԊ ҉̆EC Ⱳ ᶫҳ ễ

Ḡ ◐ Ȃ  

̔EC Ӟ ֜ᶫ ֟ ҳ ῃ Ȃ

EC ҹ ֲ ̆ ҳ ̆ ∆

ҹ ẫ ֲ Ȃ 

ҳ Ḡ ễĺĺ ᶛ 2  

Koyama ז Ԋ ₮ѿ ̆ҹ

⁞ ȂEC Ҭ ԅ

ȂEC ҹҳ ⌠

̆ ῃ ԅ ҹֲ ҳ Һ ῃ

Ȃᵖ ԍ ᵞ Ȃ ҹ ѿ

̆ ғ ҹ ễ ̆  EC ╠

̆ ֜ѿᴍ ҳ Ḡ ᴆȂ  

̔ ҳ Ḡ ԍ Ȃ Һ

ҳ Ḡ Ҭ̆ ᴪ Ȃ  
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ҳ Ḡ ễĺĺ ᶛ 3  

Huang ֜ԅѿᴍ EC ̆ץ ҈ Ύ

Ȃҹԅᶏ ⱴ ̆ ҉ԅ ԍ

̆ᵖ ҈ ᶏ ȂEC ԅ ⅞̆

ԍ ̆ ԍ ᵞ ȂEC 

Ⱳ ₮ ễ ҳ Ḡ ᴋ Һ ԍ̔ ẫ

⅞ ᶛҬ ̆ ԍ ⱴԅ ױז̆ ᴪ

Ȃ 

̔ҍ ῒז ᵣ ̆ҳ ῏ ễ

ȁῈ῍ ᵞ ᴪ֟ Ҍ Ȃ 

ҳ Ḡ ễĺĺ ᶛ 4  

Gutter Ғ Ȃ ѿ

̆Ӟ ᴪ ᵞ Ҭ ₮ Ȃ ԓ Ȃ

̆ ҹ ẫץ ֲҹ ̆ ѿ

№ Ҭ ᵬ Ȃ ̆ ғ

ԍ ғḠ ῃȂѿ֓ ҹ

ҹ ᵌ ĺĺ ֲ Ḡ ̆ᵖῒז

Ҍ Ȃ └ ᴪᶏ EC Ạ₮ ‗ ̆ᵖ

ễԊᴆȂ   

̔ ᴋᵥ ễḠ ӥ Ḡ ̆↕ ӥץ

Ȃľ Ҭ ᴴ̆ Ҍᴪ
ễ ȂĿ 
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ɷɷ  

ᶛҍ ҳ ᴆ ῏ȂEC ᵥ ̙ ΏҊ

̆ ױ Ȃ  

ҳ ᴆĺĺ ᶛ 1 

Sarko Kwabean ѿ ∆ ̆

ᵬȂѿ Ὲ ҍז ̆ ז ҹѿ ҳ

ȂKwabean ԅ ז̆ Ҋ ԓ  

Johannesburg ⱴѿҩ ᴪ Ȃ ז ⌠ ̆ ⌠

№ ỸȂ  23 ֲ ᴪȂԓ Ⱳ ȁѿ Ҭ Ⱶ

ȁѿ  GCP ȁ ѿ ԓ Ȃᴪ ԅ

ң ̆ № ҍҳ ȁ ‰ȁGCP ῒזҺ ҳ

ᴆ ῏Ȃ Ⱳ ѿ Ὲ Ȃ

ױז̆ ᵝ ѿᴍ≠ ‖ ȂKwabean ҽ

̆ľ ҹָӇױ ≠ ‖ ̙ Ҍױ Ὲ ̆
ғ ױ ȂĿѿᵝ ҹ Ҍ

ז ̆ľ ѿ ⱴҳ ̙ᵰ ̆≠ ‖
ҹѿᴍ ҳ ᴆ̆ ҹ ױ Ḡ ᴋᵥ≠
‖ ̆ ↕ Ҭ ⌠ ȂԊ ҉̆ ױ

 EC Ӟ ֜ ≠ ‖ ̆ ᴪ  EC 

ȂKwabean ԅ≠ ‖ ̆ ѿᴍ ᴆץḂ

֜  ECȂ ז ֜ԅ EC ̆ᵖׅז ֜≠ ‖

Ȃ 

ҳ ᴆĺĺ ᶛ 1  

 Kwabean ׆ Johannesburg ԋ ̆ ᴪῃᵣ

ᴪ ԅ ᴪȂ  Kwabean ѿ ⱴ ᴪᴪ Ȃ ᴪ

╠̆Charles Msrah ╠  Kwabean ⱴ

ҳ ז̆ ̔ľ ̆ ᴋ ҹ ѿ  EC Һ Ȃ

ѿҩ  EC ҳ Ȃ Ҭ ѿ
̆ᵖ ҹᵥ   FDA ≠ ‖ ̙ ױ

Ȃ ҹ׆ ₮ ̆ ѿҩ Ȃ
̆ ≠ ‖ ȂĿKwabean 

ז̆ ̔ľ ˻ ȂĿᵖ ז ̔

Ҍ Ҍ ̙ Ȃ 

̔ѿ֓ ΐ ֓ҳ ᴆ̆ᵖῒז
Ȃ 
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ĺĺ  

Ҋ₃ץ ᶛҍ Ύ ῏ȂEC ᵥ ̙ ΏҊ ̆

ױ Ȃ 

ҳ Ύĺĺ ᶛ 1 

Bernard Registrar ⅞ ѿ Ҭ ȁ

ҳ ̆ ҈ҩ ῇҩ  17 ҩ Ҭ

Ȃ ҩ ԅ Ȃ ╠ Ώ ҩ  

EC ĺĺ ῍ Ώ 17 ᴍҌ ̆ ҩ

Ώ ȂRegistrar ̔ľ Έ ῇҩ ᵬ
˻ҹָӇ  EC Ҍ ᶏ  EC ̙ ױ ⱴ
‰ ȂĿז ѿ ῀ⱲῈ ̆ ז ѿᴍ EC 

ԅҳ ΎԊ Ȃ ᴍ EC  EC ╠ᾢ

Ύ̆ Ḥ Ȃ

ԍľ ᴪ Ύ
ȂĿRegistrar ҉ ̆ ̔ľ ҩ ȂĿ    

ҳ Ύĺĺ ᶛ 2 

Steven Swan ᴋף  EC Һ ѿ Ȃ ҩֲⱲ

Ὲ ῤ̆ז Ҋ  EC ᴪ Ȃז ̆ ҹ

ז ᴋ EC Һ ȂEC ӥ Svennis Ericsson ѿҩ  

Swan Ȃľ ̆  Paula Editoră ѿ
Ȃ ױ ⌠  Lisa Stin Ȃ ױ
ῐ ̆ ‗ ҈ ȂSting 

Ύ ̆ ғ ֜ԅ  EC Ḥ Ȃѿ℗
̆ᵖ ױ  EC ѿҊ EC  ID 

Ύ Ὲ ȂSwan ̆ ֓Ḥ ӊ
̙  123459Ȃ ꜛȂĿ 

ҳ Ύĺĺ ᶛ 1  

Registrar ̆ ҹ ז ҳ Ҭ̆ѿҩ EC 

ᾢ Ύ̆Ῥ֜  EC Ȃ

ΎḤ ԅȂ׆ז ̆ ‗ז  

EC Һ  Anne Straight ̆  EC Ȃ

Straight ̔ľ ̆ ҹ ׆
ȂԊ ҉̆ Ȃ ױ ӥ

תּ Ҭ ֜  EC ‰Ȃᵖ Ύ
̙ ҹ  EC ‗ Ȃ 
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ᵖ ױ ᴪ Ὲ῍ Ύ ȂԊ
҉̆ ₮ ҉ ѿҩᴶ ̆ ҹ ҉
ҹ ̆ ̆ Ȃ ̆ᵖ

ȂҊ  Barcelona ⱴѿҩ ᴶ ᴪ
̆ ≠ ̆ ᴪ Ȃᵖ ץ
̔  EC ȂRegistra ̆ Ҋ ᴪҍ
ȂĿ    

̔ ҩ ᶛҬ ԅѿҩҍҳ Ύ ῏ ̆ ѿҩ

ᴶ Ȃ Ύ Ḥ ⌠ ֽֽ ѿ ᶛ

₮ ̆ ѿ תּ ̙   

ҳ Ύĺĺ ᶛ 2  

Swan ף  EC Һ ̆  Paula Editora 

ҍז ȂEditora Ύ ҉  EC  ID ҍ 

EC Ȃ ԍ̆ ѿ ῏ԍ

ȂSwan  EC ӥ Svennis ̆ ז ꜛ ԊȂ Swan 

̔ľ  EC ̆ ȁEC 

 ID ҍ Ҍ ̆ ӇⱲ̙ ̆ ⌠Ҋ

 EC Һ ῬẠ‗ ȂĿSvennis Ῥ Ύ ҍ EC 

Ȃ₃№ ̆Editora ⌠ԅ Swan Ȃ 

̔ ᶛ ̆ ᶏ ΎḤ ῏

Ȃᵖ ҩ ᶛӞ ԅ ῏ Ȃ Ḥ ֲ ᴍ

̙EC Ḡ ╠ ӊҊ̆ ץ ҈ ֓Ḥ ̙ 
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ɷɷ  

ᶛҍҳ ῏ȂEC ᵥ ̙ ΏҊ

̆ ױ Ȃ 

ҳ ĺĺ ᶛ 1 

Hans Beck ҉ѿ Ὲ῍ ̆‰ ֲ

҉ Ȃזᶭ ╠ ѿҩֲ̆ ̆ᵖ Ҍ

Ȃ Ҋ ז ᴪ Ȃ ˻Land 

Ȃ ז̆ Ȃז ⌠ ֲ ז

̆ ѿ ̆ ᵝ ȁ ╠ Ȃľ ̆Beck 

Ȃ ̆ ғ ᴪѿ ⌠Ҋ Ȃ ╠ץױ
Ȃ  Gretel Graf̆  EC ӥȂ ̆ ῏ԍ

ҳ ѿ ╠ ̆ᵖ Ȃ
ԅ҈ ḤȂ ץ ̙Beck ̆  ױ

EC ⅞ Ҋ ῤ ̆ ᵥ
̆ ᴪ֟ ȂĿBeck ̆ ֓ ҦȂ ᵝ

ֲ ⌠ Ҋ ז ֓ ȂזҤ

̔ľ Ҍ ⱳ̆ Ȃ ғ
Ԋ Ặ ᴋᵥֲ ᴇṿȂĿ Ả

̆Beck Ҋ ̆ ҉ԅ ֜ⱴ ֲ Ȃ  

ҳ ĺĺ ᶛ 1  

Beck ῀ⱲῈ ׅ ᵬ Ȃ  EC Һ ז̆

Ȃľ ׂ Ҋ  6 ӊ╠ ֜ ҳ
̙ ̙ Ҥ

Ȃ  6 ҩ ῤ҉ ̆ ᶏ  EC ῤ
҉  EC Ȃ ҈ҩ ̆ ⱳҍ

῏ Ȃ ױ ℗ ⌠ ̆
Ҭ ̆ ᵣ

̆Ҍ ⱳҍ Ȃ ױ ҳ Ύ
҉Ȃ ԅ ԅ ױ ῤ ᶛ̆Ӟ ԅḠ ᶛ
Ȃ ᵟ Ҋ Έ ╠ ֜ ȂĿ     

̔ѿ֓ Ҥ ̆ῒז

↕ ȂԊ ҉̆ ҩ EC ‗ ץ ᵬҹ Ҍ

ᶛ ‰Ȃ 
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ɷɷ  

ᶛҍ ῏ȂEC ᵥ ̙ ΏҊ

̆ ױ Ȃ 

ĺĺ ᶛ 1 

Bernadette Bardot Ӡ  Nice ץ ̆ѿ ῌѿ

ᴋ ̆ ׂ ῇ Ȃ ̔ ∆
Ạ‗ ̆ ָӇ Ҍᴪ Ȃ ҩ ̆ᵖ ѿ
ᴪ ⌠ Ӡ ȂBardot ₮ѿ Ӟ ᴪ ̂

̃ ֟ Ȃ ℗ ӊ╠̆ ֟ Ҋ

⌠ ҹ Ȃ ᶫ ᾮ ҉

ԅ Ȃҍῒז ̆

̆  Bardot ῒ ҹҍ ᾢ╠ ᵬ ᴪȂ

 Nice  Jack Lamarck ̆ ז

ⱴ ҳ ȂLamarck ₃№

̔ľ₃ Ῥ ⌠ ԅȂ ῌ
Ӈ ̙ĿBardot ̔ľ ̆ ԅ̆ Ȃ
ѿ ҳ ̆ ̆  Nice ѿ
῍ Ȃ ֲ ̙Ŀ ԅѿᴪᾙ̆Lamarck 

ԅ ̆ ̔ľ ̆Bernadettĕ ԅȂ
Ӟ פ 2004  ҳ ̙ ̆

ᴑҙ Ⱳ ҳ ѿ ̆ ȁ ȁ
GCP ȁҳ Ḡ ȁ Ԋᴆ Ҥ
Ȃ ѿ ̆ ῒ ₮Ȃ

̆ᵖ ץ ꜛ  EC Һ
ȂĿ  

ĺĺ ᶛ 1  

Bardot ῇ ̆  2004 

ҳ ᶛɂɂ 2001/20Ȃ פ ᴪ  Nice 

ҍ EC Һ ֓ ᶛ ԅȂ ҍ EC Һ ֜ ӊ ̆

Bardot ‗ ⅞ Ȃ ҹ Ḡ ֲ ꜛ

Ȃ Ḥ ץ ̆ ҍ  Nice 

ᵬᴩᵄѿ ̆ ‰  EC Ȃ 

̔ ҩ Ҭ ᶛ̆ /

 EC ҳ ֓ ᶛȂ 
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 EC / ɷɷ  

Ҋ₃ץ ᶛҍ ῃ  EC ῏Ȃ ̆

ῃ ̙ ΏҊ ̆ ױ Ȃ 

ᶛ ↕  EC ̔ / ῃĺĺ ᶛ 1 

Sam Carter ̆ ֲ ╠ ז

Ȃ ז̆ ̆ ῒ

ḱ ’ҊȂז ѿ Ҋ Ԋ ̆

ӥ ⱲῈז ҉ ᴆȂ ז ҩ ᴆ ̆ѿ

Ὲ ᴆ ԅז Ȃז ╠ ҹ Ὲ ѿ

ҳ Ȃ ᴆҬ ңҩ ̆ ᵌ ҍזᵬҹ ҍ ҳ

῏Ȃז ֓ ̆ Ḥ ̆ҳ

Ҭ ѿ֓ ₮ ԅҌ Ԋᴆĺĺז ҹ תּ

ֲȂ ѿ ҍѿ ῏̆ Ҋ ԍ

̆ ֲ ȂCarter ̆ ԋ

Ȃ ԋ Ҭ ῒזң Ȃѿ  41 ԅ̆

ѿ  27  II ̆Ӟ ֙ԅȂ Ҭ

̆ ⱴԅ ҳ ̆ᵖ

ѿ Ҭ Ȃ  Carter ̆ז

ԅѿ ̆ ҹז ⌠ԅ Ὲ ̆

̆ ֙ ῏ ȂCarter 

ԅѿҊ ̆ ₮ⱲῈ ӥ ̔ľ ҹ ‰ ѿᴍ
֜  EC ̆ ȂĿ ז̆ ₮ Ȃ 

ᶛ ↕  EC ̔ / ῃĺĺ ᶛ 2 

Steven Groth ѿ Ҭ ȁ ҳ ̆

ҹ ң ̆Һ Ә Ȃ  Steven Groth ҹ

Ῥ תּ Ȃ ҩ ֲ ѿ ⌠

 20 ȂGroth  EC ֜ԅ∆ ̆

ԅ Ȃ ⌠תּ ѿҩ ֲΈҩ ̆Groth ⌠ԅ

ⱲῈ ̆ Ὲז ḱ

Ȃ ̆ ꜚ ̆ ֲ

ⱴ 20 ׆  26 ȂGroth ḱ ֜  

ECȂ 

 


































