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1 │∂╘⌐ 

1997 ⌐₈ ─ ─ ─ ⌐ ∆╢ ₉⁸™╦╝╢ GCP Good Clinical 

Practice ⁸GCP ⅜ ╘╠╣ 20 ⅜ ∆╢ ⁸ │ ⌐ ⇔≡⅝√⁹ 

≢│⁸ ─♃כ♦ ╩ ⇔≈≈ ╩ ⌐ ╘╢√╘⁸ ▫♦כ◖

Ⱡכ♃כ Clinical Research Coordinator ⁸CRC ⅜ ─ ≤⌂∫≡ ⇔™⁹

│⁸ ─♃כ♦─ ╩ ℮ ╩(1כꜗ☺כⱴⱠ♃כ♦ꜟ◌כ꜡╢№≢

∆╢ ╙ ≡⅝≡™╢⁹ Site Management Organization ⁸SMO

⅜ ⇔≡™╢ │ 66% 2014
2)⌐ ╪≢™╢⁹ כ♃♬⸗ כ♃♬⸗⁸

│⁸ ⌐ ╦╢ ┘ ☻♃♇ⱨ ⁸ ☻♃♇ⱨ ⌐ ⅎ⁸SMO☻♃

♇ⱨ≤╙ ⇔≈≈ ╩ ╘≡⅔╡⁸↓╣╠☻♃♇ⱨ≤─ ─ ≤⇔≡─ ⅜ ↄ

╘╠╣≡⅝≡™╢⁹ 

≢│⁸ Contract Research Organization ⁸CRO ┼─ ─

⅜ ⇔≡⅔╡⁸∕─ │ 51% 2014
2)⌐ ╪≢™╢⁹CRO─⸗♬♃כ│

╩ ∆╢↓≤⅜≢⅝∏⁸ ╙≡∫№≢כ♃♬⸗─ ─ ⌐╟╡⸗♬

♃ꜞfi◓ ╩ ≢⅝⌂™ ⅜№╢⁹╕√⁸√∞ ⌐ GCP─ ⌐─╖ ℮⁸≈

╕╡ GCP╩⅔ ⱴ♬ꜙ▪ꜟ ⇔⁸ ╘╠╣√↓≤│≢⅝╢⅜⸗♬♃ꜞfi◓ ─

╛ ╩ ⅎ╟℮≤⇔⌂™⸗♬♃⁸כ№╢™│ ⅜כ♃♬⸗™⌂™≡⅝≢ ⇔≡™╢≤─

╙ ⅛╣╢ 3)⁹ 

⁸IT ─ ⌐╟╢ │ ⇔ↄ⁸ Institutional Review Board ⁸

IRB ─ ─≢♩כ⸗ꜞ╛ 2)◦☻♥ⱶ╩ ∆╢ ╙ ╣ ╘≡

™╢⁹IT ─ │◖Ⱶꜙ♬◔כ◦ꜛfi ╛⸗♬♃ꜞfi◓ ─ ╙ ↕∑⁸⸗♬♃

ꜞfi◓ ─ ╩ ─╠╣⧵│⌐כ♃♬⸗⁸⅜╢→ ⌂ ™ ↑⅜ ╘╠╣≡™╢⁹╕√⁸

⇔™ ≤⇔≡⁸ꜞ☻◒⌐ ≠ↄ⸗♬♃ꜞfi◓ 4)─ ⅜ ╕∫≡⅔╡⁸ ⅜

≢№∫√ ─⸗♬♃ꜞfi◓⅛╠ⱪ꜡☿☻ ╩ ≤∆╢⸗♬♃ꜞfi◓┼≤ ⇔≡™ↄ

≤ ╦╣╢⁹ 

↓─╟℮⌐ │ ⇔≡╙⁸⸗♬♃ꜞfi◓ ─ ╛ │ ≢№╢⁹ ≢│

⌂™ ≥כ♃♬⸗╡╟⌐ ─ ⌐ ╩ ™╢↓≤─ ™╟℮⁸⸗♬♃ꜞfi◓

─ ⌐ ™≈≈ ⅛≈ ⌐ ∆╢↓≤≢⁸ ─ ⌐╙ ⅜∫≡™ↄ≤ ⅎ╠╣

╢⁹ 

⁸ 2015 ♃☻◒ⱨ◊כ☻ 3 ⁸TF3 ≢

│⁸⸗♬♃ꜞfi◓ ─ ⌐ ∟ ╡⁸ ⇔ↄ⸗♬♃ꜞfi◓ ╩ ℮√╘─№╢═⅝ ╩

⇔√⁹ ⅜כ♃♬⸗⁸│≢ ∆╢℮ⅎ≢─ ⅎ ≤⇔≡⁸⸗♬♃ꜞfi◓ ─ Principle №

╢═⅝ ╩ ⇔⁸∕─ ╩▫♦♃☻☻כ◔≥ ⇔≡™╢⁹ ─ ⧵⁸כ♃♬⸗⁸│

כ♫כ꜠♩─ ┘ⱴⱠכꜗ☺כ╩ ⇔≡™╢⁹╕√⁸ ─╖⌂╠∏ ╛

⌐⅔™≡╙∕─ │ ≢№╢↓≤⅛╠⁸ ╩ ™√∞↑╢╙─≤ ⅎ╢⁹ 

⌐╟╡⁸⸗♬♃ꜞfi◓ ┼─ ⌐ ⅎ⁸⸗♬♃כ≤ ☻♃♇ⱨ ─

─ ⌐╙ →╠╣╣┌ ™≢№╢⁹  



 

2 

2  

⸗♬♃ꜞfi◓ ╩ ∆╢℮ⅎ≢─ ≤⌂╢ ⅎ ≤⇔≡₈⸗♬♃ꜞfi◓ ─ Principle

№╢═⅝ ₉╩ ⅝ ∆↓≤╩ ⌐⁸ ⌐ ∆ ╩ ⇔√⁹ ⇔√ │₈4 

≥☻כ◔╢╣↕ ⅎ ₉⌐ ─▫♦♃☻☻כ◔╢™≡⇔ ⌐╙ ∆╢↓≤≤⇔√⁹ 

(1) ⅛╠─ ┘  

(1)-1  

2015 TF3 18 16 ⁸ 2 כ♃♬⸗─ ─

 

(1)-2  

2015 6 25 2015 7 8  

(1)-3  

┘ ─ ⅛╠ ╕≢─⸗♬♃ꜞfi◓

⌐ ∆╢ ─ ╩ ⇔√⁹√∞⇔⁸ ⌐ ה ─

╛ ⌐≈™≡─ ⁸ ─ ⌐ ∆╢♩ꜝⱩꜟ │ ™√⁹ 

1) ≢─ ⁸ ה ≢─ ⁸ ⅛

╠─ ┘ GCP─ ╛ ≢ ™⅛⌂⅛∫√ ─┼כ♃♬⸗ ⌂

ה ⁸ ⌐╟╢ ╦╡  

2) CRO╛ ≢─⸗♬♃ꜞfi◓  

(2) ⅛╠─ ┘  

(2)-1  

─ ─ 7 ⁸SMO 3 ⌐ ∆╢ CRC 32  

(2)-2  

2015 7 15 2015 10 7  

(2)-3  

─╠⅛כ♃♬⸗ ╛ ⌐╟╡ ⇔√ ≤∕╣⌐ ⇔≡ ╢

═⅝ ⌐≈™≡⁸▬fi♃ⱦꜙכ⌐≡ ⇔√⁹ 

(3) ┘ ⅛╠ ⇔√ ─  

⅛╠─ ─ ⁸281 ⌐≈™≡ ╩ √⁹ ─ ╩ ⇔√

⁸₈⸗♬♃ꜞfi◓─ ─ ≥כ♃♬⸗₉⁸₈ ≤─◖Ⱶꜙ♬◔כ◦ꜛfi

₉⁸₈GCP ─≡⇔≥כ♃♬⸗₉⁸₈ ₉⁸₈ ─ ₉ ┘₈

─ ₉ ⅜№→╠╣√⁹ ⌐ ↄ ╘╠╣√ │⁸₈⸗♬♃ꜞfi◓─ ─ ₉≢

№∫√⁹ 

⁸ ⅛╠─ ─ ⁸118 ⌐≈™≡ ╩ √⁹↓╣╠─ ─
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│⁸₈⸗♬♃ꜞfi◓ ─ ─ ₉⁸₈ ─ ⌐ ∆╢ ₉⁸

₈ ⌂ ─ ₉⁸₈ ╛ ─ ₉⁸₈ ≤─◖Ⱶꜙ♬◔

fiꜛ◦כ ₉⁸₈ ─ ─ ₉⁸₈⸗ꜝꜟ ₉⁸₈ ─ ₉⁸₈

≤ CRO ─ ₉ ┘₈⸗♬♃ꜞfi◓⌐ ∆╢ ─ ↕₉ ⅜№→╠╣√⁹ 

 

⇔√ ╛∕─ ╩ ≤⇔≡⁸⸗♬♃ꜞfi◓ ─ Principle №╢═⅝ ╩ TF3ⱷ

fiⱣכ≢ ⁸ ⇔√⁹╕√⁸Principle─ ╩ ╩▫♦♃☻☻כ◔─╘√╢↑ ⇔√⁹ 
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3 ⸗♬♃ꜞfi◓ ─ Principle №╢═⅝  

≢│⁸₈ ₉⁸₈ ∆╢ ₉ ┘₈ ₉─ 3≈⅛╠ ∆╢ ⅎ ┘⌐

╩⸗♬♃ꜞfi◓ ─ Principle №╢═⅝ ≤ ⇔√⁹∕─ ╩ ⌐⁸ ╩

⌐ ∆⁹ 
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3.1  

 

É ⸗♬♃⁸₈│⌐כ ™ ₉⁸₈ ─ ₉≤™℮ GCP─ ╩ ⌐⇔⁸

─ ⌐ ∆╢√╘─ ⅜ ╘╠╣╕∆⁹  

ü ─ ⅜ ↕╣╢⸗♬♃ꜞfi◓ ─ ╩ ⅜כ♃♬⸗─

⇔⁸∕─√╘⌐ ⌂ ╩ ╢⁹ 

ü ⌐╟╡ ⌐ ה ⁸╩♃כ♦√╣↕ ─ ≤ ╩ ⌐

⇔ ╢ ⅜ ≡⇔≥♃כ♦√╣↕ ∆╢⁹ 

É GCP─ ™ ∟╩ ∆╢↓≤│ ≢∆⁹ 7   

ü ─♬ꜙꜟfiⱬꜟ◒ ⁸Ⱬꜟ◦fi◐ ⁸ ≤⇔≡ᵑ ה

─ ⁸ᵒ ─ ה ⌐╟╢ ⁸ᵓ▬fiⱨ◊כⱶ♪ה◖fi☿fi

♩ ─ ⁸ᵔ ─ ⅜℮√╦╣≡⅝╕⇔√⁹ 

ü ─ │⁸ ⅜ ╩ ⌐⁸ ╩ ⌐ ∆╢≤™℮ ∟

╩ ⇔╛∆™≤™℮↓≤╩ ⇔≡™╕∆⁹ ─♃כ♦│⌐ ╩ ⇔⁸

╩♃כ♦√⇔ ⇔ↄ ה ה ∆╢↓≤⅜ ╘╠╣≡™╕∆⁹ 

É ₈ ™ ╩ ∟⁸ ⅜ ╩♃כ♦√╣↕ ∆╢₉√╘─ ╩ ⌐ ∆

╢↓≤⌐╟╡⁸ ⌂ ─ ⅜ ≤⌂╡⁸ ≤↕╣╢ ╩ 1 ╙ ↄ ↕

╪⌐ ↑╢↓≤⌐ ⅜╡╕∆⁹  
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3.2 ∆╢  

 

É ꜞ☻◒⌐ ≠ↄ⸗♬♃ꜞfi◓─ ⸗♬♃ꜞfi◓ ⅜ ⇔≡╙⁸ ╩ ∆╢℮

ⅎ≢⸗♬♃כ≤ ⅜ ∆╢ │ ╦╡╕∑╪⁹ 

É ₈ ™ ₉≤│⁸GCP 1 ≢ ═╠╣≡™╢₈ ─ ─ ⁸ ─

┘ ─ ₉│╙≤╟╡⁸ ╛ ─ ╩ ∆╢◖fiⱪꜝ

▬▪fi☻ ⌐№╢≤ ⅎ╠╣╕∆⁹ 

ü ─ ⌐⅔™≡◖fiⱪꜝ▬▪fi☻─ │ ─♃כ♦⁸╡№≢ ⌐

─№∫√ ╩ ↑⁸↓╣╕≢ ⌐ ⌐│⸗ꜝꜟ⅜ ╘╠╣≡™╕∆⁹ 

É ₈ ⁸ ─ ⁸ ┘ ─ ⌐ ∆╢ ₉≢│⁸₈ ⅜

↑╠╣√₉ ⌐ ≠⅝⁸ ה ╩☻ⱬⱠⱨ▫♇♩Ᵽꜝfiה◒☻ꜞ─

⇔⁸ ה ⁸ ה ┘ ─ ─ ⅜ ↕╣╕∆⁹ 

ü ╙⇔⁸ ╩⁸GCP⅜♃כ♦√⇔ ⇔≡⅔╠∏ ─ ⁸┌╠⌂√∫№≢♃כ♦™

┘ ⅜ ⌐ ≢⅝⌂ↄ⌂╡⁸ ≢⁸ ⌂ ╩ ╛⅛⌐

┼ ↑╢↓≤⅜≢⅝╕∑╪⁹∕╣│⁸ ™√∞™√ ─ ╛ ╩

⌐⇔≡⇔╕℮↓≤⌐╙⌂╡╕∆⁹ 
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É ─ ⌂ ≤ ╩ ∆╢√╘⌐⁸ ⌐ ⇔≡ ╩ ℮ ╩⸗

⅜כ♃♬ ∫≡™╕∆⁹ 

ü ⅜ ⌐ ╦╣≡™╢↓≤╩ ∆╢√╘⌐⁸GCP⁸ ⁸ ⌐

∫≡ ⅜ ↕╣⁸ ⌂ ⅜ ⌐ ↕╣ ↕╣≡™╢↓≤╩ ⇔⁸

∆╢↓≤⅜⸗♬♃ꜞfi◓ ≢∆⁹ 

ü ─ ⌂ ─ ⌐│⁸ ≤─ ─ ⅜ ⌂ ≤⌂╡╕

∆⁹ 

É ─ ⌂╢ ─√╘⁸ ⌂ ╡ ╖⅜ ≢∆⁹ 

ü ⸗♬♃כ│ ≤ ≤─ ─ ≤⇔≡⁸ ─

╛ ─ ╩ ╕ⅎ⁸ ₁─ ─ ─ ⌐ ⅝⌂ ╩ ╓

∆↓≤⅜≢⅝╕∆⁹ ─ ╩ ⇔⁸ ☻♃♇ⱨ≤ ⌂ ╩

≈≤≤╙⌐⁸ ─ ╩ ⇔≈≈ ⅜ ∆╢╟℮⁸ ─ⱪ꜡☿☻⌐

ↄ ╩ ╢ ⅜№╡╕∆⁹ 
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3.3  

3.3.1 1 

 

É GCP─ ╩ ∆╢↓≤⅜ ≢∆⁹ 

ü GCP╩⅔ ⱴ♬ꜙ▪ꜟ ≤ ⅎ√╡⁸GCP─ ⌐ ╦╣ ⅞√╡∆╢≤⁸GCP

─ ⅜⅔╤∕⅛⌐⌂╡⅛⌡╕∑╪⁹ ∫√ ╛ ⌐ ╢↓≤─ ™╟℮⁸ ⌐

GCP≢ ╘╠╣≡™╢↓≤⅜ ≢№╢⅛╩ ⅎ╢↓≤⅜ ≢∆⁹ 

É ─ ╛ ╩ ⇔≡ ה ∆╢↓≤⅜ ≢∆⁹ 

ü GCP─ ╛ ╩⅝∟╪≤ ⇔√℮ⅎ≢⁸№╠╝╢ ≢ ─ ⅜

↕╣╢╟℮⁸⸗♬♃ꜞfi◓ ╩⇔⌂↑╣┌⌂╡╕∑╪⁹ 

ü ≤│⁸ ╩ ≡ ∆╢ ≢∆⁹ ╩ ⇔≡™⌂™

≤ ∫√ ╩⇔≡⇔╕™╕∆⁹ ╛ ─ ─ ⌐ ╩ ⅎ╢↓

≤─ ™╟℮⁸GCP╛ ─ ─ ─ ╩ ⇔≡™╢↓≤

⅜ ≢∆⁹ 

ü ₈ ╛∫≡⅝√⅛╠₉≤™℮ ─╖≢⁸ ∂ ╩ ≢ ⇔ ↑╢↓≤│

╗═⅝≢∆⁹ 

É ─ ╩ ∆╢√╘─⸗♬♃ꜞfi◓ ≤⇔≡ ⌐ ⌂↓≤│⁸ ╩
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⇔╕∏ ╡ ╗ ⅜№╡╕∆⁹ 

ü ⌐ ╩ ™ ╘╢─≢│⌂ↄ⁸ ⌂≤⅝⌐│ ☻♃♇ⱨ≤─◖Ⱶꜙ♬

╩fiꜛ◦כ◔ ⌐⇔⁸ ⇔≡ ⌐ ╡ ╗↓≤⅜ ≢∆⁹ 

ü ╩ ∆╢№╕╡⁸ ⌂ ⌐ ⌐ ∂√ⱪ꜡☿☻ ╩ ╦⌂™↓≤

│⁸ ⅛♩ꜝⱩꜟ⅜ ⇔≡™√ ⌐ ╩ →╢↓≤⌐⌂╡╕∆⁹ ⌐ ∂≡

⌐│ ⅛ↄ ∆╢↓≤╩ ∆═⅝≢∆⁹ 

ü ─⸗♬♃ꜞfi◓⌐№√∫≡│⁸₈₈ ─ ─ ─ ⌐ ∆╢ ₉

─●▬♄fi☻⌐≈™≡₉ ⁸GCP●▬♄fi☻ 6)⌐⅔™≡₈ ─ ─♃כ♦

╩ ╗⁹ ╩ ⌐ ∆╢↓≤⅜≢⅝╢ ⌐⅔™≡│⁸ ∏⇔╙∆═

≡─ ♃כ♦ ⌐≈™≡ ≤─ ─ ╩ ╘╢╙─≢│⌂™↓≤₉⅜

↕╣≡⅔╡⁸ꜞ☻◒⌐ ≠ↄ⸗♬♃ꜞfi◓ ─ ⌐╟╡⁸ ─ ┘

─ ╩ ⇔≈≈⁸ ─ ⌐ ∆╢↓≤⅜ ↕╣╢ 4)⁹⇔⅛

⇔⁸ꜞ☻◒⌐ ≠ↄ⸗♬♃ꜞfi◓─ ─ ⌐⁸ ⌐₈ ≤ ╩⇔⌂™₉⁸₈

╩ ∑∏ ≢ ╕∑╢₉╟℮⌂ ╩ ╢≤⁸ ─ ╛ ⅜ ╣

╢↓≤⌐ ⅜╡⅛⌡╕∑╪⁹ ⅜ ⅛ ⇔⁸ꜞ☻◒╩ ⁸ ∆╢ ╡ ╖╩

™⁸ ⅜ ∂√ │ ╩ ⇔√℮ⅎ≢ ⌂ ╩ ∂╢↓≤⅜

╘╠╣╕∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 2⁸3⁸4⁸5⁸7⁸12⁸13⁸15⁸16⁸17 
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3.3.2 2 

 

É ─ ⅜ ╟╡╙ ↕╣╕∆⁹ 

ü GCP●▬♄fi☻ 1 ≢│₈ ─ ─ ⁸ ─ ┘ ─ ⌐ ∆

╢ ⅜ ╙ ≢№╡⁸ ≤ ─√╘─ ╟╡╙ ↕╣╢═⅝≢№╢₉≤

↕╣≡™╕∆⁹™⅛⌂╢≤⅝╙ ─ ╩ ∆╢↓≤╩ ⌐ ∆╢↓≤

⅜ ≢∆⁹ 

É ─ ╩ ∆╢↓≤⅜ ≢∆⁹ 

ü ⌐╟╢Ⱬꜟ◦fi◐ ≢│₈ ─ ⁸ ⁸ ⁸ ⁸

⁸ⱪꜝ▬Ᵽ◦כ⅔╟┘ ─ ╩ ╢↓≤│ ⌐ ∆╢ ─

≢№╢₉≤↕╣≡™╕∆⁹ ⌐⅔™≡╙⁸Ⱬꜟ◦fi◐ ╩ ∆╢↓≤⅜ ╘

╠╣≡™╕∆⁹ 

ü ⌐⅔↑╢ ⇔ ╢ ⁸ ┘ ╩ ⇔⁸ ⅜ ⌐

∆╢↓≤─ ╩ ⅜ ⌐ ⇔≡™╢↓≤╩ ∆╢↓≤⅜ ≢∆⁹ 

ü ─ │⁸▬fiⱨ◊כⱶ♪ה◖fi☿fi♩≤ IRB⌐╟╢ ─ ⅜ ≤⌂╡

╕∆⁹ 

 



 

11 

ü ▬fiⱨ◊כⱶ♪ה◖fi☿fi♩⌐│⁸ ⁸ ⁸ ─ 3≈─ ⅜№╡╕∆⁹ 

⌐≤∫≡ ⌂ ⅜ ⅎ╠╣╢↓≤⅜ ≢∆⁹GCP 51 ≢

⌐ ⅜ ⌂ ⅜ ↕╣≡™╕∆⁹ ─√╘⌐ ⌐

™√∞ↄ ⅜ ╡√™≤ ╗ │⁸ ─ ╩ ↑╢ ↕╪⅜

╡√™≤ ╗ ≤│ ╛ ⅜ ⌂╢ ⅜№╢√╘⁸∕─ ─

╩ ∆╢ ⅜№╡╕∆⁹ 

∕─╙─≤ ∂ↄ╠™₈ ─ ⅎ ₉│ ≢∆⁹ ⌐ ↄ ⅎ╢

⌂ ┘ ─ ╩ ⅎ⌂↑╣┌⌂╡╕∑╪⁹ ─ ⌐╟╡

─ ─ ⅜ ⅝ↄ ╦╢↓≤╙№╡╕∆─≢ ⅜ ≢∆⁹ 

╕√⁸ ∆╢ ⅜ ≢⌂™≤╖⌂↕╣╢ ╛ ─№╢ ↕╪⁸

╩ ╗↓≤⅜≢⅝⌂™ ─ ↕╪⁸ ─ ↕╪⅜

≤⌂╢ ⌐│ ⌐ ⅜ ≢∆⁹▪☿fi♩ ─ ╛⁸ ⌂ ⁸

─ ─ ╙ ≢∆⁹ 

┼─ │ ⅜ ⌐ ∆╢╙─≢∆⁹ ≢№╣┌ ⌐

↑ ╣╠╣╢╟℮⌂ ≢№∫≡╙⁸ ™ ⌐№╢ ⌐≤∫≡

│ ⌐⌂╡⅛⌡⌂™√╘⁸ ⌐ ∆╢ ⅜№╡╕∆⁹ 

╕√⁸ ─ ™ ≢ ─ ⅜ ╘╠╣⌂™╟℮ ⅜

⌂↕╣≡™╢↓≤╙ ≢∆⁹ 

ü ─╟℮⌂ ─ │⁸ ⌂ ™╩ ↑√╡∆╢ ⁸

⌂ ╩ ↑╛∆™ ⌐№╡╕∆⁹↓─╟℮⌂ ₁⌐ ⇔≡│⁸ ─ ╩

⇔√℮ⅎ≢⁸ ⌐⅔↑╢ ╩ ≤ ⇔⌂↑╣┌™↑╕∑╪⁹ 

ü ⌐≈⌂⅜╢ ─ │ ⌐ ╡ ╦⌂↑╣┌⌂╡╕∑╪⁹╕

√⁸ ─ ⌐⅔™≡╙⁸ ⌐ ─ ™ ╕≢ ∆╢ ⁸

─ ╩ │∏╖⌐ ℮↓≤│ ↕╣╕∑╪⁹ 

É ─ ╩ ⌐ ⇔ →╢√╘─ ≤⇔≡─ ⅜ ╘╠╣╕∆⁹ 

ü ⸗♬♃⁸│כ ─ ╖ ╣ ⁸ ─ ≢ ⅜№╢ │⁸ ⌐

™ ╦∑╩⇔⌂↑╣┌⌂╡╕∑╪⁹ 

™ ╦∑⌐⌂╡ ╢ ⌐│⁸ ─╟℮⌂╙─⅜№╡╕∆⁹ 

¶ ⌂ ≢№╢⅛ 

¶ ⌂ ─ ╛ ⅜ ⌐ ↕╣⁸ ⌂ ⌐╟╡

⅜ ↕╣≡™╢⅛ 

¶ ╩ ∆═⅝ ≢│⌂™⅛ 

¶ ⌐ ∆╢ ⌂ │ ⌐⌂↕╣≡™╢⅛ 

ü GCP●▬♄fi☻ 21 ≢│₈ ─ ─ ⁸ ─ ┘ ─ ⅜

╠╣≡™╢↓≤╩ ∆╢√╘⁸⸗♬♃ꜞfi◓╩ ∆╢₉≤↕╣≡™╕∆⁹ ∞

↑≢⌂ↄ⁸⸗♬♃כ╙ ─ ╩ ⌐ ⇔ →╢√╘─ ≢№╢≤─ ╩
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ↄ ≈ ⅜№╡╕∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 1⁸6⁸7⁸10⁸11⁸13⁸17 

  



 

13 

3.3.3 3 

 

É ⅜ ⌐ ↕╣╢√╘⌐│⁸ ⌂ ┘ ⅜ ╩♃כ♦√╣↕ ∆╢

↓≤⅜ ≢∆⁹ 

ü ⸗♬♃⁸│⌐כ ≤─ ─ ⅜≢⅝╢ ─ ⅜ ╘╠╣╕∆⁹

┘ ─ ╩ ⌐ ⇔≡™╢↓≤⌐ ⅎ⁸ ⌐ ∆

╢ ⌂ ╩ ∆╢↓≤│⁸ ⌂⸗♬♃ꜞfi◓ ┘ ≤─◖Ⱶꜙ♬◔כ◦ꜛfi

╩ ≤⇔⁸ ─ ⌂ ─ ─ ≤⌂╡╕∆⁹ 

ü ♦כ♃─ ╩ ∆╢√╘⌐│⁸ ⅜ ≡╙ ─ ⅜ ≢⅝╢ ⅜

─↓⁸│כ♃♬⸗⁹∆╕╡⌂⌐ ╩ ⇔√℮ⅎ≢ ╩ ∆╢ ⅜№╡

╕∆⁹ 

ü ◒ꜞ♥▫◌ꜟ♦כ♃β─ ⌐ ╡⅜№∫√ ⌐│⁸ ⌐ ⅝⌂ ⅜ ∂

╕∆⁹∕─╟℮⌂ ⌐♃כ♦⌂ ⅜ ∂√ │ ⌐⁸CRC╩ ⇔√ ┼─

∞↑≢│⌂ↄ⁸⸗♬♃כ ╠⅜ ⌐ ™ ╦∑╢═⅝≢∆⁹ 

β ♦כ♃ ⁸ ≢№╢≤ ≢ ↕╣≡

™╢ ⁸↓╣╠─ ⌂ ⌐⅔™≡ ≤⇔≡ ╦╣╢↓≤⅜ ⌐ ↕╣

♃כ♦╢™≡ ⁸ ─ ╛   

♃כ♦ ⌂ ⁸ ─ ╛ ─ ≤⌂∫√  
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ü ⌐ ∫√ ⇔™ ה ⅜ ╦╣⌂⅛∫√⌂╠┌⁸∕─ ─

╛ ⅜ ⌐ ↕╣∏⁸∕─ ≤⇔≡∕─ ─ ╩ ∟ ╪≢™

╢ ↕╪⌐ ⅜ ∂╕∆⁹ 

É ⸗♬♃ꜞfi◓ ─ ⌂ⱳ▬fi♩╩ ∆╢↓≤│ ≢∆⁹ 

ü ⸗♬♃ꜞfi◓ ─ ≢╙⁸ ╩ ⇔≡ ↕╣√ ⅛╠ ╠╣√

╩≥↓╢№≢♃כ♦ ♃כ♦⁸⌐╘√╢∆ ─ⱪ꜡☿☻╩ ∆╢↓≤│⅝╦╘

≡ ⌂ ≢∆⁹ 

ü ⱪ꜡☿☻ ⌐ ⌂↓≤│⁸ ─ ≤⁸ ⌐ ∆╢⸗♬♃

ꜞfi◓≢∆⁹↓╣╠─ ≢™∟ ↄ ╩ ⇔⁸∕─ │ ╩

⇔ ∆╢↓≤≢ ⅜ ⇔⁸ ─♃כ♦ ⌂ ─ ╩ ←↓≤⌐ ⅜

╡╕∆⁹ 

ü ⱪ꜡☿☻⅜ ≢№╢↓≤│⁸ ≤ ⁸CRF ─≥♃כ♦ ╩

⇔≡™╢∞↑≢│ ≢⅝╕∑╪⁹√≤ⅎ┌⁸ ≢ ↕╣≡™╢

─ ─ ─ ╛ ╘╠╣√ ⌐ ⌂ ⅜ ↕╣⌂™

─ ⅜ ≢⅝╕∑╪⁹ 

ü ⌐ ≢│⌂™ ╩⁸◌ꜟ♥⅛╠ ∆╢╟℮⌂ │⁸ ╩

∆╢∞↑≢⁸ ℮═⅝ ─ ⌂ ─♃כ♦╛ ─√╘─⸗♬♃ꜞ

fi◓ ─ ⌐ ╩ ╓⇔⅛⌡╕∑╪⁹ ─ ╛ ╩♃כ♦ ∆╢

⅛╠ ⅜♃כ♦⌂ ⅛╩ ⅎ⁸ ╠╣√ ─ ╩ ⌐ ∆╢↓≤

─כ♃♬⸗⁸│ ⅜ ╦╣╢≤↓╤≢∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 2⁸7⁸10⁸11⁸12⁸13 
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3.3.4 4 

 

É ⌐│ ⁸ ─ ™ ⅜ ≢∆⁹ 

ü │ ╛ ⌐ ∆╢ ≢№╢↓≤⅛╠⁸ ─ │ ⅝ↄ⁸

⌐⅔↑╢ ╛ ⌐ ∆╢ ⅛╠─ │╕∆╕∆ ╕∫≡™

╕∆⁹ ₁│∕─ ╩ √∆√╘⁸ ⌐↓─↓≤╩ ⌐⅔™≡ ∆╢ ⅜№

╡╕∆⁹ 

ü ⸗♬♃⁸│כ ─ ≢№╢≤─ ╩ ⌐ ∟⁸ ⱪ꜡⸗כ◦ꜛfi◖

⁸♪כ ≤ ─ ─ ●▬♪ꜝ▬fi ⁸ ╛

╩ ⇔⌂ↄ≡│⌂╡╕∑╪⁹ 

ü ╛Ⱶ☻─ ╩ ╣√↓≤⌐╟╢ ↕⌂ ⅜ ─♃כ♦ ╩ ↕∑⁸

≤⇔≡ ↕╪⌐╟╡ ↄ ╩ ↑╢↓≤⅜ ⇔ↄ⌂╢ ⅜№╡╕∆⁹╕

√⁸ ⌐ ╛Ⱶ☻⅜ ⇔√≤⇔≡╙⁸∕╣╩ ╛⅛⌐ ∆╢↓≤≢ ╛

⌐ ⅜╢↓≤╩ ⇔≡⅔ↄ↓≤⅜ ≢∆⁹ ⌐ ™√∞™√ ─

╩ ⌐⇔⌂™√╘⌐╙⁸ ⌐│ ⌐ ⇔⌂™⁸ ≡ ⌠┤╡│⇔⌂™↓≤

╩ ⅜↑╢↓≤≢∆⁹ 
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É ╩ ⅝⁸ ─ ⌐ ╩ √⌂ↄ≡│⌂╡╕∑╪⁹ 

ü GCP╛ │ ⅜ ⌐ ⇔√℮ⅎ≢ ╩ ℮ ⅜№╡

╕∆⁹ ⅜ ⇔ↄ ≢⅝≡™⌂™↓≤╩⁸ ⌐ ⇔ↄ ≢⅝╢│∏│№

╡╕∑╪⁹ ⅜ ⇔ↄ ⇔≡™╣┌⁸ ─ ≢ ─№╢ ⅜≢⅝╕∆⁹ 

ü ☻♃♇ⱨ⌐ ╩ ∆╢↓≤╩ ⇔√ ⁸ ╠╣√ ─ ≢⁸

╩ ⅛⌂™ ≢ⱳ▬fi♩╩ ∆╢√╘⌐⁸ ⌂ ⅜ ⌐⌂╡╕∆⁹ 

ü ☻♃♇ⱨ⅛╠─ ⌐ ⇔≡⁸₈ ∟ ╡⁸ ╘≡ ™√⇔╕∆₉

─ ⌐ ∆╢↓≤╛⁸∕─ ⇔─⅞─№╛┤╛⌂ ≢ ∆╢↓≤│ ⌐

╩ ⅛∑⁸ ╩ ℮↓≤⌐╙ ⅜╡╕∆⁹ ╛ ⁸

ⱴ♬ꜙ▪ꜟ ⁸ ⌐│ ⌐ ∆╢ ⌂ ╩ ∆╢ ⅜⁸⸗♬♃

│⌐כ ⌐⌂╡╕∆⁹ 

É ─ ╩ ⌐ ∆╢↓≤⅜ ≢∆⁹ 

ü ™ ╦∑╛ ⌐ ∆╢ ─☻Ⱨ⁸│♪כ ╩ ∆╢ ─ ⅝⌂

≤⌂╡╕∆⁹ ╛ ⌐ ∂⁸ ⁸ ⁸e-mail⁸Web ┘ ─

◖Ⱶꜙ♬◔כ◦ꜛfi ╩ ⇔≡ ™ ↑╢═⅝≢∆⁹ 

ü e-mail│⁸ ≤ ⅜∕╣∙╣─ ⌐№╦∑√♃▬Ⱶfi◓≢◖Ⱶꜙ♬◔כ♩

≢⅝⁸⅛≈ ≤⇔≡ ∆↓≤╙≢⅝╢ ⌂ ≢∆⁹⇔⅛⇔⌂⅜╠⁸∕─ e-mail

⅜ ╕╣√─⅛⁸ ⌐ ⌐ ↕╣√─⅛⁸™≈ ╩╙╠ⅎ╢─⅛╦⅛╡╕∑

╪⁹ ⌐│⁸ ∞↑≢│↓∟╠─ ⅜ ╦╠∏⁸ ⌐╟∫≡│ ╩ ╖⁸

⅜ ∆╢⁸ ⇔ↄ│ ⌐ ⌐ ⅜⅛⅛╢ ─♦ⱷꜞ♇♩╙ ⅎ╠╣╕∆⁹

⇔√⅜∫≡⁸e-mail⌐ ╡ ⅞∏⁸ ⌐╟╡ ⌐ ╛ ─╟℮⌂ ╩ ™

↑╢↓≤⅜ ≢∆⁹ 

ü ≤─◖Ⱶꜙ♬◔כ◦ꜛfi─ ⌐⁸CRC╩ ∆╢ ╩ ∆╢↓≤│⁸ ⌐

╩ ╖⁸ ⌂♩ꜝⱩꜟ⌐ ∆╢↓≤⅜№╢√╘⁸ ╩ ℮ ⅜№╡╕∆⁹ 

ü ╩ ←№╕╡⁸ ─ ≢ ⌐ ╩ ╘≡⇔╕℮↓≤≢

⅜ ╦╣╢↓≤╙№╡╕∆⁹ ⌐ ╛ CRC≤─ ╩ ╣⁸ ⌂ ╩

╠⌂™↓≤│⁸ ─ ⅜ ⅛↕╣√╡⁸ ─ ⌂ ╩ ↕∑√╡∆

╢↓≤⌐╙ ⅜╡⅛⌡╕∑╪⁹ 

ü ╩ ⌐ ╘╢√╘⌐⁸ ─ ⌐ ∆╢ ⅎ ╛ ╩ ™≡™╢ⱳ▬fi♩

⅜ ⅛╩ ⇔⌂⅜╠⁸ ⌐ ∂√ ⌂ ╩ ┘⁸ ≢─ ╩ ™

≤─ ⌂ ╩ ↄ↓≤╙⁸⸗♬♃כ⌐ ⌂☻◐ꜟ≢∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 1⁸4⁸5⁸8⁸9⁸11⁸14⁸18 
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3.3.5 5 

 

É ₈ ₉─ ╩ ⅎ╢ ⅜№╡╕∆⁹ 

ü ┼─ │⁸ ⌂⸗♬♃ꜞfi◓ ─ ≈≢∆⁹ ─

╛ ─ │כ♃♬⸗⁸ ₁⌂ ≢ ⌂ ╩ ™╕∆⁹ ⌐

ⅎ╠╣√ ╙⁸∕─ ≠↑╛ ╩ ⇔ↄ ⅎ⁸ ⇔≡ ⇔≡

™√∞↑⌂↑╣┌⁸ ─ ™ ─ │ ╘╕∑╪⁹ ⇔√ ⅜ ⇔ↄ ╦╡

⅜ ⌐ ╦╣≡™╢⅛⁸ ⌐ ∂≡ ⇔⁸ⱨ◊꜡כ∆╢↓≤╙ ≢∆⁹

⌐ │ ─ ⌐ ╦╢ ⌂ ≢∆─≢⁸ ─

ה ╩ ⇔√℮ⅎ≢─ ⅜ ╘╠╣╕∆⁹ 

ü │ ─ ⌐ ⌐ ⇔⌂ↄ≡│⌂╡╕∑╪⁹ ≢ ≢⅝⌂™

⁸ ⌐╟∫≡│⁸ ⌂ ⅜ ╦╣⌂⅛∫√↓≤⅜ ≢⁸ ⌂ ⌐

ⅎ ╛ ─ ⌐ ⅜ ╢ ╙ ⅎ╠╣╕∆⁹ 

ü ╩⁸ ⌐ Standard Operation Procedures ⁸SOP ⌐

℮∞↑─ ╛ ⇔⌐⇔≡│™↑╕∑╪⁹ ∆╢ ⌐╟∫≡│⁸∕─

╙ ╠⅛כ♃♬⸗≡⇔ ∆╢↓≤╙ ≢∆⁹ ⌂ ⌐⌂∫≡

™⌂™⅛⁸ ⌐ ∂√ ⌂ ≢№╢⅛⁸ ─ ⌐ ∫≡ ⇔≡╖╢

↓≤⅜ ≢∆⁹ 

É ╩ ⌐ ← ╙ ∆═⅝≢∆⁹ 
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ü №╢ ≢ ⇔√ ╩ ─ ⌐╙ ∆╢╟℮⌂

│⁸ ─ ─ ╩ ⌐ ⅞⁸ ─ ╩ ∆╢√╘⌐ ⌐

⇔√™ ≢∆⁹ 

ü ⌐⅔™≡⁸ ⅜ ╦╠⌂⅛∫√╡ ↕╣√ ╩ ─∑™⌐⇔√╡⇔

⌂™↓≤≢∆⁹◖Ⱶꜙ♬◔כ◦ꜛfi◑ꜗ♇ⱪ 5)─ ╩ ⇔⁸₈ ╦∫≡™╢₉≤

™℮ ╩ ≡╢═⅝≢∆⁹⸗♬♃ꜞfi◓ │⁸ ≤─◖Ⱶꜙ♬◔כ◦

ꜛfi─ ≢∆⁹ ⌐₈ ╦╢₉◖Ⱶꜙ♬◔כ◦ꜛfi☻◐ꜟ╩ ⅝⁸ ⇔ↄ ╦∫

√↓≤╩ ∆╢ ╩ ≈↓≤⅜ ╘╠╣╕∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 3⁸6⁸7⁸8⁸9⁸11⁸14⁸17 
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3.3.6 6 

 

É ⸗♬♃כ─ Nice to have ⌂ ╛ ─ ™₈ ─√╘₉ ─ ╩ ⌐

℮↓≤│ ╗═⅝≢∆⁹ 

ü ⌐ ∆╢ ⅜⌂− ≢№╢─⅛⁸∕─ ⅜ ⌂─⅛╩ ⅎ

≡⅛╠ ∆╢↓≤⅜ ≢∆⁹ ┼─ ⌂ ╩ ↄ∆√╘⌐│⁸

⅜ ⇔≡ ⇔≡™ↄ ⅜№╡╕∆⁹ ⌂↓∞╦╡╛ ─ ⅛

↕│ ≡╢↓≤≢∆⁹ 

ü ⌂− ≢№╢⅛╩ ⅎ╢ ⌐⁸₈GCP⌐ ↕╣≡™╢⅛╠₉⁸₈ ⌐

↕╣≡™╢⅛╠₉≢⌂ↄ⁸≥─╟℮⌂ ╛ ⌐ ≠ↄ─⅛╕≢ ⅎ╢↓≤│

≢∆⁹√≤ⅎ┌⁸₈ ⌂ ╩√∞∟⌐ ∆╢↓≤₉⁸₈

Informed Consent Form ⁸ICF ─ ┼─ ₉ ⅜ ⌂

│ ≢⅝⌂↑╣┌™↑╕∑╪⁹  

ü ⌂ ╛ ≤≤╙⌐ ∆╢↓≤≢⁸ ≢№╢ ☻♃♇ⱨ│ ⇔

≡ ⌐ ⇔╛∆ↄ⌂╡╕∆⁹⸗♬♃כ│ ☻♃♇ⱨ─ ╩ ∟⁸ ╩

↑╢ ⌐ ∫≡ ⅎ╢↓≤⅜ ≢∆⁹ 

ü ╙∟╤╪⁸ ╛ ─ ╩ →≡™╢╟℮⌂⁸Nice to have─

⅜ ⌐№╢ ⌐│⁸ ╩ ∆╢↓≤╙ ≢∆⁹ 
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É ─ │ ≢∆⁹ 

ü ⸗♬♃כ⅜ ℮═⅝ ╩ ⌐ ∆╢↓≤⅜ ™╟℮⁸∕─ ─

⅜ ⌐ ☻♃♇ⱨ≢№╢═⅝⅛╩ ⅎ╢ ⅜№╡╕∆⁹ 

ü ≢ ∆═⅝ ⅜כ♃♬⸗╩ ℮↓≤╩ ╖⁸ ─

╩ ╘⌂ↄ≡│⌂╡╕∑╪⁹ ⌂ ≢ ╩ ∆╢↓≤│⁸ ─ ╡

⇔╛╛╡ ⇔─ ⁸ ╩ ∆╢↓≤⌐ ⅜╡╕∆⁹ 

ü ┼─ ⌐│⁸ ≤ ⇔≡™╢ ╩ ☻♃♇ⱨ

⌐ ⅎ⁸ ≢ ⇔≡⅔ↄ═⅝ ╩ ⇔⁸╕√⁸ ╩⇔⌂ↄ≡╙

⌂ ╩ ⌐ ∆╢↓≤≢⁸ ⌐│ ≢⇔⅛≢⅝⌂™ ⌐

ⱨ◊⁹∆╕⅝≢☻◌כ↓╣⌐╟╡ ─ ─ ╛ ⌐ ⅜╡⁸

┼─ ⌂ ╩ ↄ∆ ⌂ⱷꜞ♇♩╙ ╕╣╕∆⁹ 

ü ╛Web ⁸e-mail ─ ⌐╟╡ ≢⸗♬♃ꜞfi◓╩ ∆╢↓

≤≢ ┼─ ╩ ╠∆ ╡ ╖⅜⁸⸗♬♃ꜞfi◓ ─ ─

⅛╠ ⅎ≈≈№╡╕∆⁹⇔⅛⇔⌂⅜╠⁸ ┼─ ה ─ ⌐ ℮

─ ╛ e-mail⌐ ╡ ⅞╢⸗♬♃ꜞfi◓⅜⁸ ☻♃♇ⱨ─ ⌂

│כ♃♬⸗℮╟™⌂╠⌂≥ ⌐ ∆╢ ⅜№╡╕∆⁹ ∆╢ ⁸ ⁸

╕√⁸ ╛ e-mail ─ ⅜┤↕╦⇔™─⅛⁸ ⌂ ⌐ ∫≡™⌂™─⅛╩

⌐ ⅎ⌂ↄ≡│⌂╡╕∑╪⁹ 

É ⸗♬♃כ≤ ☻♃♇ⱨ─ ⌐≤∫≡ ⅜ ™ ─ ╩ ⅜↑⌂ↄ≡

│⌂╡╕∑╪⁹ 

ü ┼─ ⌂ │⁸ ─ ╩ ∆╢↓≤⌐ ⅜╡⁸

◄fi♩ꜞכ─ ♃כ♦╛ ─ ⁸ Ⱶ☻ ─ ╩ ⅝╕∆⁹↓╣╠⌐

╟╢ ⌂ ⅜⁸ ◖☻♩─ ─ ≤⌂╢⅛╙⇔╣╕∑╪⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 1⁸2⁸3⁸4⁸5⁸10⁸12⁸15⁸16⁸17 
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3.3.7 7 

 

É ─ ⁸ ⅜ ≢∆⁹ 

ü ⱪ꜡☿☻─≥↓⌐≥─╟℮⌂ꜞ☻◒⅜ ╪≢™╢⅛╩ ☻♃♇ⱨ≤≤╙

⌐ ⌐ ⇔⁸ ⌐ꜞ☻◒╩ ⁸ ∆╢╟℮ ╘╢↓≤⅜ ≢∆⁹ 

ü ⌂ ⌐╟╡ ⅜ ⅛╣∕℮⌂ ⌂ ⌐≈™≡│⁸ ─ ╩ ↕

∑≡⅔ↄ↓≤⅜ ≢∆⁹ ⌐≤∫≡│ √╡ ≤ ℮↓≤≢╙⁸ ⌐≤∫≡

∏⇔╙∕╣⅜ ∂≢№╢≤│ ╡╕∑╪⁹ ⅜ ╦╣┌ ⌐ ∆╢ ⅎ ╙ ℮

↓≤╩ ⌐ ∂⁸ ™ ╖≢ ╘╢─≢│⌂ↄ⁸ ⇔ↄ│ ⌂ ⌐≈™≡│

∏ ⇔⁸ ⌐╟∫≡│ ⌐≈™≡ ╩ ∆≤™∫√ ╩ ╣≡│™

↑╕∑╪⁹ 

ü ⌐ ⌐ ∫≡ ∆╢ ☻♃♇ⱨ─ ╩ ™≡ ╘≡ ⅛╢↓≤╙

ↄ№╡╕∆⁹∕╣╩ ╛☻Ᵽ♇◒∆╢↓≤≢⁸Ⱶ♪כ▫ⱨ⌐כ♃♬⸗─ ╩ ←

√╘─ ─ꜟכ♠ ⌐ →√╡⁸ ⌐╟∫≡│ ─ ╩ ∆⅝

∫⅛↑╩ ∫√╡∆╢═⅝≢∆⁹╕√⁸ ╩ ⌐ ⇔⁸ ─ ≢╙

⅜ ≤⌂╢⅛╕≢ ⌐ ╩ ╠∑╢ ╩ ⌐≈↑╢↓≤⅜ ≢∆⁹ 

ü ☻♃כ♩▪♇ⱪⱵכ♥▫fi◓ ╩ ⌐ ⇔⁸ ☻♃♇ⱨ─ ╩ ╘╢↓

≤⅜ ≢∆⁹∕─ │⁸ ⌂ ⁸ ─ ⌂╢ ≢│⌂ↄ⁸

⌐ ─ ╣╩ ⇔⁸ ⌐ ⅜ ⌂ ⱳ▬fi♩≤⌂╢ ╩ ∆╢↓

≤⅜ ≢∆⁹ 
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ü ─ ⁸ ⌐ ∆╢ ─ │⌂╢═ↄ ⌐ ♃כ♦⁸⇔

↔≤⌐ ╩ ≤⇔≡≥↓⌐ ╩ ∆⅛╩ ⌐∆╢↓≤⅜ ≢∆⁹ ─

≢ ╘≡ ⌐ ≠ↄ⁸ ⇔ↄ│ ™⅜ ╡ ↕╣╢≤™∫√ꜞ☻◒⅜ ⁸

↕╣╕∆⁹↓╣⌐╟╡ ⌂⸗♬♃ꜞfi◓ ╩ ℮↓≤⌂ↄ⁸╟╡ כ♦⌂

♃⌐ ⇔⁸╟╡ ↄ─ ╩⅛↑≡⸗♬♃ꜞfi◓∆╢↓≤⅜≢⅝╕∆⁹ 

É CAPA Corrective Action ⁸Preventive Action ─ ⅎ ⅜ ⌐⌂╡

╕∆⁹ 

ü ┼─ Corrective Action ─╖⌂╠∏⁸ ╩ ∆╢↓≤ Preventive Action

⅜ ≢∆⁹ 

ü │ ─ ╩ ⌡╢ ⅜№╢√╘⁸∕─ ⅜ ⌐⌂╢╟℮⌐

∆╢↓≤⅜ ≢∆⁹╕√⁸ ♃כ♦╢╟⌐ │ ⌐ ⌂⅛╠∏ ╩

ⅎ⁸ ⌐ ╠╣╢═⅝ ─ ≤│ ⌂∫√ ╩ ↄ ⅜№╢√╘⁸

∕─ ╩ ⌐ ⅎ╢↓≤⅜ ≢∆⁹ 

ü ⅜ ⅝√ ⌐│⁸╕∏│ ╛⅛⌐∕─ ╩ ∆╢↓≤⅜ ≢∆⁹ ╘

╠╣√ ⅜⌂⅛∫√─⅛⁸№∫√⅜ ╠⌂⅛∫√─⅛⁸ ∫≡™√⅜≢⅝⌂⅛∫√

─⅛⁸ ∕─╙─⌐ ⅜№∫√─⅛ ⁸∕─ ⌐╟∫≡ ╢═⅝ │

╦∫≡⅝╕∆⁹ ⌐ ≠™√ ⌂ ⁸ ╩ ∂╢↓≤≢⁸

─ ⅜ ∆╢ ╩ ⌐ ⅎ╢↓≤⅜≢⅝╕∆⁹ 

ü ⇔√ ⅜⁸ ⌐ ─╙─⌂─⅛⁸ ─ ⌐╕≢

∆╢╙─⌂─⅛⁸∕─ ─ ⌐≈™≡ ∆╢ ⅜№╡╕∆⁹ ─

⌐╕≢ ∆╢≤ ⅎ╠╣╢ ─ ⁸ ─ ⅜ ⅝⌂™╟℮ ⌐ ─

╩◒♇Ᵽ♪כ▫ⱨ⌐כ♃♬⸗ ™⁸ ─ ┼─ ╩ ℮↓≤⅜

≢∆⁹ 

ü ─ ┼─ ╩ ℮ ⌐│⁸ ₁─ ≢─ ╙ ⇔

≡ ☻♃♇ⱨ≤ ⌐ ╩ ⇔⁸ ™ ╩℮╕ↄ ╡ ╣⌂⅜╠⁸

⌂ ╩ ∆╢↓≤⅜ ≢∆⁹ 

É ≡─ ⅜ꜞ☻◒─ ⁸ ⌐ ⅜╡╕∆⁹ 

ü ⌐ ⌂↓≤╩ ⅎ⁸ ⌂ ⌐ ╩№≡⁸ ה ∆╢↓≤≢⁸

⌂⸗♬♃ꜞfi◓ ╩ ℮ꜞ☻◒⅜ ↕╣⁸ ⌐ ∆╢↓≤⅜≢⅝╕∆⁹

∕─ ⌐≈™≡│⁸ 1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№

≡⁸ ה ⇔╕∆ ╩ ⌐⇔≡ↄ∞↕™⁹ 

ü GCP⁸ ⁸ ⌐ ∆╢ ╛ ╩ ⌐ ∆╢↓≤⅜⁸

─ꜞ☻◒╩ ∆╢↓≤⌐ ⅜╡╕∆⁹ ─ꜞ☻◒─ ≈≤⇔≡⁸ ⌂

─ ╖ ╣⅜ ⅎ╠╣╕∆⁹ ≤⇔≡ ⌐│ ⅎ⌂™♦כ♃╩ ╢↓≤│⁸

⌐ ⇔≡ ™√∞™√ ─ ≤⌂╢∞↑≢⌂ↄ ╩ ⌐∆╢↓≤

⌐⌂╡╕∆⁹∕╣╩ ↑╢√╘⌐│⁸ ─ ⌂ ה ╩⇔⁸ ⌐

☻♃♇ⱨ≤─ ╩ ⌐ ℮≤≤╙⌐⁸ ╖ ╣ ⁸ ⌐ ╩

∆╢↓≤⅜ ⌐⌂╡╕∆⁹∕─ ⌐≈™≡│⁸ 2 ─ ╩

⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ ┘ 3 ─♃כ♦ ⌂ ╛

─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ ╩ ⌐⇔≡ↄ∞↕™⁹ 
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ü ⅛╠ ╩ ╛⅛⌐ ∆╢√╘⌐│⁸ ⌂◖Ⱶꜙ♬◔כ◦ꜛfi ╩

∂≡ ╩ ∆╢↓≤⅜ ≢№╢↓≤│ ™№╡╕∑╪⁹ ⌂▪◒◦

ꜛfi╩ ⅜↑⁸ ╩™∟ ↄ ⇔⁸∕─ ≢ ╡℮╢ ⌐ ╩ ←↓≤⅜

≢∆⁹∕─ ⌐≈™≡│⁸ 4 ™≈≢╙ ה ≢ ─№╢ ╩

⅜↑⁸ ≤─ ╩ ⅝╕∆ ╩ ⌐⇔≡ↄ∞↕™⁹ 

ü ⌐ ╛⅛⌐ ╩ ∆╢↓≤│⁸ ⌂ ╛ ⌂ ╩ ⇔⁸ꜞ

☻◒─ ⌐ ⅜╡╕∆⁹ │ ≢│™↑╕∑╪⁹ ⌐ ℮

∞↑≢│⁸ ⅎ√™ ⅜ ⇔ↄ ╦╠∏ ╩ ↄ ╙№╡╕∆⁹ ⇔™

≤ ⌐ ⅜╢ ╩ ∆╢↓≤≢⁸₈ ╦╠⌂™ꜞ☻◒₉╩ ⌂ↄ∆╢↓≤⅜≢

⅝╕∆⁹∕─ ⌐≈™≡│⁸ 5 ⌐ ⇔⁸ ⅛≈ ⌂

╩ ™╕∆ ╩ ⌐⇔≡ↄ∞↕™⁹ 

ü ₈ ─ ╕╡∞⅛╠₉≤™∫√╟℮⌂ ≢⁸ ─ ╩ ⇔√

╩∆╢↓≤│⁸ ─ ╛☻Ⱨכ♪╩ ↕∑⁸◖☻♩╩ ↕∑╢ꜞ☻◒╩ ╛∆

↓≤⌐⌂╡⅛⌡╕∑╪⁹∕─ ⌐≈™≡│⁸ 6 ⌐ ⇔⁸

ה ⌂ │ ™╕∑╪ ╩ ⌐⇔≡ↄ∞↕™⁹ 

É ⌐≢⅝╢↓≤╩ ⅎ≡╖╢↓≤≢∆⁹ 

ü ⅛ ⅜ ⅝√≤⅝⁸∕╣⅜ │ ↕⌂ ┘∞≤⇔≡╙⁸ ╙⇔⌂↑╣┌∕─

┘│≥╪≥╪≤ ⅝ↄ⌂╡⁸ ⌐│ ╡ ⇔⅜≈⅛⌂™ ⌐ ⅜╢⅛╙⇔╣╕

∑╪⁹₈↓─ ⌂╠∆←⌐ ⇔⌂ↄ≡╙ ™∞╤℮₉ ≤ ≢ ╘≈↑╢↓≤

⌂ↄ⁸ ⌂ ╩ ╡⁸ ╣⌐⌂╠⌂™℮∟⌐ ⌂ ≢ ╩

≢⅝╢╟℮⌐∆╢↓≤⅜ ≢∆⁹ 

ü ─ ≢│ ╙ ╦╠⌂™≤ ⅎ≡│™↑╕∑╪⁹ ─ ≠⅝╛ ⅎ√

⅜ ╖ ⅜∫≡™↑┌⁸∕─ ≢ ↕╣╢ꜞ☻◒╩ ∆╢↓≤⅜ ≤

⌂╡⁸└™≡│ ─ ⌐ ⅜╡╕∆⁹ 

ü ─ ≢ ⅜ ⇔√ ⁸ ⌐כ♃♬⸗─ ⇔⁸ ⌐ ─

⌐╙ ╩∆╢↓≤≢⁸ꜞ☻◒⅜ ∆╢ ─ ╛⁸ꜞ☻◒

─№╢ ─ ⌐ →╢↓≤⅜≢⅝╢⅛╙⇔╣╕∑╪⁹ ≠™√ ╛

≢⅝╢ │ ⌐ ⌐ⱨ▫כ♪Ᵽ♇◒⇔⁸≢⅝╢↓≤⅛╠ 1≈∏≈

╩ ⅎ┌⁸ ⌂ →⌐ ⅜╡╕∆⁹ 

 

▫♦♃☻☻כ◔╢∆  No. 2⁸7⁸8⁸9⁸10⁸11⁸12⁸15⁸18 
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≥☻כ◔╢╣↕ 4 ⅎ  

3 ≢ ⇔√⸗♬♃ꜞfi◓ ─ Principle №╢═⅝ ⌐≈™≡╟╡ ™√∞ↄ√╘⌐⁸

TF3 ⅜ ⇔√ ╩ ⌐⁸ ─ ⌐╟╡ ↓╡ ╢≤ ╩▫♦♃☻☻כ◔╢╣↕

⇔⁸ ─ ⌐ ⇔√⁹ 

⁸│≢▫♦♃☻☻כ◔⁸⅔⌂ ⌂ ╩ ∆╢↓≤│∑∏⁸⸗♬♃ꜞfi◓ ╩

≢ ∆╢℮ⅎ≢─ ⌐⌂╢╟℮⁸ ⌐⸗♬♃ꜞfi◓ ⌐⅔™≡ ≤↕╣╢ ⅎ ╩

∆╢⌐≤≥╘√⁹ 

⅜כ♃♬⸗ ╛ ⌐ ⇔√ ⌐⁸⇔∫⅛╡≤ ⅎ ⌂⸗♬♃ꜞfi◓ ╩ ℮√╘─

⅝∫⅛↑⌐⇔≡™√∞⅝√™⁹ 

⁸ᵑ│⌐▫♦♃☻☻כ◔ ∆╢ ≤∕─ ⌐╟╢ ⁸ᵒ ─ ⌐

╟╡ ⅜כ♃♬⸗⁸ᵓ☻כ◔╢℮⇔ ∆╢℮ⅎ≢─ ⅎ ⁸ ⌐│∕─ ⅎ ⌐ ∆╢

╩☻fi♄▬●ה ⇔√⁹ 

⅜כ♃♬⸗₈─▫♦♃☻☻כ◔ ∆╢℮ⅎ≢─ ⅎ ₉│⁸ ─☻כ◔ ─⸗♬♃ꜞ

fi◓ ⌐ⱨ◊⁸╡⅔≡⇔☻◌כ ─▬ⱷכ☺╩ →╢↓≤⌐ ╩⅔™≡™╢↓≤⌐

™√∞⅝√™⁹ 

 

▫♦♃☻☻כ◔  

No.1   

No.2   

No.3   

No.4   

No.5   

No.6   

No.7   

No.8  CRC  

No.9   

No.10   

No.11   

No.12   

No.13   

No.14   

No.15   

No.16  SOP GCP  

No.17   

No.18  identification ID   
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠  ▫♦♃☻☻כ◔√

No.1  

ᵑ
*

 

 ̧ 2   

 ̧ 4   

 

 ̧ 6   

ᵒ ᵑ

 

21

3

 

 

ᵓ  

 

 

 

 

 

 

 

7 

 

GCP 1  

2 3

 

*  ≤∕─  

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.2  

ᵑ
*

 

 ̧ 1   

 ̧ 3   

 

 ̧ 6   

 ̧ 7   

ᵒ ᵑ

 

CRC CRF

 

ᵓ  

 

 ALCOA

 

CRF

 

 

 

 

23 6 30 0630

1  

 

2012 4  

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.3  

*

 

 ̧ 1   

 ̧ 5   

 ̧ 6   

 

 

 

 

 

25 7 1

 

 

 

GCP 4 1  

4 

  

 

 

25 7 1  

  

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 

  

http://www.pref.miyagi.jp/uploaded/attachment/218432.pdf
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.4  

ᵑ
*

 

 ̧ 1   

 ̧ 4   

 ̧ 6   

ᵒ ᵑ

 

GCP

CRC

 

ᵓ  

 

 

SOP

 

 

 

 

GCP 6  

1 

 

2 

42 35

 

GCP 21 1  

8 1

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪  
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.5  

ᵑ
*

 

 ̧ 1  ICF  

 ̧ 4   

 ̧ 6   

ᵒ ᵑ

 

ICF

 

ᵓ  

 

 

ICF

ICF GCP

9

CRC ICF  

 GCP 51

ICF

ICF

 

 

 

GCP 9  

1 

51

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.6  

ᵑ
*

 

 ̧ 2   

 ̧ 5   

ᵒ ᵑ

 

Suspected Unexpected 

Serious Adverse Reaction SUSAR

ICF

SUSAR

IRB  

ᵓ  

 

 

GCP 20 3

 

SUSAR

 

IRB

 

 

 

GCP 20 3  

 

* ≤∕─  

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.7  

ᵑ
*

 

 ̧ 1   

 

 ̧ 2   

 

 ̧ 3   

 

 ̧ 5   

 ̧ 7   

 

ᵒ ᵑ

 

1 1

CRC

12

 

ᵓ  

 

 

 

CRC

e-mail

 

 

 

 

GCP 21  

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.8 CRC  

ᵑ
*

 

 ̧ 4   

 

 ̧ 5   

 ̧ 7   

 

ᵒ ᵑ

 

CRC CRC

SOP CRC

 

 

 

CRC

CRC

CRC

 

ᵓ  

 

 

 

CRC

CRC

CRC CRC

 

 

 

GCP 21 1  

8 1

 

* ≤∕─  

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.9  

ᵑ
*

 

 ̧ 4   

 

 ̧ 5   

 ̧ 7   

ᵒ ᵑ

 

CRC CRF

CRC

CRC

 

ᵓ  

 

 

 

CRF

 

 

 
- 

* ≤∕─  ⌂⇔ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No. 0  

ᵑ
*

 

 ̧ 2   

 

 ̧ 3   

 

 ̧ 6   

 ̧ 7   

ᵒ ᵑ

 

1 CRC  

ᵓ  

 

 

 

On-site monitoring

 

 

 

GCP 21 1  

5 

 

 

25 7 1  

 

2013 4   

* ≤∕─  

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 
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7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.11  

ᵑ
*

 

 ̧ 2   

 

 ̧ 3   

 

 ̧ 4   

 ̧ 5   

 ̧ 7   

ᵒ ᵑ

 

Q A

CRC

 

ᵓ  

 

 

GCP 21 1 8 1

Q A

 

CRC

 

 

 

 

GCP 21 1  

8 1

 

* ≤∕─  

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 

  



 

37 

 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.12  

ᵑ
*

 

 ̧ 1  GCP  

 

 ̧ 3  On-site monitoring  

 

 ̧ 6   

 

 ̧ 7   

ᵒ ᵑ

  

ᵓ  

 

 

GCP 21 1 8 11

GCP 21 1 5

IRB

 

 

e-mail

 

 

 

GCP 21 1  

8 11

 

 

GCP 21 1  

5 

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.13  

ᵑ
*

 

 ̧ 1   

 ̧ 2   

 ̧ 3   

 

 

ᵒ ᵑ

 

 

 

 

 

ᵓ  

 

 

GCP

119 2009-09

 

 

 

 

GCP 22 2  

2 

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

3 ─♃כ♦ ⌂ ╛ ─ ™ ≤⇔≡─ ╩ ∟⁸⸗♬♃ꜞfi◓╩ ⇔╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.14  

ᵑ
*

 

 ̧ 4   

 ̧ 5   

ᵒ ᵑ

 

 

ᵓ  

 

  

 

 

 

 
- 

* ≤∕─  ⌂⇔ 

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.15  

ᵑ
*

 

 ̧ 1   

 ̧ 6   

 ̧ 7   

ᵒ ᵑ

 

CRC

 

ᵓ  

 

 

CRC

CRC

39 4

CRC

GCP  

GCP

 

 

 

 39  

4 

16

6

 

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.16 SOP GCP  

ᵑ
*

 

 ̧ 1  GCP SOP  

 

 ̧ 6   

ᵒ ᵑ

 

GCP 41 1 2

SOP

SOP

 

ᵓ  

 

 

GCP 36 1 2 1 SOP

GCP SOP

 

 

 

GCP 41 1  

2 

β

 

 

GCP 41 2  

24 26 10

 

1  3  

4  

 

βGCP 41 1 2

 

 23 10 28  

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪  
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.17  

ᵑ
*

 

 ̧ 1   

 ̧ 2   

 

 

 ̧ 5   

 ̧ 6   

ᵒ ᵑ

 

ICF

 

ᵓ  

 

 

54

ICF

51

ICF

 

ICF

 

 

 

54  

50 5 52 2

 

2 

 

3 

51  

 

51  

1

 

 

* ≤∕─  

1 GCP─ ╩ ╘⁸ ⌐ ⌂ ⌐ ╩№≡⁸ ה ⇔╕∆ 

2 ─ ╩ ⌐⸗♬♃ꜞfi◓╩ ⇔╕∆ 

5 ⌐ ⇔⁸ ⅛≈ ⌂ ╩ ™╕∆ 

6 ⌐ ⇔⁸ ה ⌂ │ ™╕∑╪  
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 ⸗♬♃ꜞfi◓ ─ Principle⅛╠ ▫♦♃☻☻כ◔√ ⅝  

No.18 identification ID  

ᵑ
*

 

 ̧ 4   

 ̧ 7   

ᵒ ᵑ

 

ID

ID

ID

 

ᵓ  

 

 

ID

ID

ID

 

ID

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

* ≤∕─  

4 ™≈≢╙ ה ≢ ─№╢ ╩ ⅜↑⁸ ≤─ ╩ ⅝╕∆ 

7 ≤≤╙⌐⁸ꜞ☻◒─ ╩ ╡╕∆ 
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5 ╕≤╘ 

GCP ─ ⅛╠ 20 ↄ⅜ ⇔√⅜⁸∕─ │⁸GCP ╛ ─ ⁸GCP

●▬♄fi☻─ ⁸ ─ ╣⌐ ╦∑≡ ↕╣⁸ ╩ ↑≡™╢⁹╕√⁸ ─ ⁸

IT ─ ⁸ꜞ☻◒⌐ ≠ↄ⸗♬♃ꜞfi◓─ ⁸ ╩ ╡ ↄ │ ⅝⌂ ╩ →

≡™╢⁹↓─╟℮⌂ ─ ⁸⅜כ♃♬⸗⁸≢ ╘╠╣≡™╢↓≤╩⅝∟╪≤ ⇔⁸

⌐⸗♬♃ꜞfi◓ ╩ ∆╢√╘⌐│⁸⸗♬♃ꜞfi◓ ─ ╩ ⇔ↄ ⇔≡™╢↓≤⅜

≢№╢⁹ 

─ ─ ⁸ ─ ┘ ─ ╩ ╡≈≈⁸ ─ ⌂ ┘ ─

╩ ╩♃כ♦√⇔ ∆╢↓≤⌐╟╡⁸ ⌂ ─ ⅜ ╘≡ ≤⌂╢⁹∕─√╘⁸

│כ♃♬⸗ ⌂ ╩ ∫≡™╢⁹TF3 ≢│⁸⸗♬♃ꜞfi◓ ─ ⌐ ╡⁸ ⇔ↄ⸗♬♃

ꜞfi◓ ╩ ℮√╘─ Principle╩ ⅜כ♃♬⸗⁸⇔ ∆╢℮ⅎ≢─ ⅎ ╩ ⇔√⁹↓╣

╠─ ⌐│⁸⸗♬♃ꜞfi◓♅כⱶ ≤⇔≡ ⅎ╢═⅝↓≤╙ ╪≢™╢⁹╕√⁸

⌐╣⧵≥☻כ◔╢╣↕ ∆╢ ⅎ ≤⇔≡⁸▪fi◔כ♩╛▬fi♃ⱦꜙכ ╩ ╕ⅎ⁸ ─

╩ ⌐ ╩▫♦♃☻☻כ◔√⇔ ╩⁸Principle│▫♦♃☻☻כ◔⁹√⇔ ∆╢℮ⅎ

≢─ ≤⇔≡ ⇔√⅜⁸ ⌂ ≤™℮╙─≢│⌂ↄ⁸ ⌐ ╢√╘⌐│≥─╟℮⌐

ⅎ╢─⅛╩ ∆╢√╘─ ≤⇔≡™√∞⅝√™⁹ 

 

⌐⸗♬♃ꜞfi◓ ╩ ─↓⁸╙≡™⅔⌐כꜗ☺כↄ⁸∕─ⱴⱠ⌂≢↑∞כ♃♬⸗╢∆

╟℮⌂ ≢─ ה ╩ ⇔≡™ↄ√╘⌐⁸ ╩ ⇔≡™√∞⅝√™⁹ ⌐⁸ ⸗

⌂℮╟─↓│⌐כ♃♬ ⅎ ╩ ⌐ ⌐≈↑≡™√∞⅝√ↄ⁸ ⌐⅔™≡│ ╩⸗

◓fi♬כ꜠♩כ♃♬ ≤⇔≡ ⌐ ™√∞↑╣┌ ™≢№╢⁹╕√⁸Principle─ ⌂

ⱳ▬fi♩╩ ⇔√ ╩ ≤⇔≡ ⇔√─≢⁸Principle─ ⅎ╩ ╘╢√╘⌐ ≡≡™

√∞⅝√™⁹ 

│ ╩כ♃♬⸗─ ≤⇔≡ ⇔√⅜⁸ ╛ ⌐⅔™≡╙ │

≢№╡⁸↓─ Principle╩ ™√∞↑╢╙─≤ ⅎ╢⁹╕√⁸ ☻♃♇ⱨ⌐⅔™≡│⁸

╩ ∂≡⸗♬♃ꜞfi◓ ─ ⌂ ⅎ №╢═⅝ ╩ ™√∞™√℮ⅎ≢⁸

─ ─ ╡ ╖─ ≤⇔≡™√∞⅝√™⁹∕⇔≡⁸ ╩ ⅎ√⸗♬♃ꜞfi◓

─ ⌐╟╡⁸ כ♃♬⸗≥ ─╟╡ ⌂ ─ ⁸ ─ ⁸ ⌐

│╟╡ ™ ╩ 1 ╙ ↄ ↕╪⌐ ↑╢↓≤⌐ ⅜╢↓≤╩ ⇔√™⁹ 
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6  

1. ─ ╩ ⇔√ ≢─ ─ ⅛╠  

2011 6     ♃☻◒ⱨ◊כ☻ 1 

http://www.jpma.or.jp/information/evaluation/allotment/chiken_hinshitsu.html 

2. ─ ⌐ ∆╢▪fi◔כ♩ ⌐≈™≡ 2014  

2015 3 כ♅    

ⱶ  

3. ◦fiⱳ☺►ⱶ 8 ╩╘←╢₈↓╕∫√₉╩ ⇔╟℮  

13 CRC≤ ─№╡ ╩ ⅎ╢ 2013 in  

4. ꜞ☻◒⌐ ≠ↄ⸗♬♃fi◓⌐ ∆╢ ⅎ ⌐≈™≡  

 25  7  1    

http://www.jmacct.med.or.jp/plan/files/gcp130704_2.pdf 

5. ₈ ─ ≤⇔∫╔ ◖Ⱶꜙ♬◔כ◦ꜛfi◑ꜗ♇ⱪ─ⱷ◌♬☼ⱶ ₉ 

  ⁸  

6. ₈ ─ ─ ─ ⌐ ∆╢ ₉─●▬♄fi☻⌐≈™≡ 

24 12 28  1228 7  

  

http://www.jpma.or.jp/information/evaluation/allotment/chiken_hinshitsu.html
http://www.jmacct.med.or.jp/plan/files/gcp130704_2.pdf
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7  

♬ꜙꜟfiⱬꜟ◒ ⅛╠ GCP ╕≢─ ⌂ ⁸ ─  

É 1947 ♬ꜙꜟfiⱬꜟ◒  

─♫♅☻♪▬♠≢ ╦╣√ ⌂ ⅜ ≢

╠⅛≤⌂╡⁸♬ꜙꜟfiⱬꜟ◒ ≤⇔≡ 10 ⅛╠⌂╢ⱥ♩╩ ≤⇔√

⌐ ⇔≡№╢═⅝ ⅜ ↕╣√⁹ 

É 1948  

⌐⅔™≡⁸ ⅜ ↕╣√⁹₈∆═≡─ │⁸ ╕╣⌂

⅜╠⌐⇔≡ ≢№╡⁸⅛≈⁸ ≤ ≤⌐≈™≡ ≢№╢₉ 

É 1948 ☺ⱨ♥ꜞ▪ ⌐╟╢  

84 ─ ╩ ╗ 924 ⅜ ╩ ↑√⁹ 

É 1950 ♠♠●ⱶ◦ ─  

⌐⅔™≡⁸♠♠●ⱶ◦ ─ ─√╘ 149 ─ ⌐ꜞ◔♇♅▪

╩ ⇔⁸8 ⅜ ⁸1 ⅜ ⇔√⁹ 

É 1956 Ɑ♬◦ꜞfi⌐╟╢  

Ɑ♬◦ꜞfi ⌐╟╡⁸1276 ⅜◦ꜛ♇◒ ╩ ⇔⁸124 ⅜ ⇔√⁹ 

É 1964 Ⱬꜟ◦fi◐ ₡ ─ ₢ 

≤⇔≡⁸ ה ─ ⁸ ─ ה ⌐╟╢ ⁸▬

fiⱨ◊כⱶ♪ה◖fi☿fi♩ ⁸ ─ ⅜ ↕╣√⁹ 

É 1965 ▪fiⱪꜟ ╡ ⌐╟╢  

Ⱨꜞfi ─ ╩ ╗▪fiⱪꜟ ╡ ⌐╟╡ 38 ─◦ꜛ♇◒ ⅜

⇔√⁹ 

É 1971 ◒꜡꜡◐fi⌐╟╢  

◒꜡꜡◐fi─ ⌐╟╡⁸ ╩ ⌂ ≤∆╢ ╛ ⅜ ⇔

√ 2,000 ⁹ 

É 1932 1972 כ◑◐☻♃  

─ ⅜⁸ ─ ╛ ╩ ╦⌂™╕╕ ─ 600

⌐ ╩ ⁸399 ⌐│ ╩ ╦∏ ─ ╩ ⇔√⁹ 

É 1958 1962 ◘ꜞ♪ⱴ▬♪⌐╟╢  

╛ ≤⇔≡ ↕╣√◘ꜞ♪ⱴ▬♪⌐╟╢ ⅜ ↕╣⁸ ≢

─ │ 309 ⌐ ╪∞⁹ 

É 1970 ⌐╟╢  

─ ⌐╟╡⁸ ╛ ─ ⁸ ─

⅜ ⇔√⁹ 

 

É 1979 ◐ⱡⱱꜟⱶ⌐╟╢  



 

47 

◐ⱡⱱꜟⱶ⌐╟╢ ☻⸗fi ⌐╟╡⁸ ╛

⅜ 1 ⌐ ╪∞⁹ 

É 1979 ⱬꜟ⸗fi♩ה꜠ⱳכ♩ 

─ ─√╘─ ⌐⅔™≡⁸ ⌐⅔↑╢ ─√╘

─ ≤●▬♪ꜝ▬fi⅜ ↕╣√⁹ 

É 1993 ♁ꜞⱩ☺fi⌐╟╢  

⅜╪ 5-FU╩ ─ ⅜⁸ ♁ꜞⱩ☺fi≤─ ⌐╟╡

15 ⅜ ⇔√⁹ 
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2015  

♃☻◒ⱨ◊כ☻ 3 

⸗♬♃ꜞfi◓ ─ Principle №╢═⅝  

 

  

 ⱨ□כⱴ כ♄כꜞ        

Ⱶ☻◒ꜝ▬fi☻ה♁◒ꜝ◓        ◘Ⱪꜞכ♄כ  

 ♀ꜞ▪       ◘Ⱪꜞכ♄כ  

       ◘Ⱪꜞכ♄כ  

 №∆⅛        

        

        

 ◐ꜞfi        

       ( 2016 3 )  

        

        

        

 ⱨ□כⱴ        

        

        

 ⱴꜟⱱ        

 Meiji Seika ⱨ□ꜟⱴ        

 ꜘ◒ꜟ♩       ( 2015 12 )  

 ꜘfi☿fiⱨ□כⱴ        

       ○Ⱪ◙כⱣכ  

     ○Ⱪ◙כⱣכ  

 

  

 
         

          

         №╝╖     

      

      

 

⌐№√╡⁸ ⌐↔ ™√∞⅝╕⇔√ ┘ SMO ─ CRC─ ⁸

TF3 ─ ─ ⌐ ⇔ →╕∆⁹ 

╕√⁸  ⁸ ┘⌐ ─ ╩ ™√

─ ⌐ ™√⇔╕∆⁹ 
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