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●▬♪ 
2020 7  

 

◦ⱶ☺▪ 200mg◦ꜞfi☺ 

◦ⱶ☺▪ 200mg○כ♩◒ꜞ♇◒☻ 

 
 

ₒ↓─ │ ₓ 

 

◦ⱶ☺▪ 200mg 

◦ꜞfi☺ 

Cimzia 200mg 

Syringe for S.C.Injection  

◦ⱶ☺▪ 200mg 

 ☻◒♇ꜞ◒♩כ○

Cimzia 200mg 

AutoClicks  for S.C. Injection  

 
☿ꜟ♩ꜞ☼ⱴⱩ Ɑ◗ꜟ ⅎ  

Certolizumab Pegol General Recombination  

 

1mL  
200mg 

 
 

●▬♪⌐≈™≡ 
 

●▬♪│⁸ ─ ╛ ─ ⌂≥⌐⁸ ─ ⇔™

≤⁸ ⌂ ─ ⌂≥⌐ ≡≡™√∞ↄ√╘⌐ ⇔√╙─≢∆⁹ 

⇔√⅜∫≡⁸↓─ ╩ ∆╢≤⅝⌐ ⌐ ∫≡™√∞⅝√™↓≤╩⁸

↑⌐ ↕╣≡™╢ ╩ ⌐⁸╦⅛╡╛∆ↄ ⇔≡™╕∆⁹ 

─ ⌐╟╢ ⌂ ≤ ⅎ╠╣╢ ⌐│⁸√∞∟⌐ │

⌐ ⇔≡ↄ∞↕™⁹ 

↔ ⌂ ⌂≥№╡╕⇔√╠⁸ ⌐ ─₈⅔ ™ ╦∑ ₉⌐⅔ ⌡ↄ∞↕™⁹ 

↕╠⌐ ⇔™ ≤⇔≡⁸ PMDAⱱכⱶⱭ₈☺כ ⌐ ∆╢ ₉

http://www. pmda.go.jp/safety/ info - services/drugs/0001 . html  ⌐ ⅜

↕╣≡™╕∆⁹ 
 

 

ₒ↓─ ─ │ ₓ 
─↓ ה │⁸ TNF ≤ ⌐ⱪכꜟ◓╢╣┌ ∆╢ ≢∆⁹ 

─↓ ה │⁸ ⌐ ⌐ ⅎ≡™╢ ⇔╜╟℮ⅎ⇔ TNF ≤™℮

╛ ╖─ ⌐⅛⅛╦∫≡™╢ ─ ⅝╩ ⅎ╢↓≤⌐╟╡⁸ ─ ╩ ⇔
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╕∆⁹ 

─ ה ─ ⌐ ↕╣╕∆⁹ 

ꜞ►ⱴ♅ ─ ─ ╩ ╗  

≢ ⌂  

⁸ ⁸ ⁸  

─↓ ה │⁸ ⌐⅔™≡⁸ ⌂ ╩ ↑√ ↕╪╕√│

─ │⁸ ≢⅝╕∆⁹ ≢ ╩ ⇔√╡⁸ ╩ ⇔√╡∑∏⁸

─ ⌐ ∫≡ ↕™⁹ 

 

ₒ↓─ ╩ ℮ ⌐⁸ ∆═⅝↓≤│ ₓ 
ủ ⌐№√∫≡│⁸ ─ ⌂≥⌐≈™≡ ≢⅝╢╕≢ ╩ ↑≡ↄ∞↕

™⁹ 

─↓ה ╩ ∆╢↓≤⌐╟╡⁸ ⁸ ⁸ ╩ ╗ ⌂ ╛ ∞

≈∏™⇔∫⅛╪ √│≈∑™↓℮⅛⇔╞℮ ⌂≥ ⅜ ⇔√╡ ⇔√╡∆

╢↓≤⅜№╡╕∆⁹ 

─↓ה ≤─ │ ╠⅛≢│№╡╕∑╪⅜⁸ ─ ╙ ↕╣≡™╕∆⁹ 

─↓ה │ ╩ ↕∑╢╙─≢│№╡╕∑╪⁹ 

ủ↓─ ─ ⌐╟╢ ⌂ ⁸ ⁸ ⁸ ╩ ╗

└╟╡╖⅛╪∑╪⇔╞℮ ⌂≥ ⌐╟╡⁸ ⌂ ╩√≥╢↓≤⅜№╡╕∆⁹ 

ủ ─√╘⌐⁸ ∆╢ ⌐ ⅔╟┘ X ⌐ ⅎ⁸▬fi♃כⱨ▼꜡

fi ɘ ╕√│♠ⱬꜟ◒ꜞfi ⅜ ╦╣╕∆⁹ ⌐ ∂≡⁸ CT

⌂≥⅜ ╦╣╢↓≤╙№╡╕∆⁹ 

ủ ─ ╛ ⌐ ≢№∫√ ⌐│ ≢⅝╕∑╪⁹╕√⁸ ⅜ ╦

╣╢ ╛ ⌐ ⌐⌂∫√ ⅜™╢ │ ⌂≥─ ⅜ ╦╣╕∆⁹ 

ủ ─ │⁸↓─ ╩ ∆╢↓≤│≢⅝╕∑╪⁹ 

ה ─ ⌂ ⌐⅛⅛∫≡™╢  

ה ⅜ ⌂ ⌐⅛⅛∫≡™╢  

ה ⌐◦ⱶ☺▪⌐ ╕╣╢ ≢ ─№∫√  

ה ⅔╟┘ ⌐ ≢№∫√  

∫℮ה ─  

ủ ─ │⁸ ⌐ ⅜ ≢∆⁹ ™ ╘╢ ⌐ ╕√│ ⌐ →≡ↄ∞↕™⁹ 

ה ⌐⅛⅛∫≡™╢ ╕√│ ⅜ ╦╣╢  
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ה ⌐ ⌐⅛⅛∫√↓≤─№╢  

ה ⅜ ╦╣╢╟℮⌂ ⅜№╢ ⅔╟┘ ⌐ ⌐⌂∫√ ⅜™╢  

ה ⌂ ⁸ ─ ╕√│ ⌐ ⌂

⌐⌂∫√↓≤⅜№╢  

ה ⌐ ⌐⌂∫√↓≤⅜№╢  

Bה ►▬ꜟ☻◐ꜗꜞ▪─ ⁸╕√│ ⌐ B ►▬ꜟ☻⌐ ⇔√↓≤⅜№

╢  

ה ╕√│ ⇔≡™╢ ─№╢  

ה ─  

ủ↓─ ⌐│ ╩ ∆═⅝ ⅜№╡╕∆⁹ ─ ╩ ⇔≡™╢ ╛⁸ √⌐

∆╢ │⁸ ∏ ╕√│ ⌐ ⇔≡ↄ∞↕™⁹ 

₃B ►▬ꜟ☻◐ꜗꜞ▪─ ⁸╕√│ ⌐ B ►▬ꜟ☻⌐ ⇔√↓≤⅜№╢

⅜↓─ ╩ ∆╢≤⁸B ►▬ꜟ☻─ ⅜№╠╦╣╢ ⅜№╡╕∆⁹

↓─√╘⁸↓─ ╩ ∆╢ ⌐⁸B ►▬ꜟ☻⌐ ⇔≡™⌂™⅛ ⅜

╦╣╕∆⁹ 

 

ₒ↓─ ─ ™ │ ₓ 
↓─ │ ≢∆⁹ 

₡ ∆╢ ₢ 

ừ ⅔╟┘  

│⁸№⌂√─ ⌂≥⌐№╦∑≡⁸ ⅜ ╘╕∆⁹ 

₡ ꜞ►ⱴ♅─ ₢ 

ᵑ ─ ⅔╟┘  

 200mg 2  

2 ─  200mg 2  

3 ─  200mg 2  

4 ─  200mg 1  

 2 ⌐ 1  

ᵒ ─ ⅔╟┘  

─  200mg 2  

 4 ⌐ 1  

─↓ה │⁸ ™ ╘≡⅛╠ י3ִ ⌐ ⅜ י⁸3ִ⅜∆╕╣╠ ⇔≡╙

⅜ ╠╣⌂™ │⁸ ⅜ ↕╣╢↓≤⅜№╡╕∆⁹ 
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₡ ⁸ ⁸ ⁸ ─ ₢ 

ᵑ ─ ⅔╟┘  

 200mg 2  

 2 ⌐ 1  

ᵒ ─ ⅔╟┘  

─  200mg 1  200mg 2  

 2 ⌐ 1  4 ⌐ 1  

─↓ה │⁸ ™ ╘≡⅛╠ י4ִ ⌐ ⅜ י⁸4ִ⅜∆╕╣╠ ⇔≡╙

⅜ ╠╣⌂™ │⁸ ⅜ ↕╣╢↓≤⅜№╡╕∆⁹ 

 

ừ≥─╟℮⌐ ∆╢⅛  

ה ⇔≡ↄ∞↕™⁹ 

ה ╩ ∆╢ ⌐│⁸ ∏ ⁸ ╕√│ ⅛╠ ─⇔⅛√⌐

⇔≡ ╩ ↑≡ↄ∞↕™⁹╕√⁸ p. 9 ─₈ ─ ₉⁸

─√╘─ ₈ ●▬♪Ⱪ♇◒₉╙№╦∑≡ ⇔≡ↄ∞↕™⁹ 

1ה ─ ⌐≈™≡ │ 1 ╕√│ 2 ≢∆⁹1 ⌐ ╩ ⇔⁸ ⇔⌂

™≢ↄ∞↕™⁹ 

ה │⁸ ⌐ ◐ꜗ♇ⱪ╩⇔⌂™≢ↄ∞↕™⁹ 

ừ ⇔ ╣√ ─  

ה ⇔≡ 2 ╩ ⌐ ⇔⌂™≢ↄ∞↕™⁹ 

ה ⌐ ╩≤╡⁸ ╩ ↑≡ↄ∞↕™⁹ 

ừ ↄ ⇔√ ─  

ה ╩ ∂√╠⁸ ⌐ ⇔≡ↄ∞↕™⁹ 

 

₡ ≢ ↕╣╢ ₢ 

⁸ ⁸ │⁸№⌂√─ ⌂≥⌐№╦∑≡⁸ ⅜ ╘⁸

⌐⅔™≡ ⌐ ↕╣╕∆⁹ 
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ₒ↓─ ─ ⌐ ╩≈↑⌂↑╣┌⌂╠⌂™↓≤│ ₓ 
─↓ה │⁸ ╩ ∆╢ ─ ╩ ⅎ╢─≢⁸ ⌐⅛⅛╡╛∆ↄ⌂╢

⅜№╡╕∆⁹ ╛ ↑╪√™⅛╪ ⌂≥⅜№╠╦╣√ ⌐│⁸ ╛⅛⌐

⌐ ⇔≡ↄ∞↕™⁹ 

ה ⌐ ⌐⅛⅛∫√↓≤─№╢ ╛⁸↓─ ╩ ∆╢ ─ ≢ ⅜ ╦╣

√ │⁸ ⅜ ╦╣╢╟℮⌂ ╩⅛ↄ⁸ ⅜ ╢⁸ ⅜∞╢™⁸ ⁸

⅜ ↄ ⅜№╠╦╣√ ⌐│⁸ ╛⅛⌐ ⌐ ⇔≡ↄ∞↕™⁹ 

Bה ►▬ꜟ☻◐ꜗꜞ▪≤™╦╣≡™╢ ⁸╕√│ ⌐ B ►▬ꜟ☻⌐⅛⅛∫

√↓≤⅜№╢ │⁸ ⌂ ⅜ ╦╣╕∆⁹B ►▬ꜟ☻─ ⅜

↓∫≡™╢≤ ⅎ╢ ⅜∞╢™⁸ ⅝ ⁸ ⅔℮≤ ⁸ ⁸ ⁸

⁸ ⅜ ↄ⌂╢⁸ ⅜ ↄ⌂╢⁸ ⅜⅛╝ↄ⌂╢⁸ ─ ⅜ ↄ⌂╢⌂≥

⅜№╠╦╣√ ⌐│⁸ ╛⅛⌐ ⌐ ⇔≡ↄ∞↕™⁹ 

─↓ה ╩ ⇔≡™╢ │ ꞉◒♅fi[ │⇔⅛ ⁸ ┤℮⇔╪ ⁸⅔√┤ↄ⅛−⁸

╖∏╓℮∕℮ ⁸BCG⌂≥]─ │≢⅝╕∑╪⁹ ─ ⅜№╢ ⌐│

⌐ ⇔≡ↄ∞↕™⁹ 

ה כ◑ꜟ꜠▪⌂ ╕√│▪♫ⱨ▫ꜝ◐◦כ ─⅛╝╖⁸∂╪╕ ⁸ ─⅛╝╖⁸

┤╠≈⅝⁸ ≥℮⅝ ⁸ ⇔™⌂≥ ⅜№╠╦╣√ │⁸√∞∟⌐ ╩ ⇔

⇔≡ↄ∞↕™⁹╕√⁸ ⌐ ⁸ ⁸ ⁸ ⁸∕℮ ⁸ ─

⅜№╠╦╣╢↓≤⅜№╡╕∆─≢ ⇔≡ↄ∞↕™⁹ 

─↓ה ≢ ⅛╪∑╪ ⅜№╠╦╣√╡⁸ ⇔√╡∆╢↓≤⅜ ↕╣≡™╕∆⁹↓

─╟℮⌂ ⌐│ ⌐ ⇔≡ ↕™⁹ 

─↓ה ╩ ∆╢⌐№√∫≡⁸ ↕╪╛ ─ │ ╛ ⌐≈™≡

⌐ ≢⅝╢╕≢ ╩ ↑≡ↄ∞↕™⁹╕√⁸ ↕╪ ≢ ╩⇔√ ⌐

≤ ╦╣╢ ⅜№╠╦╣√ ╛ ╩ ↑╠╣⌂™≤ ∂√ │ ╩ ⇔

╕√│ ⌐ ⇔≡ↄ∞↕™⁹ 

ה ⇔√ │ ⇔≡│™↑╕∑╪⁹ ╖─ ─ ⌂≥⌐

≈™≡ ≢⅝╢╕≢ ╩ ↑≡ↄ∞↕™⁹ 

ה ╕√│ ⇔≡™╢ ⅜№╢ │ ⌐ ⇔≡ↄ∞↕™⁹ 

ה ⇔≡™╢ │ ⌐ ⇔≡ↄ∞↕™⁹ 

ה ─ ╩ ∆╢ ╛⁸ ⌂≥≢ ─ ╩ ∆╢ │⁸ ∏↓─ ╩ ⇔

≡™╢↓≤╩ ╕√│ ⌐ ⅎ≡ↄ∞↕™⁹ 
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│  

⌐↔ ™√∞⅝√™ ⌂ ≤⁸∕╣∙╣─ ⌂ ╩ ⇔╕⇔√⁹

≢№╣┌⁸∕╣∙╣─ ⌂ ↔≤⌐ ⇔√ ⌂ ─℮∟⁸™ↄ≈⅛─

⅜ ∂╟℮⌂ ⌐№╠╦╣╢↓≤⅜ ≢∆⁹↓─╟℮⌂ ⌐│⁸√∞∟⌐

╕√│ ⌐ ⇔≡ↄ∞↕™⁹ 

⌂  ⌂  

⁸ ─

⌂  
│™↑≈⇔╞℮⁸│™ⅎ╪≤℮─

∂╜℮≤ↄ⌂⅛╪∑╪⇔╞℮ 

⁸ ⁸ ⅜ ↄ⌂╢⁸ ⅜∞╢™⁸ ⁸ ⁸

╣⁸ ⇔™ 

 
↑∫⅛ↄ 

╩⅛ↄ⁸ ⅜ ╢⁸ ⅜∞╢™⁸ ⁸ ⅜

ↄ 

כ◑ꜟ꜠▪⌂  
∂╜℮≤ↄ⌂▪꜠ꜟ◑כ│╪─℮ 

─⅛╝╖⁸∂╪╕ ⁸ ─⅛╝╖⁸┤╠≈⅝⁸

⁸ ⇔™ 

 
∞≈∏™⇔∫⅛╪ 

╕└⁸ ─ ⌂ ⁸ ─ ⌂ ⁸ ⅎ⌐

ↄ™⁸ ─  

⌂

⁸ ⁸

⁸

 
∂╜℮≤ↄ⌂↑≈ⅎ⅝⇔╞℮⅜™

│╪↑∫⅝╜℮→╪⇔╞℮⁸↑

∫⇔╞℮┌╪→╪⇔╞℮⁸│∫↑

∫⅝╜℮→╪⇔╞℮⁸⅛╡╜℮⅝

╜℮→╪⇔╞℮≤℮  

⁸ ─ ⁸ ⁸ ─ ╖⁸ ⁸ ←⅝

─ ⁸№⅔№↨⅜≢⅝╢⁸ ⇔╛∆™⁸ ⅜

╕╡⌐ↄ™⁸╘╕™⁸ ╡⁸ ⅜ ™⁸ ⁸

╣ 

dsDNA ─

╩ ☻ⱪכꜟ℮

 
↓כ◄♯◄כ▫♦☻◄כ▫♦℮↓

℮√™─╟℮∑™⅛╩≤╙⌂℮ꜟ

 ╪←℮↓℮╞⇔℮╟☻ⱪכ

⁸ ─ ╖⁸╗ↄ╖ 

 
⅛╪⇔≈∑™│™ⅎ╪ 

⁸ ╣⁸ ⇔™⁸  

 

 

─ ╩⁸ ─№╠╦╣╢ ⌐ ┘ ⅎ╢≤ ─≤⅔╡≢∆⁹ 

↓╣╠─ ⌐ ≠™√╠⁸ ⌂ ↔≤─ ╩↔ ↄ∞↕™⁹ 
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 ⁸ ⁸ ─ ⁸ ⁸ ⅜∞╢™⁸

╩⅛ↄ⁸ ⅜ ╢⁸┤╠≈⅝⁸╕└⁸ ⇔╛∆

™⁸ ⅜ ╕╡⌐ↄ™ 

 ─ ⁸╘╕™⁸ ⅜ ™ 

 ─ ⌂ ⁸  

 ⅎ⌐ↄ™ 

 ╡ 

╛  ─⅛╝╖⁸ ─ ╖⁸ ←⅝─ ⁸ ⁸ ⅜

ↄ⁸  

 ⇔™⁸ ╣⁸  

ה  ─ ╖⁸ ─ ⌂ ⁸ ⅜ ↄ⌂╢ 

 ─⅛╝╖⁸∂╪╕ ⁸№⅔№↨⅜≢⅝╢ 

 
ₒ↓─ ─ │ ₓ 

 ╩ ∆╢ ─ ≢№╢⁹ 

 

 

◦ⱶ☺▪ 200mg◦ꜞfi☺ 

 

◦ⱶ☺▪ 200mg○כ♩◒ꜞ♇◒☻ 
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ₒ↓─ ⌐ ╕╣≡™╢─│ ₓ 
 ☿ꜟ♩ꜞ☼ⱴⱩ Ɑ◗ꜟ ⅎ  

 ♫♩ꜞ►ⱶ ⁸ ♫♩ꜞ►ⱶ 

 

ₒ∕─ ₓ 
ừ↓─ ─ │  

ה ─ ⁸╕╕─⧵╩☻כ◔√∫ ╩ ↑≡ ϴ ⌐≡ ⇔≡ↄ

∞↕™⁹ 

ה ⌐ √╢ ╛ ─ ⌐ ⅛⌂™╟℮⌐⇔≡ↄ∞↕™⁹ 

ה ─ ─ ⅛⌂™≤↓╤⌐ ⇔≡ↄ∞↕™⁹ 

ừ ⅜ ∫≡⇔╕∫√╠  

ה ⌐ ─ ⌐ ⇔≡│™↑╕∑╪⁹ 

ה ∫√ │⁸ ─ ⌐≈™≡ ╛ ⌐ ⇔≡ↄ∞↕™⁹ 

ừ↓─ ─ │  

ה ─ ⌐≈™≡│⁸ ─ ≥⅔╡⌐ ⇔≡ↄ∞↕™⁹ 

 

ₒ↓─ ⌐≈™≡─⅔ ™ ╦∑ │ ₓ 
ה ⁸ ⁸ ⌂≥─╟╡ ⇔™ ⅜№╢ │⁸ ╛ ⌐⅔

⌡ↄ∞↕™⁹ 

ה ⌂ ⌐ ∆╢ │ ┼⅔ ™ ╦∑ↄ∞↕™⁹ 

 

Ɽfiꜗ☺כⱦכ◦כꜚ http s://www.ucbjapan.com/  

▪☻♥ꜝ☻ http s://www.astellas.com/jp/  

ↄ∆╡ ☿fi♃כ 

0120- 865- 093 

9 17 30 ⁸ ⁸ ⁸ ╩ ↄ



-  9 -  
 

ₒ ─ ₓ 

◦ⱶ☺▪ 200mg◦ꜞfi☺ 

₡ ₢ 
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₡ ─ ₢ 
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₡ ∆╢ ₢ 
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₡ ─ ₢
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⇔ↄ│ p.13  


