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≢⁸IL - 17A ⌐ ⇔∕─ ╩ ∆╢↓≤≢ ╩ ∆╢⁹ 

IL - 17A │⁸ⱫꜟⱤכT Th 17 ⌐ ⅎ⁸ɘəT ⁸ ⁸ ⌂≥⅛╠

↕╣╢ ◘▬♩◌▬fi─ ≈≢⁸ ⁸ /

psoriatic arthritis ⁸PsA ⁸ ꜞ►ⱴ♅⁸ ⌂≥─ №╢™

│ ≤─ ⅜ ↕╣≡™╢⁹ 

⌐⅔™≡⁸IL - 17A │ ─ ≤ ⌐ ⇔≡⅔╡⁸Th17 ╛ⱴ☻♩

⁸ ⌂≥⅛╠ ↕╣√ IL - 17A│⁸ tumor necrosis factor ⁸

TNF ɖ⁸▬fi♃כⱨ▼꜡fi IFN ɘ⁸IL - 22 ⌂≥ ─◘▬♩◌▬fi≤─ ⌐

╟╡⁸◔ꜝ♅ⱡ◘▬♩ ┘ ╩ ⇔⁸◘▬♩◌▬fi⁸◔⸗◌▬

fi ┘ Ɑⱪ♅♪─ ╩ ∆╢↓≤≢⁸ ⌐╟╢ ⁸ ─

┘ ⌂ ⁸ ⌂ ─ ⌐ ∆╢⁹╕√⁸IL - 17A 

│ PsA─ ┘ ⌐╙ ⇔≡™╢↓≤⅜ ↕╣≡™╢⁹ 

⌐⅔™≡│⁸ ─ ⌐ ∆╢ │ 2007 ╟╡ ↕╣√⁹ ┘

≢│ 2013 10 ⌐ ↕╣⁸2015 1 ⌐ ↕╣√⁹ ⌐⅔™≡│⁸

─ ⌐ ∆╢ │ 2009 7 ╟╡ ↕╣√⁹ ╩ ╗ ─

⌐ ≠⅝ ⅜ ╦╣⁸₈ ≢ ⌂

┘ ₉╩ │ ≤⇔≡⁸ ╩ 2014 12 ⌐ ⇔√⁹ 

 

 

│⁸QOL╩ ⇔ↄ ⌂™⁸ ⌂ ╩ ™ ╩ ⅛∆ ╣─№╢

≢№╢⌐╙⅛⅛╦╠∏⁸ ─ │ ╠╣≡⅔╡⁸ √⌂ ─ ⅜ ╕

╣≡™╢⁹IL - 17A│⁸ ⁸PsA ┘ ⌐ ∆╢ ─╖⌂

╠∏⁸ ⌐ ⌂ ⌐╙ ∆╢≤ ⅎ╠╣≡™╢⁹IL - 17A╩

∆╢☿◒◐♯ⱴⱩ│ ⌐ ⇔≡╙ ╩ ∆╢≤ ↕╣√√╘⁸

⌐ ∆╢ ⅜ ↕╣√⁹ ≢ ⅜ ↕╣⁸2015 12 ⌐

≢ ⌂ ─ ╩ ⇔√⁹ 

 

 

2016 3 31 73 ─ 126 ⅔╟┘ 127 ⌐

⅔™≡⁸∕╣∙╣ ⅜ ∆╢↓≤⅜≢⅝╢ ⅔╟┘

─ ⌐☿◒◐♯ⱴⱩ ╩ ⇔⁸2016 4 1 ⅛╠ ↕╣╢↓≤⅜

↕╣√⁹ 

 

כ♃◒▼☺fi▬♩כ○  

┘ ≢─ ⌐⅔™≡⁸ ⅛≈ ⌂ ╩ כ○╢∆≥

♩▬fi☺▼◒♃כ ─ ╩ ™⁸2016 9 ⌐₈◖☿fi♥▫◒☻

150mgⱭfi₉─ ╩ ⇔√⁹ 



 

2 

 

з- 2  ─ ה  

 

 

1 ─ⱥ♩ ⱥ♩ IL - 17A⸗ⱡ◒꜡כ♫ꜟ ≢№╢⁹ 

 

2 ≢ ⌂ ⁸PsA ┘ ⌐⅔™≡⁸

─ ⅜ ╘╠╣≡™╢⁹ 

 

3 ⁸1 ⁸2 ⁸3 ⁸4 │ 1 ─ ≢⁸ ⁸4 ─ ≢

∆╢ ≢№╢⁹ 

 

4. ⁸ ⌐╟╡ ⅜ ≤ ↕╣√ ⌐≈™≡│⁸ ╙

≢№╢⁹ 

 

5 ⁸  

й ⱪꜝ☿Ⱳ A2302⁸A2303⁸A2308⁸A2309 ╩ ⇔

√ 12 ─ ⌐⅔™≡⁸ ⅜ ↕╣√ 1382 58 ╗

260 18.81% ⌐ ⅜ ╘╠╣⁸ ⌂ │⁸ 28 2.03% ⁸

28 2.03% ⁸ 11 0.80% ⁸ 10 0.72% ≢№∫

√⁹ ≢│ 58 6 10.3% ⌐ ⅜ ╘╠╣⁸ ⌂ │⁸

1 1.7% ≢№∫√⁹ 

╩ ∆╢ ╩ ≤⇔√ й A2302⁸A2303⁸

A2304⁸A2307⁸A2308⁸A2309 ╩ ⇔√ 52 ─ ⌐⅔™≡⁸ ⅜ ↕╣

√ 2805 140 ╗ 750 26.74% ⌐ ⅜ ╘╠╣⁸

⌂ │⁸ 125 4.46% ⁸ 50 1.78% ⁸ 45

1.60% ⁸ 27 0.96% ≢№∫√⁹↓─℮∟⁸ ≢│ 140 44

31.4% ⌐ ⅜ ╘╠╣⁸ ⌂ │⁸ 9 6.4% ⁸ 2

1.4% ≢№∫√⁹               ╕≢─  

   

╩ ≤⇔√ ─ 52 ─ ⌐⅔™≡⁸ ⅜

↕╣√ 12 4 33.3%)⌐ ⅜ ╘╠╣√⁹ 

│ ─ ╕≢─  

⌂ ≤⇔≡⁸ ⌂ ⁸ ⁸ ⅜ ╘╠╣√⁹ 
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и ⌐ ∆╢  
 

и- 1   

 

 

1  

 

◖☿fi♥▫◒☻ 150mgⱭfi 

◖☿fi♥▫◒☻ 150mg◦ꜞfi☺ 

 

2  

 

Cosentyx for s.c. injection 150mg pen 

Cosentyx for s.c. injection 150mg syringe  

 

3 ─  

 

⌐⌂⇔ 

и- 2   

 

 

1  

 

☿◒◐♯ⱴⱩ ⅎ JAN  

2  

 

Secukinumab Genetical Recombination JAN  

Secukinumab INN  

 

3 ☻♥ⱶ 

 

⸗ⱡ◒꜡כ♫ꜟ ⱥ♩ - mab - umab  

и- 3  │  

 

ⱥ♩▬fi♃כ꜡▬◐fi- 17A⌐ ∆╢ ⅎⱥ♩ IgG1 ⸗ⱡ◒꜡כ♫ꜟ ≢№

כ♃☻Ɫⱶ☼כ♬▬ꜗ♅⁸╡ ⌐╟╡ ↕╣╢ 457 ─▪Ⱶⱡ ⅛╠⌂

╢ C2268H3477N597O686S16 50595.50 2 ┘ 215 ─▪Ⱶⱡ ⅛╠

⌂╢ C1024H1594N280O335S6 23379.68 2 ≢ ↕╣╢ ♃fiⱤ◒  

 

и- 4  ┘  

 

151000 

 

и- 5   

 

☿◒◐♯ⱴⱩ│⁸ⱥ♩▬fi♃כ꜡▬◐fi- 17A⌐ ∆╢ ⅎⱥ♩ IgG1

⸗ⱡ◒꜡כ♫ꜟ ≢№╢⁹☿◒◐♯ⱴⱩ│⁸♅ꜗ▬♬כ☼Ɫⱶ☻♃כ ⌐╟

╡ ↕╣╢⁹☿◒◐♯ⱴⱩ│⁸457 ─▪Ⱶⱡ ⅛╠⌂╢ ɘ1 2

┘ 215 ─▪Ⱶⱡ ⅛╠⌂╢ ɟ 2 ≢ ↕╣╢ ♃fiⱤ◒

151000 ≢№╢⁹ 

 

Secukinumab is a recombinant human IgG1 monoclonal antibody against 

human interleukin - 17A. Secukinumab is produced in Chinese hamster ovary cells. 

Secukinumab is a glycoprotein (molecular we ight:ca.  151000) consisting of two 

molecules of H - chain ( ɘ1- chain) containing 457 amino acid residues and two 

molecules of L - chain ( ɟ- chain) containing 215 amino acid residues.  

 

и- 6  ⁸ ⁸ ⁸ 

 

 

AIN457 

и- 7   

 

875356- 43- 7 

875356- 44- 8 
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й ⌐ ∆╢  
 

й- 1   

 

 

1 ה  

 

│ ⇔√ ≢№╢⁹ 

2  

 

⇔⌂™ 

3  

 

⇔⌂™ 

4 ⁸ ⁸ 

 

 

⇔⌂™ 

5  

 

⇔⌂™ 

6  

 

⇔⌂™ 

7 ∕─ ─ ⌂  

 

pH 5.5 6.1 

й- 2  ─  

⌐⅔↑╢  

 

     

 - 60ϴ 
ⱪꜝ☻♅♇

◒Ᵽ♇◓ 
י36ִ י36ִ  ╕≢ ≢№∫√⁹ 

⁸pH⁸ ⁸ ⁸  

  

й- 3  ─  

 

Ɑⱪ♅♪ⱴ♇ⱪ  

й- 4  ─  
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к ⌐ ∆╢  
 

к- 1   

 

 

1 ─ ⁸ ┘ 

 

 

●ꜝ☻◦ꜞfi☺⌐  

┘ ─ │ ⇔√  

 

2 ┘ ─ pH⁸ 

⁸ ⁸ ⁸ 

⌂ pH  

 

pH 5.5 6.1 

300 400mOsm/kg 

 

3 ─ ─  

⌂ ─ ┘  

 

⇔⌂™ 

к- 2  ─  

 

 

1  

─  

 

1◦ꜞfi☺ ⌐☿◒◐♯ⱴⱩ ⅎ 150.0mg╩ ∆╢⁹ 

 

2  

 

1◦ꜞfi☺  

♩꜠Ɫ꜡כ☻  75.67mg 

L-ⱥ☻♅☺fiהL-ⱥ☻♅☺fi  3.103mg 1  

L-ⱷ♅○♬fi 0.746mg 

ⱳꜞ♁ꜟⱬכ♩ 80 0.200mg 

 

1 L-ⱥ☻♅☺fi≤ L-ⱥ☻♅☺fi ─ ╩⁸L-ⱥ☻♅☺fi─ ≤⇔

≡ ∆⁹ 

  

3 ─  

 

⇔⌂™ 

4 ─ ┘ 

 

 

⇔⌂™ 

5 ∕─  ⌂⇔ 

 

к- 3  ─  

 

⇔⌂™ 

 

к- 4  ⁸ ─  

⌐ ∆╢  

 

⇔⌂™ 

к- 5  ─ ⌐⅔ 

↑╢  

 

◖☿fi♥▫◒☻ 150mgⱭfi 

   
/

 
 

 2 8ϴ 
ꜝⱬꜟ╩ ⇔

√  
24◌  ≢№∫√⁹ 

 25ϴ/60 RH 
ꜝⱬꜟ╩ ⇔

√  
6◌  

⌐

╩ ╘√⁹ 

 ◐☿ⱡfiꜝfiⱪ 
ꜝⱬꜟ╩ ⇔

√  

120 lux·h

┘ 200 

W·h/m2  

─ ⅜

╘╠╣√⁹ 

⁸ ⁸pH⁸ ⁸ ⁸  

 

 



 

6 

 

 ◖☿fi♥▫◒☻ 150mg◦ꜞfi☺ 

   
/

 
 

 2 8ϴ 
Ⱪꜞ☻♃כ

 
24◌  ≢№∫√⁹ 

 25ϴ/60 RH 
Ⱪꜞ☻♃כ

 
6◌  

⌐

╩ ╘√⁹ 

 ◐☿ⱡfiꜝfiⱪ 

Ⱪꜞ☻♃כ

┘Ⱪꜞ☻♃

כ  

120 lux·h

┘ 200 

W·h/m2  

─ ⅜

╘╠╣√⁹ 

≢│ ⌐

⇔≡ ≢№∫

√⁹ 

⁸ ⁸pH⁸ ⁸ ⁸  

 

к- 6  ─  

 

⇔⌂™ 

к- 7  ≤─  

 

 

⌂⇔ 

к- 8   

 

Ᵽ▬○▪♇☿▬  

к- 9  ─ ─  

 

▬○fi ◒꜡ⱴ♩◓ꜝⱨ▫כ 

к- 10  ─ ─  

 

 

 

к- 11   

 

⇔⌂™ 

к- 12  ∆╢ ─№╢ 

 

 

⁸  

к- 13  ⅜ ⌂  

ה ⅜ ⌂  

⌐ ∆╢  

 

─◌Ᵽ⁸│כ ◗ⱶ ꜝ♥♇◒☻ ╩ ╗─≢⁸ꜝ♥♇◒

☻ ─ №╢™│ ─№╢ כ◑ꜟ꜠▪⁸│ ╩ ↓∆⅔∕╣⅜№

╢─≢ ∆╢↓≤⁹ 

 

к- 14  ∕─  

 

⌂⇔ 
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л ⌐ ∆╢  
 

л- 1  │  

 
≢ ⌂  

⁸ ⁸  

 

┘  

│ ⌐╟╡⁸ ⁸PsA⁸ ⁸ ⁸ ─ 5≈─

⌐ ↕╣╢⁹ ─ ≢│⁸ ≢ ⌂ ╩ ∆

╢ PsA ╗ ╩ ≤⇔√⁹₈ ╩ ∆╢ ₉─ ↄ│

─╖╩ ∆╢ ≢⁸ │ ⌐ ⅎ ╩ ∆╢ PsA≢

↕╣╢⁹ 

─ │ ─ ╩ ∆╢ ≢─ ┘ │⁸

╩ ╗ ≤⇔≡ ⇔√ 6 A2220 ⁸A2211 ⁸A2211E1 ⁸

A2302 ⁸A2304 ⁸A2307 ⌐╟∫≡ ⇔√⁹∕─ ⁸ ┘

─ ╩ ∆╢ PsA╩ ╗ ─ ┘ QOL quality of 

life ⁸ ─ ─ ⅜ ↕╣√⁹╕√⁸ ╩ ∆╢ ─℮∟

╩ ∆╢ PsA ≢ ─ ⅜ ↕╣√⁹ 

 

 

⌐ ≤™℮ │ ╩ ⇔⁸ ─ ≢╙

╩ ≤⇔√⁹ │ ⅜ ╘≡ ⌂ↄ⁸ ⌂ ⅜

╠╣╢√╘⁸ ─ й A1302 ⌐≡ ה ─

╩ ∫√⁹A1302 ≢│ 12 ⅜ ⌐ ╣╠╣⁸ ≢№╢ Week 

16 ─ ⅜₈ ₉⁸₈ ₉ │₈ ₉ ⌐⅔™

≡⁸12 10 83.3% ⌐ ⅜ ╘╠╣√⁹╕√⁸Week 16⌐ ⌐ ─№

╢ clinically meaningful success CMS⅜ ╘╠╣√ │ 12 10

83.3% ≢⁸ ⅜ ╘╠╣√ 10 ≤ ∂ ≢№∫√⁹CMS ⅜ ╘╠╣⌂⅛

∫√ 2 ≢│⁸ ⅜ │ ≢№╡⁸⅛≈ ⌐ ─№╢ ─

╙⌂⅛∫√⁹ ⌐⅔™≡│⁸ ╩ ∆╢ ┘

≢↓╣╕≢⌐ ╘╠╣√ ⱪ꜡ⱨ□▬ꜟ⅛╠ ≢⅝⌂™◦

◓♫ꜟ│ ╘╠╣∏⁸↓╣╕≢⌐ ╩ ∆╢ ≢╖╠╣√ ≤ ⅝

ↄ ⌂╢╙─≢│⌂⅛∫√⁹ ╟╡⁸A1302 ≢ ≢─☿◒

◐♯ⱴⱩ─ ┘ ⅜ ↕╣√↓≤⅛╠⁸ ─ │ ╩

≤ ⇔√⁹ 

  

│ ⌐ ∆╢ ─  

─™∏╣⅛╩ √∆ ⁸ │ ⌐ ∆╢

↓≤⁹ 

(1) ╩ ╗ ─ ╩ ↄ ≢ ⌂ ⅜ ╠╣

∏⁸ ⅜ ─ 10% ⌐ ┬ ⁹ 

(2) ─ ⁸ │ ╩ ∆╢ ⁹ 

 

┘  

₈ ⌐⅔↑╢ ─ ┘ ⱴ♬ꜙ▪ꜟ 2011 ₉⌐╟

╢≤⁸ ─ ≤⌂╢ ┘ PsA│⁸₈ ╩ ╗

─ ≢ ⌂ ⅜ ╠╣∏⁸ ⅜ Body Surface Area: BSA

─ 10% ⌐ ┬ ₉⁸╙⇔ↄ│₈ ─ ╕√│ ╩

⇔⁸QOL⅜ ⌐ ↕╣≡™╢ ₉≤ ↕╣≡™╢↓≤╟╡ ⇔√⁹ 

EU European Academy of Dermatology and Venereology⁸EADV EU

2012 ┘ American Academy of Dermatology⁸AAD 1 ⅜

⇔√ ─ ●▬♪ꜝ▬fi≢│⁸™∏╣╙ ─ │ ⅛╠ ─

≤⌂∫≡⅔╡ ≢╙ ≤⌂╢⁹ 

╩ ∆╢ ╩ ≤⇔√ й ─ │ ≢

⌂ │ ─ ≤⇔√⁹↓╣⌐ ∆╢ │⁸ ⁸ ⁸

┘⌐ ≢ ⌂◖fi♩꜡כꜟ⅜ ╠╣⌂™ ≢⁸ ⅜ BSA⌐

⇔ 10% ⌐ ┬ ⁸PASI☻◖▪⅜ 12 ⁸⅛≈ IGA☻◖▪⅜ 3 ≤ ⇔

√⁹╕√⁸A2302 ⁸A2303 ┘ A2304 ≢│⁸ ╩ ∆╢

╩ ≤⇔√⅜⁸ ╩ ∆╢ ╙ ╖ ╣ PsA⌐ ∆╢ ╩ ⇔

√⁹ 
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A1302 ≢│⁸ ─ 1≈≤⇔≡⁸ ╩ ℮ ⅜ ─ 10%

╩ ╘╢ ╩ ⇔≡⅔╡⁸↓╣╠─ ⌐⅔™≡☿◒◐♯ⱴⱩ─ ┘

⅜ ↕╣≡™╢⁹ ╟╡⁸ │ ⌐ ∆╢ ─ 1 ─

│⁸ ⌐ ⇔≡╙ ┘ ≤ ⌐ ∆╢↓≤⅜

≢№╢≤ ⅎ√⁹╕√⁸ 2 ─ ⌐≈™≡│⁸ ╩ ≠↑╢₈

╩ ∆╢ ₉╩ ⇔√⁹ 

 

л- 2  ┘  

 
⁸ ⌐│☿◒◐♯ⱴⱩ ⅎ ≤⇔≡⁸1 300mg╩⁸ ⁸

⁸ ⁸ ⁸ ⌐ ⇔⁸ ⁸ ─ ≢ ∆╢⁹

╕√⁸ ⌐╟╡⁸ 150mg╩ ∆╢↓≤⅜≢⅝╢⁹ 

 

┘  

─ ┘ │⁸ ╩ ╗ ╩ ∆╢ PsA╩

╗ ╩ ≤⇔√ ≢∕─ ┘ ⅜ ↕╣√ ┘

⌐ ≠⅝ ⇔√⁹ 

й ≢ ↕╣√ ┘ ⌐ ╕╣╢ 150mg ┘ 300mg│⁸

╩ ≤⇔√ и A2211⁸A2212 ┘ A2220 ─

150mg⁸ 10mg/kg ⌐ ≠ↄ ┘ ─◦Ⱶꜙ꜠כ◦ꜛ

fi⌐╟╡ ↕╣√⁹∕─ ⁸150mg≤ ⇔ 300mg≢│ ─ ⁸ ™

⁸ ™ ⅜ ╠╣√↓≤⅛╠⁸300mg╩ ≤⇔√⁹ 

⁸150 ≢╙ ⌂ ⅜ ╠╣╢ ─ ⅜╖╠╣√↓≤⅛╠⁸ ─

™ ↑≤⇔≡⁸ ≢ ⌐ ╓∆ ╩ ⇔√⁹∕─ ⁸ 60kg ≢

│ ─ ⅜╒≤╪≥ ╘╠╣⌂⅛∫√√╘⁸ ⌐╟╡ ≤⇔≡

150mg╩ ∆╢↓≤⅜≢⅝╢≤⇔√⁹ 

 

 

A1302 ─ ⅛╠⁸PASI ─ │ ╩ ∆╢ ╩ ≤⇔

√ й ─ ≤ ⇔≡™√⁹╕√⁸ ⌐≈™≡╙↓╣╕≢⌐

╩ ∆╢ ≢╖╠╣√ ≤ ⅝ↄ ⌂╢╙─≢│⌂⅛∫√⁹ ╟╡⁸

⌐ ∆╢ ╩⁸ │ ╩ ╗ ⌐ ⇔

≡ ⇔√ ≤ ∂≤⇔√⁹ 
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 ┘ ⌐ ∆╢ ─  

1 60kg ─ ≢│ 150mg─ ╩ ∆╢↓≤⁹ л- 3

─  

 

─ ─ ≤⇔≡⁸ ─ ╩♃כ♦ ™≡ ─ ─

╩ ⇔√ ⁸ 60kg ╩ ─ ™ ↑─ ≤∆╢↓≤⅜ ≢№╢

≤ ⇔√⁹ 

 

2 ─ ⌐№√∫≡│⁸ ⌐⅔™≡⁸ ∏ ⌐╟╢⅛⁸ ─

─ ─╙≤≢ ╩ ℮↓≤⁹ ⌐╟╢ ⁸ ⌐╟╡ ⅜

≤ ↕╣√ ⌐≈™≡│⁸ ╙ ≢№╢⁹ 

 

─ ⌐№√∫≡│⁸ ⌐ ⌂ ⌐⅔™≡⁸ ∏

⌐ ⇔√ ⌐╟╢⅛⁸ ─ ─ ─╙≤≢ ╩ ℮↓≤⁹ ⌐╟

╢ ⁸ ⌐╟╡ ⅜ ≤ ↕╣√ │⁸ ╙ ≤⌂╢⁹

─ ⌐№√∫≡│⁸ ⅜∕─ ╩ ⌐ ⇔⁸ ╩ ⇔

√─∟⁸ ⌐╟╢ ≤ ⌐≈™≡ ⅜ ⇔⁸ ≢ ⌐

≢⅝╢↓≤╩ ∆╢↓≤⁹ 

 

3 ⌐ ╩ ⅎ╢↓≤⁹╕√⁸ ⅜ ⌂ ⁸ ⌐ ─№╢

⁸ ─ ⌐│ ⇔⌂™↓≤⁹ ₈о- 14 ─ ₉─  

 

│ ─ ≢№╡⁸ ─ ≢№╢ ─ ⌐⅔™≡ ≢

─ ⅜ ↕╣╢↓≤⅛╠⁸ ⌂ ≤⇔≡ ╩ ⇔√⁹ 

 

4 ⌐╟╢ │⁸ ⅛╠ 16 ⌐ ╠╣╢⁹16 ⌐

⅜ ╠╣⌂™ │⁸ ─ ─ ╩ ⌐ ∆╢↓≤⁹ 

 

⌐╟╢ │ ⅛╠ ⌡ 16 ⌐ ╠╣╢≤ ⅎ╠╣╢√╘⁸

╩ ╠╣⌂™ ⌐↓─ ╩ ⅎ√ ─ ⌐ ⇔⁸ ─

╩ ╘≡ ╩ ∆╢↓≤⅜ ≤ ⅎ≡ ⇔√⁹ 



 

10 

 

л- 3   

 

 

1  ☺כ◔♇Ɽ♃כ♦

 

 

┘  

Phase       

 

з  
A1101 42      Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

⁸  

 

з  
A2103 14      ủ 

ꜝfi♄ⱶ ⁸ ⁸2 ⁸כⱣכ○☻꜡◒

 

 

з  
A2104 24      ủ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

⁸  

 

з  
A2106 150      ủ 

ꜝfi♄ⱶ ⁸ ⁸ ⁸

⁸◦ꜞfi☺ ≤Ᵽ▬▪ꜟ ─

 

 

з  
A2224β1 50     ꜝfi♄ⱶ ⁸ ⁸ ⁸  

 

з  
A2225 8 ⁸ 8      ủ  ⁸ⱪꜝ☿Ⱳ ⁸  

 

з  
A2228 12      ủ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ

⁸  

 

и  
A2102 36  ủ ủ ủ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

⁸  

 

и  

A2206 PsA 42  Ừ Ừ Ừ 
ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

A2206E1 PsA 28  Ừ Ừ Ừ ꜝfi♄ⱶ ⁸ ⁸  

 

и  

A2211 404 43  Ừ Ừ Ừ 
ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

A2211E1 275 37  Ừ Ừ   
 (1 ─╖ )⁸ⱪꜝ☿Ⱳ

⁸  

 

и  
A2220 125 24  Ừ Ừ Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

 

и  
A2212 100  Ừ Ừ Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

 

й  

A2302 
738 87 ⁸

℮∟ PsA 13  
Ừ Ừ Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

A2302E1 
825 70 ⁸

℮∟ PsA 12  
Ừ Ừ   

ꜝfi♄ⱶ ⁸ ⁸ⱪ

ꜝ☿Ⱳ A2302⁸A2303 ⅛╠─

⁸  

 

й  
A2303 1306  Ừ Ừ   

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ┘

⁸♄Ⱪꜟ♄Ⱶ⁸כ  

 

й  

A2304 
966 62 ⁸

℮∟ PsA 17  
Ừ Ừ   ꜝfi♄ⱶ ⁸ ⁸  

A2304E1 
634 51 ⁸

℮∟ PsA 16  
Ừ Ừ   

ꜝfi♄ⱶ ⁸

A2304⁸A2307 ⅛╠─  

 

й  
A2307 43 5  Ừ Ừ   

ꜝfi♄ⱶ ⁸ ⁸♄Ⱪꜟ♄Ⱶ⁸כ

 

 

й  
A2308 177  Ừ Ừ Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

 

й  
A2309β2 182  Ừ Ừ Ừ 

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

 

й  
F2306 PsA 606  Ừ Ừ   

ꜝfi♄ⱶ ⁸ ⁸ⱪꜝ☿Ⱳ ⁸

 

 

 

Phase       

 

й  
A1302 12  Ừ Ừ Ừ ꜝfi♄ⱶ ⁸ ⁸  

 

Ừ ⁸ủ ⁸  

β1 ─ ⌐ ™√  

β2 ○כ♩▬fi☺▼◒♃כ ╩ ™√  



 

11 

 

2  

 

1.  

│ ─ ╩ ∆╢ ┘ 737

87 ╗ ─ ⅜ BSA ─ 10% ⁸⅛≈ PASI 3 ☻◖

▪⅜ 12 ╩ ≤⇔√ 52 ⱪꜝ☿Ⱳ ꜝfi♄ⱶ

╩ ⇔√⁹ 

ⱪꜝ☿Ⱳ │☿◒◐♯ⱴⱩ ⅎ 150mg │ 300mg╩ 0⁸1⁸2⁸3 ┘ 4

⁸∕─ 4 ≢ ⇔√⁹12 ─ PASI☻◖▪⅜ⱬכ☻ꜝ▬fi⅛╠ 75%

│ 90 ⇔√ ─ ⁸∕╣∙╣ PASI75 │ PASI90

╩ ⌐ ∆⁹ ⌐⅔↑╢ 12 ─ PASI75 │⁸ⱪꜝ☿Ⱳ ⌐

═≡ ⌐ ⅛∫√⁹∕─ ⁸52 ╕≢╒╓ ─ ≢ ⇔√ A2302
2 ⁹ 

3 Psoriasis Area and Severity Index  

 

 
300mg 150mg ⱪꜝ☿Ⱳ 

[95% ]⁸p β 

300mg 150mg 

 

PASI75 
81.6% 

200/245  

71.6% 

174/243  

4.5% 

11/246  

77.2[70.9 ⁸82.4]  

p<0.0001 

67.1[60.1 ⁸73.3]  

p<0.0001 

PASI90 
59.2% 

145/245  

39.1% 

95/243  

1.2% 

3/246  

58.0[50.3 ⁸64.7]  

p<0.0001 

37.9[29.4 ⁸46.0]  

p<0.0001 

 

 

PASI75 
82.8% 

24/29  

86.2% 

25/29  

6.9% 

2/29  

75.9 

[53.4⁸90.0]  

79.3 

[57.7⁸92.2]  

PASI90 
62.1% 

18/29  

55.2% 

16/29  

0% 

0/29  

62.1 

[37.2⁸80.3]  

55.2 

[29.5⁸75.0]  

│ ┘ ╩ ╖⁸ ≤⇔≡  

β ┘ 90kg │ 90kg ╩ ≤⇔√ Cochran- Mantel- Haenszel  

 

 │ ─ ╩ ∆╢ ┘ ╩ ≤⇔√

─ ─ 12 ─ PASI75 │ PASI90 ╩ ⌐ ∆

A2302⁸A2303⁸A2308 ┘ A2309 ⁹ 

 

  
 

300mg 150mg 

PASI75 

80kg  75.7% (289/382 )  66.3% (258/389 )  

70 80kg 84.9% (107/126 )  73.3% (96/131 )  

60 70kg 87.9% (102/116 )  69.2% (63/91 )  

60kg  75.8% (47/62 )  76.9% (60/78 )  

PASI90 

80kg  45.8% (175/382 )  35.7% (139/389 )  

70 80kg 69.0% (87/126 )  42.0% (55/131 )  

60 70kg 75.9% (88/116 )  48.4% (44/91 )  

60kg  61.3% (38/62 )  57.7% (45/78 )  

│ ┘ ╩ ╖⁸ ≤⇔≡  

  

 2. A1302  

12 ╩ ℮ ⅜ ─ 10% ╩

╘╢ ╩ ≤⇔√ ╩ ⇔√⁹ 

☿◒◐♯ⱴⱩ( ⅎ)150mg╩ 0⁸1⁸2⁸3 ┘ 4 ⁸∕─ 4 ≢

⇔√⁹8 │№╠⅛∂╘ ↕╣√ ⌐ ∂≡ 300mg┼─ ╩ ≤⇔

√⁹16 ⌐⅔™≡⁸12 10 83.3% ≢ 4 ⅜ ╘╠╣√ 9

⁸ 1 3)⁹ ─ ↕╣√ ┘ │ₒ ┘ ₓ─

 

4 ⁸ ⁸ │ ≤ ↕╣√ ≤  

  

 ─ ה │⁸₈ ⁸ ⌐│☿◒◐♯ⱴⱩ ⅎ ≤⇔≡⁸

1 300mg╩⁸ ⁸ ⁸ ⁸ ⁸ ⌐ ⇔⁸ ⁸

─ ≢ ∆╢⁹╕√⁸ ⌐╟╡⁸ 150mg╩ ∆╢↓≤⅜≢

⅝╢⁹₉≢№╢⁹ 




































































































































	表紙
	目次
	Ⅰ． 概要に関する項目
	Ⅱ．名称に関する項目
	Ⅲ．有効成分に関する項目
	Ⅳ．製剤に関する項目
	Ⅴ．治療に関する項目
	Ⅵ．薬効薬理に関する項目
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	ⅩⅠ．文献
	ⅩⅡ．参考資料
	ⅩⅢ ．備考

