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‰ ̔ 2020 08 26  

 

ӥ 

 

ה ӥ Ҋᶏ  

 
ȍ Ȏ 

̔  

̔  

̔Guselkumab Injection 

̔Gusaiqiyou Dankang Zhusheye 

ȍ ᴍȎ 

Һ ᴍ̔ Ȃ 

L̔- ȁL- ѿ ȁ 80ȁ ȁ Ȃ 

ȍ Ȏ 

ᵣȂ 

 

ȍ Ȏ 

ԍ Ҭ ֲ Ȃ 

 

ȍ Ȏ 

100 mg/1 mL/ ̂ ᾟ ̃ 

 

ȍ Ȏ 

Ҋᶏ ̆ ΐ

Ȃ 

 

╕  

╕ ҹ 0 4 Ҋ 100 mğӊ 8 ѿ

╕ Ȃ 

16 ׅ Ả Ȃ 

 

ⱳ / ⱳ ᴴ 

֓ Ҭ Ȃ ᶫ ╕ Ȃ 

 

 

Ҋ Ȃ ᾧ ₮ Ȃ 

Ҋ ̆ ҹ ̆ Ȃ

̆ ׅ Ḡ Ȃ Ҭ ᶫ “ᶏ
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” ῃ╕ Ȃ 

 

ȍҌ Ȏ 

ῃ  

Ҍ ̂ADR̃ ҉ Ȃ 

 

Ҍ ↓  

 

1 ↓₮ԅ ҳ ҉ Ҭ Ҍ ȂҌ

MedDRA № № ̆ᶏ Ҋץ ↕̔ № ̂ů1/10 ȁ̃

̂ů1/100 ̖1/10 ȁ̃Ẽ ̂ů1/1,000 ̖1/100 ȁ̃ ̂ů1/10,000 ̖

1/1,000 ȁ̃ № ̖̂1/10,000 ȁ̃ ̂ ׆ ᵀ Ȃ̃ 

 

1̔  Ҍ ↓  

№   ADR 

᷅  №   

Ẽ   

Ẽ   

Ẽ   

   

Ẽ  Ҭ ᵞ 

ᾧ  Ẽ   

Ẽ   

   

   

Ҋ  Ẽ   

Ẽ   

  ῏  

ῃ ᵝ   ᵝ  

 ᵝ  

Ẽ  ᵝ  

 

Ҍ  

 

ң III ҳ ╕ ῤ̆ ̂1.1%̃

ԍ ╕ ̂0.7% Ȃ̃ 156 ̆

Ҭ 4.9% ԅ ȂҌ ҹ Ҥ Ԋᴆ 1̆56 ῤ

Ả Ȃ 

 

 

ᵝ  

ң 48 III ҳ ̆0.7% 0.3%

╕ ԅ ᵝ Ȃ 156 0̆.5%

ԅ ᵝ ȂҌ ᵝ ᵝ Ҥ ҹ

Ҭ ̆ Ҥ Ҍ ̕ Ả Ȃ 
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ᾧ  

ᶏ ᾧ № ᵀ ᾧ Ȃ II

III № ̆ 52 Ҭ̆ Ҭ

̖6%₮ ᵣȂ ₮ ᵣ Ҭ̆ 7% ᵣ

ҹҬ ᵣ̆ ԍ Ҭ 0.4%₮ Ҭ

ᵣȂ III № ̆ 156 Ҭ̆

Ҭ 9%₮ ᵣȂ ᵣҍ ᵞ ᵝ

῏Ȃ 

 
 

ȍ Ȏ 

• № ↓₮ ᴋᵥ Ҥ Ȃ 

• ҳ ӈ ꜚ ̂ ꜚ Ȃ̃ 

• ԍ ӎ ᴝ ̆ ҍῒז ᶏ Ȃ 

 
ȍ Ԋ Ȏ 

 

ҹԅ ̆ ᶏ Ȃ 

 

 

ⱴ Ȃ ᴋᵥ ҳ ӈ ꜚ

̆ №ᾟץ Ȃ 

₮ ΐ ҳ ӈ ᵣ

̆ Ȃ ₮ ΐ ҳ ӈ Ҥ ᶏ

‰ ̆↕ ῒ ℗ ̆ғ ╠Ҍ ᶏ Ȃ 

 

╠ ᵀ 

ӊ╠̆ ᵀ ̂TB̃ Ȃ

Ҭ ̆ ℗ ꜚ TB ᵣ Ȃ

ᶏ ╠̆ ꜚ ғҌ

Ȃ ꜚ TB Ҍ Ȃ 

 

 

 

҉ ԅҤ ̂ Ȃ̃ №Ҥ

₃ ̆ ᶛȂѿ Ҥ

̆ Ả ̆ ԇ Ȃ 

 

ᾧ ᵬ  

ӊ╠̆ ᾧ ̆

ᾧ Ȃ Ҍ Ȃ ╠

῏ Ȃ 

Ả 12 ̆ ̕

2 ̆ Ȃ ῏ ᶏ ᾧ └╕

Ḥ ̆ ֟ Ȃ 
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ῒז ᵬ Ԋ  

 

ᾟ —׆ Ҭ ₮ ̆ ᾟ ῤ̆

╠ 30 № ץ̆ ⌠ ȂҌ ᾟ Ȃ 

 

ᶏ ╠̆ ᾟ Ȃ ҹ

ᵣ̆ Ȃ ̆ ̆

ᶏ Ȃ 

 

ҩ ᶫѿᴍ“ᶏ ” ῒ̆Ҭ ԅ ᾟ

└ Ȃ 

 

Ȃ 

. 

ᶏ ⱬ  

 

ᶏ ⱬ ῒ Ҍ Ȃ 

 

ԍᾙ Ҍ ⌠ Ȃ 

 

ȍ Ӳ Ȏ 

 

ⱬ  

12 ῤ̆ ⱬ ᶏ

Ȃ 

 

 

ᶏ ̆ Ҍ

῏ Ȃ ֲ IgG ᵣ ̕ ̆ ׆ ֪ᴰ

Ҭ ᾙȂ ה ץ ₮ ╠ ₮ Ҭ̆

Ů30 Ṑ ֲᵣ╕ ̂MRHD̃ Ҋ ̆

Ҭ ⌠ᴋᵥҌ Ȃ MRHD 6 30 Ṑ╕ Ҋ ⌠

ה ֙Ȃ ֓ ҳ ҳ ӈ Ҍ Ȃ 

₮ ȁ ҡ ῒזҌ Ȃ Ҍ

ֲ ₮ ₮ ֟ ᵀ Ȃ 

ҹ ̆ ᾧᶏ Ȃ 

 

Ӳ 

Ҍ ᴪ№ ֲӲ ҬȂ ֟ ₃ ֲ IgG ᴪ

№ Ӳ Ҭ̆Ҍӄӊ ᵞ ̕ ̆Ҍ Ӳ Ῑ ᾙ

Ȃ Ӳ Ῑ ᾙ ץ ֪

’Ҋ̆‗ ᾧ Ȃ 

 

ⱬ 

ᴇ ֲ ⱬ Ȃꜚ
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ⱬ ᵬ Ȃ 

 

ȍᾙ Ȏ 

ԍ 18 Ҋᾙץ ῃ Ȃ

Ȃ 

 
 

ȍ Ȏ 

ֲ̂ů65 ̃ ╕ Ȃ 

2711 ᶛ ԍ Ҭ̆῍ 165 ᶛ ů65

̆15 ᶛ ů75 Ȃ ᵣ҉̆ҳ Ҭ ҍ

ӊ ⌠ ῃ Ȃ65 ҉ץ Ҍ ץ

ױז ҍ Ҍ Ȃ 

 

 

ȍ ԑᵬ Ȏ 

 

 

ᾧ Ȃ 

 

ᵣ ⱬꜚף № ̆ ȁӘ Ә ᶏ Ҍ

Ȃ 

 

CYP450   

 

Ҭ̆CYP450 ֓ ̂ IL-1ȁIL-6ȁ

IL-10ȁTNFàȁ ̃ Ȃ 

ѿ Ҭ Ҭ ԑᵬ

̆ CYP3A4ȁCYP2C9ȁCYP2C19 CYP1A2 ף ҍҳ ῏

ԑᵬ ᵞ̆ᵖҌ CYP2D6 ף ԑᵬ

Ȃ ̆ ԍ Ҭ ̆ Ȃ ԍ ᶏ

CYP450 ̂ ≢ CYP450 ̃ ̆ ᶏ

ӊ╠̆ ̆ ╕ Ȃ 

 

ᾧ └ ᾣ  

ᵀ ᾧ └╕̂ └╕̃ ᾣ ῃ Ȃ 

 

ȍ Ȏ 

ҳ Ҭ̆ ԇẫ 987 mĝ 10 mg/kg̃

ץ̆ Ҋ ԇ 300 mg ̆

╕ └ Ȃ ̆ ᴋᵥҌ ᵣ

̆ ᶫ Ȃ 

 

ȍҳ Ȏ 

4 ȁ ȁ ╕ III (VOYAGE 1, VOYAGE 2, 

NAVIGATE ץ  ORION) Ҭ̆ ᵀԅҬ ȁ ᾣ
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ֲ ῃ Ȃ 

 

VOYAGE 1 VOYAGE 2 

ң ̂VOYAGE 1 VOYAGE 2̃ 1829 ᶛ ֲ Ҭ ᴇԅ

╕ ῃ Ȃ №

̂N=825̃ 0 4 100 mg ӊ̆ 8 ѿ ̂q8w̃̆

48 ̂VOYAGE 1̃ 20 ̂VOYAGE 2 Ȃ̃ №

̂N=582̃ 0 80 mg ̆ 1 40 mg ̆

ѿ 40 mg ̂q2w̃̆ 48 ̂VOYAGE 1̃ 23 ̂VOYAGE 

2 Ȃ̃ ң Ҭ̆ № ╕ ̂N=422̃ 16 ȁ 20

ץ ӊ 8 ѿ  100 mg Ȃ VOYAGE 1 Ҭ̆

̂ 0 № ̃ 52

8 ѿ Ȃ VOYAGE 2 Ҭ̆ ԍ 0

№ ̆ 28 ⌠ Ҥ ̂PASĨ

90 № 8 ѿ ̂

̃ ╕̂ ₮ Ȃ̃ ₮ ԍ 28 PASI

ᵞů50% ̆↕Ῥ ̂Ῥ ̆4

ӊ 8 ѿ Ȃ̃ 0 ғ PASI 90

28ȁ32 ̆ӊ 8 ѿ Ȃ VOYAGE 

2 Ҭ̆ 76 8 ѿ Ȃ 

 

VOYAGE 1 2 ֲ ѿ ̆ң Ҭᵝᵣ

̂BSÃ№≢ҹ 22% 24%̆ PASI №Ҭᵝ ҹ 19̆

̂DLQĨ №Ҭᵝ №≢ҹ 14 14.5̆№≢ 25% 23%

ᵣ ᵀ̂IGÃ №ҹ ̆№≢ 19% 18% ῏

Ȃ 

 

VOYAGE 1 2 Ҭ̆№≢ 32% 29% ᶏ

└╕ 5̆4% 57% ᾣ 6̆2% 64%

Ȃң Ҭ 2̆1% ̆ῒҬ 11%

ѿ α̂TNFα̃└╕̆ 10% IL-12/IL-23 Ȃ 

 

ᵣ ȁ ̂ ȁ ץ̃

ᵀ ȂVOYAGE 1 2 Һ ̔ ԍ

╕̆ 16 IGA №ҹ ̂IGA 0/1̃ ⌠ PASI 90

ᶛ̂ 2 Ȃ̃ 

 

ᵣ  

16 ̂ ԍ ╕ ץ̃ 24 48 ̂ ԍ

̃̆ ᶏ ꜚ Ȃ Һ

῏ Ҋ 2Ȃ 
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2̔VOYAGE 1 VOYAGE 2 ҳ  

 ᶛ ̂%̃ 

 VOYAGE 1 VOYAGE 2 

 
╕  

̂N=174̃ 
 

̂N=329̃ 

 

̂N=334̃ 

╕  

̂N=248̃ 
 

̂N=496̃ 

 

̂N=248̃ 

16        

PASI 75 10 (5.7) 300 (91.2)a 244 (73.1)b 20 (8.1) 428 (86.3)a 170 (68.5)b 

PASI 90  5 (2.9) 241 (73.3)c 166 (49.7)b 6 (2.4) 347 (70.0)c 116 (46.8)b 

PASI 100 1 (0.6) 123 (37.4)a 57 (17.1)d 2 (0.8) 169 (34.1)a 51 (20.6)d 

IGA 0/1 12 (6.9) 280 (85.1)c 220 (65.9)b 21 (8.5) 417 (84.1)c 168 (67.7)b 

IGA 0 2 (1.1) 157 (47.7)a 88 (26.3)d 2 (0.8) 215 (43.3)a 71 (28.6)d 

24        

PASI 75  - 300 (91.2) 241 (72.2)e - 442 (89.1) 176 (71.0)e 

PASI 90  - 264 (80.2) 177 (53.0)b - 373 (75.2) 136 (54.8)b 

PASI 100 - 146 (44.4) 83 (24.9)e - 219 (44.2) 66 (26.6)e 

IGA 0/1 - 277 (84.2) 206 (61.7)b - 414 (83.5) 161 (64.9)b 

IGA 0 - 173 (52.6) 98 (29.3)b - 257 (51.8) 78 (31.5)b 

48        

PASI 75  - 289 (87.8) 209 (62.6)e - - - 

PASI 90  - 251 (76.3) 160 (47.9)b - - - 

PASI 100  - 156 (47.4) 78 (23.4)e - - - 

IGA 0/1 - 265 (80.5) 185 (55.4)b - - - 

IGA 0 - 166 (50.5) 86 (25.7)b - - - 
a ҍ ╕ӊ p ṿ̖0.001Ȃ 
b ӊ p ṿ̖0.001Ȃ 
c ╕ӊ Һ p ṿ̖0.001Ȃ 
d ӊ Ȃ 
e ҍ ӊ p ṿ̖0.001Ȃ 

 

 

֟ ̆ 2 ̆PASI № ԍ

╕ ̂p̖0.001 Ȃ̃׆ 8 ̆ ⌠ PASI 90

№ ԍ ̆ 20 ⌠ ṿ̂VOYAGE 1 2̃̆

ѿ 48 ̂VOYAGE 1̃̂ 1 Ȃ̃ 

 

1̔ ȁ 48 VOYAGE 1 Ҭ ⌠ PASI 90
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№ ̂ 0 ̃ 

 
 

VOYAGE 1 Ҭ̆ ԍ ׆̆ 52

156 PASI 90 Ḡ Ҍ Ȃ ԍ 0 ғ 52

֜ ׆̆ 52 76 PASI 90

ⱴ̆ӊ 156 ̂  2 Ȃ̃ 

 

2̔  VOYAGE 1 PASI 90 №  

 
 

 

Week

P
e
rc

e
n

t 
o

f 
S

u
b

je
c
ts

 (
%

)

Placebo

(n=174)

Guselkumab

(n=329)

Adalimumab

(n=334)

11
68

_v
2

  ╕  

 

№
̂

%
̃

 

 
ֲ  

 
 
 
 
 

№

%
 

  

52  100  156  
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ȁ ≢ȁֲ ȁᵣ ȁ ᵝ ȁ PASI Ҥ ȁ

῏ ץ ̆ ₮ ῃ

Ȃ ԍ ᶏ ȁ ᶏ ץ ᶏ

Ȃ 

 

VOYAGE 2 Ҭ̆ 48 Ҭ 88.6%

ҹ PASI 90 ̆ 28 ₮ Ҭ 36.8%ҹ PASI 90

̂p̖0.001 Ȃ̃ Ả 4 ⌠ PASI 90 ̆ PASI 

90 Ҭᵝ ҹ 15 Ȃ ₮ Ῥ

Ҭ̆ Ῥ 20 ̆80% PASI 90 Ȃ 

 

VOYAGE 2 Ҭ̆ ғ 28 ⌠ PASI 90

112 ᶛ Ҭ̆№≢ 66% 76%

20 44 ⌠ PASI 90 Ȃ ̆ ғ 28

⌠ PASI 90 95 ᶛ Ҭ̆№≢ 36% 41%

20 44 ⌠ԅ PASI 90 Ȃ ׆

⌠ Ҭ̆ ⌠ ῃ Ȃ 

 

 

VOYAGE 1 2 Ҭ̆ 16 ̆ ԍ ╕ ̆

ȁ ̂№≢

ᵣ ᵀ[ss-IGA]ȁ / ᵣ ᵀ[hf-PGA]ȁ

ᵣ ᵀ[f-PGA]ȁ Ҥ [NAPSI] ̃̂ p̖0.001̆

3 Ȃ̃ 24 ̂VOYAGE 1 2̃ 48 ̂VOYAGE 1̃ ̆

ҍ ₮ᴨ ̂pŮ0.001̆ 24

[VOYAGE 2] 48 [VOYAGE 1] ̆p̖0.05 Ȃ̃ 

 

3̔VOYAGE 1 VOYAGE 2  

 VOYAGE 1 VOYAGE 2 

 
╕  

 
 

╕

  
 

ss-IGA (N)a 145 277 286 202 408 194 

ss-IGA 0/1b, n (%) 

16  21 (14.5) 231 (83.4)c 201 (70.3)d 22 (10.9) 329 (80.6)c 130 (67.0)d 

hf-PGA (N)a 43 90 95 63 114 56 

hf-PGA 0/1b, n (%) 

16  6 (14.0) 66 (73.3)e 53 (55.8)d 9 (14.3) 88 (77.2)e 40 (71.4)d 

f-PGA (N)a 88 174 173 123 246 124 

f-PGA 0/1, n (%) 

16  14 (15.9) 68 (39.1)e 88 (50.9)d 18 (14.6) 128 (52.0)e 74 (59.7)d 

NAPSI (N)a 99 194 191 140 280 140 

№ ̆ ṿ̂SD̃ 

16  -0.9 (57.9) 34.4 (42.4)e 38.0 (53.9)d 1.8 (53.8) 39.6 (45.6)e 46.9 (48.1)d 
a ֽ ss-IGAȁf-PGAȁhf-PGA №ů2 NAPSI №̘0 Ȃ 
b ֽ ss-IGA / hf-PGA ů2 Ȃ 
c ╕ӊ p ṿ̖0.001Ȃ 
d ӊ Ȃ 
e ҍ ╕ӊ p ṿ̖0.001Ȃ 
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ẫ ῏ /  

VOYAGE 1 2 Ҭ̆ ⌠ 16 ̆ ԍ ╕ ̆

ẫ ῏ ̂ [DLQI] ̃

̂ ȁ ȁ ȁ┬ ̃ ᵣ ̂

ȁ ȁ ȁ ȁ ̃̂ ҍᵣ ᵀ̃

̂ 4 Ȃ̃ᶭ ̆ ѿ Ḡ ⌠ 24 ̂VOYAGE 

1 2̃ 48 ̂VOYAGE 1 Ȃ̃ VOYAGE 1 Ҭ̆ ԍ

̆ ֓ 156 ̂  5 Ȃ̃ 

 

4̔ 16 VOYAGE 1 VOYAGE 2 Ҭ  

 VOYAGE 1 VOYAGE 2 

 ╕  

  

╕  

  

DLQĬ №

 
170 322 328 248 495 247 

̆ ṿ̂ ‰ Ȃ̃ 

16  
-0.6 (6.4) -11.2 (7.2)c 

-9.3 

(7.8)b 
-2.6 (6.9) -11.3 (6.8)c -9.7 (6.8)b 

PSSD №̆

№̘0  
129 248 273 198 410 200 

№ = 0̆n̂%̃ 

16  1 (0.8) 67 (27.0)a 
45 

(16.5)b 
0 112 (27.3)a 30 (15.0)b 

PSSDᵣ №̆

№̘0  
129 248 274 198 411 201 

ᵣ № = 0̆n̂%̃ 

16  0 50 (20.2)a 
32 

(11.7)b 
0 86 (20.9)a 21 (10.4)b 

a ҍ ╕ӊ p ṿ̖0.001Ȃ 
b ӊ Ȃ 
c ҍ ╕ӊ p ṿ̖0.001Ȃ 

 

5̔ VOYAGE 1  

 a - b 

76  156  76  156  

DLQI №>1̆n 445 411 264 251 

DLQI 0/1  337 (75.7%) 307 (74.7%) 198 (75.0%) 190 (75.7%) 

PSSD №̆  

№>0  
347 319 227 214 

№=0̆n̂%̃ 136 (39.2%) 129 (40.4%) 99 (43.6%) 96 (44.9%) 

PSSD ᵣ №̆  

№>0  
347 319 228 215 

ᵣ №=0̆n̂%̃ 102 (29.4%) 93 (29.2%) 71 (31.1%) 69 (32.1%) 

 

VOYAGE 2 Ҭ̆ 16 ̆ ẫ ῏ ȁ

ץ ᵬ └ ̂№≢ 36 ẫ [SF-36]ȁ

[HADS] ᵬ └ [WLQ] ᵀ̃ ԍ ╕ Ȃ

28 № Ҭ̆SF 36ȁHADS WLQ
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ѿ 48 ғ 156 Ȃ 

 

NAVIGATE 

NAVIGATE 16 Ӌ Ҍ ̂ ̆ ⌠“ ” “

” ̆ ӈҹ IGAů2̃ Ҭ ᵀԅ Ȃ

̂N=871̃ 0 4 Ӌ ̂45 mgŮ100 kg 90 

mg̘100 kg Ȃ̃ 16 ̆268 ᶛ IGA №ů2 № Ӌ

̂N=133̃̆ 12 ѿ ̆ 16 20

̂N=135̃̆ ӊ 8 ѿ Ȃ ҍ VOYAGE 

1 2 Ҭ ⌠ ᵌȂ 

 

ӊ ̆Һ 12 24 ӊ IGA №

⌠ 0/1 ץ ů2 Ȃ ѿ ̆῍ Ȃ

Ӌ Ҍ Ҭ̆

’ ᴨԍ Ӌ Ȃ 12-24 ̆

IGA № ⌠ 0/1 ץ ů2 Ӌ

IGA № ⌠ 0/1 ץ ů2 2 Ṑ̂ ṿ№≢ҹ 1.5 

vs 0.7 p̖̆0.001 Ȃ̃ ̆ 12 ̆ ⌠ IGA № 0/1 ғ

ů2 ̂№≢ҹ 31.1% 14.3%̕p=0.001̃ PASI 90 ̂№≢ҹ 48%

23%̆p̖0.001̃ ᶛ ԍӋ Ȃ 4 ⌠

Ӌ ӊ ̂№≢ҹ 11.1%

9.0%̃̆ ғ 24 ⌠ ṿ̂ 3 Ȃ̃ Ӌ׆ ҹ

Ҭ̆ ⌠ ῃ Ȃ 

3̔ ȁ׆ 0 24 NAVIGATE Ҭ ⌠

IGA № ̂0̃ ץ1̃̂ IGA ҹ 2
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№  

 
ECLIPSE 

ѿ ҬӞ ԅ ҍ ῃ Ȃ

̂N=534̕ 0ȁ4 100 mg ӊ̆ 8 ѿ ̃

̂N=514̕ 0ȁ1ȁ2ȁ3ȁ4 300 mğӊ 4 ѿ ̃

Ȃңҩ ҹ 44 Ȃ 

 

ҍҬ ֲ ѿ Ҭ̆ᵝ BSA ҹ 20%̆

Ҭᵝ PASI №ҹ 18̆24% IGA №ҹ Ȃ 

 

Һ 48 PASI 90 ̆ ᴨ ԍ

̂84.5%vs. 70.0%̆p<0.001 Ȃ̃PASI 6Ȃ 

 

6̔ ECLIPSE Ҭ PASI  

 ᶛ ̂%̃ 

 ̂N=534̃ ̂N=514̃ 

Һ    

48 PASI 90  451 (84.5%) a 360 (70.0%) 

῏    

12 48 PASI 75  452 (84.6%) b 412 (80.2%) 

12 PASI 75  477 (89.3%) c 471 (91.6%) 

12 PASI 90  369 (69.1%) c 391 (76.1%) 

48 PASI 100  311 (58.2%) c 249 (48.4%) 
a  ᴨ p<0.001 
b  ⱷ p < 0.001̆ᴨ p=0.062 
c  Ҍᵬ Ȃ 

 

48 PASI 90  4Ȃ 

P
e

rc
e

n
t 

o
f 

S
u

b
je

c
ts

 (
%

)

Week After Randomisation

Guselkumab (n=135) Ustekinumab (n=133)

11
69

_v
5

Ӌ  

 

№
̂

%
̃
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4̔ ECLIPSE Ҭ ȁ 48 ⌠ PASI 90

№ ̂ 0 ̃ 

 
ᶏ ᾟ ╕ -ORION 

ORION ᴇԅᶏ ᾟ ȁ ῃ ȁPKȁ

ᾧ ȁ ᶏ Ȃ Ҭ 7̆8 ᶛ

̂100 mğ 0 4 ץ ӊ 8 ѿ ̃ ╕Ȃ

ҍ VOYAGE 1 VOYAGE 2 Ҭ ⌠ ᵌȂ Һ

ҹ 16 ⌠ IGA №ҹ 0 1 ᶛץ 16 ⌠ PASI 

90 ᶛȂ 16 ⌠ IGA № 0 ᶛ

16 ⌠ PASI 100 ᶛȂ  

 

16 ⌠ IGA №ҹ 0 1 PASI 90

ᶛ̂ңҩ №≢ҹ 80.6% 75.8% p̆<0.001̃ ԍ ╕ ̂ңҩ

ҹ 0% Ȃ̃ 16 ⌠ IGA №ҹ 0 ᶛ ԍ

╕ ̂56.5% 0%̕p<0.001 Ȃ̃ 16 ⌠ PASI 100 ᶛ

̂50.0%̃ ԍ ╕ ̂0%̆p̖0.001 Ȃ̃ 

 

ᵣ  

0ȁ4 12 ̆ᶏ ᵀ ̂SIAQ̃̆ ԍ 6 ҩ

̂ ȁ ȁ Ḥȁ ӊ

̆ ᶏ Ḃ ץ ̃̆ ץ 0̂ ̃

10 №̂ ̃ ᵀ ᾟ ᵣ Ȃ 12 ľ̆

Ŀ №ҹ 9.18̂10 ľ Ŀ̃ ľ̆ᶏ Ḃ Ŀ

№ҹ 9.24̂10 ľ Ŀ̃Ȃ 12 ῒז № ҹ 8.43

9.84Ȃ 

 

№
̂

%
̃
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ȍ Ȏ 

 

 

ᵬ  

 

ѿ ֲ ᾥ IgG1λ ᵣ̆ ׃ 23̂IL-

23̃ p19 ֒ ᵝ └ῒҍ IL-23 ᵣ ԑᵬ ȂIL-23 ѿ

̆ ҍ ᾧ Ȃ └Ḇ

Ȃ 

 

ԍ № ̆ ԍ ╠ ̆ ᵞ

IL-17AȁIL-17F IL-22 Ȃ ҍ

ҳ └ӊ ῏ Ҍ ῃ Ȃ 

 

 

 

 

 

2 Ҋ ԇ  25 mg/kg ̆ ⌠ ⱬ

ץ̂ mg/kg ̆ҹֲ ╕ MRHD 15 Ṑ Ȃ̃ 2

Ҋ ԇ  100 mg/kg ̆ ⌠ ⱬ ץ̂ mg/kg

̆ҹ MRHD 60 Ṑ Ȃ̃ 

 

ה ֟ Ҭ̆ ׆

№ Ҋ ԇ ̆ 1 1̆0 mg/kg 50mg/kg ץ̂

mg/kg ̆№≢ҹ MRHD 6 Ṑ 30 Ṑ̃ 3 ꜚ ה ֙Ȃ ֓

ҳ ӈ Ҍ Ȃ ₮׆ה ⌠ 6 ̆ ҍ ῏

ⱳ ᾧ Ȃ 

 

֟ 28 ᵣ Ӳ Ҭ ⌠ Ȃ 

 

 

ȍ ⱬꜚף Ȏ 

 

ẫ Ҋ 100 mg ̆ 5.5

̂± SD̃ ⌠ ̂Cmax̃̆ ҹ 8.09 ± 3.68 mcg/mLȂ 

 

0 4 ץ ӊ 8 ѿ Ҋ 100 mg ̆

20 ⌠ Ȃ ң III Ҭ̆ ̂± SD̃

ҹ 1.15 ± 0.73 mcg/mL 1.23 ± 0.84 mcg/mLȂ 

 

ẫ Ҋ 100 mg ̆

≠ ᵀ ҹ 49%Ȃ 

 

№  

Ҍ Ҭ̆ẫ ̆ № ̂Vz̃ ṿ
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ҹ 7-10 LȂ 

 

 

ף℗ Ȃ ᵬҹֲ IgG mAb̆

ҍῤ IgG № ף Ȃ 

 

 

Ҍ Ҭ ẫ̆ ῃ̆ ̂CL̃ ṿ ҹ

0.288 - 0.479 L/ ȂҌ Ҭ̆ẫ ̂T1/2̃ ṿ

ҹ 17 ̆ Ҭ ҹ 15-18 Ȃ 

 

/  

ẫ Ҭ Ҋ 10 mg - 300 mg ̆

ῃ ̂Cmax AUC̃ ⱴ ᶛ ԍ╕ ⱴ ᶛȂ 

 

 

Ҭ Ғ Ȃ ԍ ῀ ᵣ ⱬꜚף

№ 1384 ᶛ Ҭ̆70 ᶛ ů65 ̆ῒҬ 4 ᶛ ů75

Ȃ ᵣ ⱬꜚף № ҍ̖̆65 ů̆65 CL/F ᵀṿ

̆ ╕ Ȃ 

 

ⱳ / ⱳ ᴴ  

ⱳ ⱳ ᴴ ⱬꜚף Ғ

Ȃ ̂ѿ IgG mAb̃ ᵞғ

̕ ̆ ԍ IgG mAb Һ ῤ№ ף ̆ ᴴҌᴪ

Ȃ 

 
ȍ Ȏ 

2͘8Ņ ᾣ Ȃ 

 
ȍ Ȏ 

 100 mg ̆ ᾟ Ȃ 

1 mL ᾟ ̆ ꜚ Ḡ Ȃ 

1 / ̂ ᾟ Ȃ̃ 

 

ȍ Ȏ 

24 ҩ  

 
ȍ ‰Ȏ 

Ύ ‰ JS20201007 

 

ȍ ‰ Ȏ 

‰ SJ20202004 

 
ȍ ҉ ֲȎ 
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̔ Janssen-Cilag International NV 

Ύ ̔Turnhoutseweg 30, B-2340 Beerse, ≠  

 

ȍ ֟ᴑҙȎ 

ᴑҙ : Cilag AG 

֟ : Hochstrasse 201, 8200 Schaffhausen,  

 

ȍ ῤ Ȏ 

: └ Ὲ  

: ֟ҙ 19  

: 710304 

: 400 888 9988 

ᴰ : (029) 8257 6616 

: http://www.xian-janssen.com.cn 
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ᶏ  

 

ᾟ  

 

 

 

 

Ԋ  

‗ ̆

̆ԅ ᵥᶏ ᾟ ‰ Ȃ 

ᶏ ᾟ ץ╠ ᾟ

̆ ᶏ Ȃ ҹ ᴪ Ḥ Ȃ ᶏ Ҍ ף ҍ ῏

ԍ ’ Ȃ 

╠ Ӟ̆ ה ӥ̆ ҍ

ᴋᵥ Ȃ 

 

Ữ Ḥ  

Ữ — Ҭ̂2 - 8 °C Ȃ̃ 

‛‟Ȃ 

ῒ ᾙ Ȃ 

ᴋᵥ Ṝ Ҍ ᾟ Ȃ 

 

ꜛ̙ 

ᴋᵥ ̆ Ȃ ῒז ꜛ ᶫ

̆ ӥҬ ף Ḥ Ȃ 

 

 

ѿ ᶏ  
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ᾟ  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

Ҋץ ̔ 
• 1ҩ  

• 1ҩ  

• 1ҩ⇔  

• 1 ҩ ≠ ̂ 3̃ 
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—׆ Ҭ ₮ ᾟ Ȃ 

ᾟ ԍ Ҭ̆ᶏ ╠ Ҋ ҉ 30 № Ȃ 

זᴋᵥῒץ ⱴ Ȃ 

҉ ̂“EXP” Ȃ̃ 

̆ ᶏ Ȃ 

҉ ̆Ҍ Ȃ 

╕ ѿ ᾟ Ȃ 

 

 

 

ᵝ 

Ҋץ ᵝ ̔ 

• ╠ ̂ ̃ 

• Ҋ  

 Ҍ 5 ῤ Ȃ 

• ҉ ᶷ̂ ̃ 

Ҍ ȁ ȁ ȁ ȁ Ȃ 

 

 

1. ‰   

№ 
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ה Ȃ 

 

ᵝ 

ᵝ̆ Ȃ 

̆ ᵝ ῒ Ȃ 

 

 
ᵣ 

׆ Ҭ ₮ ᾟ Ȃ 

ᵣȂ ̆ ғ

ȂӞ ⌠ѿҩ ҩ Ȃ 

Ȃ 

̆ ̆ Ȃ Ҍ ̆ ╕

ѿ ᾟ Ȃ 
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Ҋ  

Ҋ ̆ Ȃ 

Ҋ 5 № ῤ Ȃ 

Ҍ ̆ ҹ ᴪ Ȃ 

Ҋ ᾟ ̆ ᶏ Ȃ 

╕ ѿ ᾟ Ȃ 

 

 

 
҉ 

ᾟ ҉̂ ԍ ᵝ 90 Ȃ̃ 

 

  

2.ᶏ ᾟ   

90£ 
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Ҋ  

ѿ Ҋ ̆ ѿ Ȃ Ҋ Ȃ 

Ҭ̆ ᾟ Ȃ ↕ ̆Ҍ ῃ ╕

Ȃ 

 

 

 

 

Ҍꜚ ̆ᴪ ⌠“ ” ̆ Ҍ ̆ Ȃ 

 

 

 
҉  

Ȃ  
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ᾟ  

ᶏ ̆ ᾟ ῀ ≠ ҬȂ 

̆ Ḡ Ȃ 

 

 

 
ᵝ 

ᵝ ₮ ₮ ᵣȂ ᵟ ᵝ ̆ 

Ả ₮ Ȃ 

ᵝ Ȃ 

̆ ᵝ ҉⇔ Ȃ 

ῃ ˻ 

 

 

 

 

3.   
 


