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ANC > 1 ╕ Ȃ

ANC 0.5͘1

Ҭ ԇ ̕

ANC >1×109/L ̆ ҳ ᾛ ̆ 4mg/kg ╕

ԇ ̆ ⱴ 8mg/kgȂ

ANC < 0.5 ԇ Ȃ

ᵞ

ṿ

̂̂ ×103/ɛL̃

50͘100

Ҭ ԇ ̕

>100×103/ɛL ̆ ҳ ᾛ ̆ 4mg/kg 

╕ ԇ ̆ ⱴ 8mg/kgȂ

< 50 ԇ Ȃ

ῃ ῏ ̂sJIÃ

Ҭ <2×109/L <100×103/ɛL̆ ALT̆AST 1.5

Ṑ ṿ҉ ̂ULÑ̆↕Ҍ ᶏ Ȃῃ ῏ ᶏ

₮ Ҋ Ҭ ̆↕ Ҭ Ȃ ̆ ᶏ

/ ῒז ╕ Ả ̆ Ḡ Ả ⌠ҳ ’ ᵀ Ȃ ԍ
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ᵣ (0.4mL/kg) ᵣ 100mL׆̆ Ҭ

ᵣ ̆ ῀ ̆ᶏӊ ̆ғ ᵣ ҹ

100mLȂ ̆ ṕ ץ ᾧ֟ Ȃ

ᵣ <30kg

ᵣ (0.6mL/kg) ᵣ ׆̆ 50mL Ҭ

ᵣ ̆ ῀ ̆ᶏӊ ̆ғ ᵣ ҹ

50mLȂ ̆ ṕ ץ ᾧ֟ Ȃ

ᶏ ̔

Ҭ ⁞ ⌠ ᵞȂ Ҍ ѿ ̆ ᾧ ѿ ҡ Ȃ

“ ”̆ Ȃ

̔ 0.9% ̆ 30 ῤ̆ῒ Ḡ 24

Ȃ׆ ̆ ᵣ ᶏ Ȃ Ҍ ᶏ ̆ ᶏ └ Ữ

Ữ ᴆ̆ 2~8 ҊҌ 24 Ȃ

ȍȍҌ Ȏ

1ȁҳ

ҊҌץ Һ ҳ Ȃ

MedDRA № ↓₮ҳ ̂ 1̃Ҭ Ҍ ̂ADR̃Ȃ ADR 

№ ԍץҊ ̔ № ̂Ó10%̃̆ ̂1˿͘10˿̆ 1˿̃̆Ẽ ̂0.1˿͘1˿̆

0.1˿̃Ȃ

1ῃ ֲ Ҭ MTX ῒ DMARDs Ҍ

№ № Ẽ

᷅ ҉
ȁ ȁ

ȁ ȁ ̆
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ȁ ȁ

ῤ№ ⱳ ⁞

ҳҳ Ҭ Ҍ ̔
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ᾧᾧ

6ҩ ҳ Ҭ̆῍2876 ԅ ᵣ Ȃ 46 ̂1.6%̃

ᵣ ̆ῒҬ 5ֲ ԅ ῏ ₮ ̆30 ̂1.1%̃ ֟

ԅҬ ᵣȂ

24 ̆ ₮15ᶛ ̆ ₮8ᶛ Ȃ

̂1.32 ᶛԊᴆ/100 ̃ҍ ╕+DMARD ̂1.37 ᶛԊᴆ/100 ̃

ᵌȂ

ῃ ֲ ̆ ҍ 24 ѿ Ȃ

Ҭ

6ҩ Ҭ̆ 8mg/kg+DMARD 3.4% ₮ Ҭ ᵞԍ1

×109/L̆ ╕+DMARD ᵞԍ0.1%ȂANCᵞԍ 1×109/L ᶛҬ̆ ѿ ₮

8 ῤȂ 8mg/kg+DMARD 0.3% ᵞԍ0.5 ×109/L̂ ȍ Ԋ Ȏ̃ȂҬ

ᵞԍ1 ×109/L ’ҍҤ ӊ ῏ Ȃ

ῃ ῃ ֲ Ҭ̆Ҭ Ҋ ҍ6ҩ ѿ Ȃ

6 ҩ Ҭ̆ 8mg/kg ᴰ DMARDs Ҭ 1.7% ᵞ

ԍ 100×103/ɛL̆ ╕ ᴰ DMARDs <1%̆ ῏₮ Ԋᴆ̂ ȍ Ԋ Ȏ̃Ȃ

ῃ ῃ ֲ Ҭ̆ Ҋ ҍ 6 ҩ ҳ Ҭ

ᵌȂ


=
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ꜚ ̂ ̃ Ҍ ԇ ȂҊ↓ ╠

≠ ᵀ̔

̕

ԍ ̕

Ҥ ᴪ ̕

ᵟ ⌠ ̕

ᶏῒ Ȃ

℗ ᶏ ₮ ᵣ ̆ ҹ

ᵣ └ ⁞ Ȃ ᴋᵥ ₮ ̆ ̂

ᾙ̃ ᾙ ֪/ ֲ ҍ ץ̆ Ḡ ᵀ Ȃ

Ҥ ȁ ᴪ ̆ Ҭ ⌠ ⌠ └Ȃ

Ғҙֲ ̂ᶛ ȁ ̃ ̆

ҹῒ ᶏ ԍ Ȃ ᶏ ᾧ

ῃ ̆ ̆ ℗ Ȃ

Ԋᴆ Ȃ ԍ
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ꜚ ⱳ ᴴ

̆ ≢ ̆ ᴪᶏ Ȃ ץ ꜚ
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RA 4 8 ̆ ҳ ᵬ Ȃ

╕ ̆ ȍ Ȏ №Ȃ

sJIA ᶭ ҳ ̆ ԋ ῒ ̆ ̆ ȍ Ȏ

№Ȃ

Ҭ ̂ ȁ ҈ / ᵞ ̃ ̂ ȍҌ

Ȏ̃Ȃ

4 8 ᵀȂᶭ

ҳ ↕̆ Ȃ

RA ⱴ̆ ̂ᶛ ̆ ̃ ᵬҹ ‰ ѿ

№ Ȃ

ῃῃ ῏ ̂sJIÃ

̂MAS̃

̂MAS̃ ѿ sJIA Ҭ Ҥ Ȃ ᵬ

MAS sJIA Ҭ ᴋᵥ ҳ Ȃ

12 Ҭ̆ ̂MAS̃̕

3/112 ᶛ̂3%̃ ԅMASȂ ╕ Ҭ1ᶛ ⌠ 2

ꜚ ⱴ ₮ ҹ 12 mg/kg ̆⌠ 70 MASȂ 2 ᶛ

ԅMASȂ 3 ᶛ MAS Ԋᴆῃ Ả̂2 ᶛ ̃ ̂1 ᶛ ̃ԅ

̆ ̆MAS ̆ Ȃ ᶛ ̆ sJIAҳ ҬMAS 

̕ᵖҌ ₮ Ȃ

ҍ ᶭ

῏ԍ ᶭ Ȃ ╠ ̆ ᴪ ᶭ

Ȃ

ᵬ

῏ԍ ᵬ Ȃ ╠ ̆ ᴪ

ᵬ ⱬȂ

ȍ Ӳ Ȏ

Ҭ Ȃѿ Ҭ ̆ῒ ᵬ ̆ᵖ

╕ ᶏ ⱴ ֟/ ̂ ȍ Ȏῒ №̃Ȃ ῏ֲ ῏ Ҍ Ȃ

Ҭץ 3ҩ ῤ̆ Ȃ

̆ ҬҌ ᶏ Ȃ

Ҍ Ӳ № Ȃ ץ ӲҬ ⌠ ᵝ ῤ ᾧ

̆ᵖ ԍ Ҭ ̆ ץ Ҍ Ӳ Ȃ∞
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/ Ӳ / ̆ Ӳ Ῑ ᾙ Ӳ ӊ

≠ Ȃ

ȍȍᾙ Ȏ

2 Ҋᾙץ Ҭ ῃ Ȃ

ȍ Ȏ

ᶏ Ҥ 65 ҉ץ ԍ ᵞԍ65 Ȃ ԍ ֲ

ѿ ̆ ֲ Ȃ

ȍ ԑᵬ Ȏ

ֲҬ№ ҍῒז ԑᵬ Ҋ̔

ᵣ ⱬꜚף № ⌠ ᵣ RA ᴋᵥ Ȃ

ҍῒז DMARD Ȃ

ᵣ ̆IL-6 ᵞ P450̂CYP450̃ ̂ CYP1A2ȁCYP2B6ȁ

CYP2C9ȁCYP2C19ȁCYP2D6 CYP3A4̃ mRNA ̆ ҍҳ ῏ ῍

Ῑ Ҋ Ȃ ̆ᶏ RA └IL-6 Ḥ ᴰ ̆ᶏ

CYP450 ̆ ԍҌᶏ ̆ CYP450 ף

ⱴȂ ȁ ҩᵣ ╕ CYP450 ҳ ῏ Ȃ ᶏ CYP450 

3A4ȁ1A2 2C9 ף ̂ ȁ ȁ ᴠז ȁ ╕ȁ ȁ

ȁ ȁ ԋ ̃ Ҭ ̆ ῒ

̆ ҩᵣ ╕ Ȃ ҍCYP3A4 ̂ ̃

ᴪ ᵞ ̆ Ȃ ԍ ̂t1/2̃ ȁ ȁ ֲ
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CYP2D6 CYP3A4 Ȃ13 ᶛ RA 30mğῒ ҍ

ẫ ᵌȂᵖῒף ̂dextrorphañ̂CYP3A4 ̃ ᵞԍẫ Ȃ

̂8mg/kg̃ 1 ̆ Ҋ ԅ 5%Ȃᵖ ̆

Ҋ ̂29%̃Ȃ

ȍȍ Ȏ

῏ Ȃ1ᵝ 40mg/kg 

ԅ 1 ᶛ Ȃ Ҍ Ȃẫ 28mg/kg 

Ҥ Ҍ ̆ 28mg/kg ╕ Ҭ ῃ 5 ᶛ ԅ╕ └ Ҭ

⁞ Ȃ

̆ Ҍ ᵣ Ȃ Ҍ

Ȃ

ȍҳ Ȏ

῏ ̂RÃ

ҳ ̔

2ҩ ȁ ȁῃ Ҭ ᴇԅ ῏ ᵣ Ȃ

ŇȁŊ ԍ ԍ18 ̆ ᴪ̂ACR̃ ‰ ꜚ

῏ ̆ 8ҩ ῏ ̆6ҩ ῏ Ȃ

4 ѿ ̆ I MTXӊ ῒ DMARDsȂ

673 ԅ ᵀ̆ ֓ № ╠6 ҩ MTX ̆ ԍ

ҳ Ҍ Ҍᶃ Ả MTX ȂῒҬ № ׆67%̃̂ MTX

Ȃ ԇ8mg/kg 4 ѿ Ȃ ԇMTX̂╕ /mg 7.5׆

8 ῤ ⱴ ╕ 20mg/ ̃ȂҺ 24 ⌠ACR20 № Ȃ

ᴇԅ1220 ҳ Ҍᶃ ̆ ֓ ѿ

DMARDsȂ ԇѿ 8 mg/kg ╕̆ ╕ DMARDȂ I Һ

24 ⌠ACR20 № Ȃ

ȁI Ҭ ⌠ACR20ȁACR50 ACR70 № 2Ȃ

2 MTX/ ╕ Ҭ ACR ’̂ № ̃

MTX DMARD Ҍᶃ

TCZ 8mg/kg

N=286

MTX

N=284

TCZ 8mg/kg

+DMARD

N=803

╕

+DMARD

N=413

ACR20
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24 70%*** 52% 61%*** 24%

ACR50

24 44%** 33% 38%*** 9%

ACR70

24 28%** 15% 21%*** 3%

TCZ=

*p̖0.05̆ MTX ╕+DMARD

**p̖0.01̆ MTX ╕+DMARD

***p̖0.0001̆ MTX ╕+DMARD

Ҭ̆ 8mg/kg 6ҩ ACR20̆50̆70 
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24 33.6% 12.1% 30.2%*** 3.4%

EULAR 
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MCS ȍ ṿ̂ ‰ ̂SẼ̃Ȏ

6.7

̂0.9̃

5.0

(0.9)

5.3

(0.6)**

2.3

(0.7)

HAQ-DI ȍ ṿ̂ ‰ ̂SẼ̃Ȏ

-0.70

(0.05)

-0.52

(0.05)

-0.47

(0.03)***

-0.2

(0.03)

FACIT- ӎ ȍ ṿ̂ ‰ ̂SẼ̃Ȏ

9.3

̂0.8̃

7.0

(0.8)

8.0

(0.5)***

3.6

(0.7)

TCZ=

*p̖0.05̆ MTX ╕+DMARD

**p̖0.01̆ MTX ╕+DMARD

***p̖0.0001̆ MTX ╕+DMARD

ᵀ

24 ̆ 8mg/kg DMARD ῒ ╕+DMARD 

̂p̖0.0001̃ȂҍRA ῏ ҹ ̕ 2 ῤ ̆

24 Ḡ ῤȂ

ᵞ̆CRPȁ ̂ESR̃ A ԇ

ᵞȂҍ ѿ ̆ ̆ῒ Ӟ ⌠

ῤȂ

WA25204 ѿ ȁ ̂ Ⱳ ̃ȁ № ȁ Ҭ ⱷ ̆

ᴇҬ RA ̂CṼ Ȃ TNFץ └╕ ‰ ̂ᶭ [ETN]̃

RA
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Ҭ̆ 8/31ᶛ̂26%
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100mg/kg
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̃ Ȃ AUC2 ȁCmax Cmin ᵀ ṿ̂±SD̃№≢ҹ32200 ± 9960 

ɛg•h/mLȁ245±57.2 ɛg/mL 57.5±23.3 ɛg/mLȂCmin ̂12 /2 ̃ҹ3.2 ± 1.3Ȃ 12 12

ӊ ⌠ Ȃңᵣ ᵀ ᵌȂ

№№

̆ Ȃ ῏ Ҭ̆

Ҭ № ҹ3.5L̆ № ҹ2.9L̆ № ҹ6.4LȂ

ῃ ῏ ̂sJIÃ Ҭ̆Ҭ № ҹ0.94L̆ № ҹ1.60L̆

№ ҹ2.54LȂ

ᶭ ̆ Ȃ ᵣ ⱬꜚף № ᵀ

̆RA ҹ12.5mL/h̆sJIA ҹ7.1mL/hȂ ᵞ ̆ ᶭ

ԅҺ ᵬ Ȃѿ ⌠ ̆ ̆ Һ ҹ

Ȃ ԍ ᶭ ԍ ̆ Ӈ t1/2 Ӟ ᶭ ̆ ғᴪ

Ȃ

RA ̆ 4 ѿ Ҋ t1/2 ̆ 4 mg/kg ╕ ҹ11 ̆8 mg/kg ╕ ҹ13

Ȃ ̆ Һ ҹ ̆ ᵣ ᵀṿ ₮ t1/2

ҹ21.5 Ȃ

sJIA ᾙҬ̆ IV ̂ sJIA ᾙң ᵣ ̂ᵣ Ó30 kg ҹ8 mg/kg 

ᵣ <30 kg ҹ12 mg/kg̃Ҭ̆t1/2 12 ⌠23 Ȃ

ֲ ⱬꜚף

ⱳ ᴴ

╠ ῏ԍ ⱳ ᴴ ⱬꜚף Ȃ

ⱳ ᴴ

╠ ῏ԍ ⱳ ᴴ ⱬꜚף Ȃ

῏ ᵣ ⱬꜚף № Ҭ № ⱳ ⱳ ᴴȂ

ⱳ ᴴ̂ Cockcroft-Gault ᵀ ̖80mL/min Ó50mL/miñҌᴪ

ⱬꜚף Ȃ ⱳ ᴴ Ҭ ╕ Ȃ

ῒ ֲ

῏ Ҭ ᵣ ⱬꜚף № ̆ ȁ ≢ ֲ

ⱬꜚף ̆ ╕ Ȃ

ȍ Ȏ

2͘8Ņ̆ ᾣḠ ̆Ҍ ‛‟Ȃ

ȍ Ȏ
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80mg/4mL̔1 / ̆4 /

ȍȍ Ȏ

80mg/4mL̔30ҩ

ȍ ‰Ȏ

YBS00072023

ȍ ‰ Ȏ

ȍ҉ ֲȎ

̔ └ ᴍ Ὲ

Ύ ̔ ֟ҙ 11 A6 ԓ

ȍ ֟ᴑҙȎ

ᴑҙ ̔ └ ᴍ Ὲ

֟ ̔ 155

̔400-9998703

ԍ ӥ ̆ ‰ Ҭ ӥ̆ ̔

http://www.bio-thera.com/Ȃ


