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ᴚ ≠ ӥ
ה ӥ Ҋᶏ

ȍ Ȏ

̔ᴚ ≠

̔ /UPLIZNA

̔Inebilizumab Injection

̔Yinailizhu Dankang Zhusheye

ȍ ᴍȎ

ᴍ̔ᴚ ≠ ̂Inebilizumab̃ ѿ ֲ

IgG1κ ᾥ ᵣ̆֟ ֪ ⱬ MAb 16C4

Ҭ ד ̂CHÕ ֟ ̆ Ῑȁ Ȃ

№ ҹ 149 kDaȂ

̔L- ȁL- ȁ 80ȁ ȁα,α- ԋ

̆pHҹ 6Ȃ

ȍ Ȏ

Ӳᾣȁ ȁ ᵣȂ

ȍ Ȏ

ԍ 4̂AQP4̃ ᵣ

̂NMOSD̃ ֲ Ȃ



ԍᾧ G4 ῏ ̂IgG4-RD̃ ֲ Ȃ

ҍ ԍ Ә ᵣ̂AChR̃

̂MuSK̃ ᵣ ֲῃ ⱬ̂gMG̃ Ȃ

ȍ Ȏ

100 mĝ10 mL̃/ Ȃ

ȍ Ȏ

1. ╠ ᵀ

Ә

ԍӘ ̂HBsAg̃ ᵄӘ ᵣ ꜚ Ә

ȂHBsAg ᵄӘ ᵣ̂HBcAb̃ ̆ HBsAg

̆ ╠ Ғ Ȃ

ᾧ

╠ ᾧ Ȃ ᾧ ᵞҊ

╠ ᾧ Ғ Ȃ

╠ ꜚ ᵀ ᴟ Ȃ ԍ ꜚ

ᵖ ̆ ╠ ᴰ Ғ Ȃ

Ả ̆ B ╠̆Ҍ ⁞

̆ ῏ ᾧ ̆ ╠ 4 Ȃ

2. ╠ ᵀ

ᵀ

╠̆ ꜚ Ȃ ̆ ̆

Ȃ

3.

ҹ⁞ Ҥ ̆ ╠ 1Ҭ

╠ ԇ Ȃ

1

ᶛ ̂ ̃

80 mg ~125 mg ╠ 30№



25 mg ~50 mg ╠ 30~60№

Ә 500 mg ~650
mg

╠ 30~60№

4.

̆ ᶏ Ȃ ╕ ҹ̔

 ∆ ╕ ̔ 1 300 mğ 15 Ῥ 300 mg̕

 ╕ ̔ ̆ 6ҩ 300 mgȂ

ΐ ү ҳ ℗ Ҋᶏ ̆ ̆

Ҥ ̆ Ȃ└ Ҋ ѿ

̆ ᾧ ᵞ Ȃ

ғᵞ ῤ ̂0.2 0.22 μm̃ ̆

̆ ⱴ ̆ 90№ ̂ 2 ̃̆

Ҭ ̆ 1 Ȃ

2 250mL Ҭ ᴚ ≠

̂№ ̃ ̂mL/ ̃

0~30 42
31~60 125

61~ 333

ֲ

ȁ ⱳ ᴴ Ҭ .2
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Ҍ ╕̆ └ ᶏ Ȃ Ҍ ᶏ ̆ 2°C 8°C

— Ҭ‛ Ҍ 24 ̆ 20°C 25°C ҊḠ Ҍ 4 └׆̂

╠̃Ȃ

ȍҌ Ȏ

Ҋҳץ ҉ Ҍ ӥ ῒז № ԅ ̔

 ̂ ȍ Ԋ Ȏ̃

 ̂ ȍ Ԋ Ȏ̃

 ᾧ Ҋ ̂ ȍ Ԋ Ȏ̃

1. ҳ

ԍҳ ᴆ ̆ ̆ ѿ ҳ Ҭ ⌠

Ҍ Ҍ ҍ ѿ ҳ Ҭ ⌠ ̆

ҳ Ҭ ⌠ Ȃ

NMOSD

1̂NCT02200770̃Ҭ ᵀԅ ῃ Ȃ ̆

161 ╕ ̂ ̃ 5̆2 ╕ ̂

╕ ̃̆ ӊ ̆ 198 ̂ ȍ Ȏ

ȍҳ Ȏ̃Ȃ

̆ 208 ̆ ҹ 324ֲ ̆

165 6ҩ ̂҉ץ 6ҩ ̃ ̆128

1 ̂҉ץ 1 ̃ Ȃ

3ҹ 1Ҭ ≥5%ғ ԍ ╕ Ҍ

Ȃ Ҍ ̂ ≥10%ғ ԍ ╕ ̃ҹ

῏ Ȃ

3 1 NMOSD ᴚ ≠ ≥5%ғ ԍ ╕ Ҍ

Ҍ
ᴚ ≠

N=161̂%̃
╕

N=52̂%̃

11 10

῏ 10 4

8 8

7 4



1 Ҭ̆ Ҍ ̂≥10%̃

ҹ ̂20%̃ȁ ̂13%̃ȁ ῏ ̂12%̃ȁ῏ ̂11%̃

̂10%̃Ȃ

IgG4-RD

2̂MITIGATĔNCT04540497̃Ҭ ᴇԅ ῃ ̆

̆ 68 ԅ ╕ ̂ ̃̆67

ԅ ╕ ̂ ╕ ̃̂ ȍ Ȏ ȍҳ Ȏ̃Ȃ

4↓₮ԅ 2Ҭ ů5%ғ ԍ ╕

Ҍ ̆ Ҍ ̂ ů10%ғ ԍ ╕ ̃ҹ

⁞ Ȃ

4 2 IgG4-RD ᴚ ≠ ≥5%ғ ԍ ╕

Ҍ

Ҍ
ᴚ ≠

N=68̂%̃
╕

N=67̂%̃

⁞ 19 9

12 6

9 5

Ҭ ⁞ 6 5

6 0

2 ῒזҌ ҹ ῏ ȁ ῳ

Ȃ

gMG

3̂MINT̆NCT04524273̃Ҭ ᴇԅ ῃ ̆

1̆19 ԅ ╕ ̂ ̃̆ 119

╕ ̂ ╕ Ȃ̃ ԍ AChR ᵣ ̂ n̗95̃̆

ҹ 52 ̆ ԍ MuSK ᵣ ̂ n̗24̃̆ ҹ 26

̂ ȍ Ȏ ȍҳ Ȏ̃Ȃ 3 ῤ ᵣֲ Ҭ

Ҍ ̆ ԅҺ № AChR ᵣ ֲ 52

MuSK ᵣ ֲ 26 Ȃ

5↓₮ԅ 3 ᴚ ≠ ≥5%ғ ԍ

╕ Ҍ Ȃ Ҍ ̂ ≥10%ғ ԍ ╕ ̃ҹ



῏ Ȃ

5 3 gMG ᴚ ≠ ≥5%ғ ԍ ╕ Ҍ

Ҍ a ᴚ ≠

N̗119̂%̃
╕

N=119̂%̃

15 7

῏ b 10 6

7 3

7 3

7 3
a ԍ ᵣ ̂ AChR ᵣ ֲ ҹ 52 ̆ MuSK ᵣ ֲ ҹ 26 ̃
b ῏ ӈҹ ₮ ᴋᵥᵣ ̆ 24

ῤ ғ ῒז ᴋᵥҌ ԊᴆȂ

ᾧ ᵞ

NMOSD

ҹ 6.5ҩ ̆ ԍ ̆

ᾧ Ҋ 8%̆ ╕ ᾧ 6%Ȃ

ԍ ̆ ᾧ ĜIgG̃ ᾧ M̂IgM̃ Ҋ

№≢ҹ 4% 32%̆ ╕ IgG 6%̆IgM 13%Ȃ

Ҭ̆IgG ᵞԍ Ҋ ᶛ 1 ҹ 7%̆ 2 ҹ 13%Ȃ

Ҭ̆IgM ᵞԍ Ҋ ᶛ 1 ҹ 31%̆ 2 ҹ 42%Ȃ

IgG4-RD

ҹ 12ҩ ̆ ԍ ̆

ᾧ Ҋ 12%̆ ╕ ᾧ 21%Ȃ

ԍ ̆ ᾧ ĜIgG̃ ᾧ M̂IgM̃

Ҋ №≢ҹ 9% 32%̆ ╕ IgG 26%̆IgM 3%Ȃ

gMG

ҹ 26 ̆ҍ ̆ ᾧ

Ҋ 13%̆ ╕ ᾧ 15%Ȃҍ

̆ ᾧ ĜIgG̃ ᾧ M̂IgM̃ №

≢ ҹ 8% 30%̆ ╕ IgG 18% ĬgM 5%Ȃ 26

̆ IgG IgM ᵞԍ ṿҊ ᶛ№≢



ҹ 29% 16%̆ ╕ №≢ҹ 8% 4%Ȃ

Ҭ ᵞ

NMOSD

7% 2% ╕ Ҭ ԍ׃ 1.0~1.5×109/LȂҬ

ԍ׃ 0.5~1.0×109/Lֽ ԍ 2% ̆ ╕ Ҭ

⌠Ȃ ҹ 6.5ҩ ̆12% 4% ╕

Ҭ ᵞԍ ṿҊ Ȃ

IgG4-RD

12ҩ ῤ̆8% 3% ╕ Ҭ

ԍ׃ 1.0~1.5×109/Lӊ ȂҬ ԍ׃ 0.5~1.0×109/Lֽ ԍ 2%

╕ Ȃ

gMG

26 ῤ̆Ҭ ԍ׃ 1.0-1.5×109/Lӊ ֽ ԍ 3%

╕ ̆Ҭ ԍ׃ 0.5-1.0×109/Lӊ ֽ ԍ 1% Ȃ

⁞

NMOSD

ҍ ╕ ̆ Ҭ ᵞ ҹ Ȃ ҹ 6.5ҩ

5̆% 4% ╕ ᵞԍ

ṿҊ Ȃ

IgG4-RD

ҍ ╕ ̆ Ҭ ᵞ ҹ Ȃ ҹ 12ҩ

ῤ 4̆2% 36% ╕ ᵞԍ

ṿҊ Ȃ

gMG

ҍ ╕ ̆ Ҭ ᵞ ҹ Ȃ 26

ῤ 3̆5% 31% ╕ ᵞԍ ṿҊ Ȃ

2. ᾧ

ΐ ᾧ ̆ ᵣ ᶭ ԍ

Ȃ Ҋ Ҭ ᵣ ҍῒז ̂

̃Ҭ ᵣ ӈ Ȃ



1Ҭ 5̆.6% ῤ ₮ ᵣ̂

₮ ̆ ԍ ̃Ȃ ֓ Ҍ ᵣ

֓ Ҭ ῃ ̆p ╠

₮ Ȃ

2Ҭ̆52 ̆ ᴚ ≠ Ҭ

₮ ᵣ ҹ 8.8%̂6/68̃Ȃ ᵀҬ ᵣȂ ᴚ

≠ ᵣ ⱬꜚף ȁ ȁ ῃ ֟

ҳ ӈ Ȃ

3 ̆ 0.8%̂1/119̃ ₮

ᴚ ≠ ᵣȂ ᵀҬ ᵣȂ ̆ ₮῏ԍ

ᴚ ≠ ᵣ ⱬꜚף ȁ ȁ ῃ

֟ ҳ ӈ Ȃ

ȍ Ȏ

Ҋץ ̔

 ᴚ ≠ ₮ ̂ ȍ Ԋ Ȏ̃

 ꜚ Ә ̂ ȍ Ԋ Ȏ̃

 ꜚ ᴟ ̂ ȍ Ԋ Ȏ̃

ȍ Ԋ Ȏ

1. ῏

῏ ̂ ̃̆ΐᵣ ҹ ȁ ȁ

ȁ ȁ ȁ ȁ Ȃ 1̂NMOSD ̃ȁ 2

̂IgG4-RD ̃ 3̂gMG ̃ ̆№≢ 9.3%ȁ7.4%

10.1% ₮ Ȃ ῏ ԍ ̆

ᵖ ҬӞ Ȃ

ᵞ ῏ ῏

╠ ԇ ȁ ̂ ȍ Ȏ̃Ȃ

῏ ‗ԍ Ҥ Ȃ ԍ

῏ ̆ ӄẢ ̆ ԇ Ȃ ԍ Ҥ

῏ ̆ ץ Ả ȁ ᵞ / ԇ Ȃ

2.



B ̂ ̃ ⌠Ҥ ̂

̃ ȁ ץ Ῥ Ȃ NMOSD

ᴚ̆ ≠ ̂20% ȁ̃

̂13%̃ȁ҉ ̂8%̃ ῳ̂7%̃Ȃ IgG4-RD

̆ᴚ ≠ ȁ ῳ

Ȃ gMG ̆

ҹ ̂7%̃ ̂7%̃Ȃ ꜚ Ҭ ̆

⌠ Ȃ

ҍῒזᾧ └╕ ᾧ └ᵬ

ҍῒזᾧ └ Ȃ ҍῒזᾧ └

╕ ̆ ᾧ └ᵬ Ȃ

Ә ̂HBṼῬ

B ╕ ̂ ̃Ҭ ⌠Ә Ῥ Ȃ B

Ҭ̆ HBVῬ ȁ

֙Ȃ

gMG Ҭ ⌠ 1ᶛӘ Ῥ ̆ ҉

Ӟ ԅ ԊᴆȂp ҳ Ҭ ԅ ꜚ Ә Ȃ

╠̆ Ә Ȃ HBsAg HB

ꜚ HBV Ȃ ԍ HBsAg ȁHBcAb

HBV ̂HBsAg̅̃̆ ╠ Ғ

Ȃ

̂PML̃

PML JC ᴪ Һ̆ ԍᾧ ⱳ ᵞҊ

̆ ֙ Ҥ Ȃ ҳ Ҭ PML ᶛ̆

ᵖ ῒזB ╕ ῒז ᾧ ⱳ Ҭ ⌠ JC PML

ᶛȂ ҳ Ҭ̆ѿ ԍ ̆ ̆ᵖ

ῒ ≢ ῖ NMOSD ᵬȁPML Ȃ ₮

ҩ PML ᵣ ̆ Ảᶏ ᵀȂ ῍ Ἕ

₮ ҳ ᵣ ╠ Ȃҍ PML ῏ ῖ ̆

Ҍ ̆ ѿᶷ ᵣ ⱬ ᵣ ꜚ ȁ ⱬ ץ



ȁ ⱬ ⱬ ̆ ֲ Ȃ

╠̆ ᵀ ᴟ Ȃ

ԍ ᴟ ꜚ ᵖ ץ̆

ᴟ ᵖ ̆ ╠ ᴰ

Ғ Ȃ

4 ӊ╠ ᾧ ⅞ Ȃ

⁞ ῃ Ȃ

B ╠̆Ҍ ⁞ Ȃ

֪ ᾙ ᾧ

ԍ ԍ ֪ ᾙ̆ ῒ B ╠̆

⁞ Ȃ ᾙᵣῤ B ᵞ ᴪ ⱴ

⁞ Ȃ B ᾧ ╠

̆ᵖ ᾧ Ғ ̆ ᵀ Ḡ ᾧ Ȃ

3. ᾧ Ҋ

ᴪ ᵞҘ ̆ ᾧ

ᾧ ̂ᶛ IgG IgM̃ Ҋ ̂ ȍҌ Ȏ̃Ȃ

̆ ≢ ԍ ᴪ ̆ ᾧ

̆ Ả B Ȃ IgG IgM ᵞ

Ҥ ᴪ ̆ ᵞҘ

ᾧ ̆ Ȃ

4. ᾙ

ꜚ ̆ B ⁞ ᾙ ᴴ Ȃ ᶏ B

Ӟ̆ ԍ ᵣ ᵞ ᾙ ᴴ Ȃ

ԍῒז B ╕ ᵣ ᾙҬ̆ ѿ B

⁞ ⁞ Ȃ ΐ ⱬ

ץ 6ҩ ᶏ Ȃ

ȍ Ӳ Ȏ



ѿ ֲ IgG1 ᾥ ᵣ̆ᾧ Ȃ

╠ ᾟ№ ᵀ ᶏ ᴚ ≠ ῏ Ȃ ̆

ᵣ ԍῒז B ╕ ̆₮ ᾙ ѿ B

⁞ Ȃ ᵣ ԍ ῒ ᾙ B

ҳ ̆ B ץ ῃ

Ҍ Ȃ

ѿ ֲ ҳ Ҭ̆T Һ ₮ ֟

№≢ҹ 2~4% 15~20%Ȃ

ꜚ ȍ Ȏ Ȃ

Ӳ

῏ ֲ Ӳ ץ̆ Ӳ ᾙ ֟ Ӳ

֟ Ȃ ԍֲ IgG ӲҬ ̆ Ӳ Ῑ ᾙ

B Ҍ Ȃ Ӳ Ῑ ᾙ ẫ

ȁ ᵣ ҳ ץ Ӳ Ῑ ⌠ ᵣ ᴋᵥҌ

≠ Ȃ

ΐ ⱬ ץ 6ҩ ῤ̆

ᶏ Ȃ

ȍᾙ Ȏ

ᾙ Ҭᶏ ῃ Ȃ

ȍ Ȏ

NMOSD

ҳ Ҭ 65 ҉ץ ̆

ҍ ̂18-64 ̃Ҍ Ȃ

IgG4-RD

65 ҉ץ Ҭ̆ 29%̂ 112 Ҭ 32 ̃ ԅ Ȃ

ҍ ̂18-64 ̃ ̆ ⌠ ῃ ᵣ ῏ Ȃ

gMG



ҳ Ҭ 65 ҉ץ ̆

ҍ ̂18-64 ̃Ҍ Ȃ

ȍ ԑᵬ Ȏ

ҍ ῃ ῤ ᾧ └ ᶏ ̆ ᴪ ⱴ

Ȃ ҍᾧ └ ᶏ ̆ ⱴᾧ

Ȃ

ȍ Ȏ

ᾧ Ҭ ᴚ ≠ ╕ ҹ 1200 mg ץ̆

600 mg ң ̆ң 2 ̆ῒҌ ҍ ᴚ

≠ ῏ Ύҳ Ҭ ⌠ ’ ᵌȂ

’ ╕Ȃѿ ̆ Ҭ

̆ ₮ ҍ ῏ ̆ ℗ ₮ Ҍ

ᵣ ̆ Ȃ

ȍҳ Ȏ

ᵬ └

ȍ Ȏ Ȃ

ԍᴚ ≠ CD19+ B № ̆ᴚ ≠

№ CD20+B ᵀȂᴚ ≠ 8 ῤ ⁞

Ҭ CD20+ B Ȃ ҳ 1Ҭ̆ ԇᴚ ≠ Ҭ̆100%

4 CD20+ B Ҋ ᵞԍ Ҋ ̆94%

28 ῤ CD20+ B Ҋ ҊȂץ ҳ 2Ҭ̆ ԇᴚ

≠ Ҭ 1̆00% 2 CD20+ B Ҋ ᵞԍ

Ҋ 8̆5% 52 ῤ CD20+ B Ҋ ץ

ҊȂ 3Ҭ̆ 4 ̆ ᵣֲ ̂ AChR-Ab+

MuSK-Ab+̃Ҭ≥99% CD20+ B ᵞ ṿҊ ҊȂץ

AChR-Ab+֒ Ҭ̆ Ҭ≥96% ꜚ 52 ῤ B

ᵞԍ Ҋ ̕ MuSK-Ab+֒ Ҭ̆ Ҭ̘96%

ꜚ 26 ῤ B ᵞԍ Ҋ Ȃ

ⱬꜚף



̆ᴚ ≠ NMOSD Ҭ ⱬꜚף ̆

ҹ 18 Ȃ ң ң ̂ 1 300 mğ 15

300 mg̃ ҹ 108 μg/mL̆26 -

Ҋ ̂AUC̃ҹ 2980 μg·d/mLȂ

̆ᴚ ≠ IgG4-RD Ҭ ⱬꜚף № ̆

ҹ 18 Ȃ ң ң ̂ 1 300 mğ 15

300 mg̃ ҹ 127 µg/mL̆IgG4-RD 52 ῤ ᾢ

ң ̂ 2 ̃ 26 ҈ AUC

ҹ 4290 µg·d/mLȂ

̆ᴚ ≠ gMG Ҭ ⱬꜚף № ̆ ᵣ

ֲ ҹ 18 Ȃ ᵣֲ ҹ 139 μg/mL̂

1 300 mğ 15 300 mg̃Ȃ AChR-Ab+ ̂N̗84̃ ң

̂ 2 ̃̆ 26 ҈ ̆52 AUC

ҹ 4240 μg·d/mLȂ MuSK-Ab+ ̂N̗17̃ ң ̂ 2 ̃

̆26 AUCҹ 3740 μg·d/mLȂ

№

ᵣ ⱬꜚף № ᴚ̆ ≠ Ҭ № ᵀ

ᵣῖ ṿ№≢ҹ 2.95 L 2.57 LȂ

ף

ᴚ ≠ ѿ ֲ IgG1 ᾥ ᵣ̆ ᵣῤ №

Ȃ

ᵣ ⱬꜚף № ᴚ̆ ≠ ѿ

ᵀ ҹ 0.19 L/ Ȃ ᵞ ̆ᴚ ≠ ᴪ ᵣ̂CD19̃׃

̆ ᵞ̆ ԍ B Ȃ

ֲ

≢ȁֲ ȁ ֲ

ᵣ ⱬꜚף № ̆ ≢ȁ ȁ ᴚ ≠

Ȃ

/ ⱳ



ҳ ̆ ȁ ⱳ ⱬꜚף

Ȃ

ԑᵬ

P450 Ҍ ҍᴚ ≠ Ȃ ̆ ҍᵄ

̂ P450 ȁ ╕ └╕̃ӊ ԑᵬ

ᵞȂ

Ҭ ֲ ⱬꜚף

IgG4-RD Ҭ̆ᴚ ≠ Ҭ 14ᶛҬ ̆Ҭ

ֲ 1 ȁ 15 183 №≢ҹ118 μg/mLȁ

151 μg/mL 117 μg/mL̆ 1 ȁ 15 183 14 ῤ

AUC№≢ҹ 888 µg·d/mLȁ1280 µg·d /mL 1110 µg·d/mLȂҍҬ ץ

ֲ PK Ȃ

gMG Ҭ 1̆4ᶛҬ ᵣ ⱬꜚף

ҍ Ҭ 104ᶛ Ȃ

ᴰ

╠ ᴚ ≠ ף ᴰ Ȃ

ȍҳ Ȏ

NMOSD

ҳ 1̂NCT02200770̃ ԅᴚ ≠ NMOSD ̆

ѿ ̂3:1̃ȁ ȁ ╕ ̆῍῀ 213ᶛ :1

ᶛ

0¦ �Ä

��

̆

я

ᶛ

̆

̆

ᴚ

1ԓࣘ࣋

Ժ ⱬҬꜚף

ȂȂ11 1À 1

̃

Ȃ

̃

Ȃⱬ╕1111 ἠ1

Ȃ

̆

Ȃ

1nMGD

ᶛ :Ȃ

ᶛ

AҬ

̆

ɛ



ᴚ ≠ ̆52 ╕ Ȃ

ң ӊ ֲ ҉№ Ȃ ֲ Ҭ 94%ҹ Ȃ

52% ֲ̆21% ֒ ֲ̆9% ֲ ֲȂ ҹ 43 ̂

18~74 ̃Ȃ ̆ EDSS №ҹ 4.0Ȃ № ╠ 2 ῤ̆83%

2 Ȃ҉ץ

̂ ȍ Ȏ̃Ȃ

ᴪ ᵀ NMOSD ̆

ӈ ‰Ȃ ԅ ᴪ

197 ₮ Ȃ

Һ 197 ӊ╠ ᴪ

Ȃ

ҍ ╕ ᶏ̆ ᴚ ≠ ҉ ԅ

̆ ᵞԅ 72.8%̂ ̔0.272̆p<0.0001̃Ȃ AQP4 ᵣ

ֲ Ҭ ᵞԅ 77.3%̂ ̔0.227̆p<0.0001̃Ȃ AQP4

ᵣ Ȃ

5 AQP4 ᵣ NMOSD 1Ҭ

ᴚ ≠

N = 161
╕

N = 52

ᴪ ̂Һ ̃

₮ ̂%̃ 18 (11.2%) 22 (42.3%)

̂95% CĨa 0.227 (0.121, 0.423)

pṿ a < 0.0001
a ץ ╕ ҹ Cox Ȃ



1 ᴪ NMOSD Kaplan-Meier

̂ITTֲ ̕ AQP4 ᵣ ̃

AQP4 ᵣ Ҭ̆ ᴚ ≠ ᵟ

╕ Ҋ ̂ᴚ ≠ ҹ 0.11̆ ╕ ҹ 0.50 Ȃ̃

IgG4-RD

ҳ 2̂ NCT04540497̃ ԅᴚ ≠ IgG4-RD ̆

ѿ ȁ ȁ Ҭ ȁ52 ╕ ̆῍῀ ԅ 135ᶛ

ҍ ‰ ֲ Ȃ

῀ Ҋץ ‰̔

1. IgG4 RD̆ ᶏ ̂GC̃ Ȃ

2. Ҭ ᴋᵥ Ȃ

̆ ᶏ ᾧ └╕Ȃ ῀ 135

ᶛ IgG4-RD Ҭ̆68ᶛ ᴚ ≠ ̆67ᶛ ╕Ȃ

ӊ ֲ ᵣ Ȃ ֲ 35%Ȃ39%

ҹ ֲ 4̆7%ҹ֒ 1̆%ҹ ֲ ֲȂ ҹ 58 ̂



̔24-80 Ȃ̃Ҭᵝ ҹ 0.9 Ȃ46% ҹ IgG4-RD̆

54% ҹ Ȃ

№ ̆ ╕ ѿҹ 20 mg/ ̆

⅞ ⁞ ̆ 2 ⁞ 5 mğ 8 Ҭ Ȃᾛ

ᶏ ᵬҹ ᾢ ̆ ԍ IgG4-RD

ץ ץ ’Ȃ

̂ ȍ Ȏ̃Ȃ

ӈҹ /ⱴ ᵣ Ȃ

ᵀ̆ ᴪ ̆

‰Ҭ ѿ Ȃ

Һ 52 RCP ԇ ᴪ̂AC̃

IgG4-RD Ȃᴚ ≠ Ҭ̆ ԇ AC

IgG4-RD ԍ ╕ ̂ 2 Ȃ̃ҍ ╕ ̆ᴚ ≠ ᶏ

ԇ AC IgG4-RD ᵞԅ 87%̂ 0̔.13 p̕<0.0001̃

̂ 6 Ȃ̃

̔ RCPғ RCP ԇ AC ̆ῒ Ҭ ӊ

−

2 ԇ ᴪ IgG4-RD
Kaplan-Meier



6 2Ҭ IgG4-RD

ᴚ ≠

N̗68
╕

N̗67
ԇ AC IgG4-RD ̂Һ ̃

IgG4-RD ᶛ 7̂10.3%̃ 40̂59.7%̃
̂95% CĨa 0.13̂0.06̆0.28̃

p ṿa ̖0.0001

ԇ AC IgG4-RD 0.10 0.71
̂95% CĨb 0.14̂0.06̆0.31̃

p ṿb ̖0.0001
52 ⌠ ȁ ῃ ᶛc 39̂57.4%̃ 15̂22.4%̃
ṿ ̂95% CĨd 4.68̂2.21̆9.91̃

p ṿd ̖0.0001
52 ⌠ ȁ ῃ

ᶛe 40̂58.8%̃ 15̂22.4%̃

ṿ ̂95% CĨd 4.96̂2.6
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3) ⱬ ̂MG-ADL̃ №ҹ6-10№̆ῒҬ̘50% №

ԍ MG-ADL №≥11№

4) ⱬ №̂QMG̃≥11№

5) ╠ ╕ ᵣ ᾧ └

̂NSIST̃ ң

3῍238ᶛgMG 1:1ץ ᶛ ╕ ̆80%ҹ

̂n=190̃ҹ AChR-Ab+ ̆20%̂n=48̃ҹ MuSK-Ab+ Ȃ ֲ

Ҭ̆61%ҹ ̆53%ҹ ֲ̆42%ҹ֒ ̆2%ҹ ֲ ֲ̆

47.5 ̂ 1̔8-82 Ȃ̃ ̆ MG-ADL №ҹ9.1№̆ QMG

№ҹ17.0№̕79% Ә └╕ ̆64% ֽ

̆7% ֽ NSIST̆29% 1

NSIST Ȃ

Һ ᵣֲ 26 MG-ADL № ̆MG-ADL

ԍ ᵀῃ ⱬ ⱳ ̂ῃ ⱬ 8 ῖ

ᵣ ̃ Ȃ ҩ 4№ ᵀ̆ῒҬ0№ף ⱳ ̆3№

ף ⱳ ⱬҦ Ȃ № ҹ0-24№̆ №

Ҥ Ȃ

26 ̆ ᵣֲ Ҭ ⌠MG-ADL № ṿ ≠

ԍᴚ ≠ ̂ᴚ ≠ -4.2 vs ╕ -2.2̆

̔-1.9 [95% CI̔-2.9̆-1.0]̕pṿ̖0.0001̃Ȃ

῏ ᵣֲ 26 QMG № ̆QMG №

ԍ ᵀ ⱬ 13 № № ̆ ҩ ᶏ 4№ ᵀ ῒ̆Ҭ0

ף№ ⱬ̆3№ף ⱬ̆ № ҹ0-39№̆ №

Ҥ Ȃ

26 ̆ ᵣֲ Ҭ ⌠QMG № ṿ ≠ԍ

ᴚ ≠ ̂ᴚ ≠ -4.8 vs ╕ -2.3̆ ̔

-2.5 [95% CI̔-3.8̆-1.2]̕pṿ=0.0002 Ȃ̃

AChR-Ab+ MuSK-Ab+ֲ ҬMG-ADL

QMG № Ȃ



Һ ῏ 8ȁ 3 4Ȃ

8 AChR-Ab+ MuSK-Ab+ gMG 26 MG-ADL QMG №

̂ 3̃

ᵣֲ ̂Һ ̃ AChR-Ab+ֲ MuSK-Ab+ֲ

ᴚ ≠

N̗119
╕

N̗117
ᴚ ≠

N̗95
╕

N̗93
ᴚ ≠

N̗24
╕

N̗24

MG-ADL №

LS ṿ -4.2 -2.2 -4.2 -2.4 -3.9 -1.7

ṿ -1.9 -1.8 -2.2

95% CI (-2.9, -1.0) (-2.9, -0.7) (-4.2, -0.2)

p ṿ <0.0001 0.0015 0.0297

QMG №

LS ṿ -4.8 -2.3 -4.4 -2.0 -5.2 -3.0

ṿ -2.5 -2.5 -2.3

95% CI (-3.8, -1.2) (-3.9, -1.0) (-5.3, 0.7)

p ṿ 0.0002 0.0011 NS

CI= Ḥ ̕LS= ԋӗ̕NS=Ҍ

3 ᵣֲ 26 MG-ADL № ṿ



4 ᵣֲ 26 QMG № ṿ

ȍ Ȏ

ᵬ

ᴚ ≠ NMOSDȁIgG4-RDȁgMGҬ ᵬ └ ҍ

CD19 ῏ȂCD19 ѿ ԍ╠ B B

Ȃᴚ ≠ ҍ B ̆ ֟ Ȏ

֌㓶ਸ অ֌

D19
9

GD199 ῏ 9῏㔃аᐤ

઼㔃㓶⨶㔃

ѿԍ ѿ

ѿ

9

GD19 9

ԍ ԍਟ ᣇ 䶒
ᐤਟਟ᧘

㔃

ԍ



ֽ ᵣꜚ ᵞ̆ ᾧף Ҍ

╕ Ȃ

ᴚ ≠ Ȃ

ȍ Ȏ

ᾣ‛ ԍ 2~8ŅȂ

‛‟Ȃ Ȃ Ȃ

ȍ Ȏ

̆3 / Ȃ

ȍ Ȏ

60ҩ Ȃ

ȍ ‰Ȏ

JS20220006

ȍ ‰ Ȏ

‰ SJ20220007

ȍ҉ ֲȎ

̔Horizon Therapeutics Ireland DAC

̔Pottery Road, Dun Laoghaire, Dublin A96 F2A8 IRELAND
ȍ ֟ᴑҙȎ

̔AstraZeneca Nijmegen B.V.

̔Lagelandseweg 78, Nijmegen, 6545CG Netherlands

ȍ№ ᴑҙȎ

̔ ҙ Ὲ

̔ 1028

̔213000

̔4006885989Ȃ ѿ ԓ 9:00~17:00̂ Ẋ ̃

̔http://www.hansoh.cn

ȍ ῤ ᴋֲȎ

̔ ҙ Ὲ

̔ 1028



̔213000

̔4006885989Ȃ ѿ ԓ 9:00~17:00̂ Ẋ ̃

̔http://www.hansoh.cn

ȍ ῤ ֲȎ

̔ ҙ Ὲ

̔ 1028

̔213000

̔4006885989Ȃ ѿ ԓ 9:00~17:00̂ Ẋ ̃

̔http://www.hansoh.cn
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