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®                                                                                                                                          

‰ ̔2017 11 21  

ḱ ̔2018 03 09  

2018 06 28  

2020 11 05  

 

注射用硼替佐米说明书 

ה ӥ Ҋᶏ  

 

ȍ Ȏ 

̔ ᵠ  

̔Bortezomib for Injection 

̔Zhusheyong Pengtizuomi 

ȍ ᴍȎ 

Һ ᴍҹ ᵠ Ȃ 

̔[(1R)-3- -1-[[(2S)-1- -3- -2-[( ) ]Ҙ ] ]Ҁ ] Ȃ 

̔  

 

 

№ ̔C19H25BN4O4 

№ ̔384.24 

̔ ȁ Ȃ 

ȍ Ȏ 

ҹ ᵣȂ 

ȍ Ȏ 

 

ב ̂MP ̃ ԍ ғҌ ╕

̕ ԍ ѿ ѿ ҉ץ

Ȃ 

 

≠ ȁ ȁ ̆ ԍ ғҌ
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ֲ ̕ ԍ ̆ ᶏ

╠ ѿ Ȃ 

ȍ Ȏ 

1.0mg 

ȍ Ȏ 

ֽ ԍ ̆ ῤ ᴪ ֙Ȃ 

 

ב ̆ԍ 3~5 ῤ Ȃ ҩ 6 ̂ 1

̃̆῍ 9 ҩ Ȃ 1~4 ῤ̆ ԇ 2 ̂ 1ȁ4ȁ8ȁ11ȁ22ȁ25ȁ29 32 ̃Ȃ

5~9 ῤ̆ ԇ 1 ̂ 1ȁ8ȁ22 29 ̃Ȃң 72 Ȃ 

 

1̔  

ԇ 2  ̂ 1~4ҩ ̃ 

 1 2 3 4 5 6 

 

(1.3mg/m2) 
1

 

-- -- 4

 

8

 

1

1

 

ᴡ  22

 

25

 

29

 

32

 

ᴡ  

 ב

(9mg/m2) 

 

(60mg/m2) 

1

 

2

 

3

 

4

 

-- -- ᴡ  -- -- -- -- ᴡ  

ԇ ѿ  ̂ 5~9ҩ ̃ 

 1 2 3 4 5 6 

 

(1.3mg/m2) 
1

 

-- -- -- 8  ᴡ  22  29  ᴡ  

 ב

(9mg/m2) 

 

(60mg/m2) 

1

 

2

 

3

 

4

 

-- ᴡ  -- -- ᴡ  

ҍ ȁב ╕  

ҍ ȁב ᴋѿ ӊ╠̆ Ҋץ ᴆ̔ 

 ≥70×109/L ̆ANC ≥1.0×109/L 

 1  

 

 

 

 

2̔ ҍ ȁב ╕  

 ╕  



 

3/25 

ῤ ̔ 

 ╠ѿҩ ῤ ⌠ 4 Ҭ

⁞ ⁞ ̆ ⁞ ᵄ

₮  

ѿҩ ⁞ ╕ב

25%Ȃ  

 ԇ ̂ 1 ̃  

≤30×109/L ANC≤0.75×109/L 
Ả Ȃ 

 ѿҩ ῤ Ả ԅ ̂ 2

Ả ≥3 ̆ 1

Ả ≥2 ̃ 

ѿ ᵞѿҩ╕ ׆̂

1.3mg/m2 1mg/m2̆ 1mg/m2׆

0.7mg/m2̃Ȃ 

3 ҉ץ  Ả ⁞ 1

Ȃ ץ̆ ᵞѿҩ╕ ׆̂

1.3mg/m2 1mg/m2̆ 1׆mg/m2

0.7mg/m2̃ Ȃ ԍҍ

῏ / ̆

3 Ả ╕ Ȃ 

ב ῏Ḥ ῒ ӥȂ 

 

 

╕  

╕ ҹ 1.3 mg/m2̆ 2 ̆ 2 ̂ 1ȁ4ȁ8 11

̃ Ả 10 ̂ ׆ 12 21 ̃Ȃ 

3 ҹ 1 ҩ ̆ң 72 Ȃ 

ԍ 8 ҩ ̆ ‰ Ȃ ԍ ̆Ӟ ץ

1 ȁ 4 ̂ 1ȁ8ȁ15 22 ̃̆ 13 ᴡ ̂ 23 35

̃Ȃ 

╕ ץ  

ᴋᵥ 3 ᴋᵥ 4 ̂Ҍ Ҋ ̃ ̆ Ả
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4 ̂ ̕₮  ̃ Ả Ȃ 

* NCI ‰ CTCAE v 4.0 № ̕ 

** ΐ ADL̔ Ạ ȁ ӯ ȁ ȁ ̕ 

*** ADL̔ ȁ ȁ ȁ ȁ ғ Ȃ 

 

ҍ≠ ȁ ȁ ╕  

 ╕ №Ȃ 6 ҩ ̆ ԍ 6 ҩ ̆ Ῥ

2 ҩ Ȃ 

 3 ҹ 1 ҩ ̆ ҩ 1 Ҋץ ̔≠ 375 mg/m2ȁ 750 

mg/m2ȁ 50 mg/m2Ȃ ҩ 1ȁ2ȁ3ȁ4 5 100 mg/m2Ȃ 

 

╕  

ҩ 1 ӊ╠̂ ѿ ̃̔  

 ů100¦109/L ғҬ ̂ANC̃ ů1.5¦109/L 

 ů8 g/dL̂ů
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  SGOT (AST)  
╕ ̂ 1.3 mg/m2̆ 2

̃ 

 
 1.0x ULN  ULN Ҍ  

 1.0x͘1.5x ULN ᴋᵥṿ Ҍ  

Ҭ   1.5x͘3x ULN ᴋᵥṿ ѿҩ ╕ 0.7 

mg/m2Ȃ ̆

╕ ⱴ 1.0 mg/m2 ѿ

0.5 mg/m2Ȃ 

  3x ULN ᴋᵥṿ 

Ώ: SGOT =  

     AST = ‏  

     ULN = ṿ ҉  

ⱳ ᴴ  

ⱬꜚף Ҍ ⱳ ᴴ ̆ ⱳ ᴴ ╕

Ȃ ԍ ᴪ ᵞ ̆ Ῥ ԇ Ȃ 

 

ῃ 3~5 ῤ Ҭ ̆ ᶏ

0.9% ‖ Ȃ  

ȍҌ Ȏ 

ҳ Ҍ  

҈ ҳ Ҭ ᴇԅ ᵠ ╕ 1.3 mg/m2 Ҋ ῃ ̆ ѿ

III ̂M34101-039̃̆ 669 ᶛ 1~3 ̕ѿ

ȁ ȁ Ҭ II ̆ 202 ᶛ 2 ғ

̂M34100-025̃̕ѿ ᴇ ᵠ ╕ - II ҳ ̆ ᶏ

ᵠ 1.0 mg/m2 1.3 mg/m2 ̂M34100-024̃̆ ֓ ѿ Ҭ

Ȃ 

 

6̔ II III ҳ Ҭ ᵠ Ҍ  

MedDRA №  

        

 

M34100-039  

(N=331) 

M34100-024/025  

(N=228a) 

 

⁞  115 (35%) 97 (43%) 

 87 (26%) 74 (32%) 

Ҭ ⁞  62 (19%) 55 (24%) 

⁞  24 (7%) 15 (7%) 

⁞  15 (5%) 11 (5%) 

ῃ ⁞  2 (<1%) 6 (3%) 

Ҭ ⁞  1 (<1%) 1 (<1%) 

 

  4 (1%) 2 (<1%) 

ꜚ  9 (3%) 17 (7%) 

 6 (2%) 2 (<1%) 
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MedDRA №  

        

 

M34100-039  

(N=331) 

M34100-024/025  

(N=228a) 

 5 (2%) 4 (2%) 

ⱬ ̆ ᾟ ⱬ  7 (2%) 8 (4%) 

 6 (2%) 3 (1%) 

ᴡᾥ b 1 (<1%) - 

₮ № Ҋ  1 (<1%) - 

ꜚ 1 (<1%) - 

ꜚ  3 (<1%) 1 (<1%) 

 

 1 (<1%) 1 (<1%) 

 

ⱬ  9 (3%) 25 (11%) 

┬  14 (4%) 7 (3%) 

 

Ḃ  140 (42%) 97 (43%) 

 190 (57%) 116 (51%) 

 190 (57%) 145 (64%) 

 117 (35%) 82 (36%) 

̆  80 (24%) 48 (21%) 

Ҍ  32 (10%) 30 (13%) 

 25 (8%) 19 (8%) 

 10 (3%) 1 (<1%) 

 2 (<1%) 4 (2%) 

 14 (4%)                                                                                                                                                           13 (6%) 

 24 (7%) 10 (4%) 

 4 (1%)                                                                                                      5 (2%) 

₮ (҉Ҋ )b 7 (2%) 3 (1%) 

₮ ( ₮ ) 7 (2%) 3 (1%) 

 2 (<1%) 1 (<1%) 

 3 (<1%) 2 (<1%) 

҉ ₮  1 (<1%) - 

 1 (<1%) - 

 3 (<1%) - 

 1 (<1%) 2 (<1%) 

ῃ ᵝ  

 201 (61%) 149 (65%) 

   - ⱬ 40 (12%) 44 (19%) 

   - ӎ 140 (42%) 118 (52%) 

   - ṩ 12 (4%) 9 (4%) 

   -Ҍ  13 (4%) 22 (10%) 

 116 (35%) 82 (36%) 

 37 (11%) 27 (12%) 
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MedDRA №  

        

 

M34100-039  

(N=331) 

M34100-024/025  

(N=228a) 

Ҋ  35 (11%) 27 (12%) 

 21 (6%) 5 (2%) 

 26 (8%) 16 (7%) 

ᵝ ┬  1 (<1%) 1 (<1%) 

ᵝ  1 (<1%) 1 (<1%) 

 

 1 (<1%) - 

ⱳ  3 (<1%) 2 (<1%) 

 

2 (<1%) 

M34101-040

Ҭ c 

- 

ᾧ  

 1 (<1%) 1 (<1%) 

᷅  

҉  26 (8%) 41 (18%) 

 45 (14%) 17 (7%) 

Ҋ  48 (15%) 29 (13%) 

b 21 (6%) 23 (10%) 

̂ ̃ 42 (13%) 26 (11%) 

 25 (8%) 13 (6%) 

 26 (8%) 6 (3%) 

 4 (1%) 1 (<1%) 

 14 (4%) 15 (7%) 

 6 (2%) 2 (<1%) 

 6 (2%) 3 (1%) 

 13 (4%) 14 (6%) 

῏  
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MedDRA №  

        

 

M34100-039  

(N=331) 

M34100-024/025  

(N=228a) 

ᵞ  8 (2%) 18 (8%) 

 

ᵣ  50 (15%) 59 (26%) 

 39 (12%) 32 (14%) 

῏  45 (14%) 60 (26%) 

ȁ ̂ ̃ 

 

2 (<1%) 

M34101-040

Ҭ c 

- 

 

d  120 (36%) 84 (37%) 

 91 (27%) 53 (23%) 

̆Ҍ  45 (14%) 48 (21%) 

 85 (26%) 63 (28%) 

 17 (5%) 29 (13%) 

 9 (3%) 1 (<1%) 

 8 (2%) 17 (7%) 

 4 (1%) - 

Ҧ  2 (<1%) - 

Ҧ  2 (<1%) - 

 

 31 (9%) 32 (14%) 

 

ᴴ  21 (6%) 21 (9%) 

 2 (1%) 3 (1%) 

 5 (2%) 4 (2%) 

ȁ  

 21 (6%) 23 (10%) 

 70 (21%) 39 (17%) 

 65 (20%) 50 (22%) 

ꜚ  21 (6%) 18 (8%) 

 4 (1%) 9 (4%) 

 4 (1%) 14 (6%) 

 3 (<1%) 2 (<1%) 

Ҋ  

̆ ̆ ̆Ӟ

 61 (18%) 47 (21%) 

 7 (2%) 5 (2%) 

ҍ  

ᵞ   20 (6%) 27 (12%) 

ᵣᵝ / ᵞ  14 (4%) 8 (4%) 
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MedDRA №  

        

 

M34100-039  

(N=331) 

M34100-024/025  

(N=228a) 

 6 (2%) 7 (3%) 

₮ b 1 (<1%) - 

a  228 ᵠ ╕ ҹ 1.3mg/m2  

b   

c  ѿ ᵠ ץ 1.3mg/m2 ╕ ̆ 4

M34101-039 Ҭ ╕  

d  MedDRA HLTľ  ̂Ҍ № ̃ĿҊ  

Ҋ ҳ Ҍ  

ѿ III ҳ Ҭ ᴇ ᵠ Ҋ ╕ 1.3 mg/m2 Ҋ ῃ Ȃ

ѿ 222 Ҭ Ҋ ȁ Ȃ 

 

7̔ Ҋ III ҳ Ҭ̆≥10% 

ᵠ Ҍ  

  Ҋ  

̂N=74̃ ̂N=147̃ 

MedDRA №   № , n ̂%̃  № , n ̂%̃ 

 n ̂%̃ 3 ≥ 4 n ̂%̃ 3 ≥ 4 

 

 26̂35̃ 6̂8̃ 0 53̂36̃ 14̂10̃ 4̂3̃ 

⁞  16̂22̃ 4̂5̃ 1 ̂1̃ 29̂20̃ 9 ̂6̃ 0 

Ҭ ⁞  20̂27̃ 10̂14̃ 3 ̂4̃ 42̂29̃ 22̂15̃ 4̂3̃ 

⁞  27̂36̃ 8̂11̃ 6 ̂8̃ 52̂35̃ 12̂8̃ 7̂5̃ 

 

 8 ̂11̃ 0 0 5 ̂3̃ 1 ̂1̃ 0 

҉  8 ̂11̃ 0 0 3 ̂2̃ 0 0 

Ḃ  11 ̂15̃ 1 ̂1̃ 0 21 ̂14̃ 1 ̂1̃ 0 

 27̂36̃ 3 ̂4̃ 1 ̂1̃ 35̂24̃ 2 ̂1̃ 1̂1̃ 

 14̂19̃ 0 0 27̂18̃ 0 0 

 12̂16̃ 0 1 ̂1̃ 17̂12̃ 3 ̂2̃ 0 

ῃ ᵝ  

ӎⱬ 14̂19̃ 4 ̂5̃ 0 23̂16̃ 3̂2̃ 0 

ӎ 15̂20̃ 3 ̂4̃ 0 17̂12̃ 3̂2̃ 0 

 12̂16̃ 0 0 28̂19̃ 0 0 

᷅  

 7̂9̃ 1̂1̃ 0 16̂11̃ 2̂1̃ 0 

ף Ῑ  

Ҋ  7̂9̃ 0 0 14̂ 10̃ 0 0 

 

ᵣ  8 ̂11̃ 2 ̂3̃ 0 8 ̂5̃ 1 ̂1̃ 0 
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 8̂11̃ 0 0 5̂3̃ 0 0 

 17̂23̃ 7 ̂9̃ 0 35̂24̃ 5̂3̃ 0 

 36̂49̃ 10 ̂
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Ῥ   

Ҋ ԅ ᵠ Ῥ Ҭ̆ 10%

ᵠ Ҍ ̂MMY-2036 ̃Ȃ 

 

9̔≥10% ᵠ Ҍ  ̂MMY-2036 ̃ 

 

ᵠ Ῥ  (MMY-2036) 

 ≢ 

  3  ≥4  

№ ̔ ῃ ֲ ̆  130 

Ҍ ̆n () 126 (97) 

MedDRA №  

           

 

       ⁞  71 (55) 19 (15) 14 (11) 

 48 (37) 5 (4) 1 (1) 

Ҭ ⁞  23 (18) 9 (7) 0 

⁞  20 (15) 5 (4) 0 

 

 45 (35) 9 (7) 0 

Ḃ  36 (28) 0 0 

 14 (11) 0 0 

ῃ ᵝ  

 31 (24) 2 (2) 0 

ӎⱬ 29 (22) 6 (5) 0 

ӎ 21 (16) 0 0 

 15 (12) 0 0 

᷅  
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10̔ ̂ᴋѿ 10% ̃ ₮ Ҍ ̆ ≢ȁ

№ ȁ № ̆ ῃ № ̂DOXIL-MMY-3001 MMY-2045 ̃ 

 

  

ᵠ   

ᵠ  + Әԋ

ᵣ  ᵠ  +  

  

n () 

≢ ≥3  

n () 

  

n () 

≢ ≥3  

n () 

  

n () 

≢ ≥3  

n () 

№ ̔ ῃ ֲ  318  318  163  

Ҍ  301 (95)  314 (99)  154 (94)  

MedDRA №  

       

 

 124 (39) 16 (5) 145 (46) 23 (7) 51 (31) 7 (4) 

 126 (40) 3 (1) 154 (48) 8 (3) 20 (12) 1 (1) 

Ḃ  98 (31) 2 (1) 99 (31) 3 (1) 50 (31) 9 (6) 

 69 (22) 3 (1) 
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ᵠ   

ᵠ  + Әԋ

ᵣ  ᵠ  +  

  

n () 

≢ ≥3  

n () 

  

n () 

≢ ≥3  

n () 

  

n () 

≢ ≥3  

n () 

 28 (9) 10 (3) 34 (11) 3 (1) 13 (8) 3 (2) 
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 ᵠ MP  

(n=340) 

MP  

(n=337) 

MedDRA №   ̆n (%)  ̆n (%) 

  n (%) 3 ≥4 n (%) 3 ≥4 

  156 (46) 42 (12) 2 (1) 4 (1) 0 0 

  117 (34) 27 (8) 2 (1) 1 (<1) 0 0 

  42 (12) 6 (2) 0 4 (1) 0 0 

ῃ ᵝ  

 ӎ 85 (25) 19 (6) 2 (1) 48 (14) 4 (1) 0 

 ӎⱬ 54 (16) 18 (5) 0 23 (7) 3 (1) 0 

  53 (16) 4 (1) 0 19 (6) 1 ( <1) 1 ( <1) 

᷅  

  39 (11) 11 (3) 0 9 (3) 4 (  1) 0 

ף Ῑ  

 ⁞  64 (19) 6 (2) 0 19 (6) 0 0 

Ҋ  

  38 (11) 2 (1) 0 7 (2) 0 0 

 

 35 (10) 1 (<1) 0 21 (6) 0 0 

Ῥ  

ᶏ ᵠ ԇ Ȃ ⱴ III

Ҭ̆ҍ MP ̆ Ῥ ᵠ MP Ҭ ̂№≢ҹ

4% 14%̃Ȃ ᵠ MP Ҭ̆26% ԅ ̆

Ҭ ҹ 17%̆ Ҭҹ 3%Ȃ 

ғ ᵠ ̂1.3 mg/m2̃ ̆

ҍ ᵠ ῏ Ҍ ↓ԍҊ Ȃ MMY-3003 Ҭ̆410 ᵠ

ҍ 411 ȁ ̕

IFM2005-01 Ҭ̆239 ᵠ ֽ ҍ 239 ȁ

̕ MMY-3010 Ҭ̆130 ᵠ ≠

ҍ 126 ≠
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  Ḃ  242 (31) 89 (11) 10 (1) 214 (28) 67 (9) 8 (1) 

   215 (28) 71 (9) 22 (3) 206 (27) 77 (10) 9 (1) 

   133 (17) 29 (4) 23 (3) 110 (14) 26 (3) 6 (1) 

   95 (12) 30 (4) 18 (2) 87 (11) 35 (5) 6 (1) 

 

   147 (19) 53 (7) 20 (3) 54 (7) 11 (1) 4 (1) 

   101 (13) 24 (3) 11 (1) 80 (10) 15 (2) 2 (<1) 

   101 (13) 41 (5) 19 (2) 55 (7) 13 (2) 1 (<1) 

   64 (8) 23 (3) 4 (1) 76 (10) 23 (3) 1 (<1) 

ῃ ᵝ  

  ӎ 158 (20) 50 (6) 21 (3) 161 (21) 68 (9) 21 (3) 

    153 (20) 56 (7) 25 (3) 159 (20) 40 (5) 36 (5) 

   ӎⱬ 110 (14) 33 (4) 16 (2) 91 (12) 33 (4) 10 (1) 

 

  ⁞  239 (31) 54 (7) 63 (8) 171 (22) 27 (3) 27 (3) 
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ῤ№  0 2̂1̃ 1̂5̃ 10̂3̃ 

 0 28̂8̃ 1̂5̃ 73̂21̃ 

 9̂43̃ 185̂55̃ 18̂90̃ 262̂77̃ 

ῃ ᵝ

 8̂38̃ 199̂59̃ 16̂80̃ 239̂70̃ 

 2̂10̃ 27̂8̃ 5̂25̃ 31̂9̃ 

ᾧ  1̂5̃ 6̂2̃ 0 5̂1̃ 

᷅  10̂48̃ 182̂54̃ 13̂65̃ 234̂69̃ 

ᴴȁҬ  0 40̂12̃ 0 40̂12̃ 

 2̂10̃ 21̂6̃ 1̂5̃ 32̂9̃ 

ף Ῑ  6̂29̃ 124̂37̃ 10̂50̃ 159̂47̃ 

 5̂24̃ 151̂45̃ 7̂35̃ 172̂51̃ 

ȁ Ҍ

( ) 0 4̂1̃ 0 7̂2̃ 

 4̂19̃ 122̂36̃ 13̂65̃ 253̂74̃ 

 4̂19̃ 76̂23̃ 0 112̂33̃ 

 4̂19̃ 62̂18̃ 2̂10̃ 54̂16̃ 

Ӳ  1̂5̃ 15̂4̃ 1̂5̃ 21̂6̃ 

ȁ  5̂24̃ 123̂36̃ 8̂40̃ 133̂39̃ 

Ҋ  1̂5̃ 80̂24̃ 8̂40̃ 140̂41̃ 

ᵬ 0 3̂1̃ 0 7̂2̃ 

ҍ  1̂5̃ 69̂20̃ 6̂30̃ 112̂33̃ 

ҳ Ҍ  

ѿ II ҳ Ҭ̂M34103-053̃ ᴇԅ 155 ᶛ ᵠ

╕ 1.3 mg/m2 ῃ Ȃ ᵠ Ҭ ᵣ ῃ ҍ Ҭ

⌠ ᵌȂ ҉ ң Ҭ ≢ҹ̔ ₮ ⁞ ȁҬ

⁞ ȁ ȁ ȁ ԍ ̆ ₮

ȁ ԍ Ȃ 

ҳ  

14 ԅѿ ╠ ῃ ̆ Ҭ 240 ᶛ

ᵠ ̂1.3 mg/m2̃ҍ≠ ̂375 mg/m2̃ȁ ̂750 mg/m2̃ȁ ̂50 

mg/m2̃ ̂100 mg/m2̃̂VcR-CAP̃ Ȃ 

ң Ҭů3 ₮ Ԋᴆ ᵌ̂VcR-CAP 4 ᶛ̆R-CHOP 3 ᶛ̃ȂVcR-CAP

ů3 ₮ Ԋᴆ ғ Ȃ 

VcR-CAP Ҭ 31% ԅ ̆R-CHOP Ҭ 23% ԅ Ȃң ԅ

Ԋᴆ̆Һ ҹ ̂VcR-CAP ҹ 8%̆R-CHOP ҹ 5%̃Ȃ 

VcR-CAP R-CHOP Ῥ №≢ҹ 4.6% 0.8%Ȃ ḱ Ҭ

ᶏ Ȃ 

 

14̔ VcR-CAP R-CHOP ̂ LYM-3002̆N=482̃Ҭ

̂ů5%̃ 3 ů4 Ҍ  
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 VcR-CAP 

n=240 

R-CHOP 

n=242 

№   3  ≥4   
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 VcR-CAP 

n=240 

R-CHOP 

n=242 

№   3  ≥4   3  
ů4

 

 n̂%̃ n̂%̃ n̂%̃ n̂%̃ n̂%̃ n̂%̃ 

       

 15̂6̃ 1̖̂1̃ 0 3̂1̃ 0 0 

       

 16̂7̃ 1̖̂1̃ 0 8̂3̃ 0 0 

̔R-CHOP=≠ ȁ ȁ ȁ ̕ 

VcR-CAP= ᵠ ȁ≠ ȁ ȁ Ȃ 

 

҉  

ҳ҉ץ Ҭ ̆ᵖ ҳ ӈ Ҍ ↓ԍ 15Ȃ 

ҊҌץ ԍ ᵠ ҉ ῃ ȂҌ №ҹ̔ №

(ů1/10)̕ (ů1/100̆ғ<1/10)̕Ẽ (ů1/1000̆ғ<1/100)̕ (ů1/10000̆ғ<1/1000)̕ №

(<1/10000̆ ҩ≢ ᶛ)Ȃ 

Ҋ Ҍ Ҍ ᴇ ҳ Ҭ ₮ Ȃ Ҍ

ף ҳ Ҭ Ȃ 

15: ҉ Ҍ  
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 ῤ₀  

№   

 

 ῃ ᴰ ȁ  

 

 ᶷ  

 

 ȁ ȁ  

 /  

 

 ȁ  

Ẽ   

᷅  

 ȁ ᴡᾥ 

№  * 

ᾧ  

  

№   

 

 ȁ Һ ȁ  

̆  

 ȁ  

Ҋ  

№  - Ҭ  

 Ҭ ̂Sweet’s syndromẽ 

* ᶛ̆ ᵠ ̆ John Cunningham̂JC̃ ̆
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̂  8 Ȃ̃ ҍ Ҋ ң ҉ ׆̆ Ҋ ᶏ

Ȃ 

₮ ῒ ⱴ ̆ ╕ ȁ ҹ Ҋ

Ȃ ѿ ᵠ III
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ᵠ ῏ ῤ₮ ̆ Ȃ ѿ ᵠ

Ҭ̆ ᵞṿ ҹ 40%Ȃ ⁞ Ҥ ҍ

╠ ῏ ↓ԍ 16Ȃ ᵠ ₮ Ԋᴆ ̂≥3 ̃ ᵌ̆

№≢ҹ 5% 4%Ȃ 

 

16̔ ѿ ᵠ III Ҭ ⁞ Ҥ ҍ ╠ ῏  

╠ * ֲ

̂N=331̃** 

<10000/µL

ֲ ̂%̃ 

10000/µL͘

25000/µL ֲ

̂%̃ 

≥75000/µL 309 8̂3%̃ 36 (12%) 

≥50000/µL ͘<75000/µL 14 2̂14%̃ 11 (79%) 

≥10000/µL ͘<50000/µL 7 1̂14%̃ 5 (71%) 

* ҹ 50000/µL ῀  

**1 ҩ  

Ҭ ԅѿ ᵠ ҍ≠ ȁ ȁ

̂VcR-CAP̃ ̆ VcR-CAP ≥4 ⁞ Ҍ Ԋᴆ ҹ

32%̆ ≠ ȁ ȁ ȁ ̂R-CHOP̃ ↕ҹ 2%ȂVcR-CAP

R-CHOP ≥3 ₮ Ҍ Ԋᴆ №≢ҹ 1.7%̂4 ᶛ ̃ 1.2%̂3 ᶛ ̃Ȃ 

ң Ҭ ₮ Ԋᴆ ֙ȂVcR-CAP Ҭ Ҭ ̂CNS̃₮ Ԋᴆ̆ R-

CHOP Ҭ 1 ᶛ CNS ₮ ԊᴆȂVcR-CAP R-CHOP Ҭ№≢ 23% 3% ԅ

Ȃ 

VcR-CAP R-CHOP ≥4 Ҭ ⁞ №≢ҹ 70% 52%̆VcR-CAP

R-CHOP ≥4 Ҭ ⁞ №≢ҹ 5% 6%Ȃң Ҭ№≢ 78% 61%

ԅ ┬ Ȃ 

 Ҍ Ԋᴆ 

ᶏ ȁ ȁḂ ̆ ᶏ Ȃ

̆ ᾟᵣ Ȃ ҹ / ̆

ץ ᾧ Ȃ ₮ ȁ Ȃ 

  

ҹ ̆ ғ ץ ̆ Ȃ

╠ ԍ ΐ Ȃ ℗ Ȃ 

 ⱳ ᴴ  

ף ̆ Ҭ ⱳ ᴴ ᵣῤ ᴪ ⱴȂ ᶏ

ᵞ ╕ Ҥ ῒ Ȃ 

 ᵬ ⱬ  

ᴪ Ꞌȁ ȁ ⱬ Ȃ ₮ ҉ ̆Ҍ ᵬ Ȃ 

 ԍᾙ Ҍ ⌠ Ȃ 

ȍ Ӳ Ȏ 

 

ᶏ ᾧ Ȃ 
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ҳ ╠ ̆ 0.075 mg/kĝ 0.5 mg/m2̃ ᾮ 0.05 mg/kĝ 0.6 mg/m2̃

╕ ᵠ ֟ Ȃ҉ ╕ ҳ ╕ 1.3 mg/m2 ѿ ̂ ᵣ

̃Ȃ 

ᾮ 0.05 mg/kĝ0.6 mg/m2̃̆ ₮ ץ֟ ה Ҋ

Ȃ ᵣה ᵞȂ҉ ╕ ҳ ╕ 1.3 mg/m2 ѿ ̂ ᵣ ̃Ȃ 

ᵠ Ȃ Ȃ ᶏ

̆ ᾙ Ȃ 

ᶏ ̆ ᶏ ̆ ғ ᾧ ӲȂ 

Ӳ  

Ҍ ᵠ ֲᵣӲ № Ȃ ԍ ֲᵣӲ № ץ̆ Ӳ

Ῑ ᾙ Ҥ Ҍ ̆ Ӳ Ҍ ӲȂ 

ȍᾙ Ȏ 

̆ ᾙ Ҭ ῃ Ȃ 

ȍ Ȏ 

669ᶛ Ҭ 2̆45̂ 37%̃ɒ ≥65 ̔ ᵠ 125̂ 38%̃

ᶛ̆ 120̂ 36%̃ᶛȂ ᵠ ≥65 Ҭᵝ Ҭᵝ ԍ

̂ Ҭᵝ 5̔.5ҍ4.3ҩ ̆Ҭᵝ 8̔.0ҍ4.9ҩ ̃Ȃ ᵠ

≥65 ᴇ Ҭ 4̆0%̂ n=46̃ ₮ ԅ ̂CR+PR̃̆ ֽҹ18%̂ n=21 Ȃ̃

ᵠ ≤50 ȁ51~64 ≥65 Ҭ3 4 Ҍ Ԋᴆ №≢ҹ64%ȁ78% 75%Ȃ 

ᵠ Ҭ̆≥65 ҍ ῃ ҉ ᵣ ̕ᵖҌ ѿ֓

ᵠ Ȃ 

ȍ ԑᵬ Ȏ 

ᵣ ꜚ ᵣ ̆ ᵠ P450̂ CYP̃ 1A2ȁ2C9ȁ2C19ȁ2D6 3A4

└╕Ȃ ԍ CYP2D6 ᵠ ף ᵬ ̂7%̃̆ ץ ף CYP2D6 Ҍᴪ

ᵠ ᵣ№ Ȃ 

ѿ ԑᵬ Ҭ̆ ᴇԅ ̂CYP3A4 └╕̃ ᵠ ⱬꜚף ᵬ

̆12 ᶛ ᵠ AUC ⱴԅ 35%Ȃ ̆ ᵠ ҍ CYP3A4 └╕

̂ ȁ≠ ̃ ℗ Ȃ 

ѿ ԑᵬ Ҭ̆ ᴇԅ ̂CYP2C19 └╕̃ ᵠ ⱬꜚף

ᵬ ̆17 ᶛ ῒ ᵠ ⱬꜚף Ȃ 

ѿ ԑᵬ Ҭ ᴇ≠ ̂CYP3A4 ╕̃ ᵠ ⱬꜚף ᵬ ̆6

ᵠ AUC ᵞ 45%Ȃ ̆Ҍ ҍ CYP3A4 ╕ ̆ ҹ

ῒ ᴪ ᵞȂCYP3A4 ╕ ≠ ȁ ȁ ȁ Ȃ

ԑᵬ Ҭ ᴇԅ CYP3A4 ╕ ᵬ ̆7 ᵠ

ⱬꜚף Ȃ 
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ȍ Ȏ 

ῃ ̆ ╕ ץ̂ mg/m2 ҹҳ ╕ 2~3

Ṑ̃ҍ ⱴȁ ⱬ ᵞȁᵞ ֙ ῏Ȃ ⱬ ᵞ ᵞ ⱬ

Ȃ ԇ ╕ ̆ ⌠ QT ⱴȂ ԇ 3.0 mg/m2 ╕ ̂ ҹҳ

╕ 2 Ṑ̃̆ 1 ₮ ᵞ ̆ 12~14 ֙Ȃ 

ԍ ╕ 2 Ṑ ₮ ῏ ᵞ ᵬ ⁞ ̆ғ

₮ Ȃ 

Ȃѿ ̆ ̆ ץ

̂ ȁ / ⱬ ̃ ᵣ Ȃ 

ȍ Ȏ 

ᵬ  

ᵠ Ӳꜚ Ҭ 26S ᵣ └╕Ȃ26S ᵣ ѿ

ᵣ̆ Ȃ - ᵣ ῤ Ҭ

⌠ ᵬ ץ̆ ῤ Ȃ ᴪ ῤ ҩḤ ̆ └

ᴪ ֙Ȃ 26S ᵣ └ Ȃr ᵠ

ΐ Ȃҳ ╠ ᵣῤ ᵠ

ῤ Ȃ 

ᵣ ȁ ᵣ ꜚ ̆ ᵠ Ḇ № ⱴῒ ғ̆ └

ⱳ Ȃ҉ ᵬ ץ ᶏ Ҭ ⌠Ȃ 

ң ԇ 1 mg/m2 1.3 mg/m2 ╕ ᵠ ̂ ╕ n=12̃̆ ԍῃ Ҭ 20S

ᵣ └̂ ԍ ̃₮ 5 № Ȃ1 mg/m2 1.3 mg/m2 ╕ 20S

ᵣ ᵣ └Ȃ1 mg/m2 1.3 mg/m2 ╕ └ №≢ 70%⌠ 84% 73%

⌠ 83%Ȃ 

 

ᵌԍ ╕ ꜚ ̂ 2 ῤ 2 ̆ ᴡ ѿ ̃̆

⌠ ⁞ ץ ȁ Ȃꜚ Ҭ

ᵠ ȁ ץ Ȃ ̆ ȁ

Ҭ₮ ԅ ₮ Ȃ 

̔ 

ԇ 2 Ṑԍҳ ╕ ᵠ ̆ ᵄץҤ ᵞ ȁ

12 ⌠ 14 ֙Ȃ ԍ ԍ 1.2 mg/m2 ╕ ₮ ҍ╕

Ȃ ᵠ № ԍᵣῤ № Ҭ̆ῒҬ ԅ Ȃ ⌠ԅ

₮ ȁ Ȃ 

ᴰ ̔ 

Ҭ ד ᵣ ᵣ ᵠ ΐ ̂ ᵣ ̃ȂAmes

ᵣῤ ᵠ ᴰ Ȃ 

̔ 

̆p ѿ Ҭ ԅ ᴇȂ6 ҩ

̆╕ ≥0.3 mg/m2̂ҳ ╕ 1/4̃ ᵠ ᶏ ̆╕ ҹ 1.2 mg/m2

⌠ Ȃ ⱬ Ȃ 

̔ 

ᵠ Ȃ 
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ȍ ⱬꜚף Ȏ 

11 ᶛ ԇ ᵠ 1.0 mg/m2 1.3 mg/m2 ̆ ╕ ̂ 1 ̃

ṿ№≢ 57 112 ng/mlȂ Ҭ̆ ᵠ ṿ 67 

106 ng/ml ̂1.0 mg/m2 ╕ ̃ 89 120 ng/ml̂1.3 mg/m2 ╕ ̃Ȃ ᵠ

40~193 Ȃҍ ╕ ̆ ᵠ Ȃ 1.0mg/m2

1.3mg/m2 ᵣ ṿ№≢ҹ 102 112L/h̆ 1.0 mg/m2 1.3 mg/m2 ╕ ᵣ

ṿ 15~32 L/h ӊ Ȃ 

III PK/PD Ҭ̆ ѿ 1.3mg/m2 ╕ Ҋ

̂ n = 14̆ Ҋ n = 17̃ ̆ң ῃ ̂AUClast̃ Ȃ Ҋ

(20.4ng/mL)ᵞԍ  ̂223 ng/ml̃ ȂAUClast ₃ᵥ ṿӊ ҹ 0.99̆90%

Ḥ ҹ 80.18% ~ 122.80%Ȃ 

№  

1.0mg/m2 1.3mg/m2 ᵠ ̆ ᵣῤ №

ṿ 489~1884 L/m2̆ ᵠ № ԍ Ȃ ҹ 100~1000 ng/ml ̆

ᵠ ҍֲᵣ ҹ 83%Ȃ 

ף  

≠ ֲᵣ ᵣ ԑ ̂cDNÃ P450 ᵣ

̆ ᵠ Һ P450 3A4ȁ2C19 1A2 ף ̆ 2D6 2C9 ף Ȃ

Һ ף ̆ 2 ҩ ף Ῥ̆ ₃ҩף ֟ Ȃ

ᵠ ף ֟ └ 26S ᵣ Ȃ8 10 № 30 № ̆

Ҭף ֟ ᵞȂ 

 

ᵠ ֲᵣῤ Ȃ 

ȁ ≢ ֲ  

104 ᾙ (2~16 ) 2 1.3mg/m2 ᵠ Ӟ ԍ№ ᵠ ꜚף

ⱬ Ȃ ᵣ ⱬꜚף № ̆ ᵠ ᵣ ⱴ ⱴȂ ₃ᵥ ṿ

̂%CṼҹ 7.79̂ 25% L̃/hr/m2̆ № ᵣ ҹ 834̂ 39% L̃/m2̆ ҹ 100̂ 44%̃ Ȃ

ᵣ ̆ῒֲז ̆ ȁᵣ ≢̆ ᵠ Ҍ֟ ΐ ҳ

ӈ Ȃ ⌠ᾙ ᵣ ᵠ ҍ ֲ ᵌȂ  

ᴇ ≢ ֲ ᵠ ꜚ Ȃ 

ⱳ ᴴ  

ᴇԅ 60 ᶛ ᵄ ⱳ ᴴ ᵠ ⱬꜚף ̆ Ҭ ᵠ ╕ ׆

0.5 ⌠ 1.3mg/m2Ȃҍ ⱳ ̆ ⱳ ᴴҌᴪ ᵠ ╕ ѿ AUCȂ

ᵖ Ҭ ⱳ ᴴ Ҭ ᵠ ╕ ѿ AUC ṿᴪ ⱴ 60%Ȃ Ҭ

ⱳ ᴴ ᶏ ᵞ ╕ ̆ Ҥ Ȃ 

ⱳ ᴴ  

ѿ ⱬꜚף Ҭ Ҍ̆ ⱳ ᴴ ̂CrCL №̃ ̔  ̂CrCL 

≥60 ml/№ /1.73 m2̆n=12̃̆  ̂CrCL=40͘59 ml/№ /1.73 m2̆n=10̃̆Ҭ  ̂CrCL=20͘39 

ml/№ /1.73 m2̆n=9̃  ̂CrCL < 20 ml/№ /1.73 m2̆n=3̃Ȃ ғ

Ῥ ԇ ᵠ 8 ᶛȂ ᵠ ╕ ҹ 0.7͘1.3 mg/m2  ̆ 2 Ȃ ᵠ

(╕ ѿ AUC ) ҉ץ Ҭ Ȃ 
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ȍ Ȏ 

ᾣ̆ Ḡ Ȃ 

ȍ Ȏ 

Ҭ └ ╕ ̆1 / Ȃ 

ȍ Ȏ 

24 ҩ  

ȍ ‰Ȏ 

YBH12392020 

ȍ ‰ Ȏ 

‰ H20173306 

ȍ ҉ ֲȎ 

̔ ҙ Ὲ  

̔ Ԑ  

ȍ ֟ᴑҙȎ 

̔ ҙ Ὲ  

̔ Ԑ қ 5  

̔222069 

Ⱶ ̔4008285227 ѿ ԓ 9:00-17:00̂ Ẋ ̃ 

    ̔http://www.hansoh.cn 

ȍᶏ ׃ Ȏ 

Ҍ ╕Ȃ └ 25ŅҊḠ ̆ 8 ῤᶏ Ȃ └

ῤҌ 8 ̆ғҌ ῤᾣ Ҋ 8  Ȃ҉ץ

30ŅץҊḠ ̆ ᾣ Ȃ 

ᵬ Ԋ  

ҹ ̆ ץ └ ̆ ᵬȂ └ ғ

ץ ᾧ Ȃҳ Ҭ̆ 5% ₮ ┬ ̆ᵖ ᴴȂ 

ᵠ Ҍ ῤ ֙ ᶛ Ȃ ̆ ֽ ԍ Ҥ̆ ῤ Ȃ 

└ 

Ҋ ̆ᶏ 0.9% Ȃ └ ҹ ȁ Ȃ ᾛ

’Ҋ̆ ᶏ ╠ Ȃ ⌠ ₮ Ҍ̆

ᶏ Ȃ 

  

1 mg  3.5 mg  

̂ ̃ ̂0.9% ̃ᵣ  1.0 ml 3.5 ml 

└ ̂mg/ml̃ 1.0 mg/ml 1.0 mg/ml 

 

http://www.hansoh.cn/

