
 
: 2007 01 16  

: 2007 05 26  

2008 04 18  

2009 05 19  

2009 12 02  

2010 10 22  

2011 01 10  

2011 11 05  

2012 02 27  

2012 06 25  

2012 08 28  

2014 12 24  

2015 02 09  

2015 08 18  

2015 12 14  

2017 05 19  

2017 07 17  

2017 08 31  

2018 02 01  

2019 03 28  

2019 07 24  

2020 06 19  

2021 04 08  

2021 12 01  

2022 06 09  

2022 06 21  

2023 06 21  
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® 

Methylphenidate Hydrochloride Prolonged-Release Tablets 

Yansuan Paijiazhi Huanshipian 

 

 

- -2-  

 

 

C14H19NO2·HCl 

269.77 

 

18mg 2910

K30 188

II  

36mg 2910

K30 188

II  
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DSM-IV 6-17 18-65

 

DSM

ICD  

/

 

 

1 18 36 mg  

 

6  

 

1  

12  

 

 

 

 

 

18 mg 18 36 mg  

 

10-60 mg/
 

 

  
5 mg 2 3  18 mg 

10 mg 2 3  36 mg 

15 mg 2 3  54 mg 

20 mg 2 3  72 mg 
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18 mg 1

54 mg 72 mg  

 

 

 

 

 

 

 

 

 

1%  

ADR  

 

4 639

ADHD  

1 1%  

ADR  

 1 4 1%
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/  

 
 

n=321  
% 

 
n=318  

% 
 

         2.8 2.2 

 
        * 2.8 0.3 

 
         1.9 0 

 
         1.9 0.9 

         1.2 0.9 

 
  6.2 3.8 

   2.8 1.6 

 
   2.2 0.9 

* =0.6% =2.2%  

  

 

3 905 ADHD

 

2 1%  

2 3 1%

 

Confidential - FOIA Exemptions Apply in U.S.



/  
  

 
n=596  

% 

 
n=309  

% 
 

 1.7 1.0 

 1.3 1.0 

 
 24.8 6.1 

 4.2 1.3 

 
 13.3 7.8 

 8.4 2.9 

 5.7 2.6 

 4.4 2.6 

 4.0 0 

 3.2 0.6 

 2.3 0.6 

 1.5 0.6 

 1.5 0.6 

 1.3 0.6 

* 1.5 0.6 

 1.3 0.3 

 1.3 0.3 

 1.2 0.6 

 1.0 0.3 

 
 24.2 18.8 

 7.4 5.5 

 3.4 0.6 

 1.2 0 

 1.0 0.3 

 
 1.3 0 

 1.3 1.0 

 
 2.0 0.3 

 
 6.0 0 

 4.5 0.6 

 
 2.2 1.6 

 1.3 0.6 

 
 1.5 1.3 

 1.2 1.0 

 1.2 0.6 

 
 15.1 3.6 

 14.3 4.9

 2.0 1.9 

 1.8 0.6 
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      1.5 0.6 

 
 5.7 1.3 

 
 1.3 0 

 1.0 0.3 

 
 1.0 0.3 

 
 5.2 2.9 

 4.7 4.2 

 1.8 0.6 

 1.2 0 

 
 8.7 3.6 

 3.0 1.9 

 2.5 1.9 

 1.0 0 

*  

 

1%  

12 3782 ADHD

 

3 1% 1 2   

 3 12 1%  

/  
 

 
n=3782  

% 
 

 2.0 

       1.1 

 
 1.0 

 
 2.4 

 1.3 

 1.2 

 
 1.3 

 
 1.4 

 

1%  

4 1% 
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 4 1%  

/  
          

 
 

 
 

 
 

 
 

 
 

 
 

 

 

5  

   1/10 

  1/100  < 1/10 

  1/1,000  < 1/100 

  1/10,000  < 1/1,000 

  <1/10,000  

   

5  

 5  
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/  
  

 
 

 
 

 
 
 

 
 

 
 

NEC  
NEC 

 

 
 

 
 
 
 

 
* 
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       NEC  

       *  
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ADHD
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Tourette  

Tourette Tourette

Tourette

  

 

ADHD

/

 

 

0.1%

3482 4

0  

 

ADHD ADHD

 

 

 

14 7~10

36 10~13

7 3

2cm 2.7kg

/
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/  

 

 

 

 

2~4mm Hg 3~6bpm ,

3

2~6 1~4mm Hg

4~6bpm

-2~3bpm -1~1mm Hg 0~1mm Hg

-1~1mm Hg -2~0mm Hg

Confidential - FOIA Exemptions Apply in U.S.



 

 

 

 

 

 

 

 

 

 

 

 

5

0.16% 0.7%

1.1 2.7  

 

6 6  

 

65  

 

2  
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5-

 

 

 

 

 

 

 

8  

n=40 108mg 60mg 5

108mg [ ]

60mg -

60mg  

n=49 54mg 108mg

50mg 90mg

54mg 108mg 50mg 90mg

108mg

50mg

22%  
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/

 

 

 

 

 

 

 

 

1~2

6~8

3 1

1 3

 

36 1 18mg 3 5mg

 

6  

  18mg  1  

 n=36  

5mg 3   

n=35  

Cmax ng/mL  3.7  1.0 4.2  1.0 

Tmax 6.8 1.8 6.5 1.8

AUCinf

ng h/mL  
41.8  13.9 38.0  11.0 

t1/2  3.5  0.4 3.0  0.5 
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1

AUC t1/2  

 

18 36 54mg Cmax AUC(0-inf)

Cmax AUC(0-inf)

1/40  

54~144mg/ / MPH

- - PPAA Cmax AUCinf

4

54~144mg/ PPAA MPH  

13 16 ADHD

18~72mg/ Cmax AUCTAU  

 

3.5  

 

PPAA

- - 3

 

 

90% - -

80%  

 

 

 

 

AUC(0-inf) 36.7ng h/mL

37.1ng h/mL  

 

AUC(0-inf)
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6  

 

80% PPAA

 

 

 

 

          

 

DSM-IV

4 2

ADHD  

 

416 6~12

3 1 2 4 3

18 36 54 mg 12 3 15 30 45 

mg   

1 2 3 IOWA-Conners ADHD

/

1  
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1 IOWA-Conners /  

1 2 SKAMP Swanson Kotkin Agler M-Flynn

Pelham ADHD

12 2

SKAMP  
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2 SKAMP SEM 1 2  

 

177 4

72 mg/ 1.4 mg/kg/ 13~18 ADHD

4 220 ADHD

177 72 mg/

18~72 mg/

n=87 n=90 ADHD

 

 

627 18~65

7 5 36~108 mg/ 5

6 18 36 72 mg/ 1  

5 ADHD AISRS

36~108 mg/ 18~65 ADHD 7

226 110 116 36 

mg/ 18 mg/

1 =  
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36~108 mg/ AISRS

 

6 5

3 18 36 72 mg 18 mg n=101 36 mg

n=102 72 mg/ n=102 n=96 ADHD

CAARS Conners ADHD

 

 

 

 

 

 

Ames

 

 

18 160mg/kg/

80 mg/kg 8 mg/m2  

30mg/kg/

15 mg/kg 3 mg/m2 AUC

PPAA 1~2

200mg/kg/ 100

mg/kg 40 mg/m2  

 

B6C3F1 60mg/kg/

30 mg/kg

4 mg/m2
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F344 45mg/kg/

22 mg/kg 5 mg/m2  

p53+/- 24 60~74mg/kg/

 

 

 

 

15 / /  

 

24  

 

JM20110003 

 

18mg HJ20170262 

36mg HJ20170263 

 

18mg TPI20170701 

36mg TPI20170702 

 

Janssen Pharmaceuticals, Inc. 

1125 Trenton-Harbourton Road, Titusville, NJ 08560 United States of America 

 

Janssen-Cilag Manufacturing,  LLC 

State Road 933, KM 0.1, Mamey Ward, Gurabo, PUERTO RICO 00778, United 

States (USA) 

 

 

19  

710304 

400 888 9988 

(029) 82576616 

http://www.xian-janssen.com.cn 
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