
  
   

  
 )CAR( T-

®

ِ
-----------------------------------------------------------------------------------------------------------------

ِ)SFDA .(12025



v

ُ .
ُ ً

.

)RMP (
.

.

.

CAR-T
 .

CAR-T .

 .
CAR-T .ً

CAR-T.

  

       ًCAR-T

 ُ  ،    

     

-----------------------------------------------------------------------------------------------------------------
ِ ِ)SFDA .(12025



 

)RMP (

     CAR-T8

 CAR-T9 –10

  12

 13

   )   (14

  CAR-T15–16

   CAR-T17

      CAR-T18–21
18
19
19
21
21
21
21

  CAR-T 22–24
ُ

  CAR-T29–30

   32

   34-33

     CAR-T 36-35

44-43

   CAR-T 52-45

 52-45

 53

  
-----------------------------------------------------------------------------------------------------------------

)CAR-T(

ِ ِ)SFDA .(12025



     CAR-T
        

)CAR (
 .CAR-T

——
 .CAR-T

 .
CAR-T .ُCAR-T .

ّ.1 - 3

   
CAR-Tُ

.
ُ.4ُ

ً"- ""® ""CAR-T."

1 .Ali SA, et al. Blood. 2016;128(13):1688–700.2 .Levine BL, et al. Mol Ther Methods Clin Dev. 2016;4:92–101.
.3Janeway CA, et al. In: Immunobiology: The Immune System in Health and Disease, 5th ed; New York: Garland Science; 2001.
.4CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  

 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.
.5Hayden PJ, et al. Ann Oncol. 2022;33(3):259–275.

ُCAR-T .

ً
.5

CAR-T .ً
CAR-T.5

)CAR-T(

  
-----------------------------------------------------------------------------------------------------------------

8
ِ ِ)SFDA .(12025



CAR-T

 CAR-T
CAR-T:1

CAR-T

4

 2 - 

CAR-T .
2.

 1 -  

CAR-T.

 3 -   )  (
CAR-T .ً

.

 5 -
4

.

14ً
 .ً

.

ُ15ً
.   CAR-T

ّ ّ ُ .ُ
2628)CAR-T (.

CAR-T

CAR-T ،
 ..

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025  .
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

)CAR-T(

5

CAR-T

123

)
(

4

CAR-T

CAR-TCAR-T
CAR-T.

 4 -   CAR-T
ُCAR-Tً .

.

-----------------------------------------------------------------------------------------------------------------

10 9
ِ ِ)SFDA .(12025



1
1

        

ُ .
.  

ُ .
ُ.1

 .ُCAR-T
.

26-28)CAR-T.(

  

ً ُ .ُ
ُ)

ً .(24-26.

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

:36.1

  CAR-T

)CAR-T(

 
-----------------------------------------------------------------------------------------------------------------

12
ِ ِ)SFDA .(12025



    

ُ
CAR-T .4.1

CAR-T)26-28
CAR-T .() (
 ..1

ًCAR-T .
" " .ً

 .ُ
ً .

.

 

ً ُ .ُ
ُ .

24-26.

57CAR-T
CAR-T.

ُCAR-Tً ّ ُ
 .CAR-T

ً3.1

 . .
.

ُ.

   )   (
          

ً ُ .ُ
ُ)

 .(
24-26.

ً
 :2،3*

•†

•†

•†

•

•

•

•

•

•

*ُ23.
†CAR-T.

.1CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

.2500 .2019.

.350 .2023.

 :
 .1.

 :ً3ً57
CAR-T.1

1 .CARVYKTI 3.2 x 106 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

14 13
ِ ِ)SFDA .(12025



 .
 .

)DMSOُ ()
 .( .

ً.1

 1

ً .
ّ ُ

)
 (.

:

•)
(

•).(

•.

• ّ ِ ِ .
ً ُ.

)(.

 1

ُ:

•.

•.

•.

•.

•" "" ".

•ً
.

  
) (.

ً
ً .

.1

 1

ُ:

•6)ُ
 (.

•.

.

 1

ً ِ ُ ً ِ
 .

.
ً ِ ً ِ

ِ.

ِ .
 ً ِ ِ.

ِ ِِ
 ِ.

   CAR-T

CAR-T

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
  :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

16 15
ِ ِ)SFDA .(12025



 :ً60.1

         CAR-T 

ُ
CAR-T .

.

30-60:

•.1

•ّ).(1

ًُ
.1

ُ .ُ.1

•.ّ ُ
ً60.1

•ً .

ُ .
.1

  CAR-T

ً ُ .ُ
ُ .

24-26.

     
 CAR-T

CAR-Tُ ً
 .

4.1

14ً.  
ً

 .
 .

.1

ُ.

ً
 .ًُ

 .ُُ
.

     
ًُ

.1CAR-T
 .CAR-T

 .
CAR-T.

ُ
 .4552

.
CAR-T

ًCAR-T.

CAR-T

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

18 17
ِ ِ)SFDA .(12025



 
ً .

ً.1

:
  ( CRS )1

•ّ)38(
.

ُ") "CRS.(
 ّ ُ1

•ّ ُ
.

•
:

•*
•*
•*
•*
•*

•
ُ"ّ ُ

) "ICANS ( .ّ
ّ ُ

ِ.

 .
ُ"."

ُ
.

.1

*ُ.

 .

CAR-T)CAR-T(

 ً¹
)10(

·)
·
·
·)
·
·
·
·
·ّ
·
·)(

· ّ

·ًً ً

·
-

·

·
·ُ ً""

·:

·)

·") "

 (

·

·" "

·
·ُ""

·ُ"

 """

¹
)ً10(

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

·)

·)

·
·
·
·)(

·)(

·
·
·-

ُ""

·
""

·ُ""

·
·
·
·
·" "

·
·
·ُ" "

-----------------------------------------------------------------------------------------------------------------

20 19
ِ ِ)SFDA .(12025



ُ

•ُ :
)MRD .(
CAR-T.

•
HIV.1

•.1 1

ً
 .8

.

.1

 . .ً
ً

.1

CAR-T .
CAR-T.

CAR-T

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

)CAR-T(

¹
)ً100(

·/

·ُ)(

-----------------------------------------------------------------------------------------------------------------

22 21

.

ِ

ً

ِ)SFDA .(12025



     CAR-T

CAR-Tُ
 .

 ُ.

         :

·    
)

/

· ً          
)

]COPD [ .(ُ15-16)
CAR-T (.

·     
)

CAR-T .(ُ15-16
)CAR-T (.

·          
)ً ً

ً.(

·            
)

.(

)CAR-T(

  CAR-T 

-----------------------------------------------------------------------------------------------------------------

24
ِ ِ)SFDA .(12025



3840.

 ·  
)ّ

CAR-
T.(

 ·        
)/iPad

/ُ
.(

 ·  
)CAR-T

/ُ
/.(

 ·    َ
)/

/.(

 

 ·     ّ     
)ّ

ً .(ُ18-21)
CAR-T (.

 ·       
)

.(

 ·      
)ّ

ً ُ.(

 ·         
)

.(

 ·          
)CAR-T

ُ.(

 ·      
)

.(

    

 ·        َ
)

.(

 ·   
)

CAR-T ،
ُ ُ .(ُ18-21)

CAR-T (.

CAR-T)CAR-T(

-----------------------------------------------------------------------------------------------------------------

 ·           
)ُ ّ

.(

26 25
ِ ِ)SFDA .(12025



      CAR-T

 .CAR-T
ُ

.1ّ ُCAR-T
 .CAR-Tّ ُ

)BCMA( ،1.2

CAR-Tُ
.

ُCAR-T
.

  CAR-T

:)4(
 .ً.1

.1CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

.2Tai YT and Anderson KC. Expert Opin Biol Ther. 2019;19(11):1143–1156.

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

28
ِ ِ)SFDA .(12025



  CAR-T
        CAR-T    :

 1

    
   

 2

    
  CAR-T

 3

  ُ 
   

 

 4

   CAR-T
    

 5

  CAR-T 
  

:CAR-T4.1

1 .CARVYKTI 3.2 x 106–1.0 x 108 cells dispersion for infusion. EMA Summary of Product Characteristics, February 2025.  
 :https://www.ema.europa.eu/en/documents/product-information/carvykti-epar-product-information_en.pdf.

CAR-T)CAR-T(

-----------------------------------------------------------------------------------------------------------------

30 29
ِ ِ)SFDA .(12025



  
 

)ً.  
 .(.

 

CAR-Tً
 .ُ

.

 ُ      

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

32
ِ ِ)SFDA .(12025



   

    

   CAR-T

      
   :

 .ُ
/)CAR-TCAR-TCAR-T(

:

   
 CAR: T-

) :ُ/ً(.

 :

/:  :

 : :

 :

/:  :

 : :

 :

/:  :

 : :

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

34 33
ِ ِ)SFDA .(12025



35

  ® ) (

 .
 .

.

 :

   

   :   :

 ِ

     CAR-T

  :  :

  CAR: T-  CAR: T-

 ِ

  

َ ُ .ِ
.

.

4

.

8

.

.

 ِ

ُ ً

ُ
.

ًُ
 .

.

.

.

  
  CAR-T

 

ُ
 .

CAR-T
 .

.

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

 ُ

36
ِ ِ)SFDA .(12025



38

        
       :

     ّ ُ
)CRS(

ّ)38(

 ِ

     

ُCAR-T
.

 )(

)CAR-T (.

)ُ  (

 ِ

   

ً ُ ً ً
)CRS (ّ ُ .

CRS .ُ
CRSّ ُ.

.

 ِ

.
.

ُ

CAR-T

-----------------------------------------------------------------------------------------------------------------

37
ِ ِ)SFDA .(12025



39

/:

)CAR-T(

 .
ُ .ً

ُ.

-----------------------------------------------------------------------------------------------------------------

40
ِ ِ)SFDA .(12025



)CAR-T(

 .
ُ .ً

ُ.

-----------------------------------------------------------------------------------------------------------------

42 41
ِ ِ)SFDA .(12025



5

CAR-T

123

)(

4

CAR-T

   CAR-T 

:)
:(

:

):(

):(

CAR-
T :

:

CAR-T

CAR-T

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

44 43
ِ ِ)SFDA .(12025



    
   CAR-T

CAR-T  :

1 )  :(

12
/)

(:
1.

)
(:

2.

)
(:

3.

1

2

3

4

5

6

7

)CAR-T(

-----------------------------------------------------------------------------------------------------------------

46 45
ِ ِ)SFDA .(12025



    
   CAR-T

CAR-T  :

2 )  :(

)CAR-T(

12
/)

(:
1.

)
(:

2.

)
(:

3.

1

2

3

4

5

6

7

-----------------------------------------------------------------------------------------------------------------

48 47
ِ ِ)SFDA .(12025



    
   CAR-T

CAR-T  :

3 )  :(

)CAR-T(

12
/)

(:
1.

)
(:

2.

)
(:

3.

1

2

3

4

5

6

7

-----------------------------------------------------------------------------------------------------------------

50 49
ِ ِ)SFDA .(12025



    
   CAR-T

CAR-T  :

4 )  :(

)CAR-T(

12
/)

(:
1.

)
(:

2.

)
(:

3.

1

2

3

4

5

6

7

-----------------------------------------------------------------------------------------------------------------

52 51
ِ ِ)SFDA .(12025



 

BCMA

CAR

COPD

CRS

DMSO

HIV

ICANS

MRD

RMP

-----------------------------------------------------------------------------------------------------------------

53
ِ ِ)SFDA .(12025



:

)(

 :npc.drug@sfda.gov.sa

 :19999

 :http://ade.sfda.gov.sa

ُ

Johnson & Johnson

Trading Limited)(

 :30 ،

.

00966-11-4339133

 : :6530511556 ،

/

ُ:

 :GCC-PV2@its.jnj.com

 :00966540015811

-----------------------------------------------------------------------------------------------------------------

56 55
ِ ِ)SFDA .(12025


