
(Attachment) 

 

Designation of “Shitei Yakubutsu” (designated substances) based on the provision of the  

Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, 

Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics 

(1960, Law No.145) 

 

In order to clarify the regulation under the Act on Securing Quality, Efficacy and Safety of 

Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene 

Therapy Products, and Cosmetics (hereinafter referred to as the “Act”), the Minister of Health, 

Labour and Welfare of Japan proposes to designate the following substances as “Shitei 

Yakubutsu” (designated substances). Manufacture, import, sale, simple ownership and the use 

of “designated substances” are banned except for the “proper uses” (see below). 

 

● The proposed substances as “Shitei Yakubutsu” 

1-Phenyl-propan-1-one by monosubstitution at the 2-position by any of the substituents 

listed in Column (a) of Table, whether or not further monosubstituted at the 3-position by 

either of the substituents listed in Column (b) of Table, whether or not further substituted 

in the phenyl ring by one of the substituents listed in Column (c) of Table and their salts. 

 

Table 

(a) 
NH2, NH(Me), NH(Et), N(Me)2, N(Me)(Et), N(Et)2, 

1-pyrrolidinyl 

O

1
2

3 

1-Phenyl-propan-1-one

(b) n-C3H7、n-C4H9、n-C5H11、n-C6H13、n-C7H15 

(c) 

2-X, 3-X, 4-X 

(X=Me, Et, OMe, F, Cl, Br, I) 

2,3-Methylenedioxy, 3,4-Methylenedioxy  

 

 

● The “proper uses” for all “Shitei Yakubutsu”, designated based on the Act 

 

1. To be used for researches or tests at the government, the local governments, agencies 

thereof, technical colleges, inter-university research institutes, the independent 

administrative agencies and the local independent administrative agencies  

2. To be used for tests under the Act, and 

3. To be used for forensic use  


