
藥品主成分衍生之亞硝胺類不純物 
製表日期：112年 4月 27日 

亞硝胺類不純物名稱 來源 
參考製劑限量 

ng/day 

1-Methyl-4-nitrosopiperazine, MeNP rifampicin 26.5 

N-Nitrosovarenicline, NNV varenicline 37.0 

N-Nitrosomethylphenidate, NMPH methylphenidate 1,300 

N-Nitrosorasagiline rasagiline 18 

7-Nitroso-3-(trifluoromethyl)-5,6,7,8-

tetrahydro[1,2,4]triazolo-[4,3- 

a]pyrazine 

sitagliptin 37 

N-Nitrosonortriptyline amitriptyline, 

nortryptyline 

8 

N-Nitrosodabigatran dabigatran 18 

N-nitrosoduloxetine duloxetine 100 

N-nitrosofluoxetine fluoxetine 100 

N-nitrosoparoxetine paroxetine 1,300 

N-nitroso-mefenamic acid mefenamic acid 78,000 

 


