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Table 1 Deviation calculation of theoretical values and experimental values of the impurities in MS,

ES 43 F HE{E (m/2) S {H (m/2) 22 (x107%)

Name Formula Theoretical value (m/z)  Experimental value (m/z) Error (X10~%)
Finasteride Cy Hyy N, O, 373.285 5 373.286 4 3.2
Impurity C Cyy Hiyg N, O 371.269 9 371.269 1 ~2.2
Impurity A Coy HygN, O 375.301 2 375.301 7 1.3
Impurity 1 Cy Hyy N, O 389. 280 4 389.282 1 4.4
Impurity 2 Cyy HygN, O 391.296 1 391.297 2 2.8
Impurity 5 Cyy Hys N, O 387.264 8 387.264 4 ~1.0
Impurity 6 Cy3 HagN, O 391. 296 1 391.297 9 4.6
Impurity 8 Cy Hyy N, O 389. 280 4 389.280 5 0.3
Impurity 9 Cyy Hyy N, O 389.280 4 389.279 2 -3.1
Impurity 14 C,y Hyy N, O 387.301 2 387.301 5 0.8
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Analysis of Structure and Source of Impurity in Finasteride Raw
Materials Based on HPLC-Q-TOF-MS

DENG Ming.,ZENG Qinghua,ZHU Jianping.LLU Rigang "~
(Guangxi Institute for Food and Drug Control. Nanning,Guangxi,530021,China)

Abstract : In order to optimize the impurity control and production process of Finasteride, this study used High
Performance Liquid Chromatography-Quadrupole Time of Flight Mass Spectrometry (HPLC-Q-TOF-MS) to
analyze the main impurity structure in finasteride raw materials,and combined with forced degradation test to
speculate the source of some impurities. In this study,a total of 15 impurities were isolated,and the struc-
tures of 8 impurities,such as 1,2,5,6,8,10,13,14,were preliminarily speculated. The structures of the other
7 impurities were not inferred because of their low content or interference by other factors. The results of
forced degradation test show that impurities 1,3,5,7,9,10,11,12,14 and 15 are process impurities,and im-
purities 2,4,6,8 and C may be degradation impurities or process impurities. Finasteride manufacturers
should optimize the production process,and control the temperature during storage and transportation to re-
duce the occurrence of finasteride degradation reaction.

Key words: finasteride; HPLC-Q-TOF-MS;impurities; structure speculation;source
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