RP-HPLC M EHEEH S Z [RRIE XK
ER, EFEE, X LH LB RRRT, £H5E 050011)

HE: BY #35H30000E 85N BRI ES R AMR G 7 k. ik KA VP-ODS Cig &3%4£(250 mm x 4.6
mm, 5 pm), vA0.5%= TREER (R BB pH £ 4.0)- FBE(44 © 56)4 AzhA0; Ak A 0.8 mL-min™'; #R% K4 210 nm,
AZE: 30 C.HER EBIGR L 58 XYWRABEERRS RN B, EAMBIMTHRIF, RIECEHIRSY Lng. FHit #
FIRBAEME. TRMR. RAEES. EREH, THTHEBRIEGR S RAEAA ARk E.

KR SRURAREHEE, HBMGRS BA A AMR

FE4SES: R927.1; R917.101 MEktRERD: B XEHS: 1007-7693(2009)08-0661-04

TEEEN: R, &, FIEATHIE Tel: (0311)85212008-8038 E-mail: caofengxi2008@163.com

A W 25 22 2% 5 2009 45 8 5 26 55 8 1] Chin JMAP, 2009 August, Vol.26 No.8 <661 -



Determination of the Related Substances of Difenidol Hydrochloride by RP-HPLC

CAO Fengxi, JIANG Jianguo, LIU Hongli (Hebei Province Institute for Drug Control, Shijiazhuang 050011, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for determination of related substances of difenidol hydrochloride.
METHODS VP-ODS Cyg column (250 mmX4.6 mm, 5 pm) was adopted. The mobile phase consisted of 0.5% triethylamine
solution (adjusted to pH 4.0 with phosphoric acid)-methanol (44 : 56) and the flow rate was 0.8 mL-min"". The detection wavelength
was 210 nm and the column temperature was 30 ‘C. RESULTS Related substances and degraded substances were completely
separated from difenidol hydrochloride. The method was good repeatability and stability. The LOD was 1 ng. CONCLUSION
The method was selective, sensitive, accurate, and it is suitable for determination of related substances in difenidol hydrochloride.
KEY WORDS: HPLC; difenidol hydrochloride; related substances
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Fig 1 Chromatogram of related substances in difenidol
hydrochloride
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0.00 4.00 8.00 12.00 16.00 20.00 24. 00 28, 00 32,00

0.00 4.00 800 12.00 16.00 20.00 24.00 28.00 32.00
t/min

A-blank solvent; B-destroyed by acid; C-destroyed by alkali; D-destroyed by oxidation; E-destroyed by light radiation; F-destroyed by heat
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Fig3 Chromatogram of difenidol hydrochloride and alkene
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Tab 1 The result of related substances of samples

A1 R/ %
Rt
AR RIR % 2R BN/ %
080206 0.8 0.9
080208 1.0 1.1
080209 0.3 0.3
071122 0.2 0.2
071215 0.2 0.2
071225 0.2 0.2
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