( , 430064)

: Dia-
monsil-C, (200mm x 4. 6mm, 54m), 0.5% ( pH 6.5)- (58:42), 259nm,
; 0.025 ~2.5mg/mL ,r 0.999.9;
98.4% ,RSD =0.34% , 4 q
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Determ ination of the related substances and the dissolution of diphenhydram ine hydrochloride tablets by
HPLC

JIANG Yan(Hubei Institate for Drug Control, Wuhan 430064, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for detecting the related substance and the dissolution of diphenhydram ine
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hydrochloride tablets. METHODS The condition of detection were: Diamonsil-C;; (200mm x 4. 6mm, 5Hm), the mobile phase con-

sisted of water (0.5% triethylam ine, adjust with phosphoric acid to a pH of 6. 5) and acetonitrile ( 58: 42), the UV detection wave-

length was 259nm. RESULTS The calibration curves were linear in the range of 0. 025 ~2.5 mg/mL for diphenhydram ine hydro-

chloride( ¥=0.999 9). The average recoveries were 98.4% ( RSD =0.34% ) .

simple for the quality control of Diphenhydram ine Hydrochloride Tablets.
KEY WORDS: HPLC; diphenhydram ine hydrochloride tablets; related substances; dissolution
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1
Tab 1
hydrochloride( % )

CONCLUSION The method is accurate, reliable and

(%)

The content of degradation product in diphenhydram ine

(58:42),

2.5

99.52 0.48
35.01 64.99
63.54 39.46
94.10 5.90
59.94 40. 06
25mL s > >
208L A 0.025 ~2.5
mg/mL (Y) (X, mg/mL)
; Y =1685.5X +25.6, r=0.999 9.
1.2ng( 3).
2.5
> 98.4% (n=5),RSD =
0.34% .
2.6
2mg/mL s )
) 0.04mg/mL )
20HL s
, 10%,
20ML >
2, ,
2,
2.7
6 2000 Xl s
500mL s 100r/m in, s 45min
SmL, s ;
S 50Hg/mL s
200 L s s 2.
2 (%)
Tab 2 Detem ination results of samples( % )
(n=6)
HPLC ( )
02080702 97.4 92.2 1.46
0206111 98.5 92.3 1.65
020327 97.8 97.6 1.53
020103 95.6 94.5 1.09
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