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Determination of ephedrine hydrochloride in Xiaoke granule by HPLC

WANG Jia — ping CHAI Jun XIE Zhe - yu
( Shaoxing Institute for Food and Drug Control Shaoxing Zhejiang 312071 P. R. China)

Abstract: OBJECTIVE To establish a HPLC method for the content determination of ephedrine hydrochloride in Xiaoke granule.
METHODS The Ultimate AQ — C (250 mm x4.6 mm 5 pm) column was used. The mobile phase consisted of acetonitrile —0. 02

mol*L. ™" potassium dihydrogen phosphate( included 0.2% triethylamine adjusted pH to 2.5 with phosphoric acid) (2 : 98) . The flow

rate was 1. 0 mL*min~" and the detection wavelength was 210 nm. RESULTS  The linear range of ephedrine hydrochlor was
0.0424 -0.318 pg(r=0.9999) and the average recovery was 96. 87% with the RSD of 1.0% (n =9) . CONCLUSION  The

method is simple accurate and reduplicate and could be used in the quality control of ephedrine hydrochloride in Xiaoke granule.

Key words: HPLC; Xiaoke granule; Ephedrine hydrochloride; Content determination

CLC number: R917 Document code: A Article ID: 1006 —0103( 2012) 02 —0200 —02
. N . N pH2.5) (2 : 98) 210 nm 1.0 mL-
. min ' 35 C 5 wLe
. . N 1.2.2 10.6 mg
. 100 mL 0.1%
10 mL 25 mL
. 0.1% 42.40 pgemL ™!
1-2 HPLC o 0.5¢g
50 mL 1.0 mL
) ) ‘ 40 mL
) ’ 30 min
1 25 mL 2 mLO0.1%
0.1%
1.1
5 mL 0.1%
1200 ( ) o
( o

171242 -200405) ; ; ; .

( ) 1.2.3 .
1.2 5upl “1.2.17
1.2.1 Ultimate AQ - Cq .
(250 mm x4.6 mm 5 pm) -0.02 3 x10%;
mol*L ™' ( 0.2% ( 1)

o Email: sxjpwang@ 163. com



2 . HPLC 201

e 2

A 5 B = c
5 g
£ =
H kS
v £
£ :
g £

" 5 oy i A
:‘—J \ T T T T lr.u- T T T ‘:1 - T T = 1
0o W 10 20 30 0 W 10 20 300 W 10 20 30

1 (A). (B) (0

Fig 1 HPLC chromatogram of control solution( A) sample solution( B) and blank solution( C)
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1.2.5 Table 2 Results of recovery test of ephedrine hydrochloride( mg)
21.20.42.40.84. 80 Mg'mL_l Original Added Detected ~ Recovery/% X/% RSD /%
6 “1.2.1” 1d 0.2100 0. 1696 0.3740 96.70 96.87 1.00
. 3 d 0.2084 0. 1696 0.3731 97.11
! 0.2121 0. 1696 0.3749 95.99
1. 0.2118 0.2120 0.4207 98.54
_ 0.2106 0.2120 0.4176 97. 64
1 (pg'mL~! x5 n=6)
o B : _ 0.2118  0.2120  0.4140  95.38
Table 1 Determination precision of ephedrine hydrochloride 0.2099 0.2544 0. 4549 96.31
. -1 5 =
(pg-mL™" x5 n=6) 0.2136  0.2544  0.4617  97.52
Added RSD of inter — day RSD of intra — day 0.2131 0.2544 0.4590 96. 66
21.20 0.76 0.89
42.40 0.75 1.01 2
84.80 0. 80 0.96
1.2.6
“l1.2.2”7 6
o “1.2.1” ° -
RSD =1.2%. 0.1% (2:98)
0.4.8.12.18.24 h
R RSD:OS% ( ) o —002 mol'
-1
2% h i L ( 0. 2%
( 0.421 mgeg™') 0.5 °
g 50 mL 1.6.2.0.2.4 mL
0.106 mgemlL ™' “1.2.27
1 S .
’ 2005:224.
96.87% RSD=1.0%( 2) . ) Pl .
1.2.8 3 2011 26( 1) :79 - 80.

: Ultimate AQ C5(250 mm x4.6 mm 5 pm) Agi—
lent Extend C5 (250 mm x4.6 mm 5 pm) . Waters

12011 -04 - 19



