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W EE AT EF MK RSD<2% ; @K & 5 #) % 98.39% ~100.44% (RSD=0.79% ,n=9) . 100.40~101.74% (RSD=
0.66% ,n=9) .98.83~100.67% (RSD=0.70% ,n=9), & . EF ¥ EHKESZ T EH . FBWER, THTTEIERA G T E
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Simultaneous Determination of 3 Components in Dinglyuma Eye Drop by HPLC-DAD at Multi-wavelength
YANG Ping, ZENG Weixin, SUN Lulu(Beijing Shijitan Hospital Affiliated to Capital Medical University, Beijing
100038, China)

ABSTRACT OBIJECTIVE: To establish a method for the simultaneous determination of chloramphenicol, ephedrine hydrochlo-
ride and tetracaine hydrochloride in Dinglyuma eye drop. METHODS: HPLC-DAD at muliti-wavelength was performed on/the col-
umn of ZORBAX SB-Cs with mobile phase of pH 3.0 Phosphate buffer-acetonitrile (gradient elution) , column~temperature was
room temperature, flow rate was 1.0 ml/min, injection volume was 20 pl, and the detection wavelength was 277.nm for chloram-
phenicol, 210 nm for ephedrine hydrochloride and 310 nm for tetracaine hydrochloride. (RESULTS:, The linear range was
12.56-125.6 pg/ml for chloramphenicol (#=0.999 8) ,25.55-255.5 pug/ml(#=0.999 9)~for ephedriné hydrochloride and 25.25-252.5
pg/ml for tetracaine hydrochloride (#=0.999 9); RSDs of precision, stabilitysand reproducibility tests were lower than 2% ; recov-
eries were 98.39-100.44% (RSD=0.79%, n=9),100.40-101.74% (RSD=0.66% ,n=9) and 98.83-100.67% (RSD=0.70% ,n=9).
CONCLUSIONS: The method is sensitive, accurate and specific, and can be used for the quality control of Dinglyuma eye drop.
KEYWORDS HPLC-DAD; Dinglyuma eye.drop; Chloramphenicol; Ephedrine hydrochloride; Tetracaine hydrochloride; Con-
tent determination
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Tab 1 Gradient elution program

f5f{F] , min WA, % B, %
0.00~5.00 9 10
5.01~6.00 9075 1025
6.01~25.00 75 2
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Fig1l HPLC chromatograms

A.mixed reference substance solution; B.negative control solution; C.test
sample; 1.chloramphenicol; 2.tetracaine hydrochloride; 3.ephedrine hy-
drochloride
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Tab 2 Regression equations and linear ranges

PR Il )i r YR, pg/ml
ARE y=3151r—21.34 r=09998 12.56~125.6
LRI AR 7=39.90r+34.08 r=09999 2555~255.5
BRTFH y=T543+11.85 r=09999 2525~2525
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Tab 3 Results of recovery tests(n=9)

T A, T, [olleH FHEY RSD,
W mg mg % £,% %
ABZ 198 1.9887 100.4 99,11 0.79
201 19837 98.69
201 1.9949 9925
248 24443 9856
251 24131 98.53
250 25040 100.16
298 29920 9839
301 29627 9843
301 29938 99.56
SRR 401 40781 101.70 101,07 0.66
409 41113 10052
409 41133 100,57
5.00 5065 10053
511 51989 10174
5.00 51893 10195
6.00 60240 10040
6.13 62318 101.66
6.02 6.0519 10053
HERTRA 400 39532 98.83 99,64 0.70
404 40077 9920
404 40085 9922
500 49685 9937
505 50480 99.96
5.04 50511 100.22
6.00 59310 98.85
6.06 6.0867 10044
6.04 6.0805 100.67

®4 HRBEBWESER(n=3,%)
Tab 4 Results of contents determination of samples (n=

3,%)
e % BT BT EN
20150710 98.55 100.52 9937
20150717 98.53 101.73 95.43
20150806 102.16 97.66 100.22
3 1e
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