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W E BRI RNNEE ST =Z%F TAPHEEB. ARER P T . ARF AR Ah-FEaF0hk, %k RASHa0RMm
@ik, €% ZORBAX SB-Cys, L3048 4 TAE-0.2 % B84 5 i (B L #e B ) , ik 2 1.5 ml/min, 20 % % 4 291 nm(0~3 min,
Y& % B,) 273 nm(3~5 min, £ A E%) 251 nm(5~11 min, # T A= 28 % %74 ) 218 nm(11 min, #) f2-F ), 428 4 30 °C, #t 45
H20 pl, BRGALBLARESR P T HBRF AR A T A R F R E LS B 5 7 4 84.0~1 344.0 pg/ml(»=0.999 8) |
171.0~2 736.0 pg/ml(#=0.999 2) .428.0~6 848.0 pg/ml(r=0.999 9) .173.5~2 776.0 pg/ml(»=0.999 5) .5.03~80.48 pug/ml (=
0.999 1); € &M% %) 4 18.80,14.92.25.70,12.20,4.99 ng, # M FE 53] 4 5.54.,4.50.8.04.3.66 . 1.50 ng; 4% 55 B A8 € M & LMK
I 49 RSD<1.09% ; #m 4 &0k % 5 %) 4 98.20% ~100.60% (RSD=0.89% , n=6) ., 99.11% ~100.28% (RSD=0.39% , n=6) .
99.07% ~100.12% (RSD=0.38% ,n=6) .98.27% ~99.70% (RSD=0.50% ,n=6) .97.41% ~99.40% (RSD=0.88% ,n==6), #it:%
Tk AR A RBE D EAME TR TREMNE L 5 =k F TH P 4L EB A8E% P T ARF A%k Al hFeds.
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Simultaneous Determination of Five Components in the Compound Trizin and Rutinum Tablet by HPLC

FAN Guigiang', SONG Gengshen’, DU Yanxue’, ZHANG Lili' (1.Hengshui Centre for Food and Drug Control,
Hebei Hengshui 053000, China; 2.Hebei Institute for Drug Control, Shijiazhuang 050011, China; 3.Hengshui
Halison International Peace Hospital, Hebei Hengshui 053000, China)

ABSTRACT OBIJECTIVE: To establish a method for the simultaneous determination of vitamin Bs, hydrochlorothiazide, rutin,
promethazine hydrochloride and reserpine in Compound trizin and tutinum tablet. METHODS: HPLC was performed on the column
of Agilent Zorbax SB-C,s with mobile phase of acetonitrile-0.2% phosphoric acid (gradient elution) at a flow rate of 1.5 ml/min,
detection wavelength was 291 nm (0-3 min, vitamin Bs), 273 nm(3-5 min, hydrochlorothiazide) , 251 nm(5-11 min, rutin, pro-
methazine hydrochloride) and 218 nm (11 min, reserpine), column temperature was 30 °C, and injection volume was 20 pl. RE-
SULTS: The linear range was 84.0-1 344.0 pg/ml for vitamin Bs(#=0.999 8),171.0-2 736.0 pg/ml for hydrochlorothiazide (=
0.999 2) , 428.0-6 848.0 pg/ml for rutin (#=0.999 9) , 173.5-2 776.0 pg/ml for promethazine hydrochloride (#=0.999 5) and
5.03-80.48 pg/ml for reserpine(#=0.999 1) ; limits of quantification were 18.80,14.92, 25.70, 12.20, 4.99 ng, limits of detection
were 5.54, 4.50, 8.04, 3.66 1.50 ng, respectively; RSDs of precision, stability and reproducibility tests were lower than 1.0% ; re-
coveries were 98.20%-100.60% (RSD=0.89% ,n=6),99.11%-100.28% (RSD=0.39% ,n=6), 99.07%-100.12% (RSD=0.38% ,
n=6), 98.27%-99.70% (RSD=0.50% ,n=6), 97.41%-99.40% (RSD=0.88% ,n=6) , respectively. CONCLUSIONS: The meth-
od is simple, accurate with high sensitivity and good reproducibility, and can be used for the simultaneous determination of vitamin
Bs, hydrochlorothiazide, rutin, promethazine hydrochloride and reserpine in Compound trizin and tutinum tablet.

KEYWORDS HPLC; Compound trizin and tutinum tablet; Vitamin Bs; Hydrochlorothiazide; Rutin; Promethazine hydrochlo-
ride; Reserpine; Content determination
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Tab 1 Gradient elution program

fifE] , min A% B,%
0 15 85
7 30 70

10 50 50

14 15 85
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Fig1 HPLC chromatograms

A. mixed reference substance; B. test sample; C. blank control; 1.vita-
min Bs; 2.hydrochlorothiazide; 3.rutin; 4.promethazine hydrochloride; 5.
reserpine
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Tab 2 Regression equations and linear ranges

iy el r MR, pg/ml
B, y=45.14x49.43 09998 84.0~1 3440
A A y=2883x-20.15 09992 171.0~2736.0
BT y=1265—14.16 09999 428.0~6 8430
RTINS y=57.00x+889.49 09995 173.5~2776.0
HlinF y=T4931+23 54 09991 5.03~8048
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Tab 3 Determination results of detection limit and quantita-

tion limit

PRl LOQ,ng LOD,ng
4§ £, 18.80 554
A 1492 450
AT 25.70 8.04
NS 1220 366
Hm¥ 499 1,50
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Tab 4 Results of recovery test(n=06)

il Tk HRA AR, R, MR FEmEER RSD,
1% g ,mg mg mg % 2. % %
% B, 0.1540 20124 1.680 0 36726 98.82 99.33 0.89

0.1520 1.986 3 1.680 0 36571 99.45

0.1534 2.004 6 1.680 0 36851 100.03

0.1544 20176 1.680 0 3.6674 98.20

0.1550 20255 1.680 0 37155 100.60

0.151'1 19745 1.680 0 36355 98.87
SRR 0.1540 39604 34200 73503 99.11 99.78 0.39

0.1520 39089 34200 73193 99.71

0.1534 39449 34200 73748 100.28

0.1544 3970 6 34200 73821 99.75

0.1550 3.986 1 34200 74088 100.07

0.1511 38858 34200 72969 99.73
BT 0.1540 99715 8.560 0 18.4815 99.42 99.50 0.38

0.1520 98420 8.560 0 183617 99.53

0.1534 99327 8.560 0 18.5030 100.12

0.1544 99975 8.560 0 18.4873 99.18

0.1550 10.036 3 8.560 0 18.566 3 99.65

0.1511 97838 8.560 0 18.264 2 99.07
BRI 0.1540 4.049 1 34700 74792 98.85 99.04 0.50

0.1520 39965 34700 74366 99.14

0.1534 40333 34700 74929 99.70

0.1544 4059 6 34700 7508 1 99.38

0.1550 40754 34700 75069 98.89

0.1511 39729 34700 73829 9827
AIF 01540 00591 00503 0.1091 99.40 9854 088

0.1520 0.0583 0.0503 0.1074 97.61

0.1534 0.058 9 0.0503 0.108 8 99.20

0.1544 0.0592 0.0503 0.1082 9741

0.1550 0.059 5 0.0503 0.1094 99.20

0.151'1 0.058 0 0.0503 0.1075 98.41
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x5 HREENELER (=3, mgk)
Tab 5 Results of contents determination of samples (n=3,

mg/tablet)
K5 HEEB, A AT HEEAEE Ao
20150101 0.998 0 1.964 0 49450 20080 0.0293
20150216 0.9840 1.956 0 49050 1.9900 0.029 6
20150426 0.9930 1.9800 48700 1.968 0 0.0295
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H E Ad.ZiRnE ST PRRA SR DARARNMFAELZLSTNT ., T AAGRMEE L. &
%4 % WondaSil Cis, R348 4 W BE- T AF-0.1 % 5 85 (A6 E 2 L) , i 4 1.0 ml/min, 40 5% K % 254 nm, A2 4 25 C, 4% A
10 pl, R &A% F B D Ri SR AR A AF X 09N A F R E 5 5 4 0.604 5~2.871 4 ng(r=0.999 9) ,0.169 9~
0.807 0 pug(r=0.999 9) ,0.326 5~1.550 9 ug(#=0.999 9) ; & FFE 5 %] %4 3.17,1.50,2.33 ng, ol FE5# 4 0.95.,0.45.,0.70 ng; #5 5
JE B E A MK 65 RSD<<2% ; AnHE EDIK % 55 B 98.29% ~100.10% (RSD=0.64% ,n=9) .98.04% ~100.70% (RSD=
0.80% ,n=9) .98.02% ~99.81% (RSD=0.70% ,n=9), % .Z% k&R ER AFED,TH TR BN Z LHILF P s %
T LRBRIRAHAAELTHEE,

KR AT SRR E SR BN TR S RBRAENKAE TS0

Simultaneous Determination of Three Ingredients in Kemin Cream by HPLC
CHEN Xiaoliang', WANG Xu®(1.Dept. of Pharmacy, Haikou People’s Hospital, Haikou 570208, China; 2.Dept.
of Pharmacy, Bayi Hospital of Changchun, Changchun 130024, China)

ABSTRACT OBJECTIVE: To establish a method for the contents determination of lidocaine hydrochloride, chlorpheniramine ma-
leate and chloramphenicol in Kemin cream. METHODS: HPLC was performed on the column of WondaSil C;s with mobile phase
of methanol-acetonitrile-0.1% phosphoric acid (gradient elution) at a flow rate of 1.0 ml/min, detection wavelength was 254 nm,
column temperature was 25 °C and injection volume was 10 pl. RESULTS: The linear range was 0.604 5-2.871 4 pg for lidocaine
hydrochloride(#=0.999 9),0.169 9-0.807 0 pg for chlorpheniramine maleate(»=0.999 9) and 0.326 5-1.550 9 pg for chlorampheni-
col (#=0.999 9); limit of quantitation was 3.17,1.50,2.33 ng, limit of detection was 0.95,0.45,0.70 ng; RSDs of precision, sta-
bility and reproducibility tests were lower than 2% ; recoveries were 98.29% -100.10% (RSD=0.64% ,n=9), 98.04%-100.70%
(RSD=0.80% ,n=9) and 98.02% -99.81% (RSD=0.70% ,n=9) , respectively. CONCLUSIONS: The method is accurate with
high precision, and can be used for the simultaneous determination of lidocaine hydrochloride, chlorpheniramine maleate and chlor-
amphenicol in Kemin cream.

KEYWORDS Kemin cream; HPLC; Lidocaine hydrochloride; Chlorpheniramine maleate; Chloramphenicol; Content determina-

tion
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