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B E B ZIRNELBILFTPERANSTE SARAFRAEFEELTLSEN T X, Z R RAGZRME#E R, &
A2 A WondaSil Cs, 3148 A4 W BE- T -0.1% B 88 (BR 26 L) , ik 2 1.0 ml/min, 40 9% K % 254 nm, A8 A 25 C,#HHFH
10 ul, 257 H8A 5 FHE L RBAENE A E L OAN AT EETEE S5 4 0.604 5~2.871 4 ng(r=0.999 9) .0.169 9~
0.807 0 ug(#=0.999 9) .0.326 5~1.550 9 ug(r=0.999 9) ; £ B4 #| 4 3.17.1.50.2.33 ng, M PR %1 4 0.95.0.45.0.70 ng; 45 55
JFE AR E M F B MK I 69 RSD<2% ; A A E K % 45 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), % . EF F &L AEH HFES, TH TE M Z EH45LF b i %
FH . LRABRIARABEAREFTHEE,

KR ABSLET  RARAR Gk AR S TR L RBRIAENIGAELT; ST

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 OBIJECTIVE: 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 Cis with mobile*phase
of methanol-acetonitrile-0.1% phosphoric acid (gradient elution) at a flow rate of 1.0 ml/min, detection wavelengthivwas 254 nm,
column temperature was 25 °C and injection volume was 10 pl. RESULTS: The linear range was 0.604,5-2.871 4ug 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 ig for chlorampheni-
col (#=0.999 9); limit of quantitation was 3.17,1.50,2.33 ng, limit of detection was 0195 ,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).{ tespectively. 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; HPLCssLidocaine hydrochloride; Chlorpheniramine maleate; Chloramphenicol; Content determina-
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1.2 HR5EH

iR E (KA /N —E Bl % A, 5 : 20150401
20150402,20150403 , H04% : 20 g/3% ) ; Eh IR | 2% PR XF BE i (it
5 :100341-201403, 4F 5 . 93.4% ) | Th A g S A RGO I 5, (FHE
. 100047-200606, 46 B : 99.7% ) S 5% 2 % IE S (HES .
130555-201203, 41 J¥ : 99.8% ) YW [ [ & 25 fh ke iF o
B s H B | ZIE R il FeAnison i ali, Kk b alifbok
2 HiEEER
2.1 faiEs

{831 K . WondaSil Cis (250 mmx 4. 6 mm, 5 pum ) ; i ZAH
FE (A) -2 (B)-0.1% Wiz (C) , A B P (PR B2 e I 26
1) 5 W - 1.0 ml/min; B 3% 4 < 254 nm; #2395 - 25 °C; JERE & .
10 ple

x1 BEXRER

Tab 1 Gradient elution program

T, min A% B,% C.%
0~19 10 10 80
19~35 10 2 70
35~4 10 10 80

22 ARRE
2.2.1 RANEMER AAERIGERA Z R SRR
A E RN S R, BT R — 250 ml B A
95% L WEVR R FF 8 75, 3820, Hl A L ml bR A £ R
0.16 mg . T SR PR 54 R 0.04 mg . 4455 % 0.08 mg MR & %t
HE AR VA TR
2.2.2 HHASIA  HEEFREORE L 0.40 g, BF 50 ml AR o
R, N 95 9% Z REFS IR E S FRE i, T80 Cill A A FE 40
min, &A1 2 F 8, FRFRE T, 095 % £ AR A U 2k 14 5
5], 420,45 um fFLIE IR IE T, ISR, RIS .
2.2.3  PHVEXTREVEW  #kfih BOAL T Hpl A T 2ol £kt iR
F 2R T e R S R SR S B ) PR R AR iy (i “2.2.2”
TR J5 v 5 B B A
2.3 REERMRE

W 25 .27 TR YR A T A S A3 v v A B
Xof RRATRLES 18 2. 1 I s A R R 5 | e SR i
TEULENL . Il L el PRI i 4, 45 B S8 RE IR B 34k
B AT ESEE > 1.5 B AR IR R £ 5 R i | TR PR AR
BB RIS FN S W 4504 3 5007 000 .8 000, 5 B4 s 7] 43-51]
413.0,16.5.32.0 min o Z5HFH, FLA o X T T4
24 ZKUXREER

R 22170 R IR A X B 4.7.10,13,16,
19 pl, 42217 T F AR SRR 2, JE 0 R A . DURRI AR,
SRR (x, ng) MR AR AR W TRTRR (v) S As bRtk 4 74 1 (]
A, A5 R SR LR 2.
25 EEMRSHNRELE

BC“2.2.17 0T R A o BRSO R, SRR A R
“QNTIR (8 A R SE ERE I E 6 UK, I S IE T A . Y
Hoh 10 L, 552 PR (LOQ) 5 {5 M b oy 3= 1IRF, 7546 I B
(LOD), #5538 L3 3.
2.6 RBEERRE

BC“2.2.17 00 F{RA X B SR OE L #7217 ik 4
PEUEREISE ORI A. 25 5 SRR 2R IN | HoR iR aok
B e 154 25 K 06 1T AR Y RSD 43911 4 0.10% . 0.08% ,0.11%
(n="6) , FHUAHRE BT AT
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Figl HPLC chromatograms
A.mixed control; B.test sample; C.negative control; 1.lidocaine hydro-
chloride; 2.chlorpheniramine maleate; 3.chloramphenicol

F2 EAFTESLEER

Tab 2 Regression equations and linear ranges
[Ei%) Wi ER r SIBER, ug
ENZIEANT y=98 710x+1 2369 0,999 0.6045~2.8714
DRMARTH y=T86 458132833 09999 0.169 9~0.807 0
AEE 321000 000x3.053.3 09999 03265~15509

R3 EERSKENRNELSR
Tab 3~ Determination results of quantitation limit and detec-
tion limit

{5l LOQng LOD,ng
[hiEaysl 317 095
DRRARIH 150 045
ARE 233 0.70

2.7 FREMKE

Be2.2.27 00 A SR (S0 20150401 )i 4, 4051 F
FEIRTACE 0.4.8.12.,16 .24 h 452,17 35 T €813 4% (2 AR
R TRET Y A M NN 1 | P SIS IES  fen i i St
T Z TR RSD 40500 0.12% .0.25% .0.21% (n="6) , FH]
HER SRR S IR T 24 hNERETERIF,
2.8 EEEMHLE

BORE B (0422 20150401 )3 1, #62.2.27 50 R Jr il 41t
AR, F4% 2.1 00 N g 2 R REI A2 | 0 S W TR A
BRSO 5 IR 2RI DR ER GRS R
(-1 0 i 4 5k 18.417 7.5.166 0,10.063 1 mg/g, RSD 437
70.05% .0.09% .0.09% (n=6) , FZIA )T g EmE MR IT .
2.9 N E IR TG

R (45 : 20150401 3E 5, AL 94y, - BUIIAAL L5
S B AR R A £ B | T ok R SR PR RN S B N R
“2.2.27 TN 7 A AR A VA TR, TR 2.1 T (i Sk Akt
FEDRE , 0 SR T BT MR iR, 45 R L3k 4,
2.10 HmEENE

T3 AR S A0 B, $502.2. 27 R Jy Bl A sl S
2. ARG AR ERE I AE | 0 S0 BT TR b
RIS,
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Fz4 MEERWERIELER(n=9)
Tab 4 Results of recovery tests(n=9)

Tl WRE RS AR, WEE,  MEER EHiER RSD,
B %,g é,mg mg mg & % e, % %
pAgiEaNE| 0.1602 29505 31487 61024 10010 9889 064

01601 29487 31487 60849 9960

01610 29652 31487 60686 9856

02002 36872 39359 75625 9846

02010 37020 39359 75705 9829

02002 36872 39359 75680 9860

02402 44239 4731 90821 9862

02400 44202 4731 90692 9843

02400 44368 4731 91280 9932
DREBAAME 01602 08269 07330 15650 100.70 9903 080
01601 08264 07330 1552 9943
01610 08310 07330 1528 9847
02002 10334 09162 19416  99.13
02010 10375 09162 19357 9804
02002 10334 09162 19435 9933
02402 12398 1095 23259 9878
02400 12388 1095 2387 9913
02409 12434 1095 2337 9825
01602 16121 15178 31270 9981 9866 070
01601 16111 15178 31158  99.14
01610 16202 15178 31141 9842
02002 20146 18972 38143 982
02010 20227 18972 38847 9814
02002 20146 18972 38748 9805
02402 24172 22766 46837 9956
02400 24151 22766 46480  98.08
02400 24242 22766 46707 9868

x5 HMABNELR(n=3,mg/g)

Tab 5 Results of contents determination of samples (r=3

Sy
Fid

mg/g)
e BEHHEER R R WEE
20150401 184150 5.1612 10.063 5
20150402 19:550°1 49878 10,0254
20150403 19.089°7 50241 98974
3 Tt

3.1 REUAFIMEE

AR Dy FLUE IR A R A . A AR A T
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T 1L AN K 45y 254,262,277 nm, TR IR BT, L)

262 F1 277 nm AR K | T ofe R S AR AR U8 2 I g i Y

TRV TE BT, iR R A 21 PR IR 45/ 0N 5 L 254 nm A

TR A I, Fh B2 F 22 A e R 52 b ulde, JLuge i AR T K
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