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Determination of Levamisole Hydrochloride in Levamisole
Hydrochloride Tablets by HPL.C

ZHOU Zhi - jin,LIN Xian - jun, WANG Bin,CHEN Xiao - lin
( Zhejiang Province Supervisory Institute of Veterinary Drug and Feed, Hangzhou 311101, China)

Abstract; To establish a method for the determination of Levamisole Hydrochloride in Levamisole Hydrochloride
Tablets by HPLC. Agilent Eclipse XDB - C18 (250 mm x4.6 mm) ,5um column was used. The mobile phase
was potassium dihydrogen phosphatephosphoric (0. 05 mol/L, pH value adjusted to 7. 0 with triethylamine) -
acetonitrile (80:20, v:v), the injection volume was 20 pL, the column temperature was 30 °C , the flow rate was
1.0 ml/min and detected at the wavelength of 214 nm. The result indicated that a good linear relationship was
accepted in the range of 1. 024 ~ 102. 398 pg/mL (r =1.0000). and the recovery of high, medium, low —
Concentration were 97.4% ,99.7% ,99.3% . The method is accurate in qualitative and quantitative analysis, and
suitable for the determination of Levamisole Hydrochloride Tablets.
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Sy BRI 2 HR S I, (SR 25 ) SR T Rk
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B B Y A SR FH = 8000 (03 200 5 £ R A2
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L1 8 SRR A E S, Angilent 1260, Fit
Angilent DAD il 2% ; METTLER TOLEDO XS205 Hi,
TR KQ - S00E B 75 I 5 e 4% ( R i #E s
IS A PR F]) ;METTLER TOLEDO 320 FRJE i,
1.2 KA N W R R gk ol 15 E B A wl
WERR — SUH WEIR . — LMY R A Bl K Sk 4l
K o R THE WK s X HR R U5 Ry o [ 2 R
EWFTERE , #5 100167 —201203 , 52 99.9% .,

1.3 FE& SCERRES BTN sh P 25 A FRA
FIAEDU R B R 4 LR 25mg BILRS IO RR it
243 51 2. 20190101, 180529, 190122, 20180703 ;
2L R 50 mg BLAK B9 RE & HE S S 0 K.
170901 ,190301
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2.1 HREEH

2.1.1 TR SR AR PR R A e K X R
2510 mg, WGHEHRE , B 200 mL AR, InAGE
TBIARE R, T SRR B 2 20 455,

2.1.2 MRS REE  BURS 20 B, R %K
FE BIFAR A 2 PR B B ( ZRH 2 T R TR 7o e K
50 mg) , # 100 mL 25RO, I0 A sh A1 i, 8
7510 min W% TR S ARRG BE R 20 B8 4250 5 1 U8,
KR HEEIEW 5 mL,® 50 mL A8, R sh
FHREZS  F25] .

2.2 BEFAUHRARENERE SR/ bk
Tk B 1k B2 €035 4 ( Agilent Eclipse XDB - C18,
4.6 mm x250 mm,5 wm) , s R 0.05 mol/L

R AR (= OBV pHEZE 7.0) - LB
(80:20, v/v) ; HEAE R 20 pL; MR .30 °C; ik .
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Fig 1 Spectrogram of Levamisole Hydrochloride

reference substance
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2.3 SLMXREE HGRER A HE DK R
WFRRE , A B AR AL 100 we/mL B9, I B
A 1.2.5.5.10.25.50 100 wg/mL 25— Z 514 (1)
XF BRI . 3 RS B 20 WL, A G4,
SE o LAXT BRI EE (X)) Bl AR A, IS TETBR(EL (Y ) Ry
PARBR AT RN, 2l bR 2, 76 1.024 ~
102.398 pg/mlL Yo Bl N PEOCR R4, etk [l
PR Y =89. 715X + 14. 765, L YE M & R 50
1.0000,

2.4 ERERE LIS 190301 MRS A
JERE G KRG BRI O Oy, B =0 Ry — 2 FRHC Ay

FRIURE Al it i —2F (294 Y TERIR ATk v 25 mg) ,
100 mL 255 5 53R B AR BOER IR 2 Tié K s X
HESh e PR R0 Rt oA e R R B Y
80 % 100 % 120% [ LLAIHNA L3R # =240 100 mL
ZEHH, IR 2. 1.2 B0 e o T iR
VW, TR 2.2 (g 5 R I 20 pL, IEAE
TR s IR AL TR RISCR, MR = (S
H/MA) x 100 % , S = S S a -
JEERIR AC WK e i, ISR ZE R AN SR 1 R -1
RN 97.4 % 99.7 % 99.3 % , BHAKEI J5 1k
(A UER BE BT

F1 EWRERE

Tab 1 Results of recovery tate

WA ARHEEE/g AREGE/mg  STRSRNE/mg 5B E/ mg I/ % SR % RSD/%

0.1010 24.83 15.35 39.77 97.3

80% 0.1024 25.17 15.52 40.16 9.5 97.4 0.9
0.1013 24.90 15.44 40.08 98.3
0.1018 25.03 25.08 49.82 98.8

100% 0.1019 25.05 24.98 50.02 99.9 99.7 0.8
0.1015 24.95 24.93 49.97 100. 4
0.1017 25.00 34.72 59.44 99.2

120% 0.1023 25.15 35.21 59.91 98.7 99.3 0.6
0.1016 24.98 34.97 59.90 99.9

2.5 WEE BRI M 9 HrFE S I E ,RSD
A IR R B =215 9 0. 9% ,0.8% ,
0.6% , UtHHE R Rt

2.6 FRoEMRI  HCEE VR R A A R,
¥£0,1.5,3,6,12,16 h B [a] s a5 000 75 4 0 1 AR
43 B kg 4483. 87744, 4474. 66260, 4492.76318,
4482.00439 ,4516. 70264 ,4501. 69922 , H A& I 45
() RSD 7 0.3% , BABATE 16 h PN ALK 5 s il SE AR
2.7 TWAMRE SRH= A ARR AR = RA
[F] i R P £ B A 0 — 2 XL 25 20190101 A HE
AT ERIE . A 408 Agilent 1260 DAD ¥ AH (1,33

A%, it Agilent C18 (4.6 mm x 250 mm,5 wm) {5
H ;B 44 Agilent 1260 VWD i AH (A% , Bt Waters
C18(4.6 mm x 250 mm,5 pm) Ai%A:; C 44K
Waters 2695 — 2487 W AH 4 3% 1%, Bl Agilent C18
(4.6 mm x 150 mm ,5 wm) AHETER:  FE 5]
DI 2. 1.2, O35 5 UL 2. 2, & R E A5 AR
TR, A — = 4L B I g5 R Bk
100.5% ,101.3% ,101.2% ,RSD {4 9 0. 5% , i} W]
TR 7 KT YRR R €2 35 AT it TSR R 2K T
PERLT

2.8 LA EEENE W13 PRFTA R,
BN RTAT 3 R MR H i 4R AR 3,
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Tab 2 Comparison of content determination of different HPLC and different brand columns

415 FRtfdE/g i/ % T E R % 41N RSD/ % 4115 RSD/ %
0.1813 100. 59
A 0.1821 100. 14 100.5 0.3
0.1812 100. 63
0.1813 100.72
B 0.1821 101. 44 101.3 0.5 0.5
0.1812 101.73
0.1813 101. 06
C 0.1821 101.08 101.2 0.3
0.1812 101. 60
*3 REVNEEHR
Tab 3 Determination results of HPLC
5 Fikg/mg FRiEHL/ g T/ % T8/ % RSD/ %
0.1813 100. 59
20190101 25 0.1821 100. 14 100.5 0.3
0.1812 100. 63
0.1371 100. 14
180529 25 0.1345 100. 27 100.2 0.1
0. 1341 100. 32
0.2289 99.57
190122 25 0.2295 100. 16 99.9 0.3
0.2292 100. 06
0.2237 106.31
20180703 25 0.2256 106.29 105.8 0.8
0.2250 104.75
0.2269 107.65
170901 50 0.2264 106. 87 106.9 0.7
0.2264 106. 13
0.2042 102.26
190301 50 0.2038 102.01 101.8 0.5
0.2041 101.22
3 g5 %&R — W RO = A e A TR R
3.1 HERESAERE Be MM IR BREKE 2, Si90 iR 220K = R 2 THE Gk LU A

(PP 82 ML (2015 AFRR) ) — 0 P R R e ek g

F 5 I T 90 R T A

TIE AR 4,9
55 R RO Tk LA, 8 A N i 22 2 A i
1.0% 45 RIC W E 25 (R E A7 e LR )

Wi, Ao id 2 iR, S B R

HAR DR R, A ELER

5, R GRR ETEE HE f O, AT = S e
R R e Wil N LS R S A A DA o ]

SR O R AT R
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Tab 4 Comparisons between HPLC and volumetric analysis

FEAILS A&/ mg TRAH &5/ % T &1/ % AHXS I 22/ %
20190101 25 100. 5 101.0 0.2
180529 25 100.2 100.2 <0.05
190122 25 99.9 98.2 0.9
20180703 25 105.8 105.0 0.4
170901 50 106.9 107.6 0.3
190301 50 101.8 102.5 0.3
3.1 BB A FERBUARIERE L, 259 SR FH R AU 8 3 v X R T A T WK s R

KT 65% Wl H BRI S AR = Fhia R k1 7 5
PRI, 45 SR W 2l FH P SRS R B AL 22,65 %
PR TS R IAL 20 A B BB AR ot AR i, AR SR I T
TANARSEIR, TR IR e B R S g
e VT ARUAF X (i 22 4 0. 2% , %o 5 i e B AN K,
T UE SRR T , A R TR BT, A SR
F TR 7, e iRl B 1, S0 i
HAR IR A T 5.10.20 min =72, W TH AR 4
5ok 5255. 33350, 5262. 27686, 5247. 13623, RSD
0.1% , A 7 I ] 2 10 min,

3.2 Kl K K ey X R R A2 E K R R TR AR
190 ~ 400 nm %< Bl 494, 94 45 R R W AE
212 nm WAL e R WU, 254 Sk 1o i
FEARESE 214 nm AR, BT 212 F1 214 nm
J& TSR 22 N, R 2 3% $E 214 nm R
A, 5 SO DR — 2L

3.3 s AR ARSCRIT T HEE - 0. 2% W
PRV LA S 2 - 0. 05 mol/L iR — S 41 ¥ W ¥
Fofriat S ARG e A 7 A i i R Tt s AR
TR I K 50 pe/mL MVETR, 450, H i
= 0. 2% WEFR VS RSN AR T 13k R 2 JiE Wk mae e g T2
AR IR A ] R RIS, HA B R
VTR s | W B[R] 7R 8 min 2247, B ARELTE
8000 Zifi, 1M ZJE -0.05 mol/L MR — S AN K
(=YY pHAEZ 7.0) (20: 80, v/v) A shAH
T R 2 A T K e A WA TR O BRI R4, T, T
Hi 2, 0 ) 7E 13 min 2247 00 A B, JC
VA0 B AELFE 10000 DL b BRI RIS
FAE R T BIAH I

PR e JRE A WA 1) 55 A 0, X 4R BB R, 2 0T
SIS SR AT TOPFEAIIAL, J5 5~ # S uE 45 2R
RUNZ 7 V52 BER , 5 AT A bR A 75 B 45 2R
— B, O R 7 T WK e ) SR o B A T R
S AR AHRIETT 5
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