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Simultaneous Determination of Content and Related Substances of Thioridazine Hydrochloride Tablets by
RP-HPLC

HAN Shu-qin', ZHANG Lian-cheng’, WANG Chao-zhong®, JIA Shou-shi’ (1.Qigihar Municipal First Hospital,
Heilongjiang Qiqihar 161000, China; 2.Qiqihar Institute for Food and Drug Control, Heilongjiang Qiqihar
161005, China)

ABSTRACT OBIJECTIVE: To establish a method of the content determination and related substance of Thioridazine hydrochlo-
ride tablets. METHODS: RP-HPLC method was adopted. The determination was performed on Waters Symmetry-C;s column with
mobile phase consisted of acetonitrile-water-triethylamine (85: 14 : 1, V/V/V) at the flow rate of 1.0 ml/min. The detection wave-
length was set at 265 nm, and column temperature was 30 “C. The sample size was 20 pul. RESULTS: The linear range of thiorida-
zine was 2.5-37.5 mg/ml(r=0.999 8) with an average recovery of 99.8% (RSD=0.83% ,n=3); RSDs of precision, stability and
reproducibility tests were <0.95% . CONCLUSIONS: The method is simple, accurate, specific and sensitive. It can be used for
quality control of Thioridazine hydrochloride tablets.

KEYWORDS Thioridazine hydrochloride tablets; RP-HPLC; Content determination; Related substanes

AR R B 15 VR Ay W WE RS HURE A 24, 32 B BH Wi ) %2
U e SZ A, X HEAR D 3R 22 T e SZ AR AT PP X R B PR 8
590 X REIG SR BUR 2 IR 2 UL M2 PRI 2 K SRR
PR IR Y, ERERER A IA I ek T E 25 ) R
SN BRI Lt SR )2 €8 R 2 A DG I
BIMI I RETL T 5 B e , (E i B RIS 2 3855 2% )2
AT A O T HER L RLAIR, ORI . itk 85
S SCHRY ST TR O R s A 3% (RP-HPLC ) 7]
A 2 R R R A K R B i SR DR ST ik, LA T
RIS
1 #e

2695 1 HPLC X , 135 2489 48 41/A] UL Y646 %% . Em-
power _I_1E 3 (32 [E Waters /A F] ) ; KQ-1000 I8 7= i UL (R 1l
T g BR A E, 25200 W) ; BP221S T H, 7R - (4l
FEFZRFAFD) .

AR R B 3k 8 o) B (e A L 2 R IR B, AL
100344-201102, 4B JiE : 100% ) ; %5 2 5 A1) 1K 158 4% 50 % e 5 BV
(W BN L2 R SE = {5 . MMO157.01, 41 : 98% ) 5 3

* W AN, BFFE W EREZ A, HLIE : 0452-2713526

#IBEAEH  FEZI, PR 0 25953 F1 . E-mail: zhanglia-
ncheng_ren@163.com

- 422 - China Pharmacy 2015 Vol. 26 No. 3

R B A 28 - CiA v TR B2 2850 e BR8], 35 : 201209113
201210242 .201304141,0907007 .0908014) ; Z I . = Z Wic 34K
gl KR IR FEB LA K
2 HES5ER
2.1 wiEEH

{4,355 4% : Waters Symmetry-Cis(150 mm=4.6 mm, 5 pm) ; i
BH: CE-K-= W (85: 14 1, V/VIV) s K3 K - 265 nm; I
B 1.0 ml/min; AR : 30 °C 5 #ERERE 120 pl.
2.2 BikEEE
2.2.1 MM BUAR R 20 B BN, A5 S5 PR EGE & (L4
MF IR AL 25 mg), BT 100 mlAFE I, A L
70 ml, HFE (T3 200 W, 4538 : 50 kHz) A 10 min, i ## , iL
B A PR R E 208, 3850, i uE o RGBSR UE T 2 ml,
BT 100 ml I, 0 EEAS B = 20, B AT, RDAS (R
R
2.2.2 XTRESV TR BUGERERGTRAAMENT BE i 25 mg KRG EFR
E BT 100 ml ARG R, IACH BE 70 ml, B (D2
200 W, 4% . 50 kHz) Zb B 10 min, %%, 504, N AR
ZRE 5], BIARXT BRI 24877k
223 FHER BERBRRAIIEE B ALy S S Eh BR R R A
R A, $ 2.2 100 B et 4%, BVAS2s VT
224 IREXTIRSEIR R PRICER PR AR A 15 e 2% STk IR

HEZEG 2015 4F45 26 4555 3



E12.5 mg, &1 50 ml I, A B L 40 ml, B A A BE (L)%
200 W, 45 % : 50 kHz) 10 min, % f# , 5%, JinH BEE 25, #65 .
FEEREL2 ml, BT 100 ml b, i EERE 2, B840 VR R
FR B 1) 8 MR % ST HE by BV TR 45 T 0 0 S e B R A
IR W 2% o Yo B B I 48 Y B 2.2, 27 T X B I 25 TR A
2 ml, B FFl— 25 ml i, Jin H e 25, 650, BSR4 X
SRV
2.3 REERAMERE

2,27 0 R R A VA TR TR A B AT A LR TR
20 pl, 7507 A HPLCAR e s i B 0L Lo s Ll i,
ER R R IR VR S R ) 0 43 B R T 1.5, e AR B R Eh g
T P IR R U T8 3 500 5 45 400 16 15 R R BT A1)k 18 2% okt okt
TR E P RE Rl — 3%, HLas AR TH0IE

400 400
300 I _ 30
2900 200
é100 2 A é100
50 | 5
02 16 8100161820 02 46 8101214 1618 2
f,min f,min
A B
40
00
= 20

100 2 f\

50 \.4_JU___

07 P 30T 6E’D
f,min
C

Bl SxkaEtkE
AJRA XTI SLE B.AS FHAT C. A L AR BRI AR ;2. #h
PRI K R 2= BN IR E
Fig1 HPLC chromatograms

A.mixed control solution; B.blank solution; C. test sample solution; 1.thi-
oridazine hydrochloride; 2.thioridazine hydrochloride impurity control E
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Fig2 HPLC chromatograms of destructive test
A.Sample destroyed by acid; B.Sample destroyed by alkali; C.Sample
destroyed by oxidation; D.Sample destroyed by high temperature; E.
Sample destroyed by intense light; 1. thioridazine hydrochloride; 2.thio-
ridazine hydrochloride impurity control E
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Tab 3 Results of content determination of related substance

Tab 1 Results of recovery tests(n=3) (n=3,%)
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