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BE: BN danz Sl A mdh R s Ee S0k e (HPLC) &k 7k KM Rkt A7 K3, 24 900 mL 7K 7 h A~
Ji,#ik 75 v/ min, 25 BB A 45 min; A A T AT C A2 (250 mm X 4.6 mm, 5 wm) ,AFHAE A TH - 0. 5% B — 2475k -
ZTH(35:65:0.2,V/V/V)(ABERM pH £ 6.8+ 0. 1),k % 1 mL/ min, &A% K # 264 nm, A8 % 25 °C,# 42 H 50 ul.
HER SRR WNENRERELE1.97~9.85 pg/ mL LB A 5% @MRERE X R RIF(R?=1.0000,n=5); HPLC * e 545 dm) &
BB _AREBNER T, 6 AT £ 16 WM P ER AR R GE R AN EIRTEN 5% A L, BRE T K09 R IR0 iR
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Dissolution Test Method of Dioxopromethazine Hydrochloride Tablets
MA Fangyuan,CHAI Bingyang,LEI Huilan,ZHAN Li,CHEN Kai,WANG Yali*
(Xinjiang Uygur Autonomous Region Institute of Drug Control - Xinjiang Key Laboratory of Drug Quality Control ,Urumgi,Xinjiang 830000, China)

Abstract: Objective To establish a high - performance liquid chromatography (HPLC) method for the dissolution test of
Dioxopromethazine Hydrochloride Tablets. Methods The dissolution test was carried out by the paddle method, with 900 mL of
water as the dissolution medium, the rotation speed was 75 r / min, and the dissolution time was 45 min. The chromatographic
column was Shiseido C,; column (250 mm X 4.6 mm,5 um),and the mobile phase was acetonitrile — 0.5% potassium dihydrogen
phosphate solution - triethylamine (35 : 65 : 0.2,V / V / V,adjusted to pH 6.8 % 0.1 with phosphoric acid) , the flow rate
was | mL / min,the detection wavelength was 264 nm,the column temperature was 25 °C,and the injection volume was 50 plL.
Results The linear range of dioxopromethazine hydrochloride was 1.97 - 9.85 wg / mL (R* = 1.000 0,n = 5). The HPLC
method could effectively determine the dissolution volume of dioxopromethazine hydrochloride. The dissolution rates of
dioxopromethazine hydrochloride in 16 batches of samples from six manufacturers were all above 75% of the labeled volume, and
there were significant differences in the dissolution behavior of dioxopromethazine hydrochloride in different batches of samples
from different manufacturers. Conclusion The established dissolution test method is simple, convenient, highly specific, reproducible,
and accurate, and it can better reflect the quality differences of Dioxopromethazine Hydrochloride Tablets, which can be used for
the quality control of Dioxopromethazine Hydrochloride Tablets.

Key words: dissolution test; HPLC; dioxopromethazine hydrochloride
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Tab.1 Information of Dioxopromazine Hydrochloride Tablets

IR Haesmd 5 IR Haess 5
A Al 20190602 C3 20190502
A2 20190802 | D D1 190402
A3 20200107 D2 191204
B B1 1902207 D3 03200101
B2 2002208 E El 20191002
B3 2002209 E2 20191003
C c1 20190301 E3 20191005
c2 20190501 | F 20190601

F

PSRN, BEIS AOEC SR R AN R I T R AN IR T
2 000.
2.2 AEHE

G 5 iR By PR R PN R K R o, A I 9
A0, i B TR 5 g / mL R, RIS X IR
VAW HURE 5 1, 5 900 mL I Hi A 5t v, #eHH I it 6
ZAF AR BUA U 10 mL, 0. 45 wm SFL I8 et g, B
SLUBWR , BASHH v A
2.3 BAHENESMGFIE
2.3.1 BEHAMRHEF

FasE PE% 8L AR 45 R 0 vER I, 2 24
BURE S, DACRTIE I 52 Bsf 5] P9 6 1R — 40P DR U A a1
FE M WO ER R N R AE AR TR A T B R
AT 5L R FH A FORTE) pH A9 A 5[ 7K 0. 1 mol / L
MRS (pH 1. 0) (BEIR R 2% vh i (pH 4. 5) BEMR Eh %%
i (pH 6. 8) 143 IR B 2. 2 150 F Xif R v v, i Eh 2
TR R E N S wg / mL, & BUE L 0 T E
IRE 0,5,10,15,20,24 hifH 2. 1300 F (3% 54 ERE
W5, LA TE B AN 8 bR b AT A 5 58 A5 R 1Y
RSD 435124 0. 16%,0. 11%,0. 15%,0. 10%(n = 6) , %]
X Lt VS YR R 3K 4 s A T v S R 24 h R
SEPEYIR AT

T R i 2% 5% 2 (SR [ 2 ) ok g Eh R VS
VO T 2 R % iR T R % TR ) T T D ke T
pHZ3%1°41.0,2.0,3.0,4.0,5.0,6.0,7.0,8. 0By & b
VO AERAHR pH A A 5 o BB R R iR (pH 4. 5)
R ER 2% ik (pH 6. 8) 4 HIHE R pH 4. 5 F1 pH 6. 8 YT
il Aot o B £ B AR IR AR N R R 2 100 mg, 5 mL
ZERR T I A A 2 R R R T G E L
7 A B (R 500 W, 451% 4 53 kHz) 30 min, 45 %5 5t B
10 wL, & 10 mLZF s, I A BUE S, £20. 45 pm
FRFL U et 008, SR U YA, B ARt it Yo IR B e R
FER AR, W AR e H% 10 WL, #52 2. 1300 F (0 1% 451 0k RE
DR 45 7 152 2 S80S (2 Pk 01 9 5 R T3 7 4
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Fig. 1 Dissolution profile of dioxpromazine hydrochloride in

different pH dissolution media
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BN B R 2 4 4k 7) .25 FRIEDEL %18/
FFE4sF, K 0. 1 mol / LERFRIF W (pH 1. 0) BER
M (pH 4. 5) R ERZZ v (pH 6. 8)4 FPAN[H] pH
VEWAE R HA T, 20 % T R A A= iR iR — A N R
Jr i AT R WU W AR R A E AT 2y
MR R A 3 S A i R i T R R A L
FHEE NTCRPIREER 38 5 R 2L i A B A (R R
9900 mL, JJEFEHIAE 37. 0 °Co IR AT AR SN A i
SBE AR R, B DABAE N & 2,75 v/ min %38 %
AR NBEADLAA N 1 1 % R PR 38R 75 1/ min
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120 min B 24735 4 B0 2 o 45 R UL 18 2 AT 0L, 4 A igs
A T I i e A 225 S5, DR R TR AR N R AE R
SN R /N T AE K RN pH6. 8 W iR £k 22w T Y
Vo B [RTESE, EA [) B ] ) R R — SN R A K Y
Vo L R Sy, BT ) N i s 2 B v DN L DA R
iR — 480 P9 R A 7K T I i i HL RSO o 1 2 T T
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Fig. 2 Results of the dissolution curves of dioxpromazine

hydrochloride in four dissolution media
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i (pH 6. 8) , HELR — S IR TEIX 2 Fhia A i
SRR W T I SIS g LR A 8
B JE I, e A Vs A TR K GBE T R AR )
ER TR AN R 1 R R AT IR o 43 0 X VR R Tk 1 B
#(50,75,100 v/ min) #7552 75 A A 900 mL,
RPN AAR IR R 0 ek B 4 T 37. 0 °C, HURE R [1]
JEIEFE10,20,30,45,60 min, %2 )55 1 1 A 6] 77
D7 BT R 4 SR W A TRl i 2k I s e A
T AN k2 5 R I, 75 ¢/ min IO H
A A)  HE N 100 ¢/ min O H HR ISR, 10 min
HIIA 5 90% , 1M 50 v/ min M H 33 K15, 45 min 4734
$90% , 25575 18, e 2R L 3R 75 1/ min Y2754
PN B T8 RS TR LR 3.

B /%

120
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Fig. 3 Dissolution of dioxpromazine hydrochloride in paddle and

basket methods at different speeds
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BT A AR e — AN e R iR 45O L 3%
2. 200 Jr kil A At R W, 431 T 20,30, 45 min
e s B Ll & 4 1T L, 45 min B A R D% 3hE
Bl /I, 045 min B3 HHRE B R SO [R] T K AE A [F]
HVE T 2550 T A ERE S 0 S BRI A
2.4 BRHEWNE
2.4.1 FHFHEE

AN R L R R — S N R X R 9. 87 mg,
KGR, B 100 mL 28 s b, It sh ARV i 0T 25,
5] K0, 2,0.4,0.6,0. 8,1. 0 mL, 43 JI1%& 10 mL
A at b, g sh AR BT 2 A FR4), RIAS BT a vk
H1.97,3.94,5.91,7.88,9. 85 wg/ mL 1) Z 51| X} 18 &
WLy W EL 50 L, 4% 2. 1 30 F (A3 4 ERE D 2
ISR W AR, DU S VR B2 (X, g / mL) Ay #8 AR A P35
UG T A AR B (V) BEAT LRt [l T A5 T R Y =
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Fig. 4 Dissolution of Dioxpromazine Hydrochloride Tablets from

different manufacturers at different times

X B SRR (5. 91 we / mL) & i, 4% 2. 10 F @3 514
SRR GE 6 I, 0 s g AR L 45 2R 19 RSD 4 0. 06%
(n=6), RUULAHE 2 R AT

e B R AR (5 A6 A,
Fie 2. 2 00 F 7 il A s L T 2, 4,8, 12,
24 h WP 2. 1IR3 A5 4 R A i SR e TR
DLW TE AR R PF A 8 b E AT RS B T B AR L SR Y
RSD < 2.0%(n =5) , R Wl i i W A7E 24 h W E
PRI

TRE RS - U R A BIRES (450 A9y,
42 2. 2300 R Jy il 2 R A RV, 45K 2 20 mL, O
B193 R 320 R 34y, ARG A WU 10 mL, 5399 ' 20 mL
AR, A IMA TR 50 pe / mL YRR — AN
X R 0.9,1.1, 1.3 mL, FHE A g 245, &
0. 45 pum GFL I8 ME L 8 | B 8 Wb AR I 22, 3 T e
WO BE R ILF% 2, Fe A T IR MER FE AT
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F2 MERNKRELER(n=9)

Tab.2 Results of the recovery test (n = 9)

Hattug) PAT(g) MNET(hg @kEG) X(%) RSD(%)
2.578 2.25 4.726 95.47
2.578 2.25 4.726 95.47
2.578 2.25 4.724 95.38
2.578 2.75 5.224 96. 22
2.578 2.75 5.257 97.42 96. 96 1.49
2.578 2.75 5.247 97.05
2.578 3.25 5. 804 99. 26
2.578 3.25 5.781 98.74
2.578 3.25 5.752 97. 66

2.4.2 B E IR A ERR

JERR 2 A SR 0. 20 wm 5 0. 45 pum L fLIERR
X b R AR PR R ) R R IR AT A U BGE AT
B 7, 5 SR AN R FLAR 1) U8 RSEXGT s H 00 e 45 SR 1 5
Wi ] 20 AT, 5.0, 20 wm i FLUE PR D8 55 2% 17, iR
A 0. 45 um IALIERE

st 5 PR R 10 B AN AR H (X £ 5)r / min,
A IR (37.0 2 0. 5)°C AN ) 5 Jifs o 3 0 <
{2 (Sotax AT7smart I3 H AL R KK & R - 860 7
VA5 M R0 5 {80 ) Xof R TR AU TR R I H A R ) 25 SR Y
o U A BT R R i 25 (37.0 £ 0.5) °C L B
(X = 5)r/ min % ER 2 — SN Wi Hh £ 1 0 45 SR 5 T
K TR A5 R M0
2.4.3 FEREHEMNE

HRAE 2. 3 0 Gifi i H 1) 5 I 1 2 1 Gl A ok
VS ) LIRS A 0T, B2, 2 350 ) R
VRS T IR TS 3B o, 720 2. L IR g 2k k%t 6 4
J 7GR 16 SUAE b HEA TV 1 R A , 445 2R UL IRT 5 R EL 6.
ALUL L6 AT 8 I RE dt i i BE S A bR 7R 21 75%
15/
3 iTig
3.1 AHENESMGRKIE

T SO R A BT S R T BRURE R[]
I B W o 55 i 45 5 TR AT 2R 5% IR A E TR
SR R HE R A 7 2 4k 2025 A i 24 i (Y
HR) DB 0931 B ki BRI TP HERAE A 900 mL
KRS 8 75 v/ min, 7E45 min BEUAR 10 mL,
K 0. 45 wm GHFLUE BB T 8, IS U8, VA o B
FE BB A TR 2. LI (i SRR UEAE I, B
B AR FR B AR 2 19 75% -
3.2 AHENERFEE
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Fig.5 HPLC chromatograms of the dissolution test of Dioxpromazine Hydrochloride Tablets
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Fig. 6 Results of the dissolution test of Dioxpromazine Hydrochloride

Tablets from different manufacturers
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