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R _ESABRFNSE. QREVAERBAHENET EH
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(B4 LT A B EHRANF O, BE LE  725000)
WE:BN ZELER_EARRANATHEFE RASRRMEHEEMNE SAT RHBNEETASEHHE, EFAEHETFN
SuperLu C, #£(250 mm X 4. 6 mm,5 pm) , /K FH A8 A F B - 0. 2 mol / L BEBR Bk — = L he(45:55:0.3,V/V/V, AkEs 88 pH £
5.0), %3 4 1.0 mL/ min, %% K 4 264 nm, A28 A 30 °C,#H A E A 20 plod 2020 SFR(P B (w3R) )M K 0931 HEHES
BB ik D ARER EE B E, A 200 mL 0. 1 mol / L 3B 7k A 78 B A, A5k A 100 v/ min, BAEET M) 4 30 min 255 #Hhdk
Z R AR R EREL 10~100 pg/mLFEE A5 mREERL R RIF(r=0. 999 3,n=6);4MFRA 0. 443 8 ug/ml, ZZF-H 1. 528 7 pg/ml;
A AR NE F MR IR 45 R4 RSD 34T 1. 0%; T3 mAfEni & 4 100. 06% ,RSD 0. 75%(n=9) .5 AN RAE &6 F 3455
A ENH A 97.71%,98. 98%,100. 02%,97. 79%,99. 01%(n = 2) , AN Z LA A A4 FHHE(A+2.25) %% A4 7.31,8.69,
8.24,8.13,6.31,3¥) — G4 E(<15) FHE B 55 A 91.25%,96. 56%,89. 48%,95. 23% ,86. 24% , 3 45 & FA3T TR (> 80%) .
i TSI E TR AT, BB E AW BT, RAVER, T EIFEIL T S BN, AT R AT TERFRERAS
XER AR —AFENBARMEE R, SENE,ATHAEBRE
Determination of Content,Content Uniformity and Dissolution Rate of Dioxypromazine Hydrochloride Tablets
TAN Yanping ,ZHU Qingli,TU Rongrong,Ll Ning,ZHU Yuanfeng
(Ankang Food and Drug Testing Center ,Ankang ,Shaanxi,China 725000)
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Abstract: Objective

liquid chromatography (HPLC) was used to determine the content and content uniformity of samples from five manufacturers, the

To improve the quality standard of Dioxypromazine Hydrochloride Tablets. Methods High — performance
chromatographic column was Phenomon SuperLu C column (250 mm X 4.6 mm,5 pwm),the mobile phase was methanol — 0.2%
ammonium acetate solution — triethylamine (45:55:0.3,V / V / V,adjusted pH to 5.0 with glacial acetic acid),the flow rate was
1.0 mL / min, the detection wavelength was 264 nm,the column temperature was 30 ‘C,and the injection volume was 20 plL.
According to the dissolution and release determination method (the small cup method) in appendix 0931 of the Chinese
Pharmacopoeia (2020 Edition, Volume IV) ,the dissolution rate was determined,the dissolution medium was 200 mL of 0.1 mol / L
hydrochloric acid solution, the rotation speed was 100 r / min and the sampling time was 30 min. Results The linear range of
dioxpromazine hydrochloride was 10 — 100 pg / mL (r = 0.999 3,n = 6). The limit of detection was 0.443 8 g / mL,and the
limit of quantification was 1.528 7 g / mL. The RSDs of precision, stability, and repeatability test results were all lower than
1.0%. The average recovery rate of dioxpromazine hydrochloride was 100.06% with an RSD of 0.75% (n = 9). The average
labeled contents of samples from five manufacturers were 97.71%, 98.98%, 100.02%, 97.79%,99.01% (n = 2),all within the
specified range. The content uniformities (A + 2.2 S) of samples from five manufacturers were 7.31,8.69,8.24,8.13,and 6.31,
respectively, and all of which met the standard (< 15). The average dissolution rates of samples from five manufacturers were
91.25%, 96. 56%, 89. 48%, 95. 23%, and 86. 24%, respectively, all of which met the proposed limits (> 80%). Conclusion The
established method is reliable and feasible, with good specificity and repeatability, high sensitivity, which can better control product
quality ,and provide a reference for manufacturers to improve their production process level.
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1 NBE5RE
1.1 {4z§

Shimadzu LC - 2030 7 = 20 A 351 (FL A i
T ARG NGRS ), UV - 2600 8 25 483566 1,
¥J04 [ H A% Shimadzu 23 7 ; ADFC12AD # 4 [ 8 i
BRI AE R (RIER KR R EBHE A BRA R ) s KQ -
500DE 7 %545 68 75 )k 1 e 4 (RS L vl B8 s A 2 A PR
A, P& R 500 W, J K A 40 kHz) ; SECURA225D -
ICEU B 20 BT KAV (BE Z R ES < Lot > ARRA
Al AE A 0. 01 mg) ; Milli — Q Integral 5 F14fi 7K / 48 4l
TK—AKHL (S [H Merck Millipore NI
1.2 iK%

TR AR R G TRt (L 24 R A AR
it 5 2 100299 - 201803, 4L i 54 99. 8% ) 5 H i ({0 3%
4fi, 92 [ Sigma — Aldrich A 5] L5867 - 56 - 1); =2,
Jiie (415241 20230301) , 2R 8 (4524 20171007) , &
A (54 20170917) , B0 43 Hr 4k, 1 3 R T R
KR AL 23 A BR A W) 5 iR — &R (A Al , R TIT 7k
KA A R AL 558 YD20201108) 5 7Ky H il
Ak ;R —EH N R (KA - E #5505 5108
20230201,20220902,20221201,13-230201084,03221001),
2 HEEHER
2.1 BiEEH

g JEX ] SuperLu Cig 4 (250 mm X 4. 6 mm,
5pm ) BIA: FHEE - 0.2 mol / LEERREVEWR - =2
e (45:55:0.3,V/V/V, HUKBESERH pH 2 5. 0) 5 Jii i
1. 0 mL/ min; KR : 264 nm; FE 30 °CdEFER 20 pl.
2.2 AiEHE

IBCERTIR — AR N RS BN 12, 5 mg, RS FRE , 5 50 mL
T, 0. 1 mol / LERRRIA MR M2, #251, B
RN Bt 25 8 o 235 RO A 48 T 5 L B 25 miLL
I, 0. 1 mol / LERBRIETRE 25, ¥4, B X) 1R

Al VAR o JBURE i 20 1, BRZSHEAR R A, AF 4, LA
Fyid i (A TR AR 12. 5 me) KB AE , &
50 mL & EIH, B0, 1 mol / LERFRVA TRGE &, 75 {ili
W, JH0. 1 mol / LERRRISBE S, F25] UL, HIAG % &
HUEEUEW 5 mL, B 25 mL2S )i, JH 0. 1 mol / LERFR WS
WOEZS 5], RIS B At i VA BURE A 10 7 AR
HUARYE B S HFE , B 100 mL 28, 0. 1 mol / L
R R R WGE =, S R, H 0. 1 mol / LERRIF W
F5LRES) UL BUEL IR , RIS 5 i 34 5 B A
W F R R — AN R Ak T A R 1 Eh R A TR Y
ISP 0 B e Atk R B 0 s T D P 0 B
a3l
2.3 HEFEEE

LRI R A I 2. 230 F X PR S T A
TR AR BPEXT BRIV AS 10 L, #2. 1 300 R gk 2%
PRHEREINE 0 SR ik B 45 R & I s i s
TE 508 it VA YA€, A (] O B I ] &b A R I £ 335 06 o
B, HPIHEXT R TC T8, R L Rk RAF PRI 1.

LR HEGRMIR o EBRAE  B 2. 20 R
X Rt b 8 RS 1, U ) R R e 8 o i R B2 4 ) oy
10, 30,50, 70,90, 100 wg/ mL f) £ 51 X} B8 5h V%5 U, F%
2. 130T g S AR S, AR R — 40PN R ST VA
(X, g/ mL) R EEAR AR TR (Y ) PN AR bR EA T4 4 0]
P AR Y =42 177 X - 27757(r=0.9993,n=6) .
RN BRI N R I BT MR AE 10 ~ 100 pg / mL
Y0 [N 5 06 TR 2R PR OC R R AF o BOGE IR S,
0. 1 mol / L ER RV WA YR T LA [+) Jot 22 R 32 AT
F 2. 1T 5 SRR , 23 5 LUE IR L (S 7 N)
31110+ 1B f8 Joi o Ve i AN IR P o e BIR , &5 5 50
PR 4 N R ARG FR A 0. 443 8 wg/ mL, E B R A
1.528 7 wg/ mL.

i 55 BRI RS 25 R 2. 2 300 T R BRI 20 L,
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Fig.1 HPLC chromatograms
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Fi 2. VI €03 S5 % SR RN A 6 UK, 10 SR UG 1T AR
ZEHLA RSD A 0. 03%(n = 6) , R AU ARG 2 B R

A - HR] A il (152 2023020138 i,
KGR 5 2. 2300 e PA T4 & s 6 1,
F5 2. 1300 N OSSR FUEREI A , I SR AR, A
ZEIIRSD ] 0. 43%(n = 6) , T T B RIT

o e - R —HEAE o (A5 2R 20230201 ) 3%
i 2. 200 R kA S A L 5 T 0,2,
4,6,8,10,12,24 h 4% 2. 1 30 F i & 430 R0 5E 10
ST R S5 SR RSD 1 0. 05% (n = 8) , B B 1
ARVATRE R N CE 24 h NFaETE R

I [l s g B2 AR (AL R
20230201)30 F, B ZHiA, BF40 , B O 10y RS Bk , BUER
PR S DI R T R i 2, PR RS B PR, FH 0. 1 mol / L
ERFR VARG B A 3 A KT R TR B A
AR BESEAT 3408, $2. 1 TR (4 S R R RE 2
TS T AR, AR ISR A R L 1,

F1 MEEKRKEER(n=9)

Tab.1 Results of the recovery test (n = 9)

HH4E(mg) mAZ(mg) MEFE(mg) EKE(%)  X(%) RSD(%)
9.88 7.79 17.63 99.49
9.92 7.93 17.81 99.50
9.90 7.99 17.92 100. 38
10. 10 9.97 20.07 100. 00
9.91 10. 01 20.01 100. 90 100.06  0.75
9.85 10.20 20. 04 99.90
9.82 12.23 21.99 99.51
9.87 12.17 22.23 100. 56
9.91 12. 15 21.98 99. 34

2.4 HFmRESSRENIENE
FRIE A - B KRS 20 (15
FE25HE) 45 2. 2 TR U5 1 i #  i AH mh IR, %
2. VIR (3% 25 R0 0 HEREIIAE 20K, 10 sk AR, #4251
PREETHRARE SR i A AR AR 2,
K2 HREBNELER(%,n=2)
Tab.2 Results of the content determination of dioxypromazine

hydrochloride in samples (%,n = 2)

. 15 # 25 # -
I % X RSD
1 2 1 2
A 97.74 97.93 97.59 97.58 97.71 0.17
B 98.46 98.48 99.50 99.50  98.98 0. 60
C 99.32 99.21 100.74 100.81 100.02 0.87
D 97.60 97.56 97.90 98.11 97.79 0.27
E 99.69 99.62 98.38 98.34 99.01 0.76

S B LA - ET R AR 2. 2T F
JIiE W A8 S R S REV I, PR 2. 1 0T (i SR AR A

5E IO AR T A + 2.2 STHHE SRR 451
A3 9R7.31,8.69,8.24,8.13,6. 31, B A i h ik —
AR 38— AR ( < 152 FFE 2R,

2.5 AHEMNED

2.5.1 BHABEE

Vs R L BUIR] —HERE S (FIE50h 20230201)
T o A EEE R (R R RRLR 500 mLL) K/
(7 AT 200 mL) , LLO. 1 mol / LERBRIE W M A
J, LSRR 100 v/ min FE4T 3 HRER , 2000 F 5, 10,
15,20,30,45,60,75 min i BURE, 35k, B8R A 11t
TRV, B HURE S5 35 40 FEAH AR R 5 A I, 4%
2. 13U (i S ERE I E |, ST 1 22 v s ol
2R B A /IR I RO AR T IR R s s B/
PRV o B R ] 68 Sy 0 2 R0 5 0k DN s 1) AR 3 7 3 Y o i
W AR R AV IR B 2%, HHHUAS A 5 me, J& /N i
B, R B4 A R AN 0 A PR ILIET 2 A

B A TR R —HEAE i (L4524 20230201) 1%
5, R H/INREE #5388 100 ¢/ min, 7309 LA7K 0. 1 mol / L
PRI pH 4. 5 EERRERZE thif . pH 6. 8 WA R 2% whii
200 mL A ¥ A BTk A i s, 3 9 5,10, 15,20, 30,
45,60,75 min B HORE, 8L, IOZEUE R AE R AL AT
B BURE J5 B0 Fe A0 RMAR B B th A o, 32 2. 13310 F £
PSRRI TR R R ik A R R
B, $hW2 — N WE F7E 0. 1 mol / L3RRI W h a1 1 1
RO, H AR5 AR B WIAEE , iE#£ 0. 1 mol / L
RS RS A TR ULIE 2 B,

e T URE AF ) 3 B - IR — LR S (HIE SR
20230201 )38 &, R /MR, LL0. 1 mol / L R
200 mL ¥ A5, 23 2L 75,100 r / min A5, 435
F5,10,15,20,30,45, 60,75 min B B4 28 5 V75 W &%
10 mL, Y&, REUCHURE JS 244 se AR RV AT, 3
2. VIR S SRR A TR i, IR il
2 G5 AR 2RI EE AR, 30 min RHA HHR KT 80%,
{HZE 100 v/ min 251 F 20 min J5#E A -5 10, 0t 42
2R B[R] A0 R B AN B AT 5% 110 B U] S5 2 ok
FE£100 r / min, BAERFAIESE 30 min  FEILEI 2 C.

2.5.2 EHEME T *

FRIE 2. 5. 1T F 8245 L i g $h ik — AR iR
HERE I R Tk FEURE S L 442 2020 4F i i [ 24 8 (PU3HS ) )
Bis% 0931 ¥ EE SRR I AE ¥, LA 0. 1 mol / LERR
TR 200 mL oA A 5530 100 v/ min ARGEEAE 7
30 min B BUAVE 10 mL, S84, IS UEMAE i A A
RISV, 42 2. 1 I g SR R E I o , TR R
2.5.3 W Em szl

SEMEA - B AR, #52. 5. 230 T A
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SR 1 % FIHEHE 1 % SN HIE 1 %
120 120 120
100 100 100
80 80 80
60 60 - K 60
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A. Different dissolution methods B. Different dissolution media C. Different rotational speeds

Fig.2 Dissolution curves of Dioxypromazine Hydrochloride Tablets

GRS KR _ANGER N EHRT
85% , (HLI%s AR AT 22 5 CF X% i 3 518 91, 25%,
96. 56%, 89. 48%,95. 23%, 86. 24%) , T A IG] |~ K 1)
HOR X T X AT A EE W LR 5 R, IR
FE RN 1Y 80% o
3 Tt
3.1 BEEGERE

K03 K < B AE 200 ~ 360 nm I 1 5 A XA
R HEAT I, 45 R AF 226,264, 291,328 nm i K A4b 1
BRI, (ATE 264 nm P Ak B W6 iy, SOk A
WAL 264 nm.

TS B ZEEHEE - 0. 1 mol / LEEFRERIATR - =
O WE(65:35:0.3,V/ VIV, HIKEERRH pH £ 6.0), 2
i — 0. 5% iR — SR - — 2 M(50:50:0.2,V/V/I V),
(L (o A W T SR AN DR TR TR e IR B0, AR e —
0.2 mol / LEETREIA W — = £ M2 (45:55:0.3,V/V/V,
FHYKES R T pH 22 5. 0) R s AR, Al AR 40 3 58 4= 4
2, B i B R 2. 1300 i sl A
3.2 BFIERE

[ %82 7 B4R A2 0. 1 mol / LR FRIA , 1450 20
Ay ¥AE b 2 FhiE R T g e A, R v R T
FE TR A A — 35, Bk RR 0. 1 mol / LERFRIS WA
a8
3.3 BHERSH

SANT ZAGRE b AT 08 R S T v
BV AT A TT IR EE (H AR G0 i R) (4 35 1
TTohA 25, e iR ] e 50 Sk =X 7 48 A
PR S g Ny L Y R S T R RO
[F]) G E b Y o o 25 5 4R T B i b o, i — 2D e 2
m i, R KT A T AR S5
3.4 FEEMG

AT AT SES AT, B Iatk B T
RO, R B0 e , nl B b S B A R L O T
FIRTHE = T KRS %
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