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Determination of content uniformity and dosage distribution of isopromazine

hydrochloride tablets in pediatric medicine by high performance liquid chromatography
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(1. Jinchang Drug Inspection and Testing Center, Jinchang 737100, China,
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ABSTRACT: Objective To establish a high performance liquid chromatography method for the determination of the
content uniformity of promethazine hydrochloride, and to provide a reliable experimental basis for the subsequent study of
the content uniformity and content quality of pediatric drugs after manual breaking tablets. Methods High performance
liquid chromatography was used, octadecyl silane bonded silica gel was used as the column filling agent, water (adjusted pH
to 2.3 with glacial acetic acid) -methanol (55 : 45) was used as the mobile phase, and the detection wavelength was 254 nm.
Results Promethazine hydrochloride showed a good linear relationship in the range of 17.392~26.088 pg/mL, and the
linear equation was: Y=55272X+348938 (+”=0.9986). The method recovery rate was between 100.22% and 101.40%, and
the RSD was 0.49%. The content uniformity of promethazine hydrochloride was in accordance with the provisions of the
four general principles of the Chinese Pharmacopoeia 2020 edition. Finally, this method was used to analyze the accuracy

of children’s drugs by different methods of dosing by the content and content uniformity of promethazine hydrochloride
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tablets. Conclusion The method has strong specificity in determining the content uniformity and content of promethazine

hydrochloride, and the accuracy and precision are good. The dose accuracy of children’s tablets is reduced by many times

of dosing, and it also provides very important data theoretical and practical significance for promoting the dose accuracy of

children’s tablets.
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Fig.1
hydrochloride (B), mixed reference solution (C), promethazine
hydrochloride API solution (D)

Blank solution (A), excipient solution without promethazine
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5uL, FEABAHEIEN, 0 AR, DIFhRR 5 P30T A S vk
BEAREARER , AT RS AR, 2 ILRrE e, SERah RaRm] (i
F 1), HhFRSENEETE 17.392~26.088 ng/mL 15 B N 52 B2t
R, MR Y=55272X+348938 (7=0.9986), TiIiZITIAHE
T AR L AN, 90 P P B IR AN S X S e a5 2%

1
Table 1 Linear regression results
% 1 2 3 4 5
W (ug/mL)  17.392 19.566  21.740 23914  26.088
A1) 406377 462116 509350 572560 624888
MR(2) 405531 458089 508789 572533 627293
SEHJUETIAL 405954 460103 509070 572547 626091
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Table 2  Precision test results of the method

214 AEHFR

PR S SR RO B E =R AT, &t 0. 1.,
3. 6. 10 h 43 BRI ST S uL JEFE, G0 R i,
DI T AR A2 2 e, RSD M 0.23%, SCIZE R (W% 3).
B SLEAE 10 /DEFNRRE P R AT, AR R AN 20 5255
T AR ZE
2,15 EnEFR

T A 46 2 S T T V25 VAR 114 v P AR Ve B R VR A T A T R 4% 3
By, o fy, B EIERE, Rk, T Mg
7 101.40%, 101.38%. 101.22%. 100.75%. 100.56% . 100.80%.
100.24%. 100.49%. 100.22%, “F¥JFIILHE N 100.78%, RSD A

Frffte(g) W -4y i i A RSD(%) . N L N -
01852 191683 0.45%, 18025 R (N3 4), 1207 R RS KA, A RO R &
SCISS AR AR AR N, RTAL PR REAN X S 1 AR 22
0.1876 494385
0.1889 495350 3
0.1889 492099 493655 032 Table 3 Stab111ty test results
0.1885 495334 mEh) 0 1 3 6 10 “F¥{EH RSD(%)
0.1887 493078 IR 613437 611546 613065 612909 615403 613272 0.23
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Table 4 Recovery test results
FEM 2R WA 5 N % (mg) MFFER R 5 N % (mg) [ETC% (%) SEREIRCR (%) RSD(%)
13.5031 13.6921 101.40
VR R 13.5031 13.6896 101.38
13.5031 13.6684 101.22
10.3870 10.4970 101.06
R B R 10.3870 10.4456 100.29 100.79% 0.49%
10.3870 10.4735 100.83
7.2709 7.2881 100.24
ICHR R 7.2709 7.3062 100.49
7.2709 7.2868 100.22
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Xof Tk PP 2% % TE 1 5 TR S R AR IR (3045) °CL AN [l
B (1.0£1) mL/min, A [ 3 A8 He ] A [ (3% B 8 3 C
(250 mm*4.6 mm, 5 um). ZHER Cy (250 mmx4.6 mm, 5 um)
VISR AR A (Bt 28E4) AT, 2o,
XTER R TR S AT, BRI SRR R % 1) RSD
9 1.76%, SEgFR W & 5 EE T IR, S B R R Y
FEIRL . AEA R . AFE ARSI G AR RS LK
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Table 5 Durability test results
Shl £E = A L N =
T M*ﬁ%zfﬁaﬁ *ﬁjﬁ RSD(%)
0.8 mL/min & 101.5%
35°C H:R 101.7%
IK-FEE(60 = 40) 102.3% 101.1 1.76
AT 102.0%
TS 1260 1L 5 98.0%
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Tk (s 6) BEAE HFAAY 5 BOm A, A4 23510 80%.
60%. 40%; JIVNik (A3 7) BEHE BRI Bn, & HsR oy
B 80%. 60% . 40%. LM T-HIEBEATR R 2, S
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Table 6 Results of content and uniformity of hand-broken tablets

R B/ T2 K FRRIB A TR AR
i 1 104.5%  112.7% 135.1%  108.9%
T2 107.0%  103.8% 82.3% 82.9%
3 105.4%  1322%  1322%  109.2%
ik 4 105.2% 84.7% 100.8% 110.1%
TES 106.4% 105.2% 106.8% 79.8%
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R Ry FRR12 A TSR FR U4

6 107.1%  105.8%  103.3% 74.8%

T 103.7%  104.2% 81.9% 129.8%

T8 104.1% 107.3% 108.4% 127.9%

9 107.2%  1055%  104.5% 88.2%

10 107.4% 110.7%  109.6%  106.4%

L 15.0 BFEAEL/ 17y 0 2 4 6
EHEE % 100% 80% 60% 40%
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Table 7 Results of content and evenness of knife slices

B Y2k Vs Rk 1 va R
il 104.5% 110.5% 103.1% 107.3%
T2 107.0% 100.8% 101.3% 88.9%
T3 105.4% 102.2% 122.2% 121.8%
T4 105.2% 109.7% 89.8% 106.1%
TS 106.4% 101.2% 106.5% 110.8%
TH6 107.1% 111.8% 109.3% 100.2%
Frht 7 103.7% 105.3% 105.9% 103.4%
i 8 104.1% 105.9% 104.4% 108.6%
FH9 107.2% 99.4% 108.5% 105.2%
i 10 107.4% 112.1% 103.6% 102.4%
I 15.0 FEAEL/ 9y 0 0 2 2
GBS % 100% 100% 80% 80%
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