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Effect of Production Technology on the Quality of Pediatric Paracetamol, Atificial

Cow — Bezoar and Chlorphenamine Maleate Granules
WANG Hongmei', JIN Ling®,ZHAO Wanting®,ZHANG Yihua®
(1. Highway Bureau Hospital of Sichuan Provincial Department of Transportation ,Chengdu . Sichuan ,China 611731 ; 2. Hebei Institute of Drug and
Medical Device Inspection ,Shijiazhuang , Hebei ,China 050011 )

Abstract: Objective To establish a determination method for the content uniformity of Pediatric Paracetamol, Artificial Cow — Bezoar
and Chlorphenamine Maleate Granules,and to compare the effects of spray technology and dry mixing technology on the quality of
the preparations. Methods High — performance liquid chromatography (HPLC) method was adopted. The chromatographic column
was Diamonsil C,4 column (200 mm X 4.6 mm,5 um),the mobile phase was phosphate buffer — acetonitrile (75 : 25,V/ V), the
flow rate was 1.0 mL/min,the detection wavelength was 262 nm,the column temperature was 30 “C,and the injection volume was
10 pL. The qualification of 90 batches of samples prepared with spray technology and dry mixing technology respectively from six
manufacturers were compared. Results The linear range of chlorphenamine maleate was 0.005 - 0.1 mg/mL (r=0.999 7,n=5).
The limit of detection (LOD) was 2.0 ng and the limit of quantitation (LOQ) was 6.2 ng. The RSDs of precision, stability and
repeatability tests were less than 1.0%. The average recovery of chlorphenamine maleate was 99.91% with an RSD of 0.63% (n=9).
The qualified rate of samples was 86.05% (370/430). The A +2.2 S value of unqualified drugs was concentrated in the range of
16.0 — 46.2. The average qualified rate of samples prepared with spray technology was 100.00% (70/70),while that of samples
prepared with dry mixing technology was 45.00% (9/20). Conclusion The method is sensitive and accurate, which can be used to
determine the content uniformity of chlorphenamine maleate in Pediatric Paracetamol,Artificial Cow — Bezoar and Chlorphenamine Maleate
Granules. The quality of samples prepared with spray technology is significantly better than that prepared with dry mixing technology.

Key words: Pediatric Paracetamol, Artificial Cow — Bezoar and Chlorphenamine Maleate Granules; chlorphenamine maleate; content
uniformity ; HPLC;spray technology;dry mixing technology
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Fig.1 HPLC chromatograms

G 0 B R S e PR R 2. 2 TGS R A T
iR EMRE 2. 1IN AR SRR I A, T SR 0 T
FROLUMEMELL (S 7 N) R 321110 14355 A BR &
PR S R ARSI BR 4 2. 0 ng, B PR M 6. 2 ng.

o e 2. 2 00T B i v L 4% 2. 130
T E SRR SRR 6 YR, 0 S I TR 4 SR ORI AL
WETH ALY RSD M 0. 58% (n = 6) , & W 7 K 26 B LA

R M - BRI S VA TR o, 0 0 T & IR R
HO0,1,2,4,8,12,24 h i gERE & , 0 06 AL, 154
B A R E R IB I AL RSD R 0. 61%(n=17) , 4
A AR VA VR A 5 T T IO 24 h AR E

AP ORE S A L dE 6 RS AR
FE L4 2. 250N J5 vk A R S S He 2. 1 T (g
A HEREN RE 0 SR G TR, IR AR O a5 SR AR
S B RSD N 0. 23%(n = 6) , WA T 2 M R

TR [ 56 - BORE S8 (A T, 4165 20101107)
FWiE A, 90, A iR B AR BRI AW 4,5,
6 mL, 75 3 103 o <7 il £ A i VA L, A% 2. 1 0T (g
FAFHEREIE  IMRIE TR IRIOR S SR WL 1,
2.4 HEESEWHENE

430 fLEE S, A 370 1L B I S E AT A 2020 4F R
ChE 258 (DY) YE (A + 2.2 8 < 15.0) , A% Ky
86. 05%; N HEFESHBIA + 2.2 SHEHTE 16. 0~ 46. 2,



202246 H 20 H 55 31 #5512 4]
Vol. 31,No. 12, June 20,2022

¥ %

China Pharmaceuticals

< AT ST AST -

Inspection and Test

Fz1 MENKREER(n=9)

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

#E4F(mg) MAR(mg MAE(mg) EKE%) X(%) RSD(%)
0.50 0.40 0. 899 99.75
0.50 0.40 0.901 100. 25
0.50 0.40 0.897 99. 25
0.50 0.51 1.013 100. 59
0.50 0.51 1.011 100. 20 99.91 0.63
0.50 0.51 1.015 100. 98
0.50 0.61 1. 108 99. 67
0.50 0.61 1.105 99. 18
0.50 0.61 1. 106 99. 34
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Fig. 2 Histogram of content determination of chlorpheniramine maleate
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Tab. 2 Qualification of samples prepared by two different technologies
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Fig.3 Comparison of content uniformity of chlorphenamine

maleate prepared by two different technologies
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