2023 4F 12 15 H 45 32 %45 23 Y] £ 4 Iﬂ 30 < RIBIRR -
Vol. 32, No. 23, December 5,2023 China Pharmaceuticals Special Report

ERHERERALKRE -KRBEARFEARETH-

HE4SHES RI17;R971°.1 XHERPRERS A XEHS 1006 — 4931(2023)23 - 0007 — 06
d0i:10.3969 / j.issn.1006 — 4931.2023.23.002

EralixEkh (BRE)PERSG REHHNENE
BOME MG BB B R R
(ERTRBHERRENAR K EXAREEERRRBEEM AR NERNEALRE, ERX  401121)

WE: BN Z 45 &8kl ) ¥ ok B f ok 5RO AAA 3 4 JE 0 & 2R A8 & 3% (HPLC)
LR AN TR/ R ZTEFUY mAE EHEAES YMC - Cy 4 (250 mm X 4.6 mm, S pm) , A 3h 48 A
0.1 mol /L &g 34 # & (pH 3.0) — WEL(60:40,V/V),#ik A 1.0 mL/ min, &0 3% ¥k 4 275 nm (3 TB R A &
B ) A= 225 nm (oo B | I R BR RO ARAL) , ARIR Y 35 C, A EH 5 L3 TELRAE ) Fe 20 wL(odk B | Ty R BR RORARAL) o %‘}tMﬁ
BRIFRAEFLDLFTHNET /LT EZFRIRSESETHAEN XL ER 44 RAFRAB IR £ 74k 106 HAf b, &%
DEFH AT RN 91.84%(90/98) ;52 RAF A Ic A F ey 135 AR T REHNEIRSSEHNIE é’a/\#%yb
94.87% (111 / 11T) A MAZ L CRELEFSLEN RGN B)FPINIRSEETSAE(RE)WERHA R 225 /£

Z 509 RSD %5 %3 3.31% Fr 2. 25% ;I 4k K 89 7 s % £ 749 RSD 4 1. 35% 42403t LEEA A B 69 & F B & %%%Li#ﬂf
ZEit AINEIRSALETHAEMNE T L BWR, TAHL T RABEER RE)G R AL E DA P &L ARIE RS0
AT, He KB D G9IR AT BB, AR 5 5 e 0 R A R B, A R AR B Aok ) e B R B RUORARER 2 AP £ R
S AR EY A EAIERAA

KB 27 Am b A ORE) ;s CRRRAE ok B B RER R RS S B E; A5 T8 RERA

Determination of Content Uniformity of Main Components in Compound Paracetamol and

Amantadine Hydrochloride Tablets (Capsules)
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Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for determining the content

uniformity of caffeine and chlorpheniramine maleate in Compound Paracetamol and Amantadine Tablets (Capsules) , and to
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The chromatographic column was YMC-C, column (250 mm X 4.6 mm,
5 pm),the mobile phase was 0.1 mol / L phosphate buffer (pH 3.0) — methanol (60 : 40,V / V),the flow rate was 1.0 mL / min,

investigate its effect on the weight difference. Methods

the detection wavelengths were 275 nm (acetaminophen) and 225 nm (caffeine, chlorphenamine maleate) , the column temperature
was 35 °C,and injection volumes were 5 WL (acetaminophen) and 20 pL (caffeine, chlorpheniramine maleate). The relationship
between the weight difference and the content uniformity of main components of products from three manufacturers with higher S -
value was investigated. Results Among the 106 batches of samples from 44 manufacturers of Compound Paracetamol and
Amantadine Tablets, the qualification rate for the content uniformity of the main components was 91.84% (90 / 98). Among the
135 batches of samples from 52 manufacturers of Compound Paracetamol and Aminophene Capsules,the qualification rate for the
content uniformity of the main components was 94.87% (111 / 117). The contents of three main components in each tablet of
tablet manufacturer C and each granule of capsule manufacturer E were highly consistent with the curve of tablet weight (granule
weight) , but RSDs of weight difference were 3.31% and 2.25%, respectively. The RSDs of the weight difference for capsule
manufacturer K was 1. 35%,but only the content of acetaminophen was positively correlated with the weight difference. Conclusion The
established method for determining the content uniformity of main components has strong specificity and can provide a reference
for the quality control of Compound Paracetamol and Amantadine Tablets (Capsules). It is recommended that the manufacturers mix
the main ingredients in a step — by — step order from large to small according to their inventory,in order to improve the mixing
uniformity of the product. Meanwhile, control items for the content and content uniformity of caffeine and chlorpheniramine maleate
should be added to the quality standards.

Key words: Compound Paracetamol and Amantadine Hydrochloride Tablets (Capsules) ; acetaminophenol; caffeine; chlorphenamine

maleate ; content uniformity ; production process;mixing step — by — step
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Fig.1 HPLC chromatogram
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Tab.1 Results of the methodological investigation
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Fig.2 HPLC chromatograms of the content uniformity
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Tab.2 Number of batches of Compound Paracetamol and Amantadine Hydrochloride Tablets (Capsules) need to be retested and unqualified
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Fig. 3 Relationship between weight difference and content uniformity
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