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BB EHFEER, R ERIELLTEE S A A 100.26 ~ 1 002. 60 pg/mL(r=0.999 8),149. 85 ~ 1 498. 50 pg/mL(r=0.9989),
29.98 ~299. 80 wg/mL (r=0.999 8),2.16 ~21.61 wg/mL (r=0.999 8); F 3§ #u # w1 4 & £ 5] 4 98.98% , 98.89% , 99.38% ,
100. 48% , RSD 4% 4 1.38% ,1.07% ,1.27% ,1.25% (n =6) JEEI® &7 ik MAR, Peik , 44 28R T B Ao L R 0942 2303 4 )
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Determination of Content and Content Uniformity of Paracetamol, Aminophenazone

Caffeine and Chlorphenamine Maleate Tablets by RP — HPLC
Wang Ligiong
(Leshan Food and Drug Inspection Center, Leshan, Sichuan, China  614000)
Abstract: Objective To establish an HPLC method for simultaneous determination of 4 components in Paracetamol, Aminophenazone
Caffeine and Chlorphenamine Maleate Tablets, and to investigate the content uniformity of caffeine and chlorphenamine maleate.

Methods
0.02 mol /L potassium dihydrogen phosphate — triethylamine(100: 0. 02, mobile phase B) at the flow rate of 1.0 mL/min,the column

XTerra® RPis column(250 mm x4.6 mm,5 pm) was adopted with gradient elution of methanol (mobile phase A) and
temperature was 30 °C , and the detection wavelength was 215 nm. Results The resolution of aminopyrine, paracetamol, caffeine and
chlorphenamine maleate in Paracetamol, Aminophenazone Caffeine and Chlorphenamine Maleate Tablets met the requirements,and the linear
ranges were 100.26 —1002. 60 pg/mL(r=0.999 8),149.85 —1 498.50 pg/mL{r=0.998 9),29.98 —299.80 pg/mL(r=0.999 8)
and 2.16-21.61 wg/mL(r=0.999 8),respectively. The average recoveries were 98.98% ,98. 89% ,99. 38% and 100. 48% ,and the RSDs
were 1.38% ,1.07% ,1.27% ,1.25% (n=6). Conclusion The method is simple, rapid, accurate and suitable for the content and uniformity
determination of Paracetamol, Aminophenazone Caffeine and Chlorphenamine Maleate Tablets,which is conducive to the quality control.

Key words: Paracetamol, Aminophenazone Caffeine and Chlorphenamine Maleate Tablets; aminopyrine ; paracetamol; caffeine ; chlorphenamine

maleate ; RP — HPLC;; content ; content uniformity
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2.0,3.0,4.0,5. 0mL, 534 # 10 mL 2553, in 25% H Tt PP a8 1) s BOS BT, 4 R FH R TR AT IR

TR R B 20 B F50) A S U VAT 10 wL, 0 9liE A (29.0,29.5,30.0,30.5,31.0 °C) FAS ] 37 3% (0. 990,
AHEOTEAY  iE O A LA A AL CA) NARAR B 0.995,1.000, 1. 005, 1. 010 mL/min) , HoAth 25 7R [A] 2. 1
HWRE (C, g/ mL) WA BRI TL I I S5 R LR 1, T, R 2w B 10 L, VAR 3 A, 10 a3,

% B2 U0 RS 2 BOW BRI TR 10 pL, TR AR @ WA S R LR 1, AT WLAE I E SR A T N B
AT, TSR i B LRI 6 W, e W AR . 45 ME S SRR Z 5, RGum k4T o
UL 1, W] DA 2 B R A 2.4 MREENE

A RIS Ut 5 DMA1610 14 22 mn 5 A +E Budtt= 4 DLA1586,DHA1628, DMA1610 %) i 2
b MRS 6 AR VAT R B RS IATR 10 pl, B 3 0y, Ak A AR 3 T TR R B USSR
AR, iC OIS LIRS 4 4150 brn i 10 wh, 20 BT A TR 354X, 10 35 1 7 AR L
M A A SR W LRl L, ik R AT A 2R U TR AR TR o B A AR LR 3.

TR RIS A BRI I LU AR W O BEE S 2.6 HmEERNSENE
RO PR A X R gt K R R g Al 4 G H AL T iR Uitk DLA1586,DHA 1628, DMA 1610 14 i . mhi
100% , 43 5B 6 4> 200 mL 25 i, s & 25% Wi 80745 1 R, 200l 200 mL 285t inid & 25% H R,
VA 5 K BRI S TR S A BB O B, 20 mg, & 50 mL A IV, A, ] 25% FR BRI R 20 15 A R
FEE P, 25% RS RF R R 20 PR ® ST 10 wL, 23 0E AMAR R, #ERE 10 IR, 0 SR A
IS mL, 43 S8 B AR B 200 mL AR, B 1S B e S bR T I T AR TR ARLRE S A, IR AR
25% MR B B ZI B 425) 18 A4 6 itk s 2015 AR iR Crb [ 25 i (pu ) ) G ) 0941) U35 &
T KGR LA I 6 FPAMAS 10 pL, 3 AAR G BI5E (A +2.2 S) 85 R HFF A ERE WL 4,

A1 FEFERRBER

o BEX ALK RERME  WEERER  EAWRE RBTWRE AARREY RSD(%)
=27 AR ro &EEE (ug/mL) S/N RAE(pg/mL) # RSD(%) 2% (%) RSD(%) # RSD(% ) RREAER FRREKRE
A A=22.53C+170.96 0.9998 100.26 ~1002.60 44.7  0.06 0.43 98.01  0.67 0.76 0.08 1.01
B A=15.83C+580.84 0.9989 149.85~1498.50 65.3  0.06 0. 69 99.56  0.42 0.84 0.08 0.93
C A=43.31C+160.99 0.9998 29.98~299.80 62.7 0.02 0.32 102. 44 0.60 0. 80 0. 06 1.03
D A=14.92€-4.07 0.998  2.16~21.61 59.9  0.18 0.79 96.03  0.75 0.90 0.97 0.59

E A AR, B AT CBAAR,C Ak R, D AL RBRAEAK,TLAR,
A2 ERFRELER(n=6)
MwAE (ng) 72 % (mg) (% ) X(%) RSD(% )
A B C D A B C D A B C D A B C D A B C D
100.02 150.12 30.01 2.08  97.39 146.07 29.21 2.11 97.37 97.30 97.33 101.44
100.12 150.08 30.02 2.08  98.52 147.98 29.73 2.13  98.40 98.60 99.03 102.40
100.08 150.00 30.13 2.08  99.08 148.07 30.10 2.07 99.00 98.71 99.90 99.52
100.05 150.02 29.98 2.08 9575 148.67 20.83 2.06 98.70 99.10 99.50 99,4 o0 %8 9938 10048 L3 10T L2712
100.02 150.11 30.09 2.08  98.92 148.62 30.45 2.08 98.90 99.01 101.20 100.00
100. 11 150.07 30.01 2.08 10161 150.97 29.81 2.09 101.50 100.60 99.33 100.48

%3 HabeMEsgR(%,n=3)

" A B C D

e RSD e RSD e RSD e RSD
DLA1586 98. 1 0.7 98.8 1.1 102. 6 1.4 95.5 0.7
DHA1628 9.6 1.4 95.1 1.0 100. 6 1.1 93.8 1.7
DMA1610 97.7 0.2 99.5 0.1 102. 1 0.6 96. 3 0.9
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o5 AR aE%) X(%) A+2.28
1 2 3 4 5 6 7 8 9 10

DLA1586 C 100.6 99.2  99.7 100.3 100.0 94.8 97.0 99.5 100.8 101.6 99. 4 5.1

D 95.4 97.6 94.9 96.4 98.4 96.7 101.0 98.2  96.0 92.7 96.7 8.3
DHA1628 C 100.3  96.1 93.7 100.0 97.4 98.4 96.8 89.6  96.5  100.1 96.9 10. 4

D 94.5 951 93.7 93.6 93.6 92.2 92.4 91.7  94.0 93.9 93.5 8.9
DMA1610 C 103.4 102.3 104.9 102.1 96.9 10l.6 101.2 98.2  98.9  102.8 101.2 6.7

D 97.7 99.6 93.6 97.5 93.8 98.2 98.0 95.3  93.9 99.2 96.7 8.4
3 g W2 150 5 — Al 35t 1 Ak 4 A PR S AR IS 058 A AL 58
3.1 EEEHER PR T 3 A R R R B T o AT L AR ik TR

WA BEFE AR R 4 BB 43 19 55 A0 6 % B (200 ~
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PR R WA JE 2 Ol HUARAE K 261 nm AL AY 3 5, 3L L AR
AT PR R SE FHARAE B AT , X 2 TR S 4
WS S5/, TGS Tk e i 114 Ak i e R, SR FR AT
BRAAL Ty s/ N LR A5 B FE 215 nm P KA AT

A AEE I T B T i s A B A3 oA
0. 02 moL./L Wik — A ¥ Wk 0. 02 moL/L B R — A
RV — = 2 e (100 = 0. 02) X €0, 35 0 1) 52 1), 45 50 5
TN, TG = £ T Bt 8k B MR g %) X AR 2, 16 T S A M I
BIAH o RIS LA 1 6 B R MO 5 5 B Y I XT3 B S g 1) 5%
Wi o4 2l 43 (5 06 ) AR PE oA — B0, 24 2R T -
0. 02 mol /L B2 — S # I - — £ 1 (20 : 80) i ol
AHAE B VRS, SR GAS 0 |, 223k AR H 08 s i) 2
19 min, FLUGJETE SR R B8 Ve B2 = FF B L fsi), A )
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