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Abstract

OBJECTIVE: To establish an HPLC method for the determination of chlorphenamine maleate and
its content uniformity in compound bergeninum tablets. METHODS: The C8 column was adopted at
the flow rate of 1.0 mL-min-! with the column temperature of 30°C. The mobile phase was metha-
nol-1% acetic acid (adjust pH to 3.7 with diethylamine) (50:50). The detection wavelength was
262 nm. RESULTS: The analytes had a good linear relation in the range of 0.0104 - 0.0833 mg-mL-1,
r = 0.9995. The average recovery was 99.9% (RSD = 1.0%, n = 9); the contents of chlorphenamine
maleate in samples of twelve batches were 92.1% - 100.7%. The content uniformity (A + 2.2 S) of
these samples were 3.2 - 13.5. CONCLUSION: The method was accurate, reliable and has good spe-
cificity, suitable for the determination of chlorphenamine maleate and its content uniformity in
compound bergeninum tablets.
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HH: B TREAEAXRRA P S RBRELRUSERTENSIENEKMHPLCH . 7k REAERE
TR SRERCONEAH], HIR30°C, Wi#1.0 mL-min-1, PBEE-1%ERR(— 2 ET pHZES.7) (50:50)
RN, WABEKN262 nm. £F: DRBREEFHHLETEEH0.0104~0.0833 mg-min-! (r =
0.9995); FIHEIEHK99.9% (RSDN1.0%, n = 9); T+ _HRXELRDGRBREEFTBETEL
92.1%~100.7%, SEHSIEM (A + 2.2 S)FE3.2~13.5. &il: L EXWE, FHEHER, TEHA,
ERMLE, EHAYES, THTEFEAXRZATIRREXTEHSEASEN S ERRN.
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1. 5]

75E AR HE AR SRR AR N A AR SUVE R AR RIFIEZ. 14
BRAEH: SRR AFIBCEAT BRI AL HI 2R, mrpded ) i il s oAbk . =5
SRR A T A2 bR AL S 24 i S FRUEE — (117 AR e T 1989 4R H AR, R IR [ 24 4 )
1977 SERR[2] T apR i, DURMIE AN OB R0 T8 ARS8, I ARXT Dok R R A Bt AT &5
R ORISR A Rl 2 — I BRI R A RSN 1R, Bzons He2 it
I aAh, RRAEDUAT 25 IR e, Z 0 o R R SR AR A DT B (RS A SR 125 mg,
RPN 2 mg) C ik B 75 AT & R 5 FEFE ] ROV L, (H A STHRIRIE - Oy 1 S 24 il i 22 41
ARSI SCRBRIB], IR T A MBI R AR R IE AR A b BRI IR & &
M J & B8 51 R AT ) HPLC J7 vk T 1 AR SRR 9T

2. LB/ ERE

Agilent 1260 B R0RAHAIEAL, MR I-MS205DU B RV : +A02—), 5 AEG220 H T
RVCREE: TirZ—).

Xof T L SR BR SR AR (T K Be, LS 100047-201507, &8 99.7%) HEE(#RAK, ZHFE 99.9%) A thilk
aff, HARHI A rat.

BT E AR L 12 fikA 25) 7, #t5: 180301, 180905, 190302; B 24/, #t5: 180301, 180701,
190501; C 24, #lk'5: 180504, 180806: D %), #lt'5: 180502, 180908: E %), #lk'5: 181101,
181103).
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3. FEESER
3.1. BARHECH

3.1.1. MREAEROTIZ

K5 BRI SRR AR IS I 21.62 mg, B 50 mL &4, FRShHEMIFHBREZE, #25,
YE RN IR S AW, R B 1 mL, B 10 mL &+, HEsMEmBEEZIE, RS, 1S4 1 mL
B ORI E IR IR 0.04 mg HO X FE T R
3.1.2. ik SARTIE

1) SRS BURES 20 Fr, RERRE, TR, RS FRBOE R M T SRR SRR
2mg), B S0mL EHH, mshilEsE, BAEMEETES, 85, i, IS EmE & &l e gtk
Al VAT o

2) G B R A SR S BURER: 1R, B 50 mL LM, RS i, R AR 2
o, ek, BRI A E A R A AR R AR
3.1.3. EAHERERNEIE

& R EZ & BT B FILL BN A, AR 2 R, S BOE R, 5l i R
1.
3.2. BN

R fE . A C8 (250 x 4.6 mm, 5 pm); ANAH: HEE-1%E (. R pH 3.7) (50:50); il
KN 262 nm; FEiE 30°C, iE 1.0 mL-min', #EFFE 20 uL.

3.3. RGuERMRE

OGS VA O R, BRI AR B SR B SR AMIR T 20000 HORH I S g M il i i EE R, i
REIEE, WA 1. K2,
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Figure 1. Chromatograms of reference substance
E 1. SRmIER
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Figure 2. Chromatograms of sample
2. ik dmiEiR

34. ERMRE

BT R ARRNATRIR 3.2 TN &4 nlidi it WA THRERI SR E . Rl
A B A0 A ) 28 3R A T A 38 i VA VR G IS A D 4 5 3 #T
3.5 kX RERE

KRB 3.1.1 TR IR B A 0.25. 0.5 1. 1.5 A2 mL, 23908 10 mL &3S, FHRsAERE
BEZIRE, f841, W32 T RO AR, idROiERE, PUKE X (mgmL ) AR ER, IR Y N

AAFR, ZefibrvEIZE, DRMBEEMBEEIEGENY = 13744X + 10.14, r = 0.9995, 7E 0.0104~0.0833
mg-mL ™ YE P 5L T R BRI

3.6. BEERE
3.6.1. HHEEBE

B 3.1.1 TR R ER S A0 Sk I S AU S ke, IETHIAR RSD N 0.2%, 45 R R 1T,
3.6.2. HEIEEE

XF B 25 190501 HEUKFE s AT o R RS %5 2 %5 5%, RSD N 0.8%, 45 RUf.
3.6.3. EEMHRAE

B SR L RFE AT 6 S B A A, IR 3.2 TN S A BEREAE I, 6 AR AR R
RSD 5 0.7%, B EIF.
3.7. [EULRIALE

FEHHREL IR HIREE R 2 90 mg, 3L 94y, B 50 ml &, 20 =413% 80%. 100%. 120%LLBFIINA
LR IR ER AN HOT IR S S OE =, INREAA MRS, B2, JE, EEEmE 2.2 N
LR AT I e, 25 L 3 AN FE [N (1)~ F 384E 43501l 9 100.4% 99.8% 11 99.5%, RSD 4 1.0% (n=9).
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3.8. REMRE

B S 1 S0 2 IR SO R S VA TR M B SRV, E 0~8 h PIBERE, 45 BT I AV S IR A e 0 T
T RSD 4 0.2%; AR ¥ 9 H SR TS BB W THI AR RSD A 0.2% 0 3 B G B VRS IR A VA TR AE 8
h WARE
3.9. AL

U 3.2 TR e AR IS pH E A VUGG B R A AN R SRR A R EOR
154 (Thermo C8 A1 250 * 4.6 mm, 5 pm). 4t F A ERBAH 150 (Waters 2695-2998) 4%, 45 A+ it 5
KRERFRI GG B REAR I, WA AN RAF, R 2 e 2R,
3.10. #&MNE

HE3.1.2 TR 7l AN 53 12 HEUORE S 0 2 B0 e AN 35 50 B A 2 (R v, TR 3.2 T
TR FIE, R, EAMRETTE SR, 4iRE 1

Table 1. Determination results of sample
1. HERMNESER

K E(insy (%) A+228
180301 98.1 8.8
A 180905 95.4 11.6
190302 100.7 12.7
180301 92.1 8.7
B 180701 96.2 8.9
190501 94.4 13.5
180504 99.1 4.5
C
180806 96.0 11.2
180502 98.1 6.9
D
180908 97.5 4.8
181101 98.9 32
E
181103 95.9 49

4. g
4.1. REENTHRE

A T [4] AR I E PR B s 8 B, (R 2 & E BRI K CE B3R5/ SRR AR
N 62.2), G5, FET7VEFHE T AL 136 358 A0 LI 75y B ) Sk R S A S Some) S 5 A1 114 i)
A AR SR S I E AR, PR VAR R FE S ) B AP TR 4, MO SCERMUEAT R IR
RIS 4 430 5E

S CHR(S) (6] [7], Tiiike T AR SIAE, Rl it Sl R aiAa tu g, 2 A A 4 (Agilent C8
250 x 4.6 mm, 5um. WA HE C8250 x 4.6 mm, 5 um Al Thermo C8 250 x 4.6 mm, 5 pm)FIAS[A] €2 154X
(Agilent 1260 Fll Waters 2695-2998)551iF, i 0 i€ WU AN AH N UETE X FRECHF, FREAIS (&, 25y
BRI
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4.2. MBI EE

ASCIEAITE R A R e S e H SR ANRSCRFAE . AR €535 (X F) PDA St 3% B 7 2o
SAMEAE 220 nm 15 262 nm AAT FORW, Ak AR LT I ah AR A LA EL Bl i, 9 ERR
ARIGRNCTFHRIEFE T 262 nm VE AR K .

4.3. BHIRIEF

BRHEIR, AL AR PE AR ORI RIS BAE K B A h 5 3 T S 3 A Y B PP I A
FEKBL LR . 515, AT AR T7 v BRI SRER 8 S LU AN R, fERT FE I R b A B, 7 R B
R & FRELLG], H0) FRWEER A — SR WK H & B S R A A2 w8 2w T e fER
&, BIEE A R SRR SR A B AR AT N 2 AR, N WY L9 AR 1 SR 3 A R ™ A 22 o e ey
AR SEG AR BT s, ORGP S ¥ if . N T IIES S FK &
FIEE, 2k, ASCESE T REARTE 9.

SE K
[1] e NRIME PASZG T RS, DAL MARE: L2225 Rl 7758 — M S]. 1989: 89.
2] T NRIEAEZG I 1977 FER—EB[S]. dbst: AR A HE, 1977: 790-791.

[3]1  BTUARR. & 0B o v v 0 s B BN o8 T oL (s S 5 WORE e (0], B A AR T, 2008, 9(4):
288-289.

[4] ikfe, &%, A, & HPLC MEE7E AR P IE AR KSR EORIBEI]. LI 0RE, 2014,
29(2): 196-198.

[5] ExRZMERYwm. B2 MRt 1h2225 5 brvk 7B SbRvE 58 =1 S]. 2002: 169-170.
[6] ERAMERSG. EWRKAMbRAE: 2225 5 7 brviE T+ E bR 25+ —H[S]. 2002: 29-30.
[71 BEXRZMZE RS, EKE g 525 H 7 b vl b THE AR UESS 1751 S]. 2003: 396-397.

DOI: 10.12677/pi.2020.94022 155 2R


https://doi.org/10.12677/pi.2020.94022

	Determination of Chlorphenamine Maleate and Its Content Uniformity in Compound Bergeninum Tablets by HPLC
	Abstract
	Keywords
	复方岩白菜素片中马来酸氯苯那敏的含量及含量均匀度HPLC方法的建立和研究
	摘  要
	关键词
	1. 引言
	2. 仪器与试药
	3. 方法与结果
	3.1. 溶液的配制
	3.1.1. 对照品溶液的制备
	3.1.2. 供试品溶液的制备
	3.1.3. 空白辅料溶液的制备

	3.2. 色谱条件
	3.3. 系统适用性试验
	3.4. 专属性试验
	3.5. 线性关系考察
	3.6. 精密度试验
	3.6.1. 进样精密度
	3.6.2. 中间精密度
	3.6.3. 重复性试验

	3.7. 回收率试验
	3.8. 稳定性试验
	3.9. 耐用性试验
	3.10. 样品测定

	4. 讨论
	4.1. 流动相的确定
	4.2. 检测波长的选择
	4.3. 溶剂的选择

	参考文献

