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ACQUITY Arc % %89 Auto-Blend Plus 244, & 3% 4 % Discovery® HS F5-5, iR 3 48 4 B2 %A% - G-k - W B2-0.3 % = T e (#5
ML), ik A 1.0 mL/min, #0584 270 nm (3 TEER LB KW Bk | D ok B AR AR, 2R W E-A)ve ) 299 nm( T KM
BR),AEBRA 35 C,HHEZT A2 L, LR 3T TBALD AKWBE  THAKEE D ki KA, 25 w5 R) v A R R
&M 8 B 5 A A 26~411 pg/mL (7=0.999 6) , 16~254 pg/mL (r=0.999 8) ,16~748 pg/mL (+=0.998 1) .35~565 pg/mL (r=
0.999 8) .25~404 pg/mL(r=0.999 7) ; £ F M5 %14 3.6.3.1.4.0.9.6.6.3 pg/mL, M FE 5% 24 1.9.1.3.1.4.2.9.2.3 pg/mL; ¥ 9 45
R AR E LRI 0 RSD 3/ T 2% ; A kb w0 % 4551 4 100.0% ~102.0% (RSD=0.59% ,n=9) .95.2% ~101.0% (RSD=
1.55% ,n=9) .96.2% ~99.9% (RSD=1.24% ,n=9) .96.2% ~101.5% (RSD=1.57% ,n=9) .96.3% ~98.9% (RSD=0.83% ,n=
9); A AKX RSD ¥ /T 3%, 45ib i 7 BRI A AR Atk A AT, TR TRAE £ 6 A P 5
bR ) BR AR R 6 ) B SE
X483 Auto-Blend Plus # K ; ACQUITY Arc £ % ; & 20& A8 €45 7% ; 3 CEBLA LB s KW Bl ; BRI ; L kiR RR AN 3
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Simultaneous Determination of 5 Kinds of Acid and Alkaline Components in Antl-colﬁm
Preparation by HPLC Based on Auto-Blend Plus Technology
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ABSTRACT OBIJECTIVE: To establish the met y edus contents determination of 5 kinds of acid and alkaline
componentsin anti-cold compound G S: HPRC method was adopted. The workstation was Auto - Blend Plus
software of ACQUITY Arc systepas mon was performed on Discovery® HS F5-5 column with mobile phase consisted
of acid mixture-base maxtlire-m@thanol-0.3% triethylamine (gradient elution) at the flow rate of 1.0 mL/min. The detection

fn (acetaminophen, salicylamide, chlorphenamine maleate, triprolidine hydrochloride) and 299 nm
n temperature was 35 °C , the sample size was 20 pL. RESULTS: The linear ranges of acetaminophen,
salicylamhide’, acetylsalicylic acid, chlorphenamine maleate, triprolidine hydrochloride were 26-411 pg/mL (r=0.999 6) , 16-254
pug/mL (#=0.999 8), 16-748 ug/mL(»=0.998 1), 35-565 pg/mL(»=0.999 8) and 25-404 ug/mL(#=0.999 7), respectively. LOQ
were 3.6, 3.1, 4.0, 9.6, 6.3 pg/mL; LOD were 1.9, 1.3, 1.4, 2.9, 2.3 pg/mL, respectively. RSDs of intermediate precision,
stability and reproducibility tests were all lower than 2% . Average recoveries were 100.0% -102.0% (RSD=0.59% , n=9) ,
95.2%-101.0% (RSD=1.55% ,n=9), 96.2%-99.9% (RSD=1.24% ,n=9), 96.2%-101.5% (RSD=1.57% ,n=9), 96.3%-98.9%
(RSD=0.83% , n=9) , respectively. RSDs of durability tests were lower than 3% . CONCLUSIONS: The method is simple,
accurate, precise, stable, reproducible and durable, and can be used for simultaneous contents determination of 5 kinds of acid and
alkaline components in anti-cold compound preparation.
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Chlorphenamine maleate; Triprolidine hydrochloride; Content determination
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Tab 1 Gradient elution procedure

it ], min A% B,% C,% D, % pH
0 145 55 30 50 35
70 145 55 30 50 35
15 145 55 40 40 35
160 145 55 40 40 35
16.5 102 938 79 1 6.0
260 102 938 79 1 6.0

FREE , R AR AR B T 245 2 [ B 5 5 FP A5 I 5 4311
RS SF R RN 1.2 g, BN 21% .
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o B R R S A I o) R 17,13 10 57.31.17.23.55,
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Tab 2 Regression equation, linear range, LOQ and

LOD
-fA\ i,
FEllR Il )i e
M BERR y=1015x 107v=5.684 x 10' . 36 19
Kt 0’ 0998 31 13
LK . B g8 09981 40 14
LPRIEF r—8841 X 10" 35~565 0998 96 29

s
1 b=2.384 x 10%—8.847x 10° 25~404 0.9997 6.3 23

TR g 2 AR RS B EREI A |, e SR A 25
X ORI W KGR . LB AGIR S IRBRE
- 1) BE W T AR ¥ RSD 43 51 4 0.89% ., 0.65% . 0.92%
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0.26% .1.51% .0.62% .0.81% (n="6) , 3 B UL 5 V4 Wi
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My K BENE . LK R R BR A AR AR B R R Hh %
FIBE bR 7~ 1A 4 H A 0 53 51 o 100.0% L 99.8%
99.8% .100.0% .99.6% , RSD 43 %] >4 0.02% .0.43% .
0.02% .0.16% .0.28% (n="6) , FRIIA T LR MR IT
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0.4.0.5.,0.6 mL TR A X B8 S S 00 &, 4#462.2.37 0
D7 il £ AL S AR Y, P 2.1 IR i S A
FE , TE RIS TR AR R IAE [RDSCR 255 WA 3.
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Tab 3 Results of recovery tests(n=29)

BRS BRAEmg AR mg W mg MEERCE, % FRIMBEEICE, % RSD, %
WOBENE 04285 03426 07729 100.5 100.7 0.59

04285 03426 07719 1002

0485 03426 0735 100.7

04285 04282 08583 1004

04285 04282 08568 1000

04285 04282 08586 1004

0485 05138 09465 1008

0485 05138 09475 101.0

0485 05138 09528 1020

b7 02639 02114 04732 99.0 985 1.55
02639 02114 04775 101.0

0.2639 02114 04746 99.7
0.2639 0.2642 05243 98.6
0.2639 0.2642 05224 918 GO

0.2639 0.2042 0523 982

0269 0317 @ 9
0263 ™ 7%_ %3
; 6m 05759 og4
“@?m 6240 138190 976 073 124

17925 62340 137981 96.3
77925 62340 137865 96.2
17925 77925 155763 99.9
77925 77925 153387 96.8
77925 77925 154673 98.5

17925 93510 167954 96.3
17925 93510 168769 971
77925 93510 168907 913

DRBAATE 05891 04710 10592 99.8 99.6 1.57
05891 04710 10612 1002
05891 04710 10423 9.
05891 05888 L1757 9.6
05891 05888 11703 987

05891 0.588 8 L1716 989
0.5891 0.706 6 12974 100.2
0.5891 0.706 6 13039 101.2
05891 0.706 6 13062 101.5

HEMEAE 04200 03370 07543 989 974 083
04210 03370 07498 976
04210 03370 07461 9.5

04210 04212 0.8289 96.8
04210 04212 08298 971
04210 04212 08343 98.1
04210 05054 09079 96.3
04210 0.5054 09135 974
04210 0.5054 09145 97.6
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T 7 A R A P 2.1 T S AR
B {435 #E N Discovery® HS F5-5(250 mmx4.6 mm, 5
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Tab 4 Results of durability tests

¢ BB ki LR DRRARIH Nl
skt A FARAS  ME, RSD,  RRRRAES  ME, RSD,  RREES  HE RSD,  WREES ME, RSD,  WRRER  BE, RS,
H,% % % i, % % % 1, % % % % %% % % %
it Discovery® HS F5-5 969 9%2 110 96.6 9%2 066 95.6 %6 139 1024 1013 154 964 957 103
Ultimate® XB-Phenyl 95.4 95.7 915 100.2 95.0
WiE 09 mL/min 974 911 031 974 94 087 959 956 032 1011 1017 054 95 %6 132
1.0 mL/min 97.2 98.2 95.7 102.0 96.9
1.1 mL/min 96.8 96.5 953 102.1 977
i B 9.9 911 021 903 950 225 9.2 %59 073 1002 10020 95.8 %4 0.6
3¢ 973 9. 96.4 1001 96.4
3¢ 97 9. 95.1 1004 97.0
2.11.2 WHEEE WERBEESER, %2230 F  6.0.6.50f 5 R AR AL 190 B B . 25BN, Y pH<
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3 9.7 975 9.2 969 %97
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YerE o 5 RF pH/BS SRS B S AH HPLC 35" DL S A,
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it 55 SCHR 151 A SR FH S8 s 7R A 000 o BT
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