UPLC [ERFNE PR ZAFMRERmT 16 MIEBERMAHTUI B

bl

S, BE, THEAE, EE, WA GMTaREMREEIEE, M 310022)

WE: BEY 2% UPLC Mz PR Akt 16 #iEkRmeduid £ 54, 3% KA Waters BEH Cjg &34
(100 mmx2.1 mm, 1.7 um), AP EE-20 mmol- L84k — £/ (A BB AT pH AL E 3.0)h A48, A M, HAEKH
220 nm. £5R 16 HAE K LB WA 2.5~40 pgrml ' B 2 RIFEAE KX F(7>0.999), FHEDKEH 90.77%~113.35%, RSD
#0.06%~1.21%; X EFMRA 0.18~3.92 pg'mL™", #HMEH 0.09~0.78 pgmL™'e L5 HFFHHME. RHES, THIHR
HIWT P R 2 RSP REFIEESB N 16 A LB Y,

XEEIR: Bk EE,; REHHY,; EERm; PRY; RiES

FESZES: RI17.101 XHEFRERS: B YEHS: 1007-7693(2019)02-0186-05

DOI: 10.13748/j.cnki.issn1007-7693.2019.02.012

SIRA: &KW, ZZ, 244, F. UPLC RE A ¥ R EGFRAERS T 16 AdpERme I8 E HH[)]. FEAK
A 23,2019, 36(2): 186-190

Determination of 16 Anti-allergic Drugs in Chinese Traditional Patent Medicine and Health Food by
UPLC

JIN Mengna, PENG Yan, WANG Xiuxiu, WANG Xia, YANG Zhi*(Hangzhou Institute for Food and Drug Control,
Hangzhou 310022, China)

ABSTRACT: OBJECTIVE To develop a UPLC method to determine 16 anti-allergic drugs illegally added in Chinese
traditional patent medicine and health food. METHODS The separation was performed on a Waters BEH C;g column
(100 mm=2.1 mm, 1.7 pm) with the mobile phase consisted of methanol-20 mmol-L™" sodium dihydrogen phosphate solution
(adjusted to pH 3.0 with phosphoric acid) in a gradient elution mode, the detector wavelength was 220 nm. RESULTS The
results of 16 anti-allergic drugs showed good linearity in the range of 2.5-40 pg-mL'(+*>0.999). The average recoveries were
from 90.77% to 113.35%, with the RSD from 0.06% to 1.21%. The limits of quantifications were among 0.18-3.92 ug-mL™", and
the limits of detections were among 0.09-0.78 pg-mL™'. CONCLUSION This method is simple and sensitive, and it can
effectively judge whether the Chinese patent medicines and health products are illegally mixed with these 16 anti-allergic drugs.
KEYWORDS: UPLC; anti-allergic drugs; illegal addition; Chinese traditional patent medicine; health foods
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Tab. 1 Linear equations, correlation coefficients, LODs, LOQs of 16 anti-allergic drugs

B AR PR 2 LF)D{ 1 L.OQ/i 1 ﬁzi’ﬂ E] 4&%1/% - - RSD/%(ni3) -
pg mL pgml™ 5pg'mL” 10 pg'mL™ 25 pg'mL™ S pe-mL™ 10 pg-mL™ 25 pg-mL
1 T AT Y=16 581X+690.7 0.999 6 0.22 0.44 96.22 98.57 99.39 0.63 0.08 1.21
2 ] ] Ik P Y=27 367X-9645.9 0.999 5 0.52 1.04 96.15 98.57 100.41 0.48 0.39 0.27
3 QL HUN Y=15 254X+374.5 0.999 7 0.46 1.85 90.77 95.42 99.85 0.60 0.50 0.14
4 KR Y=16 973X+2345.7 0.999 7 0.66 131 99.57 101.28 100.94 0.29 0.42 0.08
5 WEHEME  Y=19 310X+2481.1 0.999 7 0.46 1.85 102.42 103.43 101.57 0.74 0.29 0.23
6 JERIEME  Y=13 364X+522.1 0.999 7 0.20 0.98 99.95 100.63 100.49 0.89 0.23 0.16
7 SRR Y=16 371X+210.9 0.999 8 0.35 1.41 113.35 106.63 103.32 0.53 0.45 0.10
8 A EAE Y=16 798X+132.0 0.999 7 0.19 0.49 101.37 102.16 102.83 0.25 0.06 0.12
9 ST Y=16 074X+590.2 0.999 7 0.16 0.78 98.38 100.75 101.33 0.39 0.08 0.41
10 himkAREL Y=8 044X+225.1 0.999 7 0.43 1.72 101.68 102.14 101.47 0.47 0.23 0.20
11 k&R Y=11 541X-687.4 0.999 3 0.78 3.92 95.42 99.36 100.36 0.21 0.25 0.29
12 FRpEE Y=46 197X-25.4 0.999 7 0.09 0.18 99.68 99.39 100.33 0.17 0.29 0.47
13 REERsE Y=15 391.X+699.1 0.999 7 0.22 0.55 99.63 100.47 101.68 0.80 0.14 0.49
14 EEZF Y=18 731X+3 022.8  0.999 4 0.36 0.73 94.81 97.59 99.64 0.38 0.36 0.21
15 VHEF|E Y=10 050X+1 327.1  0.999 6 0.46 0.93 97.75 100.25 101.35 0.26 0.28 0.30
16 RAE Y=14 743X+515.6 0.999 6 0.43 1.71 92.05 99.75 99.42 0.13 0.32 0.44
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Fig.1  UPLC chromatograms

A-mixed standard; B—positive sample; C-negtive sample; D-blank; 1-dimenhydrinate(8—chlorotheophyline); 2-tripelennamine hydrochloride;
3—ketotefen fumarate; 4—chlorphenamine maleate; 5—antazoline hydrochloride; 6-diphenhydramine hydrochloride; 7-desloratadine; 8-—astemizole;
9—chlorohydrozine hydrochloride; 10-promethazine hydrochloride; 11—ceperidine hydrochloride; 12—fexofenadine; 13—cetirizine hydrochloride;

14—chloridemastin fumarate; 15—terfenadine; 16—loratadine.
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Tab. 2 Results of sample determination

H 5 (oA E RV €SS 1R/ €4 & /mg-g!
Ty SRR SR T 5/45 0.7~14.6
LT 76 g 1/45 3.7
EN e SEE AL 1/45 1.7

g5 BRI M SRR e L B K e TR B R AN 4R
MR BN 10 mmol- L™ B A2 BN 1.1
20 mmol-L™" W} SeBl 7 3L 0 8, HBEEN 1.5;
30 mmol-L™' if 2 MEH I, BRHELH»H, KA
14 Fhiii BRI 7E 3 PR BT FIBERR — S %
MR o B RUR A N 3SR T E R . EE
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R — SN MR- I RGN R G . SE
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3.1.3 WK AR ERE  RE AR
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SN Sl R o N - (L L
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Pl RN, SR e FIA 2RI 1 8-
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A B R, FE R B, K4 294 7E 220 nm
WA B KR, o 7 R EAR A H A BRI
W ie i K, {HAE 220 nm BHERICE R A L,
Mo16 FizZiiitisEamp R 75 E, RAER
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