ML NA TS *
FRE- P2 20224F 11 120 H 45 31 45 22 )
Pharmacy Articles China Pharmaceuticals Vol. 31, No. 22, November 20,2022

doi:10.3969 / j.issn. 1006 — 4931.2022.22.014

BRI SR MBS SRR TR N2 AR ST
AR, L S RIS, IR R s

(JHREREERMMNTARERGFH,) B MM 545006)
e BH 45T 520848 &% (HPLC) i A Bk K % 9% (EMIT) i M) %A fo 75 4k 5 v (VRC) Rk e £ ik KEER
2019 4 £ 2020 AL A 1135 & & % H VRC ml A K 2 045 4, st 30 59 4 AF A R B R A @ Ab A 7 ik, IF K0 S iz st ¢ 4k 34
MR e R E 5w )3 A2 544 Bland — Altman B ;42 R2 R EZER 5 A A48(<1.0 ug/mL) B 42(1.0~5.5 pg/ mL)#= C 41
(>5.5pg/mL), &M Wilcoxon #- 3  Passing — Bablok 25/ )2 f= Bland Altman % 947 3 206948 % MR — S0bk 54T 2 045 A A fn
R A AR ER AANE T EEASEMEE(r=0.879,P<0.05); RER TR T, BAPN & ik — SR E EMIT A
MR ZH T HPLC x4 W6 RME VRC 225 R BBy, B &2 R B AW 7 69 £ -, 48 52 8 8 l6 SRR 25 1) & ; HPLC % A= EMIT
EARM AR R AA AL E L,
KA B R0RA Gk B R Tk R R S 25 R s AR Rk — B

B4 25 :R969.3;R978.1°9 PR ERD A XE4HS:1006 - 4931(2022)22 - 0056 — 04
Correlation Analysis of Voriconazole Plasma Concentrations Detected by HPLC and EMIT
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Abstract: Objective
the high — performance liquid chromatography (HPLC) method and enzyme amplified immunoassay technique (EMIT) method.
Methods

To investigate the correlation between the determination results of voriconazole (VRC) in human serum by

A total of 2 045 samples of routine VRC testing were collected from inpatients and outpatients in the hospital from
2019 to 2020. Bilateral paired ¢ - test was used to analyze the correlation between the results of 59 samples determined by the two
test methods. The regression equation was established and the Bland — Altman plot was drawn. The experiment was divided into
group A ( < 1.0 pg/ mL),group B (1.0 - 5.5 pg/ mL) and group C (> 5.5 wg/ mL) according to the results of mass
concentration, and the Wilcoxon test, Passing — Bablok linear regression and Bland — Altman method were used to analyze the
correlation and consistency of the two methods in the three groups. The determined results of serum drug concentration of 2 045
The results determined by the two methods had a high correlation (r = 0.879, P < 0.05). At

different mass concentrations, the consistency of the two methods was very poor,and the result determined by EMIT method was

samples were analyzed. Results

higher than that determined by the HPLC method. Conclusion When determining the VRC serum concentration, we should pay
attention to the difference of different determination methods and adjust the clinical dosage according to the results. The results
determined by the HPLC method and EMIT method could not be compared directly.
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1.2.1 HPLC #*

0 3% 5% 14« {933 A 4 Hypersil ODS £ (250 mm x
4.6 mm,5 wm) ; {iENHHA 25 mmol / L KH,PO, 2% #hifk -
HiE - Z05(55:15:30,V/V/ V)33 A 1. 0 mL / min;
KA R 256 nm ;s AR A 35 °Cs RN 10 pl.
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W= A BRA R, E EIEFIN 0.5~ 16. 0 pg / mL) (452
YERLIE . B I HEAS, 5 000 v/ min B0 5 min, B3
W, K FHEMIT VRC i 5 328 50460
1.3 SitFEhE

K JH SPSS 18. 0 & MedCalce 19. 0. 4 8¢ i1 22 51443
AT o 2 [R] 22 5 % FHRUAN P X5} ¢ 6 565 | Pt %) Wilcoxon 67 56
Passing — Bablok ¥ 1 Bland — Altman 75387, - % 22
gE AT — BRI
2 #R
2.1 VRC MZREKNLEREXEDHT

UL TR BRIy 35 Y VRC
I 245 B 45 R LA e JEAH DG (r = 0. 879, P < 0. 05) .
2.2 HiMERIEST RAEXES

SR REA BB FEAS ¢ K 30 53 BT s , PR Rz
Begk BRI FEAE B 25 5 DL EMIT 325 1M 25 Y6 ¥ (Cryr)
W 25 28 (Y, pg/ mL) 9\ AL A5, HPLC 32 Il 25 ¥
(Crpre) TN E 25 3 (X, g / mL) b A A, 857 [l 04 7 7
Y =0.0547+1.743 X(n =59) , Spearman A & R Eh
0.923(& 1 A) ; it XF Wilcoxon I3 43 B 45 5 7 , 9 b
Jr RS R A 2 25 5 o 0 ol AR AR RS 5 v 45 SR 1Y)
ﬁﬁ(CHPLC - CEMIT)*ui@ﬁ(EHPLC&EI\’IIT)%%%*/]—:ﬂsHEﬁ%
B, LA 95% 1B AR X Ta) 3 a1l 25 vk B2 ) B BR, 22461
Bland — Altman fR2ZE (K1 B) R B/, Coyr N (5. 4322 +
3.487 98) pg/ mL, & T HPLC ¥ 19 (3.283 1 +
2.052 87) g/ mL, Z A A E (DA 94. 9%(56 / 59)
TE 95% B A5 E N . Al W, Wilcoxon 656 1 Bland — Altman
G325 A I4 s ARSI vk v — SR 25
2.3 AEREREEE R BN A EHEXES T

HPLC ¥ & il VRC A7 20 & W B (C,,) 38 [
1.0 ~ 5.5 pg/ mLB37 =80 442 34 it vk S L, K 59 17

#1 HPLCAFEEMIT % VRC IZ5REMMZESR (g /mL,n =59)
Tab.1 Results of serum drug concentration determined by
HPLC and EMIT(pg/mL,n =59)

%%  HPLCE  EMIT:# | %5 HPLCE:  EMIT# | %% HPLCE  EMIT#

01 4.55 9.70 | 21 7.01 14.67 | 41 0.31 0.36
02 7.31 16.00 | 22 1.16 0.67 | 4 4.40 5.00
03 2.91 848 | 23 1.57 33 | 48 5.67 7.88
04 2.4 SAT | 24 2.89 53 44 5.65 6.65
05 2.16 417 | 25 2.75 555 ) 4 2.61 3.9
06 2.45 537 | 26 5.76 9.14 | 46 1.36 2.57
07 1.44 216 | 27 3.4 6.56 | 47 6.24 10.93
08 1.67 4.28 | 28 2.61 4.78 | 48 5.19 9.24
09 4.83 9.00 | 29 1.75 3.56 | 49 231 3.02
10 1.25 222 | 30 1.34 221 | 50 2.03 2.55
11 1.53 214 ] 31 0.80 0.12 | 31 6.26 4.3
12 6. 04 9.83 | %2 1.51 3.99 | 32 1.36 257
13 6.43 10.08 | 33 1.80 4.02 ) 33 5.02 5.07
14 2.25 5.01 | 34 143 364 | 54 6. 84 9.23
15 0.82 0.94 | 35 0.95 1.90 | 55 37 5.33
16 6.74 13.13 | 36 115 216 | 56 6.58 8.78
17 0.87 210 | 37 6.75 6.50 | 57 4.61 6.17
18 3.78 6.10 | 38 2.57 381 ) S8 3.63 5.43
19 0.79 0.73 | 39 2.1 504059 5.09 9.40
20 2.61 5.43 | 40 1.95 2.65
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A. Linear regression chart B. Bland — Altman deviation plot

Fig.1 Serum drug concentration determined by two methods at the same mass concentration
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Fig.2 Serum drug concentration determined by two methods under different mass concentrations
2 HREHBE VRCMZREMELR (n =2 045)
Tab.2 Determination results of VRC serum concentration in patients in our hospital (n =2 045)
F ik C.(pg/mL)  C,(pg/mL)  Clug/mL) RSD(%) <1.0pg/mLl#(%)] >5.5pg/mLl#(%)] #7EAM(%)] BFEH(%)]
HPLC % (n=1054) 0 11.76 2.67 1.88 154(14.61) 99(9.39) 801(76.00) 253(24.00)
EMIT #% (n = 991) 0 16.00 4.18 2.69 82(8.27) 251(25.33) 658(66.40) 333(33.60)
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