ML *
BFRE P2 20224F 10 A 5 H 4531 %55 19 1]
Pharmacy Articles China Pharmaceuticals Vol. 31,No. 19, October 5,2022

doi:10.3969 / j.issn.1006 — 4931.2022.19.010

A AR R 8 iR i R 1 7E
S, B e, HEE 2

(LB AFEZREFCEKR, LB 200092)
WE: B &5 Yok 2 o i b e s BRR 09 3 BUR B ik R R SR ILIE R G B AR AT AT AL B R MR R R F
@342 A Agilent XDB = C 42 (250 mm X 4. 6 mm, 5 pm) , KA =R F 7 m 5% RS A BB h 25 ik (pH5.8) - B - L
(15:55:30,V/V/V),#ik A 1.0 mL/ min, #0 % % 4 242 nm, 484 30 CER BB R 2R EL 0.275~17. 600 ng / mL & B
N5 TmREMLLRRIT, @A FA2AH V=19.3X-4.9234(r=0.9998,n=7) ;& . % . & K E %% (0.55,2.20,8. 80 pg/ mL) & A if
S F 5 A A 90.91%,91. 82%,93. 52%,RSD %31 4 2.00%,1.05%,1.06% (n = 5) ; B M4k % E X3 w9 RSD 350 F 2.10%(n=5),
B A % K69 RSD 30T 4.60%(n = 5) L5185 R /B & M B EAT BRAFA AL, 7T A T s BR 64 o 25 R B
KR F 20k A0 Gk st B 5 25 K
fiE 4% S :R917;R972".2 R SRS A XEHS 1006 - 4931(2022)19 - 0056 — 03
Determination of Amiodarone in Serum by HPLC
WU Jinghua,LIN Zhiyan,HUANG Xiaohui
(Xinhua Hospital Affiliated to Shanghai Jiao Tong University School of Medicine ,Shanghai,China 200092 )
Abstract: Objective

amiodarone in serum. Methods

e B T 3R

To establish a high — performance liquid chromatography (HPLC) method for rapid determination of
The samples were pretreated with acetonitrile for protein precipitation, and the external standard
method was adopted for quantitative determination. The chromatographic column was Agilent XDB - C,4 column (250 mm X 4.6 mm,
5 pm),and a diode array detector was adopted. The mobile phase was acetate buffer (pH 5.8) — methanol — acetonitrile (15 : 55 : 30,
VIV/IV),the flow rate was 1.0 mL/min,the detection wavelength was 242 nm,and the column temperature was 30 °C. Results The
linear range of amiodarone was 0.275 - 17.600 wg/mL with a regression equation of ¥ =19.3X -4.923 4(r=0.999 8,n=7). The
recovery rates of low —, medium — and high — mass concentration (0.55,2.20,8.80 pg/mL) of amiodarone were 90.91%,91. 82%
and 93.52% with RSDs of 2.00%,1.05%,and 1.06% (n=35).The RSD of intra — day precision test was lower than 2. 10% (n=5),
and the RSD of inter — day precision test was lower than 4.60% (n=5). Conclusion This method is accurate,precise and simple,
which can be used to monitor the blood concentration of amiodarone.
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Fig.1 HPLC chromatograms of the specificity test
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F1 THEIME P BLEERINEERHRIE 4R (n = 5)
Tab.1 Results of the recovery test of amiodarone in the blank

serum (n =5)

EK (%) X(%) RSD(%)

AANE(pg/mL)  MFZ(pg/mL)

0.55 0.51 92.73
0.55 0.49 89.09
0.55 0.51 92.73 90.91  2.00
0.55 0.50 90.91
0.55 0.49 89.09
2.20 2.04 92.73
2.20 1.99 90. 45
2.20 2.01 91.36 91.82  1.05
2.20 2.04 92.73
2.20 2.02 91.82
8.80 8.17 92. 84
8.80 8.37 95.11
8.80 8.26 93.86 93.52  1.06
8.80 8.18 92.95
8.80 8.17 92.84

AT S R TR K LR BR o ) 46, B 0 g 28 o
WM TSR R 2% vh i (pH 5. 8) — I — £ (15:55:30,
VIVIV),
3.2 HEARBIGEFEERE

A B SCHR , e T RT AL BRI, R A — AR AR AR
PATARFE - 1)200 WL AEAR + 200 wWLER L] + 200 pl H
B 52)200 wLEEAR + 200 WL R AL + 200 WL 2 5
3)200 pLAEAS + 400 pl I EE 5 4)200 WL AR + 400 wL
CNE AR IR AR T BRI T T B bR, J7
22 4) NSRS A A B B AR -8 R
R $A R A ) i 24 i ARSI ) A, CRE R 2. 2 3R
DT HEAR AT
3.3 Wi IKIERE

A5 r i S R SO LR A O B
T 2 e RS S PR & BE 242 nm P K AR A K,
W B UE 242 nm K AL 04 e AR, B BT R
b ORI K B 242 nm
3.4 KRR

SR AR T X AR BE 10 44 Al FH B L)y 8 5 14647 00
2 e B W, Herp 2 50 JLEE 8 1R KT 60 B B AR
SR b 3051 2 A R S W A5 24 W A ok B
(0. 68 + 0. 12) pug / mL ik BH i LR X6 22 Fofr 2 63 2
R B A BT R, AR S ) R/ N DR S ], 5
LR A i ™ O R R R A B R A AT
S, AT I 24 v R W, R i AT AR 4 2 O
VEAE | DU IE FH 25 10 2 A v Ko b A IR ARG, i
BB 3050 o e MR VS R 95% M 0.5 ~ 2.0 g / mL, B

58

PLO. 5~ 2.0 wg/ mL AR 25 BE D2 i 25 KT
2.5 g/ mL 5 M Z RG MY i A BN )8
ORI =14 e Y B BEAE 3.0 g / mL LA BTy
TR o W, H 5 3 AR, 7 9 U W D HG ol 28 9k
AL, LTS IR 45 25, B 1k B e O R R R

H AT, X ve B 80 K w0 e = AR A IR, AR

W ISR B REAS /0 | J5 PR WO AR o 2 8 L 455 i

PREGCAE , 43 B AT R0 1) i 245 % 3 B

5% 3 Hk

[1] LATINI R, TOGNONI G, KATES RE, et al. Clinical pharmaco-
kinetics of amiodarone [J]. Clin Pharmacokinet, 1984,9(2) :
136 - 156.

[2] ZFL . BrHpBEnM]. L F ARIAE KA, 1989:
267 - 273.

(3] 2 Z,5—5, %%, % . EAEL 0B RRH 3t
84 ofn 25 5% E o9 W AR AT T[T, F B 25 2 S8 4R, 2005,21(2)
190 - 193.

(4] &350 A2, FRE, 5. AhiF PRAERG FiET &
Al1]. 2 &#EH0,2006,3(1):57 - 59.

[5] Z4aAk, BeR oA, AR RAE, 5 . B0 2 &R 2 A iF
o 2h B Rt B[] ], P B 25 9k ,2001,10(10) :39 - 40.

(6] M 2er R E, HWE . SRR EEEN T b P s
B EWARH )] PEERS S X E,2005,22(1):
17 - 19.

[7] F 44, KK . BADSRRA G EN T f 3 K i
w942 (1]. 3 ,2002,26(3):166 — 167.

[8] 7k 45, % A, 4 . HPLC 3 & /) 7] & fe # BR 2
F T AR 2R L[] ], 255 5l RATF5,2009,17(4)
347 - 349,

(9] 8 4£,8 E,%#HM. BiF$ - ki FER - &LEREm0
e EA ] ], 54K E,2017,36(11):1281 — 1284,
[10] #& 3K, B0, 2B . S04 €% %0 & st in g 25
AET]. PEERZ$RE,2005,25(12):1138 - 1139.

[11] FE A, e, AR, 5 . Stk &k g A iF
W ReskER R E(]]. & B 25 % ,2007,18(5):352 - 353.
[R]&ZE£,Mm XKL, 5. RE QT SRR THS

BEREOTXERBRENXZ]] PEBEFRELL,
1988,3(3): 148 - 150.
[13] HAFFAJEE CI, LOVE JC, ALPERT JS, et al, Sloan KC :

Efficacy and safety or long term amiodarone in treatment of

v X
T,

cardiacarrythmia : Dosage experience[J]. Am Heart J, 1983,
106(4 Pt 2):935 - 943.

[14] GREENBERG ML,LERMAN BB,SHIPE JR, et al. Relationship
between amiodarone and desethylamiodarone plasma concentra-
tions and electrophysiologic effects, efficacy and toxicity [ J].
J Am Coil Cardiol ,1987,9(5) : 1148 - 1155.

[15] RAME, L5878 8,5 . RREF ZHmREG T 2 FAS 5T
Fhagle kST A AL, E 2507,2003,6(8):506 - 507.

CHchR 422021 = 11 - 245 & [0] F18: 2022 - 03 - 24)



