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Content Determination of Cu, Fe, Al in Iohexol Active Pharmaceutical Ingredient by

Inductively Coupled Plasma — Optical Emission Spectrometry

Zhu Qiong', Yan Jiawen’, Qian Baoyong', Cai Peng'
(1. Taizhou Institute for Food and Drug Control, Taizhou, Jiangsu, China 225300;
Abstract: Objective

2. Yangtze River Pharmaceutical Group, Taizhou, Jiangsu, China 225300)
To establish an inductively coupled plasma — optical emission spectrometry (ICP — OES) method for content determi-
nation of Cu, Fe, Al in iohexol active pharmaceutical ingredient(API). Methods The atomization gas was 0.5 L/min, the cooling gas
was 12 L/min, the auxiliary gas was 0.5 L/min, the plasma power was 1 150 W, the rotation speed of the peristaltic pump was 50 r/min,
the observation mode was vertical and the repetition number was 3 times. The wavelength of analytical spectral line of copper was
324.75 nm, that of iron was 238.20 nm and that of aluminum was 396. 15 nm. Results The linear range of Cu, Fe, Al was 0.5 -
3.0 pg/mL, r=0.999 7,1.000, 1.000(n=35). The average recoveries were 98.25% ,99.34% ,97. 62% , RSDs were 2.20% ,0.62% ,
0.86% (n=9). Conclusion The ICP - OES method is simple, accurate and sensitive, which is suitable for the content determination of
Cu, Fe and Al in iohexol API.
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(2 [ #AE ) s Milli - Q 7R 447K 2 4t (55 [ Millipore
IO

B2 bR T (LS Ol 14128, T B MR B R
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(gl , i Merk 28 w]) 5 B P J5URL 2 (HHE5- 431
12926308, 12926302,12926317, 4 FILZ5I4EH) .
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ZALR 0.5 L/ min; B HIR 12 L/ min; #i B X -
0. 5 L/min; Z5 55 TRI# 11 150 W BE 8 524538 .50 /min;;
ORI ASE X 2 2 B 5 A UREK - 3 WK ol X R R R AU 1Y
G3HT R SRTE IR AT B TR A e 0 R
IS B4R 43 W 1% £ I Kl 324. 75 nm, B 238. 20 nm,
£8-%7 396. 15 nm,
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(1000 wg/mL)0.5,1.0,1.5,2.0,3.0 mL, 23 & 5 1
100 mL 25 5, I 2% i B e B o s vk o 0. 25,
0.50,1.00,1.50,2. 00 pg/mL FIHRAE R I, L& ST
F IR (D AR, DLk B (C) S A b, 231
i Bk ABbRERNZE S 1w =3251.8768C +22.262 1
(r=0.9997),14=2336.3313C-1.7542(r=1.000),
T4 =1392.7536C -10.4834(r=1.000),
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B 1 BR ( LOD) 5 HEBR (LOQ) B 5 <4, U RE 28 1
HEFEDUAE 8 WK, A9 FRiEZ (SD) A 0. 002, &M FERRE (k)
4 3251.876 8,134 LOD=3x SD/k=1.84ng/mlL,
LOQ =6. 15 ng /mLo 8k, BOSAE 2 FLHEFEN E 8 ¥, 15
SD J3 0.001, £kt 5 #2 & A 2 336.331 3, 15 Hi 4%
LOD =3 x SD/k=1.28 ng /mL, LOQ & 4.28 ng/mL,
R BOARE RS FLHEREINE 8 Y, 15% SD A 0. 008, 2kt 7
k >} 1392.753 6,448 LOD=3x SD/k=17. 23 ng/mL,
LOQ 2} 57. 44 ng/mlL,

K 2.2 TR 1.0 pg/mL 47 4k R TR
BRAEE W, AN E 7 OS5 Bk R R Y
RSD 4354 0. 31% ,0.62% ,1.23% (n=7) , WL 3
K% B AT o
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B24 3.0 g, KB FRAE , B 100 mL 725 B S % A%t
FRUEA W (1 000 pg/mL) 1 mL, NKEfHM B2 Z1E,
FEST, AIAS 45 SR L3¢ 2. n] UL, 3 LA o st [ 24 vp 4
Bk R A YA

A1 BEBAEWERKRELER(n=9)

MmHE (pg) ARE MAFE (pg) R E (% ) X (%) RSD(% )
A B C (pg) A B C A B C A B C A B C
1.LO 1.0 1.0 ND  1.010 1.003  0.984 101.00 100.30 98.40
.LO 1.0 1.0 ND  1.009 0.996  0.987 100.90  99.60 98.70
1.LO 1.0 1.0 ND  1.001 0.991  0.975 100.10 99.10 97.50
.5 1.5 L5 ND  1.439 1.486  1.453  95.93  99.07 96.87
1.5 1.5 1.5 ND  1.444 1.496  1.479  96.27 99.73 98.60 98.25 99.34 97.62 2.20 0.62 0.86
1.5 1.5 1.5 ND  1.427 1.474  1.445 95.13 98.27 96.33
20 2.0 20 ND  1.961 1.985  1.945  98.05 99.25 97.25
20 2.0 2.0 ND  1.963 1.976  1.939  98.15 98.80 96.95
20 2.0 2.0 ND  1.975 1.998  1.959  98.75 99.90 97.95
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