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Content Determination of Acetic Acid in Octreotide Acetate for Injection by IEC

LI Jinghua', LIU Guixia', LI Panpan', WANG Zhiliang’, YAO Jing’, LI Zhuorong', SHAN Guangzhi' (1.Institute of
Medicinal Biotechnology, Chinese Academy of Medical Sciences, Beijing 100050, China; 2.Weifang People’ s
Hospital, Shandong Weifang 261041, China; 3.National Institutes for Food and Drug Control, Beijing 100050,
China)

ABSTRACT OBIJECTIVE: To determine the content of acetic acid in Octreotide acetate for injection by IEC, and provide reference
for the improvement of pharmacopoeia standards. METHODS: The column was Rezex ROA-Organic Acid H/#Wwith mobile phase of
0.002 5 mol/L sulfuric acid at a flow rate of 0.5 ml/min, the detection wavelength was 210 nm, colummtemperaturewas 45 C, and in-
jection volume was 100 pl. RESULTS: The linear range of acetic acid was 0.394 4 pg/ml-78:89 ng/ml (#=0.999 9) ; RSDs of preci-
sion, stability and reproducibility tests were all lower than 2% ; the limit of quantification was, 197.2 ng/ml, and limit of detection was
78.89 ng/ml; recovery was 104.71% -109.78% (RSD=1.34% , n=<9), CONCLUSIONS: The method is environmental and simple
with good accuracy and precision, and suitable for the content determination ‘of acetic acid in Octreotide acetate for injection.
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AR a 7.2 T /Euh (26 [# Thermo Fisher Scientific 23 7 ) ;
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1412801,130803Y 1410703, #L#% : 0.1 mg/iffl) 5 — /K& L BR%H
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2.1 BiL&H

A 3EHLE : Rezex ROA-Organic Acid H (300 mm x7.8 mm, 8
pm) ; J 37 AH : 0.002 5 mol/L B B2 i K ; i3 : 0.5 mI/min s 45 U
WA £ 210 nm KRR 45 °C 3 FFRERE 100 pl.
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Fig1l IEC chromatograms
A. negative control; Byreference substance; C. test sample; 1.acetic acid
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Fig2 1EC chromatograms
1.acetic acid; 2.formic acid; 3.trifluoroacetic acid
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1 MEEKRAELER (n=9)
Tab 1 Result of recovery test(n=9)

e A, i JTaEl FHmEER RSD,
fpg B (g % ek, % %
2150 1554 1842 10471

2150 15.54 18.94 108.00

2150 15.54 18.94 108.00

2150 26.16 3001 10652

2150 26.16 2984 10587 107.09 134
2150 26.16 3087 109.78

2150 38.05 27m 10682

2150 38.05 01 10682

2150 38.05 097 107.26
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T3 HEFE S A3 o, $462.2.27 T 725 il 4 At il i
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ORI T SR IR 2,

R2 HREENELER(n=3,%)
Tab 2 Result of content determination of samples(n=3, %)

RRE 4 ek RSD
1412801 215

130803y 2.10 211 171
1410703 2.08
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