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Effects of Irradiation on the Content of Nikethamide Injection
LI Zhuo-heng,OU Shun-long, GUAN Hai-yan, YU Cai-ping, LI Chen-wen,LU Lai-chun(Dept. of Pharmacy, In-
stitute for Field Surgery, Daping Hospital of Third Military Medical University, Chongqing 400042, China)

ABSTRACT OBIJECTIVE: To develop a method for the content determination of nikethamide in Nikethamide injection, and to
study the changes of Nikethamide injection after y-ray irradiation in different intensity levels. METHODS: HPLC method was adopt-
ed. The determination was performed on Diamonsil Technology Cis with mobile phase consisted of methanol-water (50:50, V/V) at
the flow rate of 1 ml/min. The detection wavelength was set at 263 nm, and the column temperature was 30 “C. The injection vol-
ume was 20 ul. The same batch of Nikethamide injection put in the “Co-y ray with radiation dose of 2, 4, 8, 16, 26, 34 kGy by
one-time, compared with before radiation. RESULTS: The linear range of nikethamide was 12-36 pg/ml (»=0.999 8); RSD of in-
tra-day (n=5) and inter-day (n=3) were lower than 2% . The average recoveries of low, medium and high concentrations were
100.64% , 98.69% and 101.15% , respectively. The amounts of main components after 8, 16, 26 and 34 kGy irradiation were sig-
nificantly lower than before; there was statistical significance (P<<0.05). CONCLUSIONS: The develop method can be used for
the content determination of nikethamide in Nikethamide injection; and the irradiation has impact on the stability of Nikethamide in-
jection to some extent.
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Fig 1 HPLC chromatograms
A.negative control; B.substance control; C.test sample; D.test samples
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Tab 1 Results of recovery tests(n=9)

Frevie, AR, WA, mEERDeE,  CPRIFERIGE, RSD,
hg pg pg % % %
750 600 1360 100.74

750 600 136 4 101.04 100.64 0.37
750 600 1352 100.15

750 750 148 8 99.20

750 750 1476 98.40 98.69 0.37
750 750 1477 98.47

750 900 1683 102.00

750 900 1657 100.42 101.15 0.64
750 900 166 7 101.03
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Fig 2 Appearance of Nikethamide injection after y-ray ir-
radiation in different intensity levels
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Tab 2 Content determination of Nikethamide injection after irradiation(x £ s,n=3)
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Fig 3 The relationship between the irradiation dose and
drug concentration
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