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The Effects of Excipient on the Sterile Stability of Ioxilan Injection

LIU Yaling, ZOU Pei, LUO Shineng, XIE Minhao, HE Yongjun, WU Jun, WANG Hongyong ( Jiangsu Institute of
Nuclear Medicine, Wuxi 214063, China)

ABSTRACT :OBJECTIVE To observe the effects of excipient on the sterile stability of loxilan Injection. METHODS The pH

values, free iodide, chromatographic purity and the contents of loxilan Injection were measured. The change were calculated before and

after sterilization at 120 °C. RESULTS  The results showed that the injection containing tris ( hydroxymethyl ) aminomethane 1.0

mg + mL~" and EDTA disodium calcium 0.1 mg - mL ™" is the stablest. CONCLUSION

loxilan Injection should contain tris

(hydroxymethyl) aminomethanel. 0 mg » mL™" and EDTA disodium calcium 0. 1 mg + mL™".
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Tab 1 The pH values of loxilan Injection before and after
sterilization
iRl/mg - mlL ! Kii pH - K pH pH 22463/ %
I 6.51 5.61 -13.82
Tris 1.0 6.87 6.96 1.31
EDTANa,Ca 0.1 6.92 6.37 -7.95
Citric acid 1.0 6.72 6.23 -7.29
NaH, PO, 1.0 6.68 5.93 ~11.22
NaHCO; 1.0 6.76 6.16 -8.88
Tris 1.0 + EDTANa,Ca 0. 1 7.07 7.04 -0.42
Tris 3.6 + EDTANa,Ca 0.2 6.68 6.66 -0.30
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Tab 2 The free iodide of loxilan Injection before and after
sterilization
gy KEAIL™  KERL 128k
/mg - mL~! /pgl s mL=" /pgl « mL~! /%
J 12.35 16. 66 34.90
Tris 1.0 12.43 13.22 6.36
EDTANa,Ca 0.1 12.39 14.84 19.77
Citric acid 1.0 12.41 15.87 27.88
NaH,PO, 1.0 12.33 16.23 31.63
NaHCO; 1.0 12.37 15.90 28.54
Tris 1.0 + EDTANa, Ca 0. 1 12.40 12.59 1.53
Tris 3.6 + EDTANa,Ca 0.2 12.38 12. 60 1.78
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Tab 3 The chromatographic purity and the contents of loxilan

Injection before and after sterilization

Bk (S E /% /%

/mg + mL~! KHn REE K KR
¥ 99.1 99.2 98.7 98.9
Tris 1.0 99.0 99.1 98.4 98.2
EDTANa, Ca 0. 1 99.1 99.1 99.1 98.6
Citric acid 1.0 99.1 99.0 97.9 98.0
NaH,PO, 1.0 99.2 99.1 98.0 98.4
NaHCO3 1.0 99.1 99.1 97.6 97.9
Tris 1.0 + EDTANa,Ca 0.1 99,0 99.1 98.2 98.3
Tris 3.6 + EDTANa,Ca 0.2 99.1 99.1 98.6 98.8
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