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Tris(2-ethylhexyl) trimellitate (TOTM) is used as an alternative plasticizer of polyvinyl
chloride (PVC) medical devices. A method for the determination of TOTM released from PVC
medical devices into intravenous preparations was developed, which uses liquid
chromatography—tandem mass spectrometry (LC-MS/MS). In addition, the effect of
sterilization, especially gamma-ray sterilization, on the amount of TOTM release from
PVC was studied. When our method was applied to the determination of TOTM released from
unsterilized and gamma-ray-sterilized PVC tubes, we found that a higher concentration
of TOTM was released from the unsterilized PVC tube than from the gamma—ray—sterilized
one. No degradation peak was observed when the gamma—ray irradiated sample was analyzed.
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LC-TOF-MS Dl E 5
Instrument; Waters 2795
Column; Inertsil® C8-3 (2.1 x 50 mm, 3 pm)
Column temp. ; 40 °C
Flow rate; 0.2 mL/min
Injection volume; 10 pL
Mobile phase; Acetonitrile /Water/ 0.2%
Formic Acid=80/15/5 (v/v/v)
TOF-MS
Instrument ; Micromass LCT Premier XE
Tonization mode ; ESI positive
Source
Capillary voltage ;
Cone voltage ; 50 V
Source temp. ; 400 C
Desolvation temp. ; 350 °C
N2 gas
Desolvation gas flow ; 750 L/hr
Cone gas flow ; 50 L/hr
LockSpray Configuration
External reference Leucine enkephaline
([M+H]+ : 556.2771)
Concentration ; 0.25 mg/mL
Syringe pump rate ; 5 mL/min
Frequency ; 5 scans
Cone voltage ; 50 V
Scan time ; 1.0 sec
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