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Medical Grade Polyvinyl Chloride Containers
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The elution of di(2-ethylhexyl) phthalate (DEHP) from flexible bags into human blood or

transfusion was studied.

The conditions of determination of DEHP using high performance liquid chromatography
(HPLC) was established as follows: Condition I-column, #-Bondapak™ C, mobile phase,
methanol: water=91.9; flow rate, 1,2m//min; wavelength, 254nm; injection volume, 10/
Condition II-column, Lichorsorb RP-18(10#m); mobile phase, methanol: water=94 : 6 ; flow
rate, 1, Im//min; wavelength, 254nm; injection volume, 10 gl

DEHP was found to be migrating from PVC blood and total parentral nutrient bags into
methanol, but not into anti, coagulant drug solution.
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Figure 1 —Chromatogram of a methanolic solu-
tion containing DEHP and DOP obtained from
HPLC condition 1.
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Figure 2 —Chromatogram of a methanolic solu-
tion containing DEHP and DOP obtained from
HPLC condition T.
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Figure 3 —Typical standard curve for the analy-
sis of DEHP in methanolic solution under HPLC
condition 1.
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Figure 4 —Typical standard curve for the analy-
sis of DEHP in methanolic solution under HPLC
condition II,
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Tahle I—Reproducibility for Determjnation

method of Di(2-ethylhexy!) phthalate by
HPLC.

No. of test Found (%)
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Figure 5 —Chromatograms following extraction
of a TPN bag with 100% methanol(a) and 30%
methanol solution(b).
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Table II — Extent of Leaching of DEHP by Meth-

anolic Solution for One Day in Blood
and TPN Bags.

Amount of DEHP leached(mg)

Sample

30% methanol  100% methanol
Blood bag 3.38 3.91
TPN bag - 7.85
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