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module, Waters, USA)/>E7E — & fH Y1 {E
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()= B (B (KIN-70, Kubota, Japan)
B Z I EE#(RH1028H, Bandelin
Sonorex, Germany)
() fig 1% BS %2 ¥ (Vortex-gene 2, Scientific
Indutries, Inc., USA)

(F) VU {37 8 K (XS204, Mettler Toledo,
Switzerland)
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BYHETE (10 ~ 205250 mL) KBRS
E(0.51>5 1015 mL)
wlNEE:

(M FE —H B —(2-ZECE)E(Di(2-
ethylhexyl)phthalate (DEHP) 99.7% -
Sigma-Aldrich, USA)

(CIAZE iR — B AR i (Phthalic acid,
bis-iso-nonyl ester(tech), DINP, 98.5%, Dr.
Ehrenstorfer GmbH, Germany)

EPYE kI (Merck KGaA, for Spectroscopy
Uvasol, Germany)

(9 EBE(Merck KGaA, for Gas
Chromatography Suprasolv, Germany)

(¥R J7%( Janssen Chimica, 99%, Belgium)

(NP EZ(Spectrum Chemical, HPLC#, USA)

(D) Z 5. T. Baker, HPLCf}z, USA)
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Column Lichrospher® 100 RP-18e (5 pm)
Mobile Phase Acetonitrile
Flow Rate 1.0 mL/min.
Detection UV 275 nm
Inj. Vol. 20 mL
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R IRREMRI AT
X1 HE%)  #HA%) BEET(%)
s 9(34.6) 11(42.3)  20(76.9)
IIEES 0 3(11.5) 3(11.5)
REE 1(3.9) 2(7.7) 3(11.5)
Eil(%)  10(38.5)  16(61.5) 26 (100)
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iy EEH A RE - B RE R B R R B A T
NYEE ) 2BV A AR A SR ERE
o HER AR ERIE R IRERS) -

AKRFAE26 AR H - MR K
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SR TEIE B T
ERAREE B2 (%) B A (%) Eat(%)
BLERRAANG ~ Bk 0 (0.0) 3(11.5) 3(11.5)
DEHPHHRBH &8 8= 175557 0(0.0) 3(11.5) 3(11.5)
Eat(%) 0(0.0) 4 (15.4) 4 (15.4)°

a FHA2MFEE IR R TEUREEERAAT © Mk, & T DEHPARBHERE BUSRITSR

KM« BEEMESDEHPREERPVCHM EERSMIZREGERFER LR

rrgie il HHE 1014 1024F &
LTpIES DEHPG P (AT~ H B R B 7) 2(2) 3 (1)
DINP[G 4 2 7
PR 1 10
/Nt 5 20
M NTEE R M DEHP G M (R AR SR 2 57) 3(2) 3(2)
DINPF& 0 0
SSE R dan] 0 0
/Nt 3 3
mEEEEYE DEHPG P (AT~ H B E R B 7) 1(1) 1)
DINPE 1 1
b5 N 3 1
/Nt 5 3
I A DEHPG (RIS R ERIEFE SR 57) 1(1) 0
DINP[& £ 2 0
SSE R Al 0 0
/NET 3 0
HaEt 16 26
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opinion on the safety of medical devices
containing DEHP - plasticized PVC or other
plasticizers on neonates and other groups
possibly at risk. SCENIHR (Scientific

Z [ TBBEEIS ] www.angle.com.tw

239

TIPS T (2-Z O BE(DEHP)Z S B B

Committee on Emerging and Newly-Identified
Health Risks).

. European commission. 2002. Health &

Consumer Protection Directorate- General.
Opinion on medical devices containing DEHP
plasticised PVC; neonates and other groups
possibly at risk from DEHP toxicity. [http://
ec.europa.cu/health/ph_risk/committees/scmp
/documents/out43_en.pdf]

. TARC. 2011. Monograph 101: Carcinogenicity

of chemicals in industrial and consumer prod-
ucts, food contaminants and flavourings, and
water chlorination byproducts.
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Survey of Di(2-ethylhexyl)phthalate (DEHP) in
Polyvinyl Chloride (PVC) Medical Devices in Taiwan

SHIAU-YU FU, SHOU-CHIEH HUANG, YU-PEN CHEN,
LIH-CHING CHIUEH AND DANIEL YANG-CHIH SHIH

Division of Research and Analysis, FDA

ABSTRACT

In order to investigate the conformity of marketed phthalates-containing PVC medical devices to
the administrative interpretation NO. 1001603415 announced by Department of Health, Executive Yuan,
R.O.C. (Taiwan) May 23, 2011. Twenty-six samples were randomly collected from manufacturer or local
agent by local health authorities in Taiwan from January to April, 2013. These samples were tested for
Di(2-ethylhexyl)phthalate (DEHP) with a HPLC method established by TFDA. DEHP was detected in 7
samples, and 3 of these samples violated the labeling regulation requirements. The results were provided

as reference to the administrative authority.

Key words: polyvinyl chloride (PVC), medical devices, di(2-ethylhexyl)phthalate (DEHP), di-
isononyl phthalate(DINP)



