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FHAHNEE Food and Drug Administration (FDA),
Pharmaceuticals and Medical Devices Agency (PMDA),
European Medicines Agency (EMA), 21<* 5 =] F
A 71BN A class 22 EFEH = 9 757]7] F 3h)E, class 2
= TAI7I#S] 4 71K B/ F certification standardsE 2
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b dA) FAA Eol= Z2]HA3H] D (polyvinyl chloride,
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(polyolefin, PO) 5 non-PVC &A|7} 2 A&-Ht},
PVCE AHAA] Antel] g9l Wl == At S
2¥Elolt}, PVC A9 74 & £3& DEHP, DBP, BBP,
diisononyl phthalate (DINP), diisodecyl phthalate (DIDP),
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Y|o] E(diisocyanate)?] 125 XSl o, 7}z v
2 Aol §A4S 2 itk PO PU YA FAAE
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PU % PO9| +x ¥ 545 Agsiirh
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oF=ol 43%71A) EdE AlETE Base] JnP YER
ZYA Y BI0 B FalEo FAEE ) EZ ¢ FEo B
A, stz Al E 3 200 ZEl skl &2=A
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2. TUMEN SEE== thE =9 of
- o fra Al FAFE 24 & = AR
SFEH (A I " (log P) (PVC;gon-PVE) A=) ey
2
Nitroglycerin oo 1.62 PVC 43% 13, 26)
(227.09) o\N,/O\)\/O\.N,o ' 0 ’
) i
L{)
Diazepam O _ 9
(284.7) cl N 2.82 PVC 93% 17, 18)
Amiodarone i
| 0,
(645.31) o O 4 757 Pve 1% %20
O Yo
|
Clomethiazole 87
cl / 0 0 0
Clomet Jj\_n 2.12 PVC 78.5%, 82.2%, 71.2% 21, 22)
N
e l N
. HN o i
Cyclosporin A /(\Kr"’ 43 PVC 30% 23, 24)
(1,202.61) &#M;/Lg_ HN:Q
HN'
AN l\ﬁ)'\
18
Tacrolimus 3.96 PVC 24% 25, 26)
(804.018) ' ' ’
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Multivitamin
(Vitamin A acetate) 6.08 PVC 50% 31)
(328.50)
Lidocaine PVC
(234.34) 2.6 @7 pH 8 ZZolA 12~19% 32, 33)
Nicardipine 3.82 PVC H ZANA 24.29 14, 34)
479.525) . pH 6.0 =71 2% )
Propofol 0
(178271) 4.0 PVC 7.70% 3, 35, 36)
pH 6.7 27114 17%,
R e
: =71 pHIN F3 &4 9%
non-PVC Heparin sodium
Vancomycin 31 (PU central 5,000 umts/mLQ]— 81:}7]1] 35, 40, 41)
(1449.2536) ' hemodialysis AHEA] 37°C, T
catheters) T2A7F 3 50%

- ISO/TC 76 (Transfusion, infusion and injection, and
blood processing equipment for medical and pharma-

ceutical use)
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FoliEd] Y& oFEFAEE FOURE B3 A ok
FEo| e S4RE B3 A% 7o HE B 2o o)
B&2 73 o] 1) FOMES FRER b B 7|
Fo opAe FAA FF /1FO0-110%) wet FEE
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Consideration and Recommendation of Guideline for Evaluation of
Drug Sorption to Administration Sets

Abstract
Su-Eon Jin"?, Seungho Jeon3, Jung Woo Park?, Hong Baek*, Sang Wook Park*, Hyo-Jin Byon? and Sung-Joo Hwang'’
!College of Pharmacy, Yonsei University, Incheon 21983, Republic of Korea
2College of Medicine, Yonsei University, Seoul 03722, Republic of Korea
3Polyscientech Co. Ltd, Anseong, Gyeonggi 17508, Republic of Korea
*Korea Testing & Research Institute, Gwacheon, Gyeonggi 13810, Republic of Korea
Administration sets are sterilized disposable medical devices without syringes that are used to deliver bulk
intravenous injectable drug solutions to the human body. They consist of a spike, drip chamber, tubes, luer adapter
(connector), and needle cover for protection. An airway check valve, regulating clamp, in-line filter, Y-tube with
cap (injection port), and needle can also be attached to administration sets. The safety of administration sets is
very important because of their clinical use in directly transferring intravenous injection solutions to the human
body. Recently, sorption of drugs to administration sets has been reported due to the plasticizer in PVC-based
administration sets. Thus, guidelines regarding drug sorption is considered to be necessary to ensure drug efficacy
and safety. In this review, we analyzed cases of drug sorption to polyvinylchloride (PVC)- or non-PVC-based
tubes in administration sets and recommended guideline for the evaluation of drug sorption to administration sets,

specifically tubes in administration sets. In particular, we investigated drug sorption cases from scientific databases

and list of the most commonly prescribed drugs of injections in clinic. Furthermore, the mechanism of drug
sorption to administration sets and the physicochemical properties of sorptive drugs were confirmed.

Key words : PVC, non-PVC, administration set, tube, drug sorption, guideline
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