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Pre-clinical Testing Guidance for Intravascular administration set(Draft)
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J.54405 F P ﬁe?];‘ri % (Intravascular administration set)
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1.4 & #ift

a.* # (Indication for use) »
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® <t (2 inner diameter ~ “ j outer diameter ~ £ & length ~ % & width) -

b.at -4 3¢ types of configurations -
c.> 48 priming volume -
d.& #-3 F 2. 7 F %8 4% residual volume in needleless access ports °
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3.5 4+ (Mechanical specification )
att k% 4 gk (tensilflexural) -
b.i 52 & (7 joints #:2F ~ bonds i # -~ connections #7# ~ hinges %244 ~ valves § ~ locking mechanisms 4 #
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1.2 340 % 3%
( Biocompatibility )

(1):mz 4 J4(Cytotoxicity) -

(2)i% #7238 5% (Sensitization) °

(3)Flgce £ N F1 g2 5k (Irritation / Intracutaneous reactivity) °
(4 & -4 M3 5% (Acute systemic toxicity) °

(5)5 i 4p 7 t43% 5 (Hemocompatibility)

1SO 10993-1(2009) ©
1SO 10993-4(2002)
1SO 10993-5(2009)
1SO 10993-10(2010)
1SO 10993-11(2006)

2. B (Sterility)

= e »<(Sterilization validation) i 7z i%SAL(Sterility assurance level)
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1SO17665-1(2006) ~
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1SO11137-3(2006) & {3
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(1) R (§iv) # F#1% [Reducing (oxidization) matter ) -|ISO 8536-4 (2010) %
4, P EFPEE Al |2 £B4TF 7 £3#5% (Metalions) - CNS1083-4 (2 91)
#% (Chemical (3) Pk k2 jF z#F% (Titration acidity or alkalinity ) °
requirement ) (4) ### g 2% (Residue on evaporation) o

(5) F P~z ¥ ef ke yrigs (UV absorption of extract solution) -

(1) #cpe 4= Fi5 2 L& (Particulate contamination ) e I1SO 8536-4 (2010)

(2) # iF#5% (Leakage) ° FDA Guidance ‘¥’

(3) %4 s r % (* 7 &#E ¥ ) (Tensile strength) - CNS 1083-4 (% 91)

(4) ¥x% 7 1l £#F% (Closure-piercing device ) »

(5) &F %% (Air-inlet device) »

(6) %M s X ¥ #% (Fluid filter) -

5.7 ip MRk
(Performance test)

(7) iz gz £ A& (Tubing) ©

(8) i# % 2 if ¥ 5% (Drip chamber and drip tube)

(9) it & %% :#25% (Flow regulator) o

(10) 717 i i 3#% (Flow rate of infusion fluid) «

(11) ;x84 % jpl3* (Test of the injection site) °

(12) = [fl4a4%5 (Male conical fitting )

(13) =3 ¥ (Protective caps) e

(14) #c# %7 i& » 322 (Microbial Ingress Testing) : & & 458 & » v »
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