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Pre-clinical Testing Guidance for Intravascular administration set
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é #if 2 ¥ (Product description and specification)

ATt

* i (Indication for use) o
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2.4 32 3 % (Physical specification )
a. =<t (pjZInner diameter ~ ¢t j& Outer diameter ~ £ & Length ~ % & Width) -
% 3+4)3% (Types of configurations ) »
% i‘a“ Jf*"ﬁ (Priming volume ) -
#4382 2% F 44 (Residual volume in needleless access ports) e
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3.4 % (Mechanical specification)
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1.2 $4p 7 138 5%
( Biocompatibility )

(1) #2 & 4 (Cytotoxicity) -
(2)iE #7385 (Sensitization) -

(4) &t 25 (Acute systemic toxicity) e
(5) = % 4p & 1438 (Hemocompatibility) -

(3)Flmres £ p iRk (Irritation / Intracutaneous reactivity) °

ISO 10993-1:2009/Cor 1:
2010W

1SO 10993-4: 2017@
1SO 10993-5:2009®

1SO 10993-10:2010%
1SO 10993-11:2017®

e ® FFE r.(Sterlllzatlon validation) J& 7= % SAL(Sterility assurance level) iz & 5@ > ;S E# 3§ &
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g;ﬁggﬁgﬂ;’“ 1S017665-1:2006°

1S011135:2014"
1SO11137-1:2006/Amd 1:
2013®
1S011137-2:2013%)
1S011137-3:2017"
3.# B+ (Pyrogen) |m#k o R R EL R
4. - g5 P2 4 (1) RR (F 1) $ F#1E3% (Reducing (oxidization) matter J- |ISO 8536-4:2010/Amd 1:
# 5% (Chemical (2) & B#a+ 7 £:#3% (Metalions) - 2013
requirement) (3) phsdkz jF ¥3:A% (Titration acidity or alkalinity ) ° CNS 14624-4:2002"
(4) 7% 7 ¥ 3% (Residue on evaporation) o
(5) EF B~z % b kwyrz@sk (UV absorption of extract solution) »
5.7 i iRk (1) Mok s 55 2 *TE (Particulate contamination ) - 1SO 8536-4:2010/Amd 1:
(Performance test) (2) # iFs% (Leakage) o 2013
(3) 34 35 R sk (4 5 %I F) (Tensilestrength) « CNS 14624-4:2002
(4) 1% 7 {1 ®25% (Closure-piercing device) - FDA Guidance(2008)"?
(5) &4 %% (Air-inlet device) -
(6) %A iEm KB #5% (Fluid filter) -
@) ﬁ%l"},’% # bz £ R (Tubing) -
(8) ;ﬁ iz ;ﬁ # 3% (Drip chamber and drip tube ) -
(9) smiE 3 & kR % (Flow regulator) -

(10)35;] 3 nag 25 (Flow rate of infusion fluid ) -

(11) 2 541 % Jplz& (Test of the injection site ) °

(12) = Fl4a4:58 (Male conical fitting) -

(13) =3 # (Protective caps) e

(14) pc 2 4 38 » :ﬁ%ﬁ (Microbial Ingress Testing)
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