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Pre-clinical Testing Guidance for Balloon Dilatation Catheters
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1.2 4 5 sk
(Biocompatibility
test)

(1) % # {4 (Cytotoxicity) °
(2)B #7#  (Sensitization) -

()4 1 F1igcz2 =k (Irritation or Intracutaneous reactivity ) »

(4)& 1+ % ¥4 H(Acute systemic toxicity) o
(5)4 i% 4 F 1 (Hemocompatibility ) -

FDA Guidance(2005)®
ISO 10555-1(1995)®
1SO 10993-1(2009)®
1SO 10993-4(2002)
ISO 10993-5(2009)
1SO 10993-10(2010
ISO 10993-11(2006)




i 7 @ B #x »x (Sterilization validation) & 7z i | 1SO17665-1(2006) ~
SAL (Sterility assurance level)-J »+ 10° - 1SO11135-1(2007) ~
2. & [7)(Sterility) 1S011137-1(2006)
1S011137-2(2006)
1SO11137-3(2006)

#& #. J (non-pyrogenic) ° L R EE g
3R % i
(Pyrogen test)
4.3 70 MRk (1) # BB 4 (Balloon rated burst pressure) e FDA Guidance(2010)®
(Performance test) | (2) # 3k & % i2]:%(Balloon fatigue) - ISO 10555-1(1995(2()3)
(3)4= iz 4 ;g 3% (Corrosion resistance) - ISO 10555-4(1996)

(4)%7 %) ;p) 3% (Force at break) -

(5)/% i .5 (Freedom from leakage and damage from
inflation) -

(6)45 &+ # % (Radio-detactability) -

(7) F sk 31 S5+ % P& 7 (Balloon inflation/deflation
time) -

(8)¥ ¥ 4% & 55 A& (Catheter bond strength) -

(9) = =B+ w 25 (Tip pull test) -

(10)# ¥ 14 2 4= 344 p)3# (Flexibility and kink test) °

(11)4= # 3 & plz&(Torque strength) o

(12)% ¢ % & = ¥ 14325 (Coating integrity) °
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