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1% 48 § 2325 | (1)a % 4 f2(Cytotoxicity) « FDA Guidance(2010)"

(Biocompatibility | (2)i8 4% 35 (Sensitization) o ISO 10555-1:2013%

test) (3)4 P ez (Irritation or Intracutaneous reactivity) - | 1SO 10993-1:2009{gor 1:2010®
(4) & 1 % %34 [+ (Acute systemic toxicity) :38 183322583;@
5)x 4 (Hemocompatibilit -9.
R patibility) - ISO 10993-10:2010©"

1SO 10993-11:2017"




2. FFE P i {7 @ B A2 2% (Sterilization validation) & 7z % RARARFATNERFLE TR

(Sterilization SAL(Sterility assurance level)-] >+ 10°® - .
Validation) 1S017665-1:2006®

1SO11135:2014®
1SO11137-1:2006/Amd 1:2013%%
1SO11137-2:2013%
1SO11137-3:201712

3H Rk # # Ja (non-pyrogenic) - REREL R
(Pyrogen test)
4.3 7 MRk (1) # = “B&R 4 (Balloon rated burst pressure) - FDA Guidance(2010)®
(Performance test) |(2) # = % 7|3%(Balloon fatigue) - 1SO 10555-1:2013?
(3) #iz 48 p|2& (Corrosion resistance) ° SO 10555-4:2013

(4) #7%) ipl & (Force at break) -

(5) /% iFi ¥ 5 (Freedom from leakage and damage from
inflation) -

(6) #5 5+ # i% 1+ (Radio-detactability) °

(7) F s 3&li) 55+ % P ¥ (Balloon inflation/deflation
time) -

(8) ¥ ¢ 4% & 5 A& (Catheter bond strength) -

(9) & =+ w 2% (Tip pull test) -

(10) 4w |+ 2 = 4 p] & (Flexibility and kink test) -

(11) 3= # 3 B jpl3&(Torque strength) -

(12) ¢ % & = % 14325 (Coating integrity) -

(13) =k % 78 j&s ++(Balloon compliance -Balloon diameter

to inflation pressure ) -

5.2 tx 8 (Shelf life) |12 & & 5 5 Ik (78 F PP % i 325% (real-time | FDA Guidance(2010)
aging) ¢ 4x i ¥ it ;2% (accelerated aging) " Bk A 52 F %
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