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(e) = EE e f %R -
) FekEFxezidh -
o B AR BAFEERRZIAD T (R AN VARASIEH T R w B
7 Pl ~ 7 K2 BB TR % 4 > iz
1.2 # 4p § 1 32|(1) = # |+ (Cytotoxicity) ISO 10993-1: 2003
B (2) 48 #7 3 2 (Sensitization) ISO 10993-3:2003

(Biocompatibility)

(3) == 7% 4p %+ (Hemocompatibility)

(4 &1+ % %4 1 (Acute systemic toxicity)

(5) I; M 1+ 4 (Subchronic toxicity)

(6) £ #1& 4 (Genotoxicity)

(7) 3 H 14 (Carcinogenicity)

(8)1% » #:%(Implantation)

(9) B & éﬁ(Chronic Toxicity)

(10) #1 i 2 & L ) g 32 2 (Irritaion /
Intracutaneous reactivity)

X% EERMEEMBRE N A HP AN Y

Fe) Z,anﬁhl};fppaﬁ%ﬁ‘\,iglpg—s;zb,g*#««

R0 &2 FEM R R A #”#B FlEAREL o

ISO 10993-4:2002

ISO 10993-5:2009

ISO 10993-6:2007

SO 10993-10:2010
ISO 10993-11:2006
ISO TS 10993-20:2006
FDA Guidance
Non-clinical test and
recommended labeling
for intravascular stents
and associated delivery
system (2005)

2 & fis WA S RAC SR it 7 FF x| 1SO17665-1:2006
(Sterility) (Sterilization validation) 7z % SAL(Sterility|ISO11135-1:2007
assurance level)-|- >+ 10 - 1SO11137-1:2006

1SO11137-2:2006
1SO11137-3:2006

38R % 4o A 5 5 & # R (non-pyrogenic) o i (T AR |k B R E L T

(Pyrogenicity) eI A —,ﬂ e

4.+ (1) 44 #2 % = (Material Composition) FDA Guidance

(Material (2)2554 251 % 42 5844 (Shape Memory and Non-clinical test and

Characterization)

Superelasticity)
(3) ¥ £ |2 " (Mechanical Properties)
(4)+VJk 4 14 (Corrosion Resistance)

recommended labeling
for intravascular stents
and associated delivery
system (2005)

BS EN 14299:2004

BS EN ISO 14630:2005

5.#% &% 'k}—;é‘l%;
(Performance test)

P (Stent)

(1) = -t %z (Dimensional \erification)

2 i % % % f# p 4~ +* (Percent Surface Area)

(3) 5 =& (Foreshortening)

4) Iﬁ % % % £ 7 v 45 £ (Recoil for Balloon
Expandable Stents)

(5) £z = & [ (Stent Integrity)

(6) == k| & % 5w 5% & (Radial Stiffness and
Radial Strength)

(7) 7w % 4% 4 (Radial Outward Force)

(8) & # /)& % ~ +7(Stress /Strain Analysis)

(9) & % 4 +7(Fatigue Analysis)

FDA Guidance
Non-clinical test and
recommended labeling
for intravascular stents
and associated delivery
system (2005)

BS EN 14299:2004
EN 1SO 10555-1:1997
EN ISO 10555-4:1997
ASTM F2081:2006
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(10) 4v @ @ A Hipl3# (Accelerated Durability
Testing)

(11) #Hek =+ =iz (Particulate Evaluation)

(12) e 3% 212 4p 3= (MRI
Safety and Compatibility)

(13) 45 %4 7 & 1+ (Radiopacity)

(14) £~ ¥ * 4 % # (Implant free surface
area)

(15) /% &% 1+ % 3¢ M F (Permeability and
Porosity)

(16) & 2 p £ 5% % (In-Stent Restenosis)

(17) =5k & 7% & 2 5 % (Coronary Bifurcation
Lesions)

ﬁi%lsz % %(Delivery System)
(1) = ~t % # (Dimensional Verification)
(AR —*?Fﬁ%]si v B R W T Ay R
(3) % ¢ 4% & 5 /& (Catheter Bond Strength)
(4)3~ # 5 = <1 (Crossing Profile)
(5)4w 2 J= &4 p2E (Flexibility and Kink
Test)
(6) m £ = £ 2 = F 4 (Stent Securement for
Unsheathed Stents)
(T)sf e #poR s L 2 > BT LT RIE S
(@) = & 2p <R % & (Balloon Rated Burst
Pressure, RBP)
(b) =k & & % (Balloon Fatigue)
(C) E (L FE I vs.IE R RA)
(Balloon Compliance)
(d) =k & %2/ 4P & (Balloon Inflation and

FDA Guidance
Non-clinical test and
recommended labeling
for intravascular stents
and associated delivery
system 2005

EN ISO 10555-1:1997
EN 1SO 10555-4:1997
ASTM F2081:2006
BS EN ISO
25539-2:2010

Deflation Time)
S. F o MR o~ $ E’ﬁi%lsz g EE S (PN 2 s PE5R Y |BS EN 14299:2004
(Performance test) [{& » 4~) EN 1SO 10555-1:1997

(1) & ~t (Dimensions)
(2)#w 4 (Flexibility)
QR)EE&wmr % 424 £ & % & (Bond strength &
torsional bond strength)
CEN O e N S S S TR =
Z(joints)fet 4L o
HEHHENLZE > BEFTIT ORI
(@) 3= #B7 & 4¢ |4 (torquability)
(b)4& 3% 12 (pushability)
(c) % 31 14 (trackability)
(d)zk % p|3# (balloon test)
— k& =t & (balloon inflation)

EN I1SO 10555-4:1997
BS EN ISO
25539-2:2010
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— sk & # & (balloon deflating)
— xR F B (Maximum
recommended inflation pressure)
— 7% & %F T 4 (balloon rated fatigue)
— BzpF L35 5 %% (dogboning)
(4) 1+ = 1+ (Hemostasis)

6. # domt A Bl (1) 2 BR A4 PR ASTM F2477:2007
B (2 E a4l Rl (3 R 41)
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