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(3) ¥ & |2 (Mechanical Properties)
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recommended labeling
for intravascular stents
and associated delivery
system (2010)

BS EN 14299:2004
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(Performance test)

P (Stent)

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

(2) £ 7 % ® 7 4 v* (Percent Surface Area)

(3) =& (Foreshortening)

@) skEHEL Y % £ (Recoil for Balloon
Expandable Stents)

(5) £ 2 = 1 (Stent Integrity)

(6) 7= W] & % j<w 5 & (Radial Stiffness and
Radial Strength)

(7) /= & # 4 (Radial Outward Force)

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

(9) & ¥ » +7(Fatigue Analysis)

(10) #4c:# mf A H4ip) & (Accelerated Durability
Testing)

(11) #p—+ 3= 1% (Particulate Evaluation)

(12) g % 2422 4p 5 12325 (MRI
Safety and Compatibility)

(13) 15 &+ # % 4+ (Radiopacity)

(14) & » += 7 * £ & # (Implant free surface
area)

(15) % # 1+ 2 3¢ 14 5 (Permeability and
Porosity)

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

(A7) Bk o % L R T % # (Coronary Bifurcation
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(3) % ¢ 4% & 3 /& (Catheter Bond Strength)
(4)# ~ £ 5 = = (Crossing Profile)
(B)#w 2 d= 24 plsE (Flexibility and Kink
Test)
(6) m £ = £ 2 & F 4 (Stent Securement for
Unsheathed Stents)
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(@) =k % 27 =& %) & (Balloon Rated Burst
Pressure, RBP)
(b) =k % % % (Balloon Fatigue)
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(Balloon Compliance)
(d) =k & %22/ 4P & (Balloon Inflation and
Deflation Tlme)
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(b)4# % 42 (pushability)
(c) % 31 {4 (trackability)
(d)zk & ip) 3% (balloon test)

— 3k % L § (balloon inflation)

zk & # # (balloon deflating)

B & 2E 2k o f B (Maximum

recommended inflation pressure)
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