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ﬂ&f},}‘_ﬁ‘i * %> TE3450 & 4 183 4% 47 (Vascular graft prosthesis) | #%| ¥ & F #a4 > 2 & * »°
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ARG ? K BH 2 R0 £ 4 3 4 % %7 (Regulation number) 2 H @] (Identification)

o4 &35 E3450 o f AT #ﬂ (Vascular graft prosthesis)

Fo: L P HEFAL AL B S FHRAEE RN AL RN 27 ¢ TR
B F o AR EL FUR AR 2 Bl R EF - 7 ph e % fig (polyethylene
terephthalate) » = 4 2 ' (polytetrafluoroethylene) » @ ¥ ¥ it 12 2 fofdAk f - 4od Fovi & 9%
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A &4t 2 2 (Product description and specification)
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3.75 5% (Configuration) » &]4r: ® 3% (Straight) ~ 4 # (Bifurcated) ~ 4875 (Tapered) °
4.% < (Size): P iZ(Internal diameter) ~ # -] ¥ * £ A& (Minimum usable length) + ¥ £ 5 & (Wall
thickness) °
5.4~ 3L |4 B (Physical properties): 3t F4 & (Porosity) ~ T #2-k il i |+ (Mean water permeability) ~ % 4c -k
i 3% 14/7% B 14 (Integral water permeasbility/ leakage) 2 % i&-K i 4 (Water entry pressure) °
6.7% B & o
7.t R FHEFT 0 2R~ W T 0 ¢ 3% FF % (Prewashing) ~ 7F 52 5% (Preclotting) frie » K jiF
(Implantation techniques) °
8.1 3% - 13 = ;= (Storage) °
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T~ F 22 H R 2% T A (safety and performance data)

7B e~ FORE TR 542 .
(1) im#z & 325 (Cytotoxicity) -1SO 10993-1(2018)(2))
(2) # a7 (Sensitization) -1SO 10993-3(2014)

- 1SO 10993-4(2017)®

| e & || ek 1tati
3t J/;r'ﬁ 'pL P Tljcs#sk (Irritation / Intracutancous | o) 0993-5(2009) ©
reactivity) - 1SO 10993-6(2016) "
(4) & 14 4325% (Acute systemic toxicity) - ISO 10993-10(2010)®
(5) I & 12 T B 14 1 3%3% (Subacute and -1SO 10993-11(2017)1”
1.2 4= 4p % 8% Subchronic toxicity)

(Biocompatibility test) |(6) 2 F14 |+ %% (Genotoxicity)
(7) 4 » #5% (Implantation)
(8) & i 4p 7 3% (Hemocompatibility)
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(1) B4+ 225 (Chronic toxicity)
(2) R LiFS% (Carcinogenicity)

i {7 7% FF>c(Sterilization validation) Jo#g #SAL | & & &ie ] 3V E &

o, 1) & SR R
(Sterility assurance level)-] >:107° o PIS%F? 766%-—?( 2006)19
-1SO 11135(2014)"?

2.8 Fi- -1SO 11137 (all 13
17 parts)
(Sterility) - 1SO 14160(2011) ¥
- 1SO 14937(2009) "
- ISO 10993-7(2008) ®
3.E R & # R (non-pyrogenic) ° Rk REL R
(Pyrogen )
(1) Rt sk * FDA Guidance (2000) @
a)%t3 M i (Relaxed internal diameter) - IS0 7198(2016)

. ) (an
b)+4c Bt i j5 (Pressurized internal diameter) IS0 10993-13(2010)

¢) % & (Length)
d) ¢ &5 A& (Wall thickness)
e)+= % & /& (Kink diameter/ radius)
(2) =1z /% i (Leakage) b " :
a) ' M. & (Porosity)
b) -kif i ¢4 (Water permeability)
) & v kil i 12/7% iR 14 (Integral water
permeability/ leakage)

4.7 i Mk

(Performance)




d) :&-k /& 4 (Water entry pressure)
(3) # & 3 & (Mechanical properties):
a)fhe /T % ¥ 3 & (Longitudinal/
Circumferential tensile strength)
b) *Be 5 & (Burst strength)
¢) = ¢ ¥ & 5 & (Factory anastomosis strength)
d) & & ¥4F 3% & (Suture retention)
e) "& Ji& 1+ (Compliance)
Dicii s BE*r > BBEF LA T PR A
(Strength after repeated puncture) °
(4)4cA 55 % & (Coating) » e &% & 4 FFATE
fildet 1 FHTRMLTREE ¢ 58
LI SCOV Y- - DR B S e
(Coating integrity) * & €|+ o

5.78 5548 (Shelflife) |(real-time aging) " 4c i ¥ i &k (accelerated aging)
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