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-~ RAEGET 2 Fop Fi 4 F(Scope) :
ARG H S v 2 491 s (Guide wire) > vz B4 B¢ (Catheter) 2 3 5% % (Dilator) % 4 ~ BB 408 F p

Z_ %—)\P%LI"'O

S ARG Fh EHLHFLARTII2E A L s (Classification) :
4 &7 : E.1330% ¢ ¥ 3! s (Catheter guide wire)
& W EFEAE- BRERE > VR SAEF P R B

~ & g4kt 2 445 (Product description and specification) :
1. * iz (Intended use) -
2. RNl o
3. ¥ 1@+ (Physical specification)
a.
b.

i

#3515 ® j¢ (Diameter) ~ £ A& (Length) °
gh(Core) & & o
Cc. ifzh ¥ 2r(Distal tip)z 3% 3+ » 4rH 53 3+ (Core-to-tip) ~ B <3% 2+ (Shaping ribbon) ~ 38§ 4t ] (Spring

coils) ~ % 2 s (Safety wire) & -

T~ % 22 G R F L (Safety and performance data)

P B FRE /N REFRR 533
L2 pipgibes (1) o4 Eids Cytotoxicity) IS 109931 (2009)

ISO 10993-4 (2017)

(Biocompatibility test) |(2) i %7z 5% (Sensitization)
1SO 10993-5 (2009) ©




(3) Filgrs & p {1225 (Irritation / Intracutaneous reactivity) [ISO 10993-10 (2010) ©

(4) &1 > ¥4 45 (Acute systemic toxicity) 1SO 10993-11 (2017) ©
(5) = % 4p 7 1 (Hemocompatibility)

2. & F(Sterility) i {7 & 7 £ »< (Sterilization validation) fi #£ i% SAL(Sterility[1S010993-7 (2008) ®
assurance level) ] ++10°® 1S011135 (2014)

1S011137-1 (2006) ©
1S011137-2 (2013) ©)
1S011137-3 (2017) *°

3. # 14 (Pyrogen) do@lid Bz LA & 5 & # R (non-pyrogenic) o iR 7 A R | R REL & RERER
mIPGEE T 7}?—
4. # i iRsk (1) = =t %z (Dimensional verification) FDA Guidance (1995) ™"
(Performance test) (2) # & # & (Surface inspection) 1SO 11070 (2014) 2

(3) 5k # 3% & PIE(Tensile strength)

(4) 4= 4 3 & pli#(Torque strength)

(5) #1223 2RI (Flexibility and kink test)

(6) %77 Bz (Fracture test)

(7) i =p % 8Lk R RISE(Tip stiffness)

(8) % & = &2 w3 @t 4 $2(Coating integrity and adhesion
durability)

(9) Fui 4 plzE(Corrosion resistance)

(10) #5 &+ # % 4 (Radiopacity)

A & xR * 2 4 » BEH > 4od ¢ (Catheter) & 45 5% %
(Dilator)z_ 4p % ipl3# (Compatibility) -
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