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Pre-clinical Testing Guidance for Urological Catheter
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Fo| D REE R R - R BB o RE R A R PRI o B - KA e R F kD
RAEE WA EE CRERE CEPRY AR LN PR R AR
WIS EE T RRERAREY -



In

~ & &4t 2 2 (Product description and specification) :

1. SRR (4 2k £ (Balloon) ~ ¢ % i %27 (Balloon Port) ~ /g ¢ 317 3" & 357 (Urine Drainage Port) ~

# B v (Urine Opening) ¥ ) ~ #3853 ~ &3 H 2 R4 o
2. ¥ & & (Length) ~ “}j= (Outside diameter) ~ =} % 48 ## (Balloon Volume) % z ¢ (Color) -
3. HEHMFEEGHEE - (doig*)

r ~F 2HEZ o EE% T (Safety and performance data)

% B

Hfh ~ F R R TR

o

S

LAy Ap 7 1%
(Biocompatibility test)

(1) w7z 3 {4 (Cytotoxicity) o

(2)iB 773 5 (Sensitization) o

(3)AB- T jri# B (Mucosal irritation) -

(4) 3 713 |42 (Genotoxicity) - (F % PF P 4716303 )

B) LT &2 T K4 M5 (Subacute and Subchronic toxicity) -
(9 & P¥FAZ:630%)

1SO 10993-1(2009)™
1SO 10993-3(2014)®
1SO 10993-5(2009)®
1SO 10993-6(2016)®
ISO 10993-10(2010)"”

2.8 B
(Sterility)

i {7 = @ F2 »x(Sterilization validation) s i SAL(Sterility

assurance level) ] *+10° -

1S017665-1(2006)
1S011135-1(2014)
1S011137-1(2006) "
1SO 11137-2(2013) "
1SO 11137-3(2017) "

3.4% Jr (Pyrogen)

ot B w LA & 5 & £ R (non-pyrogenic) o i 7 # R i Sk T

BERTA

%k REL AT

4.7 5 MRS

(Performance test)

(1)#-k 7 & (Flow rate through drainage) -

(2)zk & = £+ ¢ Fuek 4 52 & (Balloon integrity: resistance to
rupture) o

(B)zk E £ 51 4 eni i (Inflated balloon response to traction) °
(4)3% ¥ %4 #% 24* (Balloon volume maintenance) e

(5)zk # - < - (Balloon size and shaft size) -

(6):% F ¥ 314 (Deflation reliability)

FDA Guidance (1997)®
ASTM F623-99(2013)®

5.1 £ 42 37 s
(Chemical Properties)

% % % A& (Surface coating) :

)=~z T8 -

Qi Fidk o (drif *)

(3) = f-rzac 2 Fg»xip]3# (Claim validation test) -

FDA Guidance (1997)®

6.2 % 37 (Shelf life)

MEH A 5 R RIRRIR R (7 E R PE R X (v 223 (real-time aging)

8¢ v i & b 25k (accelerated aging) 4 B A &2 F s A o
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