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Pre-clinical Testing Guidance for Tracheal Tube and Connector (Draft)
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# OB FEPrEASI AR TR FE A FER OEH -

~ A e’{n}sc t 2 4.4 (Product description and specification) :
ﬁ? ENEEREF ?i(CUff) # & % # # (Inflating tube) ~ 2 23+ (Murphy eye)z p /= (Inside diameter) -
¢} 7= (Outside diameter) ~ £ & (Length) ~ % & (Angel) ~ ¢ & (Curvature) -
2. 42 H 5 i¢ * (single-use) 2 & 0 k3P A &if % (Cleaning) ~ i} 4 (Disinfection) ~ ;= ¢(Sterilization) = = -
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T~ F 22 R MR T 42 (Safety and performance data) :
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(1)# % #p % 128 3%(Biocompatibility ) - ISO 5361(1999)(2)
a.in ¥ 4 |4 (Cytotoxicity) 1SO 10993-1(2009®
b.i% & 3 2k (Sensitization) 1SO 10993-5(2009)
X C. il e £ p {28 5 (Irritaion or Intracutaneous reactivity) ° 1SO 10993-10(2010)
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2. & 7 (Sterility)

4eihom & & ) (Sterile) » P& {7 = gF#e >z (Sterilization validation) & 7z i%|1SO17665-1(2006)

1S011135-1(2007)
1SO11137-1(2006)
1S011137-2(2006)
1S011137-3(2006)
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1. EN 1782 Tracheal tubes and connectors (1998)
2. 1SO 5361 Anaesthetic and respiratory equipment- Tracheal tubes and connectors (1999)

3. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk

management system (2009)




