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Pre-clinical Testing Guidance for Manual Emergency Ventilator/Resuscitator for Adult (Draft)
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CAAEET FhBEHLHLF S 4 A4 55 (regulation number) 2 # g5 (Identification)
o4 &3 1 D.5915+ # 4]%‘ % = & B (Manual emergency ventilator)
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&4t 2 4.4 (Product description and specification) :
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T~ F PR AR '}J(Safety and performance data) :

7 e RN X ' - %
W$1%?**W&W R AR Tk 1SO 10993-1(2009) ®

L2 o 4p 5 s (1):m% 4 1 (Cytotoxicity) - 1SO 10993-5(2009)

( Biocompatibility)  |(2)i 4¢3 (Sensitization) - 1SO 10993-10(2010)

(3) Flipess A 1k (Irritaion / Intracutaneous reactivity) o

ho A FART G & (F(Sterile) » Pt 7 ¢ F#x»x(Sterilization validation)|1SO17665-1(2006)
s ®%SAL(Sterility assurance level) ]+ 107 - 1SO11135-1(2007)
2.5 F(Sterility) 1SO11137-1(2006)

1S011137-2(2006)
15011137-3(2006)

(1)#5: ¥ § Jk & (Delivered O, concentration) FDA Guidance(1993)®
(2)** # e (Expiratory resistance) o 1SO 10651-4(2002)®

o iR (3)= # Fe4a(Inspiratory resistance) - ASTM F920-93(1999)

(Performance test) (4);;; A =8 % (Patient valve)# &t
(5) & »< %8 ## (Dead space) °
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(2) ¢+ # @ (Mechanical shock) :
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