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= ~ & &#.# (Product specification)

1. # 85 & 4 48 =4 2 % Fg & (Static pressure stability: long-term Accuracy)

2. R4 fE 2 2 &g & (Dynamic pressure stability: short-term Accuracy)
3. Jrik e &£ (flowrate performance) » @ 7 & =~ 7 £ 7t i (Maximum flow rate)
4. &3 (Noise)

5 & *‘ﬁ i@ #88 & (Patient connection port temperature)

6. = E ¥ B 4% 5 (Tubing connectors)£2 i 45 2 p /2 (Connector Diameter)
7. B3R A %‘.;(Alarm System)

8. & ¥ ¢ i 4% 8¢ (Mask connectors)

9. & ¥ * 2 a4 # Fl(Therapy pressure)

10. » & 2 )ﬁa B s i’(the patient-connection port) z. & Fe$wig (resistance)
11. % ¥ (¢ 7 % L R ; the anti-asphyxia valve) z = § % =t § [E < ig (inspiratory and

expiratory resistance)
12. 17 3 L R (the anti-asphyxia valve)i= % % R} B 2_ & 4 & (The open-to-atmosphere and
closed-to-atmosphere pressures)
13. # F on 2 (exhaust flow) 2 i * & 4 g F™ 2. B 4 J & & S ] (the pressure-flow curve)
14. = % i g = » (CO, rebreathing)
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(3) 1l sc(Irritation) 26 & p 1 ;‘;ér;ii%(lntracutaneous reactivity) | 1SO 10993-5(2009)®
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TR ISO 10993-10(2010)”
(4) % 714 1+ (Genotoxicity) 1S010993-11(2017)®
(5) i & 1+ % I M | 4 1% 3 % (Subacute and Subchronic | 1SO 10993-12(2012)®
Toxicity) 1SO 18562-1:2017%
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(Software

FDA Guidance(2002)*?

Validation) FDA Guidance(2005)®%

5.7 i {25 (1) # & & 4 48 212 %5 & (Stability of static airway | |50 80601-2-70(2015)™

(Performance test) @)

pressure accuracy : long-term accuracy) )

# iR 4 48 {2 % £ R (Stability of dynamic airway | 'EC 60601-1-8(2006)

pressure accuracy : short-term accuracy) ISO 5356-1(2015) *©

(3) ni# ,‘ £ (flowrate performance) » ¢ 2 & = i £ in i ISO 5356-2(2012) ©7
(Maximum flow rate)

(4) ¥ F 2 #-(audible acoustic energy)

(5) &+ i 445 & (Patient connection port temperature)

(6) # 4% i if (gas pathway) i3 ot 4+ % = i (leaching or
leaking)

(7) # ¥ & 4 & pl(Measurement of airway pressure)

(8) iR # if & 4 (airway pressure)# Az BB LB 2 £ %

(9) ¥ #4357 (Tubing connectors)#? i 4% 2f A /= (Connector
Diameter)

(10) #4r % sL(Alarm System)

(11) 7% ~ i & Pl5#(Cleaning ~ Disinfection)

6.7 i fidsk/o k2§ (1) & ¥ ¥ B [Fl4e4% 5 (Mask connectors) I1SO 17510(2015)(18)
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(2) & ¥ % g5 & i@ #h(the patient-connection port)z R f2

& (resistance) 1SO 5356-1(2015)

(Accessories () % % 21 % 4 ® (the anti-asphyxia valve)z = & % v § | 1SO 5356-2(2012)

Performance test)

[E $iE (inspiratory and expiratory resistance)

4 Pz ARy Z P2 R4 E(The open-to-atmosphere
and closed-to-atmosphere pressures)

(5) # F i & (exhaust flow) fig * B4 fEHIT 2 R4 T
47 BBl (the pressure-flow curve)

(6) = # it p{ = » (CO2 rebreathing)

(7) &% (Noise)

(8) F#% ~ i # r3#(Cleaning - Disinfection)
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