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Pre-clinical Testing Guidance for Powered wheelchair (Draft)
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» 24X H A K H (Scope) ¢
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~AEREARERBHZELFN LW EAR(Regulation number ) & 48 %) (Identification):

0.3860 %47 X ®H(Powered wheelchair)
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= ~ & SH4H R H A (Product description and specification)
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1. &4 (Battery Specification)

2. 7% #%(Charger)

3. %% %7 (Charge Time)

4. 3% % (User Mass)

5. #% A47ELIE#(Maximum Drive Distance)
6. 5k £ (Maximum Speed)

7. % iE(Motor)

8.  #k #(Brake)

9. e E(Climbing Angle)

10. J& % (Seat Height)

11. pE & (Seat Deep)

12. F FL(Seat Width)

13. A7 $45#2%% (Front wheel Size)

14, # #4R.45(Rear wheel Size)

15. #|%p#4 .4 (Brake wheel Size)

16. Be%h/%%) # & (Braking Method)

17. #-hi@$ ¥ 48 (Minimum turning space)
18. £ &4 Eih(Weight)

~ B2 R oh fE b M F #H(Safety and performance data)
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| TRAAEHRR ALAGRSETREYLEL TR XL BEBEAAME [ISO7176-21(2009)"

(Electromagnetic T RS R TR TR HE MG R A o |[EC 60601-1-22005) ¥
compatibility test) CNS 14964-21(2007)"




N LA B IR SR A AT T PR ¢ 1SO 10993-1(2009)”
ii”f’f&jﬁgﬁf@ (1) .3 4 (Cytotoxicity) ISO 10993-3(2003)
test) (2)i® & 34 5 (Sensitization) ISO 10993-10(2010)
(3).2] #x (Irritation) 2 & A ) #3485 (Intracutaneous reactivity)
3B 2SR EHRBIERNZAS  BETRBAERRSE - FDA Guidance(2002)"
(Software FDA Guidance(2005)*
Validation)
(1) #% fE 4% & 1 7 3 (static stability) 1SO7176-1 (1999)%
(2) ) #54% % 1 734 (dynamic stability) 1807176-2 (20013
(3) &% &1 3 9] (efficiency of brakes) 1SO7176-3 (2003 )(B)
2o s . 1SO7176-4 (2008)
. . [@) ##ER3K(energy consumption) 1SO7176-5 (2008)°
R ) = - T . . .
i KS) MFk -~ EF - @44 -F 42 (overall dimensions * mass and turning 1SO7176-6 (2001)0%
space) _ 1S07176-7 (1998)")
| -vdcceleration and deceleration) 1S07176-9 (2009)"*
(7) 487 ~ #8574 Lk 55 5% B M) X (static - impact and fatigue 1S07176-10 (2008)*
strengths) 1S07176-14 (2008)!'>
4.7 et R (8) @tfs MK (climati test) 1SO7176-16 (1997)"'9
(Performance test) (9) A& 4E 77 58] 3% (obstacle-climbing ability) FDA Guidance(19951);”
(10)E A1 fz 3% 4] & #0238 (power and control system) g:g iiggi‘éggggimz
(11) & 4 py K A 3 (resistance to ignition of upholstered) CNS 14964-3(2006)"
CNS14964-4(2007)%2
CNS14964-6(2005)%
CNS14964-7(2006)2%
CNS14964-8(2006)
CNS14964-9(2007)9
CNS14964-10(2006)%7
CNS14964-14(2005)2%
CNS14964-16(2007)°2
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