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Pre-clinical Testing Guidance for Powered wheelchair
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~ A BsE T g (Scope) ¢
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~AREE T FREML AR A2 A 24 55 (Regulation number) 2 gw](Identification):

o4 538 0 0.3860 # 4 ;% #5+% (Powered wheelchair)
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- & g4t 2 4.4 (Product description and specification)

7 1 (Battery specification)
H_, /4 % 2 4p 7 (Battery power indicator)
7 % (Charger)
g %‘: P& FF (Charge time)
1+ £ (User mass)
B~ {7 % pEAE(Maximum drive distance)
B 8 i & (Maximum speed)
5 1% (Motor)
9. # # (Brake)
10. et & (Climbing angle)
11. 7 % (Seat height)
12. & %(Seat deep)
13. & % (Seatwidth)
14, = 445 (Front wheel size)
15. {& #5414 (Rear wheel size)
16. #1% #% *H%(Brake wheel size)
17. =x#: /)% = ;% (Braking method)
18. & ] i & 2L = (Minimum turning space)
19. 'g' %.‘ T (W9|ght)
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F 22 R RS 71 (Safety and performance data)
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(Electromagnetic maj@"‘ B AELNRTRETIE DRSS KBy A~ |IEC60601-1- 2:2014@
compatibility test) ER TR CNS 14964-21:2007%
(1) # A& 48 T+ @) 33 (Static stability) 1SO7176-1:2014"
(2) # i 4% % 2p) 32 (Dynamic stability) ISO7176-2:2001(Z)
(3) & »c % p|:&(Efficiency of brakes) |SO7176'332012§7;
(4) #=&¢ Pl:#(Energy consumption) 1SO7176-4:2008
(5) = A&~ FE ~ iz F(dimensions » mass and 1507176-5:2008®
maner\}ri—r]g spac:) ISO7176-6:2001 %
, s Tk (M 1SO7176-7:1998%
(6) &= :# Ef. s A B Z ;)a\x_i A iRl (Maximum speed » 1SO7176-8:20141)
acceleration and deceleration) 1SO7176-9:2009%2
(7) #4 ~ e 2k & 55 & pl3#(Static » impact and 1SO7176-10:2008
o fatigue strengths) 1SO7176-14:2008"
2.7 iy 12585k (8) iz ipl:& (Climatic test) 1SO7176-16:2012¢%
(Performance test) (9) A%Hiii 4 i)z (Obstacle-climbing ability) 1SO7176-19:2008°
(10) 7 4 24741 % ¥eip|3%(Power and control system) FDA Guidance(lg%sgg(”)
(11) % % & 3% % 17 L p):#(Resistance to ignition of postural |CNS14964-1:2017
CNS14964-2:2007%9
support devices) CNS14964-3:2015%
FEATEr A ERERY X RRHAL T -~
A me g i =) ézaj:‘f _j fﬁ 'L’;" Lajﬁ CNS14964-4:2017%Y
s f*f/?rﬁf oy OTR FERHER DT NS 14964-5:2017%)
Fe ln e RUREBE F 2@t L STEIE CNS14964-6:2005%
FRICERDE, - TF R Dm2 L8 F REFA LS |CNS14964-7:2006%
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CNS14964-10:2017%"
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CNS14964-16:2014%%
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I~ 5T )}% (References)
1. 1SO 7176-21:2009 Wheelchairs -- Part 21: Requirements and test methods for electromagnetic compatibility
of electrically powered wheelchairs and motorized scooters.
2. |EC 60601-1-2:2014 Medical electrical equipment - Part 1-2: General requirements for basic safety and
essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and tests.
3. CNS14964-21:2007 #hts-%213%: T & fhth 2 TH R 2 2 TR F & foplE > 2
4. 1SO 7176-1:2014 Wheelchairs - Part 1: Determination of Static Stability.
5. 1SO 7176-2:2001 Wheelchairs - Part 2: Determination of Dynamic Stability of Electric Wheelchairs.
6. 1SO 7176-3:2012 Wheelchairs - Part 3: Determination of Efficiency of Brakes.
7. 1SO 7176-4:2008 Wheelchairs - Part 4: Energy Consumption of Electric Wheelchairs and Scooters for
Determination of Theoretical Distance Range.
8. IS0 7176-5:2008 Wheelchairs - Part 5: Determination of Dimensions, Mass and manoeuvring Space.
9. 1SO 7176-6:2001 Wheelchairs - Part 6: Determination of Maximum Speed, Acceleration and deceleration of

Electric Wheelchairs.

10. ISO 7176-7:1998 Wheelchairs - Part 7: Measurement of seating and wheel dimensions.
11. ISO 7176-8:2014 Wheelchairs - Part 8: Requirements and test methods for static, impact and fatigue

strengths.

12. 1SO 7176-9:2009 Wheelchairs - Part 9: Climatic Tests for Electric Wheelchairs.
13. ISO 7176-10:2008 Wheelchairs - Part 10: Determination of Obstacle-Climbing Ability of Electric

Wheelchairs.
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ISO 7176-14:2008 Wheelchairs - Part 14: Power and control systems for electric wheelchairs --
Requirements and test methods.

ISO 7176-16:2012 Wheelchairs -- Part 16: Resistance to ignition of postural support devices
ISO 7176-19:2008 Wheelchairs -- Part 19: Wheeled mobility devices for use as seats in motor vehicles

Guidance Document for the Preparation of Premarket Notification [510k] Applications for Mechanical and
Powered Wheelchairs, and Motorized Three-Wheeled Vehicles (1995).
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