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compatibility test)

2.2 F 49 % H3#
e
(Biocompatibility
Test)

BA RN R R T T SRR
(1) im*z & 4 (Cytotoxicity)

(2) 7732 % (Sensitization)

(3) flm(Irritation) 2% & p {15z %
(Intracutaneous reactivity)

ISO 10993-1:2003
I1SO 10993-3:2003
ISO 10993-10:2002

3.k M FE AT E R
(Software
Validation)

F oA A& AR MRGER -

IEC 62304:2006

FDA Guidance:
Guidance for the
Content of Premarket
Submissions for
Software Contained in
Medical Devices

IEC 60601-1-6:2007

4.7 5y 3R
(Performance test)

(1) # i 48 = P& (static stability)

(2) # j& 48 T 12 R15# (dynamic stability)

(3) # 2 »x pl# (efficiency of brakes)

(4) 4= &c | z#(energy consumption)

(5) H## ~ £ & ~ i #& L i (overall dimensions -
mass and turning space)

(6) B i A& ~ 4eid B2 B S i R OPIGR
(maximum speed - acceleration and
deceleration)

(7) # 4 ~ &% & 1 & 5 & p|&(static » impact
and fatigue strengths)

(8) iz i & (climatic test)

(9) A% it 4 Bl (obstacle-climbing ability)

(10) & # & -4 ,% XLipl# (power and control
system)

(11) 7 % F» L pl3#E(resistance to ignition of
upholstered)
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