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Pre-clinical Testing Guidance for Powered Muscle Stimulators
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~hREET PR BHL AL F 22 A A B (regulation number) 2 3 g w(Identification) |
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é #cat 2 42 (Product description and specification):
1.3 ﬁrﬁs?l ~ (Input Power)( % & # %] o Bdp R R 2L T R R e
ﬂi%J 41 #-5% (Output mode) :
a.ﬁis?] 4174 A5 (Output waveform) °
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b. & gy 15 & T 2 gy ) LR (Output Voltage) 2 2 #xg & (Accuracy)( 7 B+ IR H#mR) ¥ Ay
» V2o

c. & iy M3k & T 2 i I L7 (Output Current) 2 Eﬁﬁlﬁ(Accuracy)(i&*ﬁ%:‘! A HErER)H A
3 mA 2 Y%

d."% 4 & (Pulse frequency) @ ¥ = 5 Hz »
e.”% =% A& (Pulse width) : ¥ =5 #) ©
f. :};’1 #7475 (Beat frequency) @ ¥ i % Hz[ @i * 3t 2 % § + 375 % #05¢ (interferential mode)2. £44 ] -
g. % 4p =4 35(multiphasic waveform) s %+ f &+ :
(A% % $44p = (Symmetrical phase)
(2)4p 4%, §F¢’ ¥ (Phase Duration) % 4p =% &"i’ﬁ;(asymmetrical)ﬂﬂ ARSI R A A RS = 2=
h.H - % =2 L ¥ & (Net Charge Per Pulse) : ¥ i~ % uC -
i3 = 4p = ¥ £ (Maximum Phase Charge) @ ¥ =5 uC -
j.Bo 4§ %% A (Maximum Current Density) : ¥ = 5 mA/em? o
k.3 7 & % & (Maximum Power Density) : ¥ = % W/ecm® o
1.Burst mode(¥rid 4 2_ #% # pulse train) /g &7 :
(1).Pulse per burst °
(2).Bursts per second ©
(3).Burst 4% 4 p% & (duration) : H = 5 ) ©



(4).Duty Cycle
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3. % =} (Dimension)
4. € ¥ (Weight) -
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% (Operation/Storage environment) :
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?Ffri(Safety and performance data) :
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(Electrical Safety test)
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IEC 60601-1(2005)"
IEC 60601-1-1(2005)?
IEC 60601-2-10 (1987)@

) R A G @R NT LB EART ARG SE B REBA AL hE [IEC60601-1-2(2005)
LREMFERR oagm 02 @s 0 BT ET R B At A i o g [IEC60601-2:10 (1987)
(Electromagnetic B e PR REAPE L 0 7R B £ IEC 60601-2-10
compatibility test)
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(Software Validation FDA Guidance(2005)®
test)
l.ﬁs?l 41 # 14 (Output characteristic) : FDA Guidance(1999)7

4.7 50 A%
(Performance test)

aj%] 414 A5 (Output waveform) o
b. % ﬁ’?] N R T iﬁgl 41 % & (Output Voltage)(JE ¢ 7 B+ ﬁ"’?]

IR 2 PIEE) .
c. & #5 m}i" 2 ﬁa?] A7 s (Output Current)(J ¢ % B @]
:” w /'l z /E vé‘)

d.?% =4 & (Pulse frequency) °
¥ 6% & (Pulse width) «
f.3p 74 5 (Beat frequency)[ 3§ * »*
2 Eit]e
g. % #p =4 35 (multiphasic waveform)s & 4 :
(D)E_F 5 $4E4p = (Symmetrical phase) e
(2)4p 4% 4 p¥ ¥ (Phase Duration) = % 4p =7 $+4L
(asymmetrical) | Jf &~ %] & B3 1 4p 2 45 f pF
oo
h.¥ - *% fiFd < L ¥ € (Maximum charge per pulse) °
i.B % 4p =L 7 £ (Maximum Phase Charge) °
j.B % & it % B (Maximum Current Density) °
ki +x# 2R (Maxmlum Power Den51ty)
1. Burst mode(4idt 4 2_ 7% 7 pulse train) /g € i8] :
(1).Pulse per burst ©
(2).Bursts per second °
(3).Burst =+ 4 p¥ ¥ (duration) °
(4).Duty Cycle °
R SR REY
permissible Error) # Fl b
T R % & #5 p] & (Supply Voltage fluctuations) -
B & /52 8% P 3% (Open/Short circuit test)
ﬁ%l 41 3= g 15 41 (Output amplitude control) -
i:ﬁéﬁ%l 41 241 (Output interlock) -
4 1 45 #(Output indicator) -
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IEC 60601-1-1 Medical Electrical Equipment - Part 1-1: General Requirements for Safety - Collateral Standard:




. IEC 60601-1-2 Medical Electrical Equipment -- Part 1: General Requirements for Safety; Electromagnetic
Compatibility -- Requirements and Tests (2005)

. IEC 60601-2-10 Medical electrical equipment-Part 2-10 : Particular requirements for the safety of nerve and
muscle stimulators (1987)

. General Principles of Software Validation; Final Guidance for Industry and FDA Staff (2002)

. Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices.(2005)

7. Guidance Document for powered Muscle Stimulator 510(K)s (1999)



