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Pre-clinical Testing Guidance for Powered Muscle Stimulators
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B € 3 4 %‘& B2 fF2 A3t 2 4 & 84 & 538 (Regulation number) 2 #%j(Identification) :
22 53F 1 05850 # 4 Firupg g ® (Powered muscle stimulator)
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- & &4t 2 4.3 (Product description and specification):
@ S ~ (Input power)( & &3 # » > Jfdp w2 T %)
2.4 1 5.7 (Output mode) :

a jﬂ: s 25(Output waveform) -

bh. % 3&%] MR T 2 ﬁl 41 & (Output voltage) 2 # #rx & (Accuracy)(z B ﬁig,] 3 HiEmR): ¥
A GV B

.2 *Iﬂ: BRET iﬁig,l 41 i (Output current) 2 H 7 & (Accuracy)( 3 = %] TR H R
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d.?% @ & (Pulse frequency) : ¥ i+ % Hz -

e."% =% & (Pulse width) © ¥ = 5 4) -

f:fp $74F & (Beat frequency) : H = 5 Hz[ & * > & v £ F 375 % #5¢ (Interferential mode) 2. ®44] »

g. % #p = 25(Multiphasic waveform) % 44 /¢ &5+ :
(1) 5% 5 $4i4p = (Symmetrical phase) °
(2)#9 4% 4 p* ¥ (Phase duration) o % 4p == 7 ¥4 (Asymmetrical) B] Jf 4 %577 @ B4 =2 $FFpER o

h. ¥ - »% =% * % & (Net charge per pulse) : ¥ i~ 5 uC

i #g =% % £ (Maximum phase charge) : ¥ i~ 5 pC -

j.B =~ F i A& (Maximum current density) © & = 2 mA/cm?

K.B % # 2% % & (Maximum power density) : ¥ = % W/cm?

I.Burst mode(4ridt 4 2_ #% = pulse train) f &7+ :
(1).Pulse per burst -
(2).Bursts per second e



(3).Burst #* 4§ p¥ & (Duration) : ¥ = 5 §) ©
(4).Duty cycle -
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3.% <t (Dimension) -

4.¢ & (Weight)
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5 (Operation/storage environment) :
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14 &5 7 4L (Safety and performance data) :
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compatibility test)

10 2 FroRAfe -

3.3k WA PRk
(Software Validation
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(Performance test)

1.%}] 41 # 4 (Output characteristic) :
a.ﬁ%l 4174 35 (Output waveform) -
b. % ﬁ%l s R T iﬁﬂ 4t & (Output voltage)(Jg ¢ 7 & * i
ST R 2 PR .
c.% ﬁﬂ IR T 2 ﬁ?l 41 % (Output current)(JE ¢ 7 &+ 65 d
T2 pER) o
d.®% =g 5 (Pulse frequency) -
e. %% =% & (Pulse width) -
ff;p $747 & (Beat frequency)[ g * *+ £ interferential mode
2 BH] -
g. % 4p = A5(multiphasic waveform) =% 44 :
(1)EF 5 $44p = (Symmetrical phase) -
(2)4p =45 4 P& ¥ (Phase duration) - % 4p =% $4i
(Asymmetrical) | /g & ] £ B BAp 2 FFPER -
h . - % brs + L 7 £ (Maximum charge per pulse) -
i.5 = 4p =t ¥ & (Maximum phase charge) -
j.EB* % 5n % & (Maximum current density) -
K.+ # F % & (Maximum power density) °
I. Burst mode(4rid 4 2. #% & Pulse train) g € 8] :
(1) Pulse per burst -
(2) Bursts per second -
(3) Burst 4 4 p& & (Duration) -
(4) Duty cycle -
= p%lu SEERE Y E R
permlssmle error);pv By o
7 R T R 5 0p)3E (Supply voltage fluctuations) -
B B /72 P 2% (Open/short circuit test) o
: éi%l 41 ¥= g3 41 (Output amplitude control) °
. Azde i 21 L¢] Output interlock) «
: ﬁ%l 21 35 1% (Output indicator)
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IEC 60601-1:2005/Amd1:2012/Cor1:2014 Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance.

IEC 60601-2-10:2012/Amd1:2016 Medical electrical equipment-Part 2-10 : Particular requirements for the
basic safety and essential performance of nerve and muscle stimulators.

IEC 60601-1-2:2014 Medical electrical equipment - Part 1-2: General requirements for basic safety and
essential performance - Collateral standard: Electromagnetic compatibility - Requirements and tests.
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).
IEC 62304:2006/Amd1:2015 Medical device software - Software life cycle processes.

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



