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Guidance for Pre-clinical Testing of Transcutaneous Electrical Nerve Stimulators (TENS)

(Draft)
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AR B B2 A4 F 04 0 W4 S M (regulation number) & H-48 %] (Identification) :

N IK P KS5890 HMAFRE R B TH KB Transcutaneous electrical nerve stimulator for pain
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A d ik B A(Product description and specification)
1.4 & A(Input Power)( & B di A » A HE R 2T FEH)
2.8 i # K (Output mode) :
a4y i 3% 7 (Output Waveform)
b. B — Bk #7 5% A 7 T & (Maximum Charge per pulse) : #4 % uC
c. &8 th 58 B T 2.8 1 B R (Output voltage)} & L 5k & (Accuracy)(4- R A B EE R R H ) F 455
BV A%
d.&-# & %% B T 2 F 8 8 3 (Output average current) & B 2 2 # (Accuracy)(4- & AT E EHA R
EkE) Faos s mA R%
e it #1748 % (Pulse frequency) © ¥4 & Hz
£k K B (Pulse width) @ B4 B0
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3. R <H{Dimension)
4.% ¥ (Weight)
5.4%VE/4£ 75 3% 3% (Operation/Storage environment) © fB4% 71/ G R B2 B E R HBE R E

g2 20 B o 4 B8 T PH(Safety and performance data)
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(Electromagnetic BTE - AAFXN R EHTEOBE NG RERMNE -
compatibility test)
3 AR AR B ARBIEH A S AT RO - FDA Guidance (2002) "
(Software Validation FDA Guidance (2005)®
test)
. (L& & 45 #E{Output characteristic) : ANSVAAMI
e a.8y 3 3% 5 (Output Waveform) NS4(1985)®
b. B — ik f 8% A %8 & (Maximum charge per pulse)
Cc. &% E T2 8 E R (Output voltage) (A &L 4 A H &
v Rz )
d. &80 % E T2 334% 8 8 5% (Output average current)(4A &
ARAPHE A ERZRP)
e. Bk 748 % (Pulse frequency)
£.8f 487 & /& (Pulse width)
A B RE S AN KA SIS £ (Maximum
_ permissible Error) %6 /9 -
4.5h et 3 B (2)3% #) 25 #&. (Functional control) : =34 # # E 7% (Output average
(Performance test) current) ~ 38 % (Pulse frequency) ~ J&#f & A& (Pulse width) ¥ % #
Z R -
(3)fA 24/48 7% #)38(Open/Short Circuit Performance)
() E % 2 48327 (Incorrect Battery Installation)
()R IR
a.3%1E 2 B A48 Temperature(Operation)
b.i& B @t % B3k Humidity(Endurance)
¢. 5 7k 3 #(Water Immersion)
d. 3.7 ) A #(Solvent Resistance)
e E& At (B AT) Vibration(Operating)
£ AR AR (IR L)
Mechanical Shock(Non-operation)
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