


























Contact local authorities to deter-
mine the proper method of disposal 
of potentially bio hazzardous parts 
and accessories.

CE symbol and Notified body code

Dustproof and waterproof grade. It 
can prevent solid object larger than 
12 mm from intruding, and when 
tilting for 15 degrees, it can still 
prevent water from intruding, and 
prevent harmful effects. 

This symbol is used to direct the 
user to refer to documentation for 
additional information regarding 
the system use or description.

Medical device

Executive standards
The product conforms to the following standards and 
laws:

1. IEC 60601-1:2005+A1: 2012 Medical electrical 
equipment-Part 1:

General requirements for basic safety and essential 
performance

2. IEC 60601-1-11: 2015 Medical Electrical Equipment - 
Part 1-11:

IP22

2862

General Requirements For Basic Safety And Essential 
Performance - Collateral Standard: Requirements For 
Medical Electrical Equipment And Medical Electrical 
Systems Used In The Home Healthcare Environment

3. IEC 60601-2-10: 2013 Medical electrical equipment - 
Part 2-10: Particular requirements for the safety of nerve 
and muscle stimulators

4,IEC 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

Appendix EMC declaration
The equipment is intended for use in the electromagnetic 
environment specified below. The customer or the user 
of the EQUIPMENT should assure that it is used in such 
an environment.

The Transcutaneous Electrical Nerve Stimulators 
is suitable for use in a professional health care 
environment, not including areas where there 
are sensitive equipment or sources of intense 
electromagnetic disturbances, such as the RF shielded 
room of an imaging system magnetic resonance imaging, 
in operating rooms near active AF surgical equipment, 
electrophysiology laboratories, armored rooms or areas 
where short wave therapy equipment is used.

Do not use the system around strong electric filed, 
electromagnetic filed (e.g. MRI scan room) and mobile 



wireless communication devices. Using the device in an 
improper environment may cause malfunction or damage.

The compliance with EMC and EMI regulation cannot be 
guaranteed by the use of modified cables or those which 
does not comply with the same standards under what the 
equipment was validated.

The system must not be used adjacent or supported by 
other equipment.

The recommendations of this manual must be followed.

Do not use accessories, transducers, internal parts 
of components and other cables other than those 
previously specified by the manufacturer. This may result 
in increased emission or decreased electromagnetic 
immunity and result in improper operation.

Portable RF communications equipment (including 
peripherals such as antenna cables and external 
antennas) should by used no closer than 30cm to any 
part of the ultrasound system, including cables specified 
by the manufacturer. Otherwise, degradation of the 
performance of this equipment could result. 

To maintain basic safety in relation to electromagnetic 
disturbances during the expected service life, always use 
the system in the specified electromagnetic environment 
and follow the maintenance recommendation described 
in this manual.

Th
e 

fo
llo

w
in

g 
ta

bl
es

 p
ro

vi
de

 in
fo

rm
at

io
n 

on
 c

om
pl

ia
nc

e 
 

of
 th

e 
eq

ui
pm

en
t a

cc
or

di
ng

 to
 th

e 
st

an
da

rd
 E

N
 6

06
01

-1
- 2

:2
01

5.

Ta
bl

e 
1 

- C
om

pl
ia

nc
e 

cl
as

s

Em
is

si
on

s 
te

st
Co

m
pl

ia
nc

e
El

ec
tro

m
ag

ne
tic

 E
nv

iro
nm

en
t a

nd
 

Gu
id

an
ce

RF
 e

m
is

si
on

s 
CI

SP
R 

11
Gr

ou
p 

1
Th

e 
eq

ui
pm

en
t u

se
s 

RF
 e

ne
rg

y 
on

ly
 

fo
r i

ts
 in

te
rn

al
 fu

nc
tio

n.
 T

he
re

fo
re

, i
ts

 
RF

 e
m

is
si

on
s 

ar
e 

ve
ry

 lo
w

 a
nd

 a
re

 n
ot

 
lik

el
y 

to
 c

au
se

 a
ny

 in
te

rfe
re

nc
e 

in
 n

ea
rb

y 
el

ec
tro

ni
c 

eq
ui

pm
en

t.

RF
 e

m
is

si
on

s 
CI

SP
R 

11
Cl

as
s 

B



Ha
rm

on
ic

 e
m

is
si

on
s 

IE
C 

61
00

0-
3-

2
Cl

as
s 

A
Th

e 
eq

ui
pm

en
t i

s 
su

ita
bl

e 
fo

r u
se

 in
 

al
l e

st
ab

lis
hm

en
ts

, i
nc

lu
di

ng
 d

om
es

tic
 

es
ta

bl
is

hm
en

ts
 a

nd
 th

os
e 

di
re

ct
ly

 
co

nn
ec

te
d 

to
 th

e 
pu

bl
ic

 lo
w

-v
ol

ta
ge

 
po

w
er

 s
up

pl
y 

ne
tw

or
k 

th
at

 s
up

pl
ie

s 
bu

ild
in

gs
 u

se
d 

fo
r d

om
es

tic
 p

ur
po

se
s.

Vo
lta

ge
 fl

uc
tu

at
io

ns
/ 

fli
ck

er
 e

m
is

si
on

s
IE

C 
61

00
0-

3-
3

Co
m

pl
ie

s

Ta
bl

e 
2-

 C
om

pl
ia

nc
e 

st
an

da
rd

s

Ph
en

om
en

on
Ba

si
c 

St
an

da
rd

 
of

Im
m

un
ity

 Te
st

Le
ve

l o
f

El
ec

tro
st

at
ic

 d
is

ch
ar

ge
IE

C 
61

00
0-

4-
2

±8
 K

V 
co

nt
ac

t
±2

 K
V,

 ±
4 

KV
,

±8
 K

V,
±1

5K
V 

ai
r

±8
 K

V 
co

nt
ac

t
± 

2 
K 

V,
 ±

 4
 K

 V
,

± 
8 

KV
, ±

15
KV

 a
ir

Ra
di

at
ed

 R
F 

EM
 fi

el
ds

IE
C 

61
00

0-
4-

3
3V

/m
80

 M
Hz

-2
.7

 G
Hz

80
%

 A
M

 a
t 1

 K
Hz

3V
/m

80
 M

Hz
-2

.7
 G

Hz
80

%
 A

M
 a

t 1
 K

Hz

Pr
ox

im
ity

 fi
el

ds
 fr

om
 R

F 
w

ire
le

ss
 c

om
m

un
-

ic
at

io
n 

eq
ui

pm
en

t

IE
C 

61
00

0-
4-

3
Se

e 
ta

bl
e

Se
e 

ta
bl

e



El
ec

tri
ca

l F
as

t/
Tr

an
si

en
ts

 b
ur

st
s

IE
C 

61
00

0-
4-

4
±1

 K
V

10
0 

KH
z r

ep
et

iti
on

 
fre

qu
en

cy

±1
 K

V
10

0 
KH

z r
ep

et
iti

on
 fr

eq
ue

nc
y

Co
nd

uc
te

d 
di

st
ur

ba
nc

es
 in

du
ce

d 
by

 R
F 

fie
ld

s.

IE
C 

61
00

0-
4-

6
3 

V
0.

15
 M

Hz
-8

0 
M

Hz
 6

 V
m

 
in

 IS
M

 b
an

ds
 b

et
w

ee
n 

0.
15

 M
Hz

 a
nd

 8
0 

M
Hz

80
%

 A
M

 a
t 1

 K
Hz

3 
V

0.
15

 M
Hz

-8
0 

M
Hz

 6
 V

m
 in

 
IS

M
 b

an
ds

 b
e-

tw
ee

n 
0.

15
 

M
Hz

 a
nd

 8
0 

M
Hz

80
%

 A
M

 a
t 1

 K
Hz

Ra
te

d 
po

w
er

 fr
eq

ue
nc

y 
m

ag
ne

tic
 fi

el
ds

IE
C 

61
00

0-
4-

8
30

 A
/m

50
 H

z o
r 6

0 
Hz

30
 A

/m
50

 H
z o

r 6
0 

Hz

Ta
bl

e 
3 

- T
es

t s
pe

ci
fic

at
io

ns
 fo

r E
N

CL
O

SU
RE

  
PO

RT
 IM

M
U

N
IT

Y 
to

 R
F 

w
ir

el
es

s 
 

co
m

m
un

ic
at

io
ns

 e
qu

ip
m

en
ts

Te
st

 
Fr

eq
ue

nc
y 

(M
hz

)

Ba
nd

 
(M

Hz
)

Se
rv

ic
e

M
od

ul
at

io
n

M
ax

im
um

  
Po

w
er

 (W
)

Di
st

an
ce

 (m
)

Im
m

un
ity

 
Te

st
  

Le
ve

l (
V/

m
)

38
5

38
0-

39
0

TE
TR

A 
40

0
Pu

ls
e 

m
od

ul
at

io
n 

18
 H

z
1.

8
0.

3
27

45
0

43
0-

47
0

GM
RS

 4
60

, F
RS

 
46

0
FM

 ±
 5

 K
Hz

 
de

vi
at

io
n 

1K
Hz

 
si

ne

2
0.

3
28

71
0

70
4-

78
7

LT
E 

13
, 1

7 
Ba

nd
Pu

ls
e 

m
od

ul
at

io
n 

21
7 

Hz
0.

2
0.

3
9

74
5

78
0



81
0

80
0-

96
0

GS
M

 8
00

/9
00

, 
TE

TR
A 

80
0,

iD
EN

 8
20

, C
DM

A 
85

0,

LT
E 

5 
Ba

nd

Pu
ls

e 
m

od
ul

at
io

n 
18

 H
z

2
0.

3
28

87
0

93
0

17
20

17
00

-
19

00
GS

M
 1

80
0,

 C
DM

A 
19

00
,  

GS
M

 1
90

0,
 D

EC
T, 

LT
E 

1,
 3

,  
4,

 2
5 

Ba
nd

, U
M

TS

Pu
ls

e 
m

od
ul

at
io

n 
21

7 
Hz

2
0.

3
28

18
45

19
70

24
50

24
00

-
25

70
Bl

ue
-to

ot
h,

 W
LA

N
 

80
2.

1.
1 

 
b/

g/
n,

 R
FI

D 
24

50
, 

LT
E 

7 
Ba

nd

Pu
ls

e 
m

od
ul

at
io

n 
21

7 
Hz

2
0.

3
28

52
40

51
00

-
58

00
W

LA
N

 8
02

.1
1 

a/
n

Pu
ls

e 
m

od
ul

at
io

n 
21

7 
Hz

0.
2

0.
3

9

55
00

57
85



 Shenzhen Kentro Medical Electronics 
Co.,Ltd 

2nd Floor, No. 11, Shanzhuang Road, Xikeng 
Village, Yuanshan Street, Longgang District, 
Shenzhen City, Guangdong Province, China [Tel]: 
+86(755)33825998, [Fax]: +86(755)33825996

WellKang Ltd (www.ce-marking.eu)

Enterprise Hub, NW Business Complex,  
1 Beraghmore Road, Derry, BT48 8SE, 
Northern Ireland

  2862
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