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CAUTION / 
注意！查阅随机文件

Type BF applied part / 
BF型应用设备

Read the instructions for use /
请阅读说明书

Device in protection class 2 / 
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SN Serial number

Permissible storage and transport 
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Operation Permissible operating temperature
and humidity

Medical device

Distributor
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Single patient multiple use
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 EC REP

Electromagnetic compatibility information
Insect Bite Healer  
Model: IB 100

Item number: 41050

EMC Information-Guidance and Manufacture’s Declaration
The ME EQUIPMENT or ME SYSTEM is suitable for home healthcare environments.
Warning：Don’t near active HF surgical equipment and the RF shielded room of an ME system 
for magnetic resonance imaging, where the intensity of EM disturbances is high.
Warning： Use of this equipment adjacent to or stacked with other equipment should be avoided 
because it could result in improper operation. If such use is necessary, this equipment and the 
other equipment should be observed to verify that they are operating normally. Warning: Use of 
accessories, transducers and cables other than those specified or provided by the manufacturer 
of this equipment could result in increased electromagnetic emissions or decreased electromag-
netic immunity of this equipment and result in improper operation.”
Warning：Portable RF communications equipment (including peripherals such as antenna ca-
bles and external antennas) should be used no closer than 30 cm (12 inches) to any part of 
the equipment, including cables specified by the manufacturer. Otherwise, degradation of the 
performance of this equipment could result.
The Insect bite relief IB 100 may be interfered with by other equipment, even if that equipment 
complies emission requirements.

Table 1 - Guidance and manufacturer’s declaration 
- electromagnetic emissions

Emissions test Compliance

RF emissions CISPR 11 Group 1
RF emissions CISPR 11 Class B
Harmonic emissions IEC 61000-3-2 N/A
Voltage fluctuations/ flicker emissi-
ons IEC 61000-3-3

N/A

Immunity test IEC 60601-1-2
Test level

Compliance level

Electrostatic
discharge (ESD)
IEC 61000-4-2

±8 kV contact
±2 kV, ±4kV, ±8 kV, ±15 
kV air

±8 kV contact
±2 kV, ±4kV, ±8 kV, ±15 
kV air

Electrical fast
transient/burst
IEC 61000-4-4

N/A N/A

Surge
IEC61000-4-5

N/A N/A

Voltage dips, short
interruptions and volta-
ge variations on power 
supply input lines
IEC 61000-4-11

N/A N/A

Power frequency 
magnetic field
IEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

Conduced RF
IEC61000-4-6

N/A N/A

Radiated RF
IEC61000-4-3

10 V/m
80 MHz – 2,7 GHz
80 % AM at 1 kHz

10 V/m
80 MHz – 2,7 GHz
80 % AM at 1 kHz

Table 2 - Guidance and manufacturer’s declaration 
– electromagnetic immunity
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Table 3 - Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

 Radiated RF
 IEC61000-4-3
 (Test
 specifications
 for 
 ENCLOSURE
 PORT 
 IMMUNITY
 to RF wireless
 communications 
 equipment)

Test
Frequency

(MHz)

Band
(MHz)

Service Modulation Maximum
Power 

(W)

Distan-
ce (m)

IEC 60601-1-2 
Test Level

(V/m)

Complian-
ce level

(V/m)

385 380-390 TETRA
400

Pulse
modulation

18 Hz

1.8 0.3 27 27

400 430-470 GMRS 460
FRS 460

FM± 5 kHz
deviation1 
kHz sine

2 0.3 28 28

710  
745  
780

704-787 LTE Band
13,17

Pulse
modulation

217 Hz

0.2 0.3 9 9

810  
870  
930

800 - 
960

GSM 800/900,
TETRA 800,

iDEN 820, CDMA 850,
LTE Band 5

Pulse
modulation

18 Hz

2 0.3 28 28

810  
870  
930

1700-
1990

GSM 1800; CDMA 1900;
GSM 1900; DECT; LTE 
Band 1, 3,4, 25; UMTS

Pulse
modulation

217 Hz

2 0.3 28 28

2450 2400-
2570

Bluetooth,
WLAN, 802.11 b/g/n,

RFID 2450, LTE Band 7

Pulse
modulation

217 Hz

2 0.3 28 28

810  
870   
930

5100-
5800

WLAN
802.11a/n

Pulse
modulation

217 Hz

0.2 0.3 9 9

Electromagnetic compatibility information
Insect Bite Healer 
Model: IB 100

Item number: 41050

Table 4 - Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

Test
Frequency

Modulation IEC 60601-1-2
Test Level

(A/m)

Compliance
level (A/m)

30 kHz CW 8 8

134.2 kHz Pulse
modulation

2.1 kHz

65 65

13.56 kHz Pulse
modulation

50 kHz

7.5 7.5

 Radiated RF
 IEC61000-4-39
 (Test
 specifications
 for 
 ENCLOSURE
 PORT 
 IMMUNITY
 to proximity
 magnetic
 fields)
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