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Requirements for the IVD equipment
instruction for use

* The following information shall be 1n the
instructions for use that accompany the IVO

equipment.

— NOTE 1 It 1s the manufacturer's responsibility
to provide equipment electromagnetic
compatibility information to the customer or
user.

— NOTE 2 It 1s the user's responsibility to ensure
that a compatible electromagnetic environment
for the equipment can be maintained 1n order
that the device will perform as intended.
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Instructions for In vitro diagnostic equipment for
self-testing

* The instruction for use shall include the following
preventive warnings with regard to EMC,

¢ e.g.

— a) "Use of this instrument in a dry environment,
especially if synthetic materials are present

(synthetic clothing, carpets etc.) may cause damaging
static discharges that may cause erroneous results."

— b) "Do not use this instrument in close proximity to
sources of strong electromagnetic radiation, as these
may interfere with the proper operation."

IL |



Instructions for In vitro diagnostic equipment for
professional use.

* The instruction for use shall include the following
information.

— a) A statement that the IVO equipment complies with

the emission and immunity requirements described in
this part of the IEC 61326 series.

— b) If emission compliance 1s Class A, state the warning;:
"This equipment has been designed and tested to CISPR
11 Class A. In a domestic environment 1t may cause
radio interference, in which case, you may need to take
measures to mitigate the interference."

— ¢) An advisory that the electromagnetic environment

should be evaluated prior to operation of the device.
12



EMCJ;
1 EMIE4 i
2 EMSH[zt4 i

EMC:electromagnetic compatibility
EMI:electromagnetic interference
EMS:electromagnetic susceptibility
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Limits of terminal disturbance voltages
in the frequency range 150 kHz to
30MHz:

Limits of radiated disturbance in the
frequency range 30 MHz to 1000MHz:

Harmonics current emission:

Voltage Fluctuations and Flicker:
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7 1

fEaglT ?Q%’Eﬁﬁﬂ%ﬁﬂﬁjﬂ fifi Limits of mains terminal disturbance voltage

Reference standard: CISPR 11:2004 + A2:2006

Fully configured sample scanned

Frequency range on each side of

Measurement Point

over the following frequency range [line
150kHz to 30MHz Mains
Limits — Group 1 - Class A*
Limit dB (V)
Frequency (MHz) Quasi-Peak Result Average | Result
0.15to 0.50 79 66
0.50 to 30 73 60
Limits - Group 2 - Class A*
Limit dB (V)
Frequency (MHz) Quasi-Peak Result Average | Result
0.15to 0.50 100 90
0.50to 5 86 76
5to 30 90 to 70 80 to 60
Limits - Group 2 - Class A*
Mains supply currents in excess of 100 A per phase
Limit dB (uV)
Frequency (MHz) Quasi-Peak Result Average | Result
0.15to 0.50 130 120
0.50to 5 125 115
5to 30 115 105
Limits - Group 1 and 2 - Class B *
Limit dB (V)
Frequency (MHz) Quasi-Peak Result Average | Result
0.15to 0.50 66 to 56 56 to 46
0.50to 5 56 46
5to 30 60 50
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HELFT ?Edﬂﬂ%ﬂﬂfﬁﬂ [fi Limits for radiated disturbance 30 MHz -1 GHz .2

Fully configured '
sample scanned over
the following
frequency range

Frequency range on
each side of line

Measurement Point

30MHz - 1GHz

10 m measurement distance

Limits — Group 1 Class A *

Limit dB (uV/m)

Frequency (MHz) Quasi-Peak Results
30 to 230 40
230 to 1000 47
Limits — Group 1 Class B *
Limit dB (uV/m)
Frequency (MHz) Quasi-Peak Results
30 to 230 30
230 to 1000 37
Limits — Group 2 Class A *
Limit dB (uV/m)
Frequency (MHz) Quasi-Peak Results
30 to 1000 See standard
Limits — Group 2 Class B *
Limit dB (uV/m)
Frequency (MHz) Quasi-Peak Average™* Results
30 to 80,872 30 25
80,872 to 81,848 50 45
81,848 to 134,786 30 25
134,786 to 136,414 50 45
136,414 to 230 30 25
230 to 1000 37 32

Supplementary information:
** - The Average Limits Apply To Magnetron Driven Equipment Only.
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= ?E[J?}é[ﬁﬂﬁiﬂ fg!{l Limits for Harmonic current emissions
3

f{eference standard: IEC 61000-3-2:2009

Limits for Class A equipment*

Odd harmonics

Harmonic order (n) Maximum permissible harmonic current (A) Results

3 2.30

5 1.14

7 0.77

9 0.40

11 0.33

13 0.21
15<n<39 0.15x 15/
Even harmonics

2 1.08

4 0.43

6 0.30
8<n<40 0.23 x 8/n

Limits for Class B equipment™

For class B equipment the harmonics of input current shall not exceed the values given for class A

multiplied by a factor of 1,5.

Limits for Class C equipment*

Harmonic order (n)

Maximum permissible harmonic current
expressed as a percentage on the input current
at the fundamental frequency

Results

2 2
3 30
5 10
7 7
9 5
11<n<39 3

(odd harmonic only)
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Limits for Class D equipment*

Harmonic order (n) | Maximum permissible Results
harmonic current per

watt (mA/W)

34

19

10

O || DN | W

5

11 35

11 <n<39 3.85/n

P ESREH]FE% Limitation of Voltage Fluctuations And Flicker
4

eference standard: IEC 61000-3-3:2008

1 - without additional conditions

2 - switched manually, or

switched automatically more frequently than twice per day, and also has either a
delayed restart (the delay being not less than a few tens of seconds), or manual restart,
after a power supply interruption.

3 - attended while in use (for example: hair dryers, vacuum cleaners, kitchen
equipment such as mixers, garden equipment such as lawn mowers, portable tools
such as electric drills), or switched on automatically, or is intended to be switched on
imanually, no more than twice per day, and also has either a delayed restart (the delay
being not less than a few tens of seconds) or manual restart, after a power supply
interruption.

Parameter Result
Pst PASS / FAIL
Plt
d(t)
dc
dmax

1
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