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Guidance and manufacturer’s declaration — Arvand emissions

The Suction Arvand is intended for use in the electromagnetic environment specified below. The
customer or the user of the Suction Arvand, should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance
The Suction Arvend uses RF energy only for
- its internal function. Therefore, its RF
RF emissions Lo .
Group 1 emissions are very low and are not likely to
CISPR 11 . . .
cause any interference in nearby electronic
equipment.
RF emissions
CISPR 11 Class B The Arvand is suitable for use in all
- — establishments, including domestic
Harmonic emissions . . .
Complies establishments and those directly connected
IEC 61000-3-2 .
- - to the public low-voltage power supply
Vo!tage fluctuations/ flicker . network that supplies buildings used for
emissions Complies domestic purposes.
IEC 61000-3-3
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Guidance and manufacturer’s declaration — electromagnetic immunity

The Suction Arvand is intended for use in the electromagnetic environment specified below. The
customer or the user of the Suction Arvand should assure that it is used in such an environment.

Immunity test

Port

Compliance level

Electromagnetic
environment - guidance

Electrostatic discharge
(ESD) IEC 61000-4-2

Enclosure

Patient coupling

Signal input/output
parts

+8 kV contact

+2kV,x4KkV, 8
kV, £15 kV air

Floors should be wood,
concrete or ceramic tile. If
floors are covered with
synthetic ~ material, the
relative humidity should be
at least 30%.

Electrical fast
transient/burst

Input a.c. power

+2 kV, 100 kHz
repetition frequency

+1kV

Mains  power  quality
should be that of a typical

IEC 61000-4-11

Input a.c. power

0% Ur; 1 cycle

and

70 % Ur; 25/30 cycles
Single phase: at 0°

IEC 61000-4-4 S;?{‘Sa' NpUtoUtpUL 15 35 k7 repetition gmmﬁﬁ'ﬂ or hospital
P frequency '
+0,5kV, £1kV
Line-to-line Mains  power  quality
Surge Input a.c. power should be that of a typical
IEC 61000-4-5 05KV, 1KV, +2 commercial or hospital
kV Line-to-ground . P
- - environment.
Signal input/output |, 2 kV Line-to ground
parts B
0 % Ur; 0,5 cycle
At 0°, 45°,90°, 135°,
180°, 225°, 270° and
Voltage dips, 315°

Voltage interruptions
IEC 61000-4-11

Input a.c. power

0 % U+; 250/300 cycle

Power frequency (50/60

Power frequency magnetic
fields should be at levels

L 30 A/m characteristic of a typical
Hz) magnetic field Enclosure 50 Hz or 60 Hz location in a typical
IEC 61000-4-8 . YPI
commercial or hospital
environment.
NOTE  Ur is the a.c. mains voltage prior to application of test level.

Guidance and manufacturer's declaration — electromagnetic immunity

The Suction Arvand is intended for use in the electromagnetic environment specified below. The
customer or the user of the Suction Arvand should assures that it is used in such an environment.

Immunity test

Port

Compliance level

Electromagnetic
environment —
guidance
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Input a.c. power 3V
0,15 MHz — 80 MHz

6V
Conducted RF . in ISM bands
IEC 61000-4-6 PATIENT coupling | poveen 0,15 MHz and
80 MHz
Signal input/output 80 % AMat 1 kHz
parts
3V/m
Radiated RF
IEC 61000-4-3 ENCLOSURE 80 MHz - 2,7 GHz

80 % AM at 1 kHz

Proximity fields from RF
wireless communications
equipment IEC 61000-4-
3

Refer to the following table
ENCLOSURE (table 9 of EN 60601-1-2:
2015)

Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless
communications equipment

frequency ISIH Service® | Modulation®|  power Stance LEVEL
(MHz) | MH2) W) (m)
(V/m)
Pulse
385 380-390 | TETRA 400 | modulation®? 1.8 0.3 27
18 Hz
FM ©
GMRS 460, +5 KHz
450 430- 470 FRS 460 deviation 2 0.3 28
1 KHz sine
710 Pulse
725 | 704-787 | -TE E_?L";”d 13| modulation ® 0.2 03 9
780 217 Hz
810 GSM 800/900,
TETRA 800, Pulse
870 800- 960 iDEN 820, modulation ® 2 0.3 28
CDMA 850, 18 Hz
930 LTE Band 5
1720 GSM 1800;
CDMA 1900;
GSM 1900; Pulse
1845 | 1700- 1990 Y2 | modulation ® 2 0.3 28
DECT; LTE 217 Hz
Band 1, 3, 4 25;
1970 UMTS
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Bluetooth,
WLAN, 802.11 Pulse
2450 2400- 2570 | b/g/n, RFID | modulation 2 0.3 28
2450, LTE 217 Hz
Band 7
5240 Pulse
5500 5100- 5800 WLAN 802.11 modulation ® 0.2 0.3 9
5785 217 Hz
a) For some services, only the uplink frequencies are included.
b)  The carrier shall be modulated using a 50% duty cycle square wave signal.
¢) Asan alternative to FM modulation, 50% pulse modulation at 18 Hz may be used because while it does
not represent actual modulation, it would be worst case.

Website

Harmonized Standards for CE marking Obtained from Union of Europe Official

Row

Title

Description

Active
from

EN 60601-1: 2006/A1: 2013

Medical electrical equipment - Part 1: General requirements
for basic safety and essential performance

EN 60601-1-2: 2015

Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance -
Collateral Standard: Electromagnetic disturbances -
Requirements and tests

IEC 60601-1-2:2014

EN ISO 10079-1:2015

Medical suction equipment - Part 1: Electrically powered suction
equipment - Safety requirements (ISO 10079-1:1999)

EN 1041: 2008

Information supplied by the manufacturer of medical
devices

EN 1SO 15223-1: 2016

Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied - Part 1:
General requirements (ISO 15223-1:2016, Corrected
version 2017-03)

EN ISO 10993-1: 2009/AC:
2010

Biological evaluation of medical devices - Part 1: Evaluation
and testing within a risk management process (ISO 10993-
1:2009)

EN ISO 13485: 2016/AC: 2016

Medical devices - Quality management systems -
Requirements for regulatory purposes (I1SO 13485:2016)

EN 1SO 14971: 2012

Medical devices - Application of risk management to
medical devices (I1SO 14971:2007, Corrected version 2007-
10-01)
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Harmonized Standards for CE marking Obtained from Union of Europe Official

Website
Row Title Description FEIE
from
9 EN 62304: 2006/AC: 2008 Medical device software - Software life-cycle processes
. Medical devices - Application of usability engineering to
10 | EN 62366-1: 2015 medical devices ---
11 MDD (Directive 93/42/EEC) Directive 2007/47/EC for medical devices ---
ROHS (DIRECTIVE - )
on the restriction of the use of certain hazardous substances
12 2011/65(EU + 2015/863 in electrical and electronic equipment -
(Amending Annex I1))
Clinical Evaluation:
13 | MEDDEV 2.7/1 rev 4 A guide for manufacturers and notified bodies. -
14 | MEDDEV 2.12/1rev 8 Guidelines on a medical devices vigilance system. ---
15 | MEDDEV 2.12/2 rev 2 Post Market clinical follow-up studies. ---
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