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GMDN 36777
GMDN Term Suction unit, electric powered
GMDN Synonym Aspirator
Device Class Class lla (Rule 11)
Electrical Protection Class Il

Protection

Type BF Applied Part

Sterilisation

Not supplied in sterile state

Anaesthetic Rating

NOT Category AP
NOT Category APG

Operation Mode

Continuous operation
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GMDN 44943

GMDN Term Suction System Canister, Reusable
Device Class Class | (Rule 1)

Sterilisation Not supplied in sterile state
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Vacuum -20 to -80 kPa [-150 to —600 mmHg]
Flow 0 to 22 L/min (through jar) 0 to 32 L/min (free air)
Mains Power 220 - 240V 50/60 Hz 110 VA 0.5A

Requirement

Status Indicator

Green neon lamp in On/Off switch indicates power
available status

Pump Piston type
Motor PSC AC motor
Filter Disposable hydrophobic and bacterial filter

Retention > 99.999% (0.3 micron)

Collection Container

1 litre autoclavable, shatterproof plastic jar
Optional 2 litre autoclavable, shatterproof plastic jar
Optional 1 litre disposable liner jar

Optional 2 litre disposable liner jar

Overfill Protection

Float valve mechanism

Vacuum Control

Needle valve

Gauge

Bourdon tube type. Dual scale.

Gauge Range

0 to -100 kPa graduated at 5 kPa
0 to -760 mmHg graduated at 50 mmHg

Weight 3.6 kg

Dimensions 360L x 215W x 195H mm
Standard 25°C, Sea level, 100kPa
Conditions
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State Parameter Minimum Maximum
Operating Temperature 50C 35°C
Humidity 10% RH 93% RH
Barometric Pressure 700 hPa 1060 hPa
Altitude Om 2000 m
Transport and Storage |Temperature -25°C 70°C
Humidity 0% RH 93% RH
Barometric Pressure |500 hPa 1060 hPa




General warning

Consult user manual

Type BF Applied Part (suction cannula)

OB = B>

Insulation Class Il (double insulation)

Hz Mains power frequency
O o
I On

CE Mark in conformity with CE MEDDEYV directive

0086 93/42/EEC and subsequent changes
“ Manufacturer
REF Model / Reference Number
LOT Lot / Batch Number
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SN Serial Number
'I' Fragile
T Keep Dry

Keep Cool / Keep out of direct sunlight

Temperature Range

Atmospheric Pressure Range

C-Tick Mark

Dispose of electrical product according to requirements
of WEEE directive

Degree of protection against intrusion by body parts or
objects an against ingress by water.

1st Digit - Penetration of Solids
2 = Protected against solids > @ 12.5 mm

2nd Digit - Penetration of Liquids
1 = Protected vertical dripping water
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/—\ _____ Bacterial / Hydrophobic Filter f
A “IN” Side of Filter

» Must ALWAYS be fitted «
“VACUUM?” port

Vacuum Gauge
(above float valve)

LA
| - .’ eutdll

“PATIENT” Port
Connect Patient
Tubing

Push ON /
Push OFF
Switch

Vacuum Control

Power Inlet
(at rear)
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1. Unoccluded - zero check ng @
Gauge
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2. Occluded - vacuum check ng ©
Gauge
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3. Occluded - gauge check Vacuum @
Calibrated Gauge
Vacuum
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1. Occluded - leak check

Max
Jar:  SUC 81099 (1 litre) @ @

or SUC 80312 (2 litre)

Tubing: SUC 80297 (8x13mm) Vggﬂ;?
* o ( -
o+ (F -0 (7 (8
) L)
- )«
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2. Unoccluded - flow check

Jar: SUC 81099 (1 litre)

or SUC 80312 (2 litre) Vacuum

Tubing: SUC 80297 (8x13mm) Gauge
Calibrated Collection
Flowmeter Jar
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EMC Information Tables per EN60601-1-2:2007

In accordance with EN 60601-1-2:2007 Medical electrical equipment - Part 1-2: General
requirements for safety - Collateral standard: Electromagnetic compatibility - Requirements and
tests

1) “Medical Electrical Equipment needs special precautions regarding EMC and needs to be
installed and put into service according to the EMC information provided in the Accompanying
Documents” (the following tables).

2) “Portable and Mobile RF Communications Equipment can affect Medical Electrical
Equipment.”

3) “The equipment or system should not be used adjacent to or stacked with other equipment
and that if adjacent or stacked use is necessary, the equipment or system should be observed to
verify normal operation in the configuration in which it is used.”

The following tables provide information regarding the EMC characteristics of this Medical
Electrical Equipment.

The performance of all functions of the ACeevac suction pump are considered essential
performance for the purpose of electromagnetic immunity.

Table 201 — Guidance and manufacturer’s declaration - electromagnetic emissions - all
equipment and systems

Guidance and manufa cturer’s declaration - Electromagnetic emissions

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

Emissions Test Compliance Hlectromagnetic environme nt - guidance

Irradiated / Conducted Group 1 The ACeevac suction pump uses RF energy

Emissions only for its internal functioning. Its RF emissions

CISPR11 are very low and will not cause interference in
proximity of any electronic appliance.

Irradiated / Conducted Class B The ACeevac suction pump is suitable for use in

Emissions all establishments, including domestic

CISPR11 establishments and those directly connected to

the public low-voltage power supply network that

Harmonic Emissions Class A supplies buildings used for domestic purposes.
IEC 61000-3-2

Voltage fluctuations / flicker [ Complies

emissions

IEC 61000-3-3

8 %% %;, )



Table 202 — Guidance and manufacturer’s declaration - electromagnetic immunity
- for all equipment and systems

Guidance and manufacturer’'s declaration — Electroma  gnetic

Immunity
The ACeevac suction pump is intended for use in the electromagnetic environment specified
below.
The customer or the user of the ACeevac suction pump should assure that it is used in such an
environment.
Immunity Level indicated by Compliance Electromagnetic environment -
Test EN 60601-1-2 Level guidance
Electrostatic + 6kV on contact | The device Floors should be wood, concrete
discharge + 8KV in air doesn’t or ceramic tile. If floors are
(ESD) change its covered with synthetic material,
EN 61000-4-2 state the relative humidity should be at
least 30%.
Electrical fast + 2kV power supply |The device Mains power quality should be
transient / burst lines doesn’t that of a typical commercial
EN 61000-4-4 + 1kV for input / change its environment or hospital.
output lines state
Surge + 1kV differential | The device Mains power quality should be
EN 61000-4-5 mode doesn’t that of a typical commercial
change its environment or hospital.
state
Loss of voltage, | 5%U+ (>95% dip Ur) - Mains power quality should be that
brief voltage for 0.5 cycle of a typical commercial
interruptions 40%U+ (>60% dip Ur) environment or hospital. If the user
and variations for 5 cycle of the ACeevac suction pump
EN 61000-4-11 | 70%U+r (>30% dip Ur) requests that the appliance
for 25 cycle operates continuously, the use of a
<5%Ur (>95% dip U7) backup supply is recommended.
for 5 sec
Magnetic field 3A/m The device The power frequency magnetic
EN 61000-4-8 doesn’t field should be measured in the
change its intended installation location to
state assure that it's sufficiently low.

Note Uy is the nominal value of the power supply voltage




Table 204 — Guidance and manufacturer’s declaration - electromagnetic immunity - for
equipment and systems that are NOT life-supporting

Guidance and manufacturer’s declaration — Electroma  gnetic Immunity

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

Immunity Level indicated by | Compliance Electromagnetic environment -
Test EN 60601-1-2 Level guidance
Conducted 3Vrms V; =3V rms |The portable and mobile RF communication
Immunity 150kHz to 80MHz devices, including cables, must not be used
EN 61000-4-6 (for non life- closer to the ACeevac suction pump, than the
supporting devices) separation distance calculated by the
Radiated 3V/m E, =3V /m |equation applicable to the transmitter
Immunity 80MHz to 2.5GHz frequency.
EN 61000-4-3 (for non life-
supporting devices) d=[3.5/Vq] P

d = [12/E;] P from 80 MHz to 800MHz
d = [23/E;] P from 800 MHz to 2.5GHz

where P is the maximum output power rating
of the transmitter in watts (W) according to
the transmitter manufacturer and d is the
recommended separation distance in metres
(m).

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site
survey, should be less than the compliance
level in each frequency range.

Interference may occur in the vicinity of
equipment marked with the following symbol.

(((i)))

Note 1: At 80 MHz and 800 MHz the interval with the highest frequency is applied.
Note 2: These guide lines may not be applicable in all situations. The electro-magnetic
propagation is influenced by the absorption and by reflection from buildings, objects and people.

The field intensity for fixed transmitters such as the base stations for radiotelephones (mobile and
cordless) and terrestrial mobile radio, amateur radio devices, radio AM and FM transmitters and
TV transmitters cannot be theoretically and accurately foreseen. To establish an electro-magnetic
environment generated by fixed RF transmitters, an electro-magnetic  study of the site should be
considered. If the field intensity measured in the place where the device will be used surpasses
the above mentioned applicable level of conformity, the normal functioning of the device should
be monitored. If abnormal performance arises, additional measures such as changing the
device's direction or positioning may be necessary.

The field intensity on an interval frequency of 150 kHz to 80 MHz should be less than 3 V/m.




/

%

/

%



/

%

/

%



$% && 1" (QH$% & &

) A) ()

(
.+ $% && *
) (* ! (* ()

$% && *
( )

, % 50 *

# % && * )

*

1$% &&










