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Copyright

This document has been prepared by INSPITAL Medikal Teknoloji A.S.
INSPITAL reserves the right to make changes in the technical specifications of the
product. It is forbidden to reproduce or copy any part of this document without
company’s written permission.

CE Declaration of Conformity

This device conforms to the requirements specified in TS EN ISO 10079-1:2016
“Medical suction equipment - Part 1: Electrically powered suction equipment” and
MDD/93/42/EEC Medical Devices Directive..

Notified Body Information

Name/ Number: Kiwa Meyer Belgelendirme Hizmetleri A.S. / 1984
Adress :(ITOSB) Istanbul Tuzla Organize Sanayi Bolgesi Tepedren Mevkii
34957 Tuzla-Istanbul Turkey

Phone :+90 216 593 25 75

Fax :+90 216 593 25 74

E-Mail: posta@kiwa.com

Patent

Trade name and brand qualification are held by INSPITAL A.S.

Product Lifespan

The product lifespan of the device as determined by the Ministry of Industry and
Trade is 15 years.

Guarantee Period

INSPITAL brand suction units, including all parts, are under warranty for 2 (two)
years against material defects, faulty workmanship and manufacturing defects
provided that they are used as shown in user manuals. However, the following are
not under warranty:

1. Damages and failures that result from misuse,

2. Damages and failures that occur during loading & unloading and transportation
after the delivery of the product to the customer,

3. Damages and failures that result from under- or over-voltage, faulty electrical
installation or using at a voltage different from the one specified in the product
label,

4. Failures that result from using the product in contravention of the matters
contained in user manuals.
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Thank you for purchasing Inspital brand surgical suction unit. Our product has
been meticulously designed and produced for offering quality and performance
to you in the best possible way. Please carefully read all information about the
operation and safety of this equipment and keep this manual as a reference guide.

This manual explains the steps of Installation, Use, Cleaning and Maintenance &
Repair for Inspital brand portable suction units.

Points to Consider During Handling and Transportation

Please follow the instructions on equipment boxes during handling and
transportation.

Matters Related to Maintenance and Repair

Please call the authorized service of the equipment in case of situations that require
Maintenance and Repair.

Information about Connection and Assembly

Please refer to the following parts for connection and assembly information.
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In order to use and service the surgical unit by ensuring patient and user
safety:

Make sure that both this user manual and its warnings and explanations
have been read and understood before servicing the Surgical Suction
Unit.

The buyer is responsible for ensuring that the staff in charge of using or
servicing the Surgical Suction Unit is informed about the content of this
user manual.

Keep the user manual readily available to the user.

Use the Surgical Suction Unit only for the purposes explained in this
manual.

The Surgical Suction Unit generates “High Vacuum and High Flow”.

The Surgical Suction Unit is suitable for “Continuous Operation with
Intermittent Load”.

Make sure that there is a distance of minimum 20 ¢m between the
Surgical Suction Unit and the wall. Keep this distance.

Regularly service the Surgical Suction Unit at the periods indicated in
Article 7 (Maintenance) of this manual.

Surgical Suction Units and their accessories should be regarded as
“Contaminated Medical Waste” after they complete their physical life.

INSPITAL R&D Department reserves the right to change and/or abolish
the technical specifications of the device and the information contained in
this manual.

A ATTENTION

The metal body of the device is electrically grounded. However,
grounding safety depends on the electrical installation of the place
where the device is used. Device should be used with a grounding
plug connected to a TS 3166-compliant electrical installation.

Use the device only at 220-240V, 50-60 Hz alternating current.
Otherwise, the device may be damaged or pose dangers such as
electric shock.




3.2. SYMBOLS AND EXPLANATION

Symbols Explanation Symbols

iINSPITAL

Explanation

c € In conformity with Medical De-
vice Directive MDD 93/42/EEC

Attention! Fragile

soc

r\/\/ﬂ Date of Manufacture

Ambient Temperature

R Type B Equipment 4 Dangerous Voltage
Attention! Refer to

accompanying documents. Protective Earthing
‘ Enclosure can be opened
‘_. -« only by trained service staff. Read the User Manual.
X Use No Hooks Do not handle here

Degrees of protection provided by II This side up

IPX4 enclosures are acc. to [EC 529 il

Vacuum adjustment direction T Keep dry

@ Electrical Class IT — Fuse
0\ Alternating Current Damp
ij&\ Keep away from sunlight @ Serial number

d Manufacturer

Catalogue Number

3.2. SAMPLE IDENTIFICATION LABEL

INSPITAL Medikal ve Teknoloji A.S.

1 1 Karaoglan Mah. Kime Evleri No:745 06830
N s P TAL “ Golbasi / Ankara, TURKIVE
1 1 T:0.3126190222 F:0.3126190225

www.inspital.com.tr

Uriin Adi: CERRAHI ASPIRATOR (2x3 It Kavanozlu, Pedalli)
Product Name: SURGICAL SUCTION UNITS2X 3 LT
VACUUM JAR, EXTRACTOR

Model : SU60.05

Giris Voltaji (Input Voltage): 220-240 VAC / 50-60 Hz

Gug (Power): 280 W

! [ AR
@l 18031608 8610000010064
()
2018 &I C€one | IPX4 R E: @ A

TD-SU-3Rev 01/07.02.2020
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4.1. TRANSPORTATION AND STORAGE ENVIRONMENT

In Transport and Storage:
* Ambient Temperature should be between -10°C and + 50°C.
* Ambient humidity should be between 30% and 70%.

The surgical suction unit is dispatched as packaged in a special
cardboard box. Upon receiving the device;

» Throw the package, which is produced from recycled materials, into an
appropriate recycling waste container.

» Carefully remove the nylon bag on the device.

* Carefully examine the device for the purpose of determining whether
or not it was damaged during transportation. For the device that was
damaged during transportation, consult the relevant point of sale.

 Store the device inside its special cardboard box under room conditions by
stowing maximum two boxes.
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4.2. TRANSPORTATION CONDITIONS
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Figure-1

4 N
A ATTENTION!

Never use sharp objects such as knife while opening the package of the
suction unit. Or else, you may damage the device.

Never handle the device by getting support from the sections no. 1 shown
in Figures 1. For lifting the device, get support from the sections no.2
\shown in Figure 1.




5.1. OVERVIEW

 Jar selection is done manually in SU60 series surgical suction units. Thus,
while one of the jars is being used, the other filled jar can be emptied. The
hydrophobic filter prevents liquid from escaping into the device in case the jars
are overfilled.

» The differences between the models vary according to the volume and
characteristics of the jar used. The differences between models are shown in the

table below.
Product Code Number of Jars Jar Volume Extractor

SU60 2 3/5L -
SU60.10 2 3L -
SU60.15 2 5L -
SU60.22 2 2L -
SU60.33 2 3L -
SU60.05 2 3L X
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5.2. INTENDED USE AND AREAS OF USE

DEFINITION

Surgical suction unit is a device that absorbs unwanted
fluid, secretions, particles etc. in body cavities with the
negative pressure that it produces and collects them in a
collection jar.

USAGE AREA & INDICA-
TIONS

It is used in operating rooms, intensive care units, emer-
gency units, ambulances, dental clinics and all surgical
procedures that require aspiration (vacuum fluid or
particle extraction).

INTENDED USE

It is used to absorb unwanted fluid, secretions, particles
etc. in body cavities and collects them in a collection

jar

INTENDED USE

Surgical suction unit is used by the medical doctor,
medical technician, dentist and nurse.

CONTRAINDICATIONS &
SIDE EFFECTS

Among the general complications of surgical suction
unit, the most common complication occurs during
use in the respiratory tract and tracheotomy. Hypox-
emia (respiratory failure) may result in complications
such as arrhythmia. In order to eliminate such medical
complications, the device must be used by a specialist
physician. Apart from this, the device has no known
contraindications and side effects.

TARGET POPULATION

It is suitable for patients of all ages.

ORGANS IN CONTACT
WITH THE DEVICE

Surgical suction unit does not have direct contact with
the patient. Only the cannula attached to the tubing
touches the patient. The cannula can be supplied exter-
nally by the user.

USAGE TIME / BODY CON-
TACT TIME

The surgical aspirator device does not come into contact
with the body. / There is no time limitation.

REUSABLE / DISPOSABLE

Surgical suction unit is reusable.
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5.3. DEVICE AND PARTS DEFINITION

SU60 SERIES
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5.4. GENERAL TECHNICAL SPECIFICATIONS

iINSPITAL

Voltage Level 220-240VAC | 220-240VAC [ 220-240VAC [ 220-240VAC | 220-240VAC | 220-240VAC
ottage Lev 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz
Nominal 3,15A 3,15A 3,15A 3,15A 3,15A 3,15A

Current Level
Power 280 W 280 W 280 W 280 W 280 W 280 W
93/42 / EEC
Classification Ila Ila Ila Ila Ila IIa
(iis;;g;]an::)n Low flow / Low flow / Low flow / Low flow / Low flow / Low flow /
S High vacuum | High vacuum | High vacuum | High vacuum | High vacuum | High vacuum
1SO 10993-1
Max Vacuum 680mmHg 680mmHg 680mmHg 680mmHg 680mmHg 680mmHg
Flow 60 1t / min 60 1t / min 60 1t / min 60 1t / min 60 1t / min 60 1t / min
Electrical
Insulation Class II Class 11 Class 11 Class 11 Class 11 Class 11
Class
Electrical
Insulation B Type B Type B Type B Type B Type B Type
Type
Softwal:e No software No software No software No software No software No software
Information
Jar Volume 21t 3It 31t Slt 21t 21t
Jar Type Reusable Reusable Reusable Reusable Disposable Disposable
Pedal No Yes No No No No
Fuse 5x20A Glass 5x20A Glass | 5x20A Glass | 5x20A Glass | 5x20A Glass 5x20A Glass
EN60601-1 EN60601-1 EN60601-1 EN60601-1 EN60601-1 EN60601-1
Standards EN60601-1-2 EN60601-1-2 | EN60601-1-2 | EN60601-1-2 | EN60601-1-2 | EN60601-1-2
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6.1 INSTALLATION AND USE

Ensure that the lid fits properly by placing the lid
on the collection jar and turning it.

Place the collection jar in the slot on the suction
body.




iINSPiTAL

3JIA3Ad IHL 40 3SN ANY NOILLYTTVLSNI "9

Attach the hose with hydropho-
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Attach the hose to the jar.

suction body.




Place the patient suction tube in the jar.
Place the probe cup on the handle on the

back of the device.

3JIA3d 3HL 40 3SN ANY NOILYTTVLSNI 9
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Turn on the device by pressing the
On / Off button and adjust the vacu-
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um setting from the vacuum adjust-

ment button.




6.2. CATHETER BOWL ASSEMBLY

N .

Turn the selection button on the body of the
device to the direction where the hose is
inserted and select the jar that shall be used.
WV = Plug the device in and thus make the device
ready for use.

6.3. CONTROL PANEL DEFINITION
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Vacuum gauge

On/Off

Vacuum adjusting knob

By means of the vacuum adjusting knob
on the control panel, adjust the vacuuming
power you desire. Check the vacuuming
power you have adjusted on the vacuum
gauge.

18
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g A N
ATTENTION!

For the efficiency of aspiration;

* Check if there is any problem on the brim of the collecting jar such as
break, crack, etc. that may cause air leakage.

* Check if there is any abrasion, hole, etc. on the aspiration hose.

» Make sure that hose connectors are connected so as to prevent air
leakage.

» Hydrophobic filter is intended for preventing liquids from getting into
the motor. Make sure that the filter is mounted on the cover section on
which “suction” is written.

* Check if the device vacuums by blocking the outlet of the aspiration
hose by hand.

* Do not use a very long aspiration hose (more than 2 meters). The
longer the hose is, the lower the vacuuming power is.

» Make sure that no weight or force which may block the hose is applied
onto the aspiration hose.

\_ /
/A ATTENTION! \

* Collecting jars should be discharged before the level of waste in them
exceeds the line of “MAXIMUM?”. This warning should be definitely
taken into consideration so that the wastes in the collecting jar do not
overflow and get into the pump. Otherwise, it shall not only decrease
the performance of the device but also cause the pump to fail and have
a shorter life.
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*  While covering the collecting jar, make sure that the cover gasket seals
the brim properly. Otherwise, there shall be air leakage between the
cover and the jar and the performance (vacuuming power) of the de-
vice shall decrease.

* Collected waste should be disposed outside the clinic in conformity
with the contaminated waste procedure.

» Use clean collecting jars and aspiration hoses at every use. Keep ade-
k quate number of clean jars in reserve for urgent uses. j




6.4. COLLECTING JAR DISCARGE

 If the use of the device has finished or after the jar reaches the level marked
“MAX” on it, turn the on-off switch to the “0” position,

» Detach the hoses on the jar lid from the jar.

* Remove the jar from the accessory rail by holding the jar body and lifting
it upwards. After taking the jar out of the clinical area, open the jar lid by
pulling on the handle.

» Waste collected in jars should be considered as “ Contaminated Medical
Waste “.

» Place the cover as described above and attach the hoses.

 Ifthe jar is to be changed while the device is running, make sure that the jar
selection knob has selected the other jar.

For disposable bags

* After reaching the level marked “MAX” on the canister, turn the on-off button
to the “0” position.

* Unscrew the hoses from the jar lid.

* Carefully separate the cover of the disposable bag from the canister. While
removing the bag, be careful not to come into contact with cutting tools.

* Dispose of the extracted bag by applying the medical waste procedure.
6.5. WORKING ENVIRONMENT
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Ambient Temperature +0°C ~ +50°C
Humidity 30% ~ 70%
Atmospheric Pressure 0.49atm ~ latm
Device Weight 23 kg
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7.1. CLEANING AND STERILIZATION

» After use, wash the collecting jars. Disinfect them with a suitable disinfectant
solution as needed. Sterilize the collecting jars at 121° C autoclave or by ethylene
oxide method.

+ If suction unit hoses and ends are for single use only, dispose them at the end of
use. If they are reusable, wash and dry suction unit hoses and ends and sterilize
them at 121° C autoclave or by ethylene oxide method.

 If the hydrophobic filter is dirty, replace it.

» After each use, wipe the outer surface of the device with a solution used for
material cleaning and disinfection and dry it so that no stain is left.

*  Wash and dry the catheter bowls after each use. Disinfect them with a suitable
disinfectant solution as needed and sterilize them at 121° C autoclave or by
ethylene oxide method.

/A ATTENTION! \

* In sterilizing the plastic parts of the device, ethylene oxide or 121°
C autoclave should be preferred. In case of autoclave at higher
temperatures, the jar may be deformed.

+ For finding out whether or not the solutions used for cleaning are
suitable for plastic and aluminum surfaces and the rates of dilution,
please confer with the sales representative who provided you with the

\ solution. J
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7.2 FUSE REPLACEMENT

Remove the fuse housing under the power cable inlet by pulling it from its
nails in arrow direction. Take out and replace the faulty fuse. Re-place the
fuse housing by pushing it.
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Insurance Value and Features:
FUSE 5A 5x20 mm Glass Fuse
Model: FSAL250V

7.3 PROBABLE FAILURES AND TROUBLESHOOTING

Failure Causes Troubleshooting
The suction unit The fused power inlet is faulty | The power inlet or the fuse should be
is non-operational or the fuse is blown. replaced.
(there is no motor The power cable is out. Confer with the authorized service.
sound). The pump is jammed. Confer with the authorized service.

Vacuum hoses are disconnected . . .
Confer with the authorized service.
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or torn.
Connection hoses are not placed Tighten the hoses.
Does not vacuum properly.
(while the. engine is .Th.e blades which are located Confer with the authorized service.
running) inside the pump are deformed.
The jar cover is not placed Make sure that the jar cover is placed
properly. properly.
The jar cover gasket is Confer with the authorized service.
deformed.

7.4 PERIODIC CONTROL RANGE AND WHAT TO CHECK
FOR SAFETY AND PERFORMANCE

Regular maintenance will extend the life of the device and ensure that it
operates properly.

Monthly:

- Check the product exterior for visual wear and damage.
Yearly:
- The device’s manometer must be calibrated by the user once a year.

In case of any problems in its operation, the manufacturer should be
contacted for product replacement, repair or comprehensive maintenance.

23
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RISK OF ELECTROMAGNETIC INTERFERENCE AND POSSIBLE
REMEDIES

This section contains information regarding the conformity of the compliance with the
EN 60601-1-2 Standard. The SU60 surgical aspirator is an electro-medical device that
requires particular precautions regarding electro-magnetic compatibility and which
must be installed and commissioned according to the electro-magnetic compatibility
information

supplied. Portable and mobile radio communication devices (mobile phones, transceiv-
ers, etc.) may interfere with the medical device and should not be used in close proximi-
ty with, adjacent to or on top of the medical device. If such use is necessary and
unavoidable, special precautions should be taken so that the electro-medical device
functions properly in its intended operating configuration (for example, constantly and
visually checking for the absence of anomalies or malfunctions).

The use of accessories, transducers and cables different to those specified, with the
exception of transducers and cables sold by the appliance and system manufacturer as
spare parts, can lead to an increase in emissions or in a decrease of the immunity of the
device or system. The following tables supply information regarding the EMC (Electro-

magnetic Compatibility) characteristics of the electro-medical device.

Guidance and manufacturer’s declaration — electromagnetic Emissions

The surgical aspirator SU60 is intended for use in the electromagnetic environment
specified below. The customers or the user of the surgical aspirator SU60 should assure
that it’s used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance
Irradiated / Conducted | Group 1 The surgical aspirator SU60 only used RF
emissions CISPR11 energy only for its internal functioning.

Therefore, its RF emissions are very low
and are not cause interference in proximi-
ty of any Electronic appliances.

Irradiated / Conducted | Class [B] The surgical aspirator SU60 can be used
emissions CISPR11 in all environments, including domestic
Harmonic emissions | Class [A] and those connected

EN 61000-3-2 directly to the public mains distribution
that supplies power to environments used
for domestic scopes.

Voltage fluctuations / | Complies
flicker emissions EN
61000-3-3
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Recommended separation distance between portable and mobile radio-commu-
nication devices and the monitor

The SU60 surgical aspirator is intended to operate in an electro-magnetic envi-
ronment where RF irradiated

interferences are under control. The client or operator of the SU60 device can
help prevent electro-magnetic interference by keeping a minimum distance be-
tween the portable and mobile RF communication devices (transmitters) and

the SU60 device, as recommended below, in relation to the radio-communication
maximum output power.

Maximum nominal Separation distance from the frequency transmitter (m) 2
output power of the Iy 501 11, 4 80 MHz | 80 MHz - 800 800 MHz - 2.5 ®)
Transmitter W d=[35/VINP MHz GHz [
d=12VP d=23 VP g

0.01 0.12 0.12 0.23 5
0.38 0.38 0.73 (@)

0.1 Y
1 1.2 1.2 2.3 (a]
10 3.8 3.8 7.3 §
100 12 12 23 L
o0

For transmitters with a maximum nominal output power not shown above,

the recommended separation distance in metres (m) can be calculated using

the equation applicable to the transmitter frequency, where P is the maximum
nominal output power of the transmitter in Watt (W) depending on the trans-
mitter’s manufacturer. 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 the reflection from buildings, objects and people..

25
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Guidance and manufacturer’s declaration — Immunity Emissions

The surgical aspirator SU60 is intended for use in the electromagnetic environment specified
below. The customers or the user of the surgical aspirator SU60 should assure that it’s used in such

an environment.

Immunity Test Level indicated by | Compliance Electromagnetic

the EN 60601-1-2 | Level environment - guidance
Gergekle§tirilen 3V rms 3V rms The portable and mobile RF communica-
RF 150 kHz - 80 MHz 3V/ tion devices, including cables, must not be
IEC 61000-4-6 |3 V/m m used closer to.the NEW .

80 MHz - 2.5 GHz ASPIRET device, than the separation
Yayilan RF IEC ’ distance calculated by the equation
61000-4-3 applicable to the transmitter frequen-

cy. Recommended separation distance
d=12.P

d=12 F 80 MHz- 800 MHz
d=23-F 800 MHz-2.5CGHz

Where P is the maximum nominal output
voltage of the transmitter in Watt (W)
depending on the manufacturer of the
transmitter and the recommended separa-
tion distance in metres (m). The intensity
of the field from the fixed RF

transmitters, as determined by an elec-
tro-magnetic study of the sitea), could

be lower than the level of conformity of
each frequency interval b). It is possible
to check for interference in proximity to
devices identified by the following symbol:

(«3»)

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.

a) 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 can
not 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. b) The field intensity on an interval frequency of 150 kHz to 80 MHz
should be less than 3 V/m.
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Guidance and manufacturer’s declaration — Immunity Emissions

The surgical aspirator SU60 is intended for use in the electromagnetic environment specified
below. The customers or the user of the surgical aspirator SU60 should assure that it’s used in
such an environment

Immunity Test Level indicated by Compliance Level Electromagnetic envi-
the EN 60601-1-2 ronment - guidance
Electrostatic dis- + 6kV on contact + | The device doesn’t Floors should be wood,
charge (ESD) EN 8kV in air change its state conceret or ceramic tile.
61000-4-2 If floors are covered with
synthetic material, the
relative humidity should
be at least 30%.
Electrical fast + 2kV power supply The device doesn’t Mains power quality
transient / burst EN | lines + 1kV for input / change its state should be that of a typical
61000-4-4 output lines commercial environment
or hospital.
Surge IEC 61000-4-5 | + 1kV differential The device doesn’t Mains power quality
mode change its state should be that of a typical

commercial environment
or hospital.

Loss of voltage, brief | 5%UT (>95% dip UT) | The device doesn’t Mains power quality

voltage interruptions for 0.5 cycle 40%UT change its state should be that of a typical
and variations EN (>60% dip UT) commercial environment
A for 5 cycle 70%UT or hospital If the user
61000-4-11 (>30% dip UT) of the surgical aspira-
for 25 cycle <5%UT tor SU60 request that
(>95% dip UT) the appliance operates
for 5 sec continuously, the use
of a continuity unit is
recommended.
Magnetic field EN 3A/m 3 A/m The power frequency magnetic
61000-4-8 field should be measured in the

intended installation location to
assure that it’s sufficiently low.

Nota UT is the value of the power supply voltage
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09. RECYCLING

If your surgical suction unit completes its physical life or if you would like to
replace any part of it, check the recyclability of each part.

A major part of the device body is made up of ABS plastic. ABS Plastic is a
recyclable substances.

For more information about recycling, please get in contact with relevant
institutions and foundations or visit the websites that give information about
recycling.

8. RECYCLING

10 AUTHORIZED SERVICES

Ankara — Headquarters / Production Plant
Inspital Medikal Teknoloji A.S
Karaoglan Mahallesi Kiime Evleri

No: 745 Golbast / ANKARA/TURKIYE
Tel: +90 312 619 02 22

Fax: +90 312 619 02 25

www.inspital.com

9. AUTHORIZED SERVICES







KULLANMA KILAVUZU
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Telif Hakki

Bu dokiiman, INSPITAL Medikal Teknoloji. A.S. tarafindan hazirlanmus
olup, iiriin teknik 6zellikleri iizerinde degisiklik yapma hakki saklidir. Bu
dokiimanin herhangi bir boliimii firmanin yazili izni olmadan ¢ogaltilamaz
veya kopyalanamaz.

CE Uygunluk Bildirimi

Bu cihaz EN ISO 10079-1 “ T1bbi aspirasyon donanimi — Boliim 1: Elektrikler
calisan aspirasyon donanimi” ve MDD/93/42/EEC Medikal Cihazlar
Direktifinde belirtilen gereksinimlere uyar.

Patent

Ticari unvan ve markanin niteligi INSPITAL A.S. ye aittir.
Onaylanmis Kurulus Bilgileri

Kurulus Adi/ No:Kiwa Belgelendirme Hizmetleri A.S. /1984
Kurulus Adresi: (ITOSB) istanbul Tuzla Organize Sanayi
Bolgesi Tepedren Mevkii

34957 Tuzla-Istanbul Tiirkiye

Tel / Phone: :+90 216 593 25 75

Faks / Fax :+90 216 593 25 74

E-Mail :posta@kiwa.com

Uriin Omrii

Cihazin Sanayi ve Ticaret Bakanlig1 tarafindan belirlenen iirtin dmrii 15 yildir.
Garanti Siiresi

Inspital marka cerrahi aspiratér cihazlari, kullanma kilavuzunda gésterildigi
sekilde kullanilmasi sartiyla biitiin pargalar1 dahil olmak {izere tamami
malzeme, is¢ilik ve iiretim hatalarma karsi 2 (iki) yil siire ile garanti edilmistir.

Asagidaki durumlar garanti kapsaminin digindadir :
1. Kullanma hatalarindan meydana gelen hasar ve arizalar,

2. Uriiniin miisteriye tesliminden sonraki yiikleme, bosaltma ve tasinma
sirasinda olusan hasar ve arizalar,

3. Voltaj diisiikliigii veya fazlalig; hatali elektrik tesisati, iiriiniin etiketinde
yazil1 voltajdan farkli voltajda kullanma nedenlerinden meydana gelecek hasar
ve arizalar,

4. Uriiniin kullanma kilavuzlarinda yer alan hususlara aykiri kullaniimasindan
kaynaklanan arizalar.
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Inspital marka cerrahi aspiratdr cihazi satin aldigimz igin tesekkiir ederiz.
Uriiniimiiz size kalite ve performansi en iyi sekilde saglamak amaci ile
titizlikle tasarlanmis ve tiretilmistir. Liitfen bu cihazin ¢alisma ve giivenlikle
ilgili tim bilgilerini dikkatlice okuyunuz ve bu kilavuzu bir bagvuru kaynagi
olarak saklayiniz.

Bu kilavuz, Inspital marka portatif aspirator cihazlari igin Kurulum,
Kullanim, Temizlik, Bakim ve Onarim basamaklarini anlatmaktadir.

Tasima ve Nakliye Sirasinda Dikkat Edilecek Hususlar

Tasima ve nakliye sirasinda liitfen cihaz kutularinin iizerinde yer alan
talimatlara gore hareket ediniz.

Nakliye ve Depolamada:

Ortam Sicakligi -10°C ile +50°C araliginda olmalidir.
Nem orani %30 ile %70 araliginda olmalidir.

Bakim ve Onarim ile ilgili Hususlar

Bakim ve onarimi gerektiren durumlarda liitfen cihazin yetkili servisini
arayiniz.

Baglant1 ve Montaj ile flgili Bilgiler

Baglant1 ve montaj bilgileri i¢in liitfen takip eden boliimlere basvurunuz.

35
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Aspirator cihazinin hasta ve kullanici giivenligini saglayarak kullanimi
ve bakimu i¢in:

& DIKKAT \

Cerrahi Aspirator Cihazint kullanima almadan 6nce bu kullanim
kilavuzunun, uyar ve agiklamalariyla birlikte okunup anlasildigindan
emin olunuz.

Cerrahi Aspiratér Cihazinin kullanimi veya bakimidan sorumlu
personelin bu kullanim kilavuzunun igerigi hakkinda bilgi edinmesinden
satin alict sorumludur.

Kullanim kilavuzunu kullanicinin kolayca temin edebilecegi bir yerde
bulundurunuz.

Cerrahi Aspirator Cihazini bu kilavuzda agiklanan amaglar diginda
kullanmayimiz.

Cerrahi Aspirator Cihazi “Yiiksek Vakum ve Yiiksek Akis” tiretmektedir.

Cerrahi Aspirator Cihazi “Kesintili Yiik ile Siirekli Calisma” ya
uygundur.

Cerrahi Aspirator Cihazi ile duvar arasinda en az 20 cm’lik bir mesafe
bulunmasina dikkat ediniz. Bu mesafeyi koruyunuz.

Cerrahi Aspiratér Cihazinin bakimini bu kilavuzun 7. maddesinde
(Bakim) belirtilen periyotlarda diizenli olarak yapiniz.

Cerrahi Aspiratorler Cihazi ve aksesuarlari, kullanim émiirlerini
tamamladiktan sonra “Kontamine T1ibbi Atik”olarak degerlendirilmelidir.

Inspital ARGE béliimii cihazin teknik 6zellikleri ve bu kilavuzda yer alan
bilgileri degistirme ve/veya kaldirma hakkini sakli tutar.

Cihazin metal g6vdesi elektriksel olarak topraklanmistir. Ancak
yapilan topraklamanin giivenilirligi cihazin kullanildig1 yerin
elektrik tesisatina baglidir. Cihaz, TS 3166’ya uygun olarak
kurulmus elektrik tesisatina bagli toprakl bir prize takilarak
kullanilmalidir.

Cihaz1 sadece 220-240V, 50-60 Hz alternatif akimda kullaniniz. Aksi
halde cihaz zarar gorebilecegi gibi elektrik carpmasi gibi tehlikeler

k olusturabilir. /
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3.1. SEMBOLLER VE ACIKLAMA

Semboller Ag¢iklama Semboller Aciklama

B tipi cihaz [1 Tehlikeli gerilim

Dikkat! Beraberinde verilen
dokiimanlara bagvurunuz. Koruyucu topraklama

Kullanma Kilavuzunu
Okuyunuz.

Mahfaza yalnizca egitimli servis
2 personeli tarafindan agilabilir.

Buradan tutarak tagimayiniz.

Mahfazalarla saglanan koruma II Ters ¢evirmeyiniz.
dereceleri IEC 60529°a gore

@ Elekriksel Simif IT
IPX
A

Vakum ayar yonii T Kuru tutunuz.

4
c E MDD 93/42/EEC Medikal Ciha- Dikkat! Kirilabilir

zlar Kararnamesi ile uyumlu

imalat tarihi /ﬂ/ “* | Ortam sicaklig

Alternatif Akim Nem

I Uretici Firma — Sigorta
~_

X Kanca kullanmayiniz @ Seri Numarast

i Giines Isigindan Koruyunuz Katalog Numarast

3.2. ORNEK TANITIM ETIiKETi

INSPITAL Medikal ve Teknoloji A.S.

1 1 Karaoglan Mah. Kiime Evleri No:745 06830
N s P TAL Golbasi / Ankara, TURKIYE
1 1 T:0312.6190222 F:0.312.6190225

www.inspital.com.tr

Uriin Adi: CERRAHI ASPIRATOR (2x3 It Kavanozlu, Pedall)
Product Name: SURGICAL SUCTION UNITS 2 X 3 LT
VACUUM JAR, EXTRACTOR

Model : SU60.05

Giris Voltaji (Input Voltage): 220-240 VAC / 50-60 Hz

Glig (Power): 280 W

: (N AN
@l 180316081 8610000010064
L]
2018 &I c 61984 IPX4 R E @ A 37
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4.1. FIZIKSEL ORTAM

Tasima ve Depolamada:
* Ortam Sicaklig1 -10 ° C ile + 50 ° C arasinda olmalidur.

e Nemo ran1 % 30 ile% 70 arasinda olmalidir.

Cerrahi aspirator cihazlar1 6zel mukavva kutu ambalaji ile paketlenerek
sevk edilmektedir. Cihaz teslim alindiktan sonra;

* Geri doniistimlii malzemelerden tiretilmis olan ambalaj kutusunu, uygun
geri doniisiimlii atik kovasina atiniz.

» Cihaz lizerindeki naylon ambalaji dikkatlice ¢ikariniz.

» Cihaz1 dikkatle inceleyerek, nakliye sirasinda zarar goriip gérmedigini
tespit ediniz. Nakliye sirasinda zarar gérmiis cihaziniz igin ilgili satig
noktasina bagvurunuz.

* Cihaz, 6zel kutu ambalaji icerisinde, oda kosullarinda ve en fazla 2 kutu
iist iiste konularak depolanmalidir.
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4.2. TASIMA KOSULLARI
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Aspiratoriin ambalajint agarken kesinlikle bigak vb. kesici aletler
kullanmayiniz. Aksi taktirde, cihaza zarar verebilirsiniz.

Cihaz1 kesinlikle Sekil -1 de gosterilen 1 no’lu yerlerden destek alarak
tasimayiniz. Cihazi kaldirmak icin Sekil-1’de gosterilen 2 no’lu yerden
@stek aliniz.
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5.1. CIHAZA GENEL BAKIS

SU60 serisi cerrahi aspirasyon cihazlarinda kavanoz se¢imi manuel olarak
yapilir. Béylece kavanozlardan biri kullanilirken diger dolu kavanoz
bosaltilabilir. Hidrofobik filtre, kavanozlarin asir1 dolmast durumunda sivinin
cihaza kagmasini onler.

Modeller arasindaki farklar, kullanilan kavanozun hacmine ve 6zelliklerine
gore degisiklik gostermektedir. Modeller arasindaki farklar agsagidaki tabloda
gosterilmektedir.

Uriin Kodu Kavanoz Sayis1  Kavanoz Hacmi Pedal
SU60 2 3/5L -
SU60.10 2 3L -
SU60.15 2 SL -
SU60.22 2 2L -
SU60.33 2 3L -
SU60.05 2 3L X

=
=
=
=
n
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5.2. KULLANIM AMACI VE KULLANIM ALANLARI

TANIM Cerrahi aspirasyon linitesi lirettigi negatif basingla viicut
bosluklarinda bulunan istenmeyen sivi, salg, partikiil
vb. stvilart emen ve bunlari bir toplama kavanozunda
toplayan cihazdir.

KULLANIM ALANI VE Ameliyathanelerde, yogun bakim tinitelerinde, acil ser-

ENDIKASYONLARI vislerde, ambulanslarda, dis kliniklerinde ve aspirasyon
gerektiren tiim cerrahi islemlerde (vakum sivisi veya
partikiil ekstraksiyonu) kullanilir.

KULLANIM AMACI Viicut bosluklarindaki istenmeyen sivilari, salgilari,
partikdilleri vb.emip, bir toplama kavanozunda toplamak
i¢in kullanilir.

HEDEF KULLANICI Cerrahi aspirasyon tnitesi tip doktoru, tip teknisyeni, dis
hekimi ve hemsire tarafindan kullanilmaktadir.

KONTRENDIKASYONLAR Aspirasyonun genel koplikasyonu olarak, en stk

ve YAN ETKILER karsilagilan komplikasyon, solum yolunda, trakeotomide
kullanilirken olusur.

Hipoksemi (Solunum yetmezligi) buna bagli olarak arit-
mi gibi komplikasyonlarin olusmasi s6z konusu olabilir.
Bu tip tibbi komplikasyonlarin giderilmesi i¢in cihaz
mutlaka uzman hekim tarafindan kullanilmalidir.

Bunun diginda cihazn bilinen kontendikasyonu ve yan
etkisi yoktur.

HEDEF KiTLE Her yastaki hasta i¢in kullanimi uygundur.

CIHAZLA TEMAS HALINDE | Insan viicudu ile temast bulunmamaktadir. Sadece hor-

OLAN ORGANLAR tuma eklenen kanul hastaya temas eder. Kanul kullanici
tarafindan disaridan tedarik edilebilmektedir.

KULLANIM SURESI/ VUCUT | Cerrahi aspirator cihazi viicut ile temas etmez. /

TEMAS ZAMANI Viicut ile temasta zaman siirlamast yoktur.

TEKRAR KULLANILABILIR | Cerrahi aspiratorler cok kullanimliktir.

/ TEK

5.TANITIM



5.3.CiHAZ ve PARCA TANIMLARI

SU60 SERISI
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5.4.GENEL TEKNiK OZELLiKLER

iINSPITAL

Gerilim 220-240VAC | 220-240VAC | 220-240VAC | 220-240VAC | 220-240VAC | 220-240VAC
Seviyesi 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz 50-60 Hz
Nominal Akim 3,15A 3,15A 3,154 3,15A 3,154 3,15A
Seviyesi
Giig 280 W 280 W 280 W 280 W 280 W 280 W
93/42/EEC Ila Ila Ila Ila Ila Ila
Siniflandirma
Isg; (5)31913;] ¢ Diisiik akis / Diisiik akis / Diistik akis / D;;;‘ft;fﬁ Diistik akis / Diistik akis /
& " | Yiiksek vakum | Yiiksek vakum | Yiiksek vakum v Yiiksek vakum | Yiiksek vakum
dirma vakum
Max Vakum 680mmHg 680mmHg 680mmHg 680mmHg 680mmHg 680mmHg
Akis 60 1t/dak 60 1t/dak 60 1t/dak 60 1t/dak 60 1t/dak 60 1t/dak
Elektriksel Simf 1T Smf 11 Smmf 11 Smf 11 Simf 1T Simf 1T
Yalitim Sinfi
Elektriksel - . . . - -
Yalitim Tipi B Tipi B Tipi B Tipi B Tipi B Tipi B Tipi
. Yazilim
Yazilim Bilgisi | Yazilim yoktur | Yazilim yoktur | Yazilim yoktur yoktur Yazilim yoktur | Yazilim yoktur
Kavanoz 21t 31t 31t slt 2t 21t
Hacmi
- Cok Cok Cok Cok Tek Tek k
Kavanoz Tipi kullanimhik kullanimlik kullanimlik kullanimlik kullanimlik ullanimlik
Pedal Yok Var Yok Yok Yok Yok
Sigorta 5x20A Cam 5x20A Cam 5x20A Cam 5x20A Cam 5x20A Cam 5x20A Cam
EN60601-1 EN60601-1 EN60601-1 EN60601-1 EN60601-1 EN60601-1
Standartlar EN60601-1-2 EN60601-1-2 | EN60601-1-2 | EN60601-1-2 | EN60601-1-2 | EN60601-1-2

5.5 AKSESUAR VE YEDEK PARCA LiSTESI

Plastik kavanoz
Plastik kavanoz

Sonda kab1 ve tutucusu
Silikon hortum 2 metre
Silikon hortum 50 cm
Hidrofobik filtre

1 gift

: 1 ¢ift (Modele gore degiskenlik gosterir)
: 1 adet(opsiyonel)

: 2 adet
: 2 adet

: 5 Adet (opsiyonel)
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6.1 KURULUM VE KULLANIM

Kavanoz kapagini toplama kavanozu iizerine
yerlestirip bastirarak tam olarak oturmasini

saglaymiz.
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Toplama kavanozunu govde tizerinde ki yuvaya
yerlestiriniz.
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Hidrofobik filtre takili hortumu
Hortumu kavanoza takiniz.

takiniz
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Sonda kabini cihaz arkasinda bulunan

Hasta aspirasyon hortumu kavanoza
tutamaga yerlestiriniz.

yerlestiriniz

ININVTINX A NINNTNENXA NIZVHID *9
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caligtiriniz vakum ayar diigmesinden

On/ Off butonuna basarak cihazi
vakum ayar1 yapiniz
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6.2. KAVANOZ SECIiMi

Cihazin g6vdesinde bulunan se¢im
diigmesini hortumun takili oldugu tarafa
cevirerek kullanilacak kavanozu seginiz.
Cihaz gii¢ kablosunu prize takarak cihazi
kullanima hazir hale getiriniz.
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6.3. KONTROL PANELI TANITIMI

Vakummetre

On/Off

Vakum ayar diigmesi

Kontrol paneli lizerindeki vakum ayar
diigmesi ile istediginiz vakum giictinii
ayarlayiniz. Ayarladiginiz vakum giiciinii
vakummetrede kontrol ediniz.
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Aspirasyon isleminin etkinligi i¢in;

* Toplama kavanozu agzinda kirik, catlak vb. gibi hava kacagina neden
olacak sorunlarin olup olmadigini kontrol ediniz.

* Aspirasyon hortumunda herhangi bir asinma, delik vb. olup olmadigint
kontrol ediniz.

* Hortum konnektdr baglantilarinin hava kagagi olusturmayacak sekilde
yapildigindan emin olunuz.

» Hidrofobik filtre motora sivi kagmasini 6nlemek amaci ile
kullanilmaktadir. Filtrenin kapaktaki “suction” yazili boliimde
takildigindan emin olunuz.

* Aspirasyon hortumunun ¢ikis ucunu elinizle kapatarak cihazin vakum
yaptigini kontrol ediniz.

* (Cok uzun (2 metreden fazla) aspirasyon hortumu kullanmayniz.
Hortum boyunun uzamasi vakum giiciiniin azalmasina neden
olmaktadir.
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» Aspirasyon hortumu iizerine, hortumun tikanmasina neden olacak
K herhangi bir agirlik veya kuvvet uygulanmasini 6nleyiniz.

/A DIKKAT !

+ Toplama kavanozlari, iginde biriken atik seviyesi “MAKSIMUM”
seviye ¢izgisini gegmeden bosaltilmalidir. Toplama kavanozunda to-
planan atiklarin tagsmamasi ve pompaya kagmamasi i¢in bu uyariya
kesinlikle uyulmalidir. Aksi takdirde bu durum, cihazin performansini
diisiirecegi gibi pompanin arizalanmasina ve cihaz dmriiniin kisalmas-
ma neden olacaktir.

)
X

* Toplama kavanozu kapaginin kapatilmasi sirasinda, kapak contasinin
toplama kavanozunun agzini diizgilin bir sekilde kapattigini kontrol
ediniz. Aksi halde, kapak ile kavanoz arasinda hava kagag1 olusacak ve
cihazin performansi (vakum giicii) diisecektir.

» Toplanan atiklar klinik alan diginda kontemine atik prosddiiriine uygun
sekilde yok edilmelidir.

e Her kullanimda temiz toplama kavanozu ve aspirasyon hortumu kul-
laniniz. Acil kullanimlar i¢in yedekte yeterli sayida temiz kavanoz

k bulundurunuz. j
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6.4. TOPLAMA KAVANOZU BOSALTMA

» Kavanoz, lizerinde “MAX” isaretli seviyeye geldikten sonra agma-
kapama anahtarini “0” konumuna getiriniz,

» Kavanoz kapagindaki hortumlart kavanozdan ayiriniz.

+ Kavanozu govdesinden tutup yukart dogru kaldirarak aksesuar rayindan
¢ikariniz. Kavanozu klinik alan disina ¢ikardiktan sonra, kavanoz kapagini
tutma kulpundan ¢ekerek aciniz.

» Kavanoz igerisinde toplanan atiklar “kontamine tibbi atik” olarak
degerlendirilmelidir.

» Kapagi yukarida anlatildig1 gibi yerlestirip, hortumlari takiniz.

» Sayet cihaz caligirken kavanoz degistirilecek ise, kavanoz se¢cim
diigmesinin diger kavanozu sectiginden emin olunuz.

Tek kullamimlik torbalar icin:

+ Kanister tizerindeki MAX’e isaretli seviyeye geldikten sonra agma
kapama butonunu “0” konumuna getiriniz.

» Hortumlar1 kavanoz kapagimdan sokiiniiz.

» Tek kullanimlik torbanin kapagini dikkatlice kanisterden ayirimiz. Torbay1
cikarirken kesici aletler ile temas etmemesine 6zen gosteriniz.
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* (Cikan torbaya tibbi atik prosediirii uygulayarak bertaraf ediniz.

Cevre Sicaklig1 +0°C ~ +50°C
Nem 30% ~ 70%
Atmosfer Basinci 0.49atm ~ latm
Cihaz Agirhig 23 kg
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7.1. TEMIZLiK VE STERILiZASYON

/A DIKKAT! \

Toplama kavanozlarmi kullanimdan sonra yikaymiz. ihtiyaca gére uygun bir
dezenfektan soliisyonla dezenfekte ediniz. 121° C otoklavda ydntemiyle steril
ediniz.

Aspirator hortumlari ve uglari tek kullanimlik iirtinler ise kullanim sonunda atiniz.
Tekrar kullanilan iiriinler ise yikayip kurulayarak, 121° C otoklavda yontemiyle
steril ediniz.

Hidofobik filtre kirlenmisse yenisiyle degistiriniz.

Her kullanimdan sonra cihazin dis ylizeyini malzeme temizligi ve dezen-
feksiyonunda kullanilan soliisyon ile siliniz ve leke kalmamasi i¢in kurulayiniz.

Sonda kaplarint her kullanimdan sonra yikayip kurulaymiz. Ihtiyaca gére uygun
bir dezenfektan soliisyonla dezenfekte ediniz, 121° C otoklavda yontemiyle steril
ediniz.

» Cihaza ait plastik parcalarin sterilizasyonunda 121° C otoklav tercih
edilmelidir. Yiiksek sicaklikta gergeklestirilen otoklavda kavanoz de-
forme olabilir.

* Temizlikte kullanilan soliisyonlarin, plastik yilizeyler i¢in uygunlugu
ve sulandirma oranlari i¢in soliisyonu temin ettiginiz satis temsilcisi ile
gorlistintiz.
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7.2 SiIGORTA DEGIiSiMi

Giic kablosu girisi altindaki sigorta yuvasini tirnakli kisimdan ok yoniinde
cekerek cikarmiz. Arizali sigortayi yerinden ¢ikararak, yenisiyle degistriniz.
Sigorta yuvasini iterek tekrar yerine yerlestiriniz.
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Sigorta Degeri ve Ozellikleri:
FUSE 5A 5x20 mm Cam Sigorta
Model : F5SAL250V

7.3 OLASI ARIZA DURUMLARI VE COZUMLERI

Ariza Nedenleri Cozimleri

Sigortali elektrik girisi arizali Elektrik girisi veya sigorta

Aspiratér ¢alismiyor. veya sigorta atmig olabilir. degistirilmelidir.
(motor sesi gelmiyor) | Elektrik soketi ¢ikmis olabilir. Yetkili servise bagvurunuz.
Pompa sikigmis olabilir. Yetkili servise bagvurunuz.
Va hortumlart gﬂ.q.ms yada Yetkili servise bagvurunuz.

yirtilmis olabilir.
Baglapt.l hortL}mlarl ot Hortumlar1 sikistiriniz.
yerlestirilmemis olabilir.
Vakum yapmuiyor. Pompa igerisindeki kanatlar . .
(motor ¢alisir halde) deforme olmus olabilir. Yetkili servise bagvurunuz.
Kavanoz kapagi yerine tam Kavanoz kapagimnin yerine tam
oturmamis olabilir. oturtulmasi saglanir.

Kavanoz kapak contas1 deforme
olmus olabilir.

Yetkili servise bagvurunuz.

GUVENLIK VE PERFORMANS iCiN PERiYODIiK KONTROL ARALIGI VE
KONTROL EDIiLMESI GEREKENLER

Diizenli bakim, cihazin 6mriinii uzatir ve diizgiin calismasini saglar.
Aylik:
+  Uriiniin disin1 gérsel asinma ve hasar agisindan kontrol edin.

Yillik:

*  Cihazin manometresi kullanici tarafindan yilda bir kez kalibre edilmelidir.

Caligmasinda herhangi bir sorun olmast durumunda, iiriin degisimi, onarim1 veya
kapsamli bakim igin iiretici ile iletisime gecilmelidir.
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neden olabilir.

ELEKTROMANTETIK UYUMLULUK (EMC) DEKLERASYONU

Cerrahi Aspirator, EMCye iliskin 6zel tedbirler gerektirir ve asagida verilen EMC
bilgilerine gére kurulumu yapilmali ve hizmete konulmalidir. Taginabilir ve mobil
RF iletisim ekipmani (6rn. cep telefonlar1) Cerrahi Aspiratorii etkileyebilir.
Belirtilenler disinda aksesuar ve kablolarin kullanimi(Orjinal olmayan Potatif
Aspiratdr parcalar1) emisyonlarin artmasina ve tirtiniin bagisikliginin azalmasina

Kilavuz ve imalat¢1 beyani - Elektromanyetik emisyonlar

ortamda kullanilmasini saglamalidir.

Cerrahi Aspirator, agagida belirtilen elektromanyetik ortamda kullanim igin imal
edilmektedir. Miisteri yad a Cerrahi Aspirator kullanicisi onun bu sekilde bir

Emisyon testler Uyum

Elektromanyetik ortam - kilavuz

RF emisyonlar1 Grup 1
CISPR 11

Cerrahi Aspiratér RF enerjisini sadece
igsel fonksiyonu igin kullanir. Bu
nedenle RF emisyonlar1 ¢ok diisiiktiir
ve yakindaki elektronik ekipmana
herhangi bir parazite neden olmasi
muhtemel degildir.

RF emisyonlari Siif B
CISPR 11
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Uyumlu emisyon- | Sinif A
lar IEC 61000-3-2

Voltaj dalgalan- Uyar
malari / titresim
emisyonlar1 IEC
61000-3-3

Cerrahi Aspirator evler ve evsel kul-
lanim amaglari i¢in kullanilan binalara
tedarik saglayan kamusal diisiik voltaj
glic tedarikine bagli olanlar dahil tiim

tesislerde kullanima uygundur.
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Tasinabilir ve mobil RF iletisim ekipmani ve Cerrahi Aspirator arasinda tavsiye

edilen mesafeler

Cerrahi Aspiratdr , yayilan RF parazitlerinin kontrol edildigi bir elektromanyetik
ortamda kullanim igin yapilir. Miisteri ya da Cerrahi Aspiratoriin kullanicist
taginabilir ve mobil RF iletisim ekipmanlari (vericiler) ve Cerrahi Aspirator ar-
asinda, iletisim ekipmaninin maksimum ¢ikis giiciine gore asagida tavsiye edilen
asgari mesafeyi saglamak suretiyle elektromanyetik paraziti 6nleyebilirler.

Vericinin anma mak-
simum ¢ikis giicli

Vericinin frekansina gore mesafe m

150 kHz - 80MHz | 80 MHz - 800 800 MHz - 2.5
w d=12P MHz GHz
d=12P d=23P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

Yukaridaki listede bulunmayan maksimum ¢ikis giiciindeki vericiler i¢in tavsiye
edilen mesafe d metre(m) olarak vericinin frekansi i¢in gegerli denklemi kul-
lanarak tahmin edilebilir, burada p vericinin verici imalat¢isina gore watt (W)

cinsinden maksimum ¢ikis gii¢c derecesidir.

NOT 1 At 80 MHz ve 800 MHzde daha yiiksek frekans aralig1 i¢in ayrim me-

safesi gecerlidir.

NOT 2 Bukilavuzlar tiim durumlarda gegerli olmayabilir. Elektromanyetik
yayilma binalar, nesneler ve insanlar tarafindan emilim ve yansitmadan etkilene-

bilir.
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Kilavuz ve imalat¢1 beyani — Elektromanyetik emisyonlar

Cerrahi Aspiratorii, asagida belirtilen elektromanyetik ortamda kullanim i¢in imal edilmek-
tedir. Miisteri ya da Cerrahi Aspiratér kullanicist onun bu sekilde bir ortamda kullanilmasini
saglamalidir.

Bagisiklik testi IEC 60601 test Uygunluk Elektromanyetik ortam - kilavuz
diizeyi diizeyi
Gergeklestirilen | 3 V rms 3V rms Tasinabilir ve mobil RF iletisim
RF 150 kHz - 80 ekipmanlar1 kablolar1 da dahil Cerrahi
IEC 61000-4-¢ | MHz 3V/m Aspiratoriin herhangi bir pargasina
3V/m vericinin frekansi i¢in gegerli denklemden
Yayilan RF IEC 80 MHz - 2.5 hesaplanan tavsiye edilen ayrim
61000-4-3 ’ mesafesinden daha yakin
GHz
kullanilmamalidur.
Tavsiye edilen ayrim mesafesi:
d=12.P

d=12 F 80 MHz - 800 MHz
d=23+F 800MHz-25GHz
Burada p vericinin verici imalat¢isina
gore watt (W) cinsinden maksimum ¢ikis
gli¢ derecesidir ve d de metre (m) olarak
tavsiye edilen ayrim mesafesidir.
Bir elektromanyetaik alan aragtirmasindan
tespit edilen sabit RF vericilerinin alan
glibgleri her bir frekans araligindaki
uygunluk diizeyinden az olmalidir.
Asagidaki sembolle isaretli ekipmanin
yakininda parazit meydana gelebilir:

(«3»)

NOT 1 At 80 MHz ve 800 MHzde daha yiiksek frekans aralig1 i¢in ayrim mesafesi gegerlidir.
NOT 2 Bu kilavuzlar tiim durumlarda gegerli olmayabilir. Elektromanyetik ~yayilma binalar, nesneler
ve insanlar tarafindan emilim ve yansitmadan etkilenebilir.

a Telsiz (cep telefonu/ kablosuz telefon) telefonlar ve kara mobil telsizler, amator telsiz, AM ve FM radyo
yayini ve TV yayini igin baz istasyonlari gibi sabit vericilerin alan giigleri teorik olarak dogru sekilde tah-
min edilebilir. Sabit RF vericileri sebebiyle elektromanyetik ortama erismek igin bir elektromanyetik alan
aragtirmasi dikkate alinmalidir.Cerrahi Aspiratér kullanildigr mekanda 6lgiilen alan giicii yukaridaki ilgili
RF Uygunluk diizeyini asiyorsa, Cerrahi Aspirator normal ¢alistigini teyit etmek igin gozleme yapilmalidir.
Anormal performans izlendigi takdirde, Cerrahi Aspiratoriin yoniini degistirmek ya da yerini degistirmek
gibi ilave tedbirler gerekli olabilir.

b Frekans aralig1 150 kHz - 80 MHZ'in {izerinde, alan giigleri 3 V/mden az olmalidur.
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Kilavuz ve imalat¢1 beyani - Elektromanyetik emisyonlar

Cerrahi Aspiratdr , agsagida belirtilen elektromanyetik ortamda kullanim i¢in imal
edilmektedir. Miisteri ya da Cerrahi Aspiratér kullanicisi onun bu sekilde bir ortamda
kullanilmasini saglamalidir.

Bagisiklik test IEC 60601 test Uygunluk diizeyi Elektromanyetik
diizeyi ortam - kilavuzu
Elektrostatik +6kV +6kV Zeminler ahgap,
bosalma (ESD) IEC | temas temas beton ya da seramik
61000-4-2 +8kV +8kV olmalidir. Zeminin
hava hava sentetik malzeme ile
kapli olmasi durumun-
da goreli nemlilik
en az %30 olmalidir.
Elektrikli hizli +2kV elektrik tedarik | Mevcut degil Sebeke giicii kalitesi
gegici/patlama IEC hatlari igin normal ticari ya da
61000-4-4 +1kV hastane ortamina denk
Girig/ ¢ikis hatlari olmalidir.
igin
Surge IEC 61000-4-5 | £ 1 kV Mevcut degil Sebeke giicii kalitesi
Hattan hata normal ticari ya da
+2 kV hastane ortamina denk
Hattan topraga olmalidur
Elektrik tedarik giris | <5% UT Mevcut degil Sebeke giicii kalitesi
hatlarinda Voltaj (UT ‘de > 95% dip UT) normal ticari ya da
diisiisleri (dip), kisa 0.5 doniis i¢in hastane ortamina
parazitler ve voltaj 40% }JT o ?e{lkf)ll;l’lalldlr. A&D
deisimleri (UT ‘de 60% dip ) 5 iiriiniiniin kullanicisini
gl donis i¢in elektrik kesilmeler-
IEC 61000-4-11 70% UT inde siirekli faaliyet
(UT ‘de 30% dip ) 25 istemesi durumunda
déniis igin A&D Uriiniiniin bir
<5%UT kesintisiz gii¢ kaynagi
(UT ‘de > 95% ya da akiiden caligtiril-
dip ) 5sigin mas1 Onerilir.
Giig frekansi (50/60 Hz) 3 A/m 3 A/m Giig frekans manyetik alanlari

Manyetik alan
IEC 61000-4-8

normal ticari ya da hastane
ortamdaki normal bir yerin
ozellik seciyelerinde olmalidir.

NOT : UT test seviyesinin uygulanmasindan 6nceki AC sebeke voltajidur.
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9. GERi DONUSUM

Cerrahi aspiradr cihaziniz kullanim émriinii tamamladiginda
veya cihazin herhangi bir parcasini degistirmek istediginizde,
her bir parcanin geri doniistiirlebilirligini kontrol ediniz.

Cihazin govdesinin biiyiik bir kismi1 ABS plastik olugmustur.
ABS Plastik geri donistiiriilebilen bir malzemedir.

Geri doniistim hakkinda daha fazla bilgi edinmek icin ilgili
kurum ve tesislerle irtibata geciniz veya internetteki geri
doniisiim hakkinda bilgi veren siteleri ziyaret ediniz.
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9. YETKILI SERVISLER

Inspital Medikal Teknoloji A.S
Karaoglan Mahallesi Kiime Evleri

No: 745 Golbasi / ANKARA/TURKIYE
Tel: +90 312 619 02 22

Fax: +90 312 619 02 25

www.inspital.com

9. YETKILi SERVISLER
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