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Portable Suction Device Operation Manual

1. Product Usage

The Phlegm Suction Unit is a portable, AC-powered device intended to be used to
remove Phlegm from a patient’s airway. Unfit thoracic drainage and gynecological
drainage.

The device may be used during surgery in the operating room or at the patient’s
bedside.

2 .Structural characteristics and working principle

The main structure of suction device includes vacuum pumps, vacuum gauge,
pressure regulating valve, air filter, and the reservoir bottles.

It used oil-free lubrication pump to stop environmental pollution by oil mist. It has
low noise. Reservoir bottle is hidden in a submerged novel structure, and it has an
overall plastic enclosure design. The operation of the device will not produce positive
pressure to ensure reliability and safety. The vacuum conditioning system can be
adjusted by non-polar voltage as needed. It is small size, light weight and easy to
carry, and is suitable for a variety of emergency situations and out-clinics in particular.
Operation Theory flow chart
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3. Main Technical Specifications

1. Power: AC 230V, 50Hz 2. Input current: 0.7A
3. Max negative pressure value : 4. pressure adjustment range:

87 Kpa (0.87 bar) 0.01 MPa ~ Max Pressure Value Limit
5. Pumping rate: <20 L/MIN 6. Fuse: AC250V, F2.0 AL, ®5 X 20

7. Reservoir bottle: 1000mL, One Piece 8. Noise: <60dB(A)

10. Equipment Type: Medium vacuum

9. Vacuum gauge: 0~100KPa, 2.5 grade / low flow

11. Working mode:Short-time working 12. Electrical requirements: is a class I
,type BF

Note: It is not suitable for use in environment with flammable and explosive gases;
Electromagnetic interference source: the minimum separation distance of >1.1m when
it is close to power lines and electrical equipment with the voltage less than 500V

4. Standard operating conditions

Temperature: +5C~+40°C Relative Humidity Range:<93%
Atmospheric pressure range: | Transport and storage temperature
500hPa~1060hPa range: -25°C~+70C

Note: When the device is stored and transported in temperature below 5°C, the device
should be placed in normal working temperature environment for more than 4 hours
before use.

5. Commissioning

5.1 Opening Check

Before the device is installed and commissioned, the user should check whether the
product Appearance look good, and whether type and quantity of accessories are
consistent to the accessories list attached in the Manual. Please contact the supplier or
manufacturer promptly if there is any shortage or defect.

5.2 Tubing Connections

(Please refer to tubing connection diagram, and note suction tube is not connected)
Note: Before installation, apply small amount of distilled water on the mouth
section where cap is pressured into the bottle to improve compaction and increase
the seal tightness.
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1) Reservoir bottle 2) suction soft tube 3) air filter 4) blue mark
5) suction catheter
Tubing Connection Diagram

Tubing Connection Diagram

Intermediate tubing

Suction catheter

Tubing Connection Diagram(1)

<l Suction catheter

Suction tubing

Suction tubing




5.3 Power Connections

Connect the power plug to power supply, and the power supply is connected when
power indicator is on.
Note: The power cut-off device of this product is the power plug.

5.4 Tubing calibration

Tightened pressure regulating valve clockwise, block aspiratory port with fingers or
rubber tip of dropper, or fold and pinch the suction catheter;

When the suction switch is on and machine is operated without abnormal sound, and
the vacuum gauge pointer rise sharply to pressure value limit, and meter pointer return
to below 10KPa when suction moth is released, the tubing is connected correctly.
Note 1: Suction catheter is not provided by us , Please use suction catheter with
CE mark through your provider.

Note 2: If the suction tube is blocked, please clear the tube by following method:
Fold the suction catheter into a V-type (reservoir bottle should be empty) for the
pressure to reach its maximum value, then release the catheter quickly, repeat
the same action several times to force the suction tube to flow.

5.5 Pressure regulation

Block suction mouth, turn on the suction device, and adjust the pressure regulating
valve, the reading on vacuum gauge should fluctuate between 0.02MPa~Pressure
value Limit.

During clinical use, the pressure regulating valve is used to control the suction
pressure required.

Turn pressure regulating valve clockwise to increase pressure. The pressure must drop
below 0.02MPa before turn off.

5.6 Inspection and testing of overflow component

Open the bottle, clean the valve port, and press on the rubber valves on flat floater.
The valve should not have warping, tearing and other defects, and well connected
with the floater. Floater in the float planes should move freely and without unimpeded
rolling condition.

Hold up bottle cap to allow the floater a vertical contact with the liquid surface, the
drop cap slowly, the floater should be able to float in the float planes.

Tighten the cap, connect the soft suction catheter to suction mouth, tighten control
valve to operate the suction device. Extend suction catheter into a bucket of clear
water or in a simulated normal usage environment, to suck the liquid into the reservoir
bottle which has an overflow component, rise of liquid level will lead floater to float
until the floater closes off at the valve port and stop the device automatically. The



final liquid level will change subject to different suction methods.

Loosen the valve, and turn off the suction switch, open the bottle, and empty reservoir
bottle, when the cap is tightened again, the floater should be at the bottom of the float
planes, the valve port was open. When the above readings are observed, the overflow
component is working order and can be used in operation.

Note 1: If when the overflow component is shut off and the liquid level continues
to rise, there might be two reasons:

(1) Due to the pressure remained in the reservoir bottle;

(2) Valve port is not completely closed.

In case (1) pull off the suction catheter away from liquid area of suction and put the
catheter back into the liquid area of suction, the liquid level in reservoir bottle should
stop rising; in case (2) the liquid level will continue to rise in which case, the situation
should be carefully observed, when the reservoir bottle is near full, the suction
catheter should be pull off from the liquid area of suction immediately, turn off the
suction device, stop suction and find out the reasons for valve port failure.

Note 2: Valve port is closed off by the floater, and suction stopped. However, due
to the pressure inside the tube, the floater may be stuck on the valve port. In this
case, one should spin loose control valve or turn off suction devices to release
pressure inside the tubes, and the floater should fall from the valve port by
gravity. (Pulling the floater off by hand is prohibited to prevent the rubber valve
of the floater being torn off. If there is any mucus on the floater, the floater
should be thoroughly cleaned before it can be used again.)

Note 3: The bottle may be uncapped only after the device is shutdown and
pressure is released.

Note 4: The suction device must not be used when overflow component is
removed.

5.7 Shutting off

After installation, commissioning or usage, the suction device must be turned off
before unplug the power plug to cut off power.

5.8 Cleaning and Hygiene:

5.8.1 Basic information:

The Phlegm Suction Machine is for patient care . It may share use with others,but the Suction
catheter single use only. Except the Phlegm Suction Machine and air filter, the accessories can be
washed and sanitized.

The accessories life is 3 years , the air filter need to change when turn yellow..



5.8.2First use and once daily:

. Disassemble all accessories to pieces and flush each piece by tap water. (All accessories mean
the all parts except the Phlegm Suction Machine and air filter).
. Connected the tube to the machine;.

5.8.3 After each use:
. Clean the accessories. Wash by warm soapy water and rinse by clean water.

5.8.4 Keeping care:

. To care the accessories a good hygiene, suggest to put the accessories in a container or a plastic
bag with seal until

5.8.5 About Phlegm Suction Machine:

. Do not pour water onto Phlegm Suction Machine. Do not immerse the Phlegm Suction Machine
into water. If there are some water drops onto Phlegm Suction Machine, use a wet towel to clean
surfaces.

6. Safety symbols and their meanings used on this device

Symbol Meaning Symbol Meaning
~ AC Zﬁ Consugoiﬁfl?::éasanymg
[ Class II device § Type BF
0 OFF 1 ON




7 .Operations and Maintenance

7.1 Operation and Maintenance

Prior to operation, check the suction device according to the installation and
commissioning procedures to ensure it is in good working order, and once sterilized
suction catheter and tube is connected, the device may be put into use.
Note: please read the packaging description before using the attached suction tube.
During operation, pressure regulating valve is used to adjust the pressure to desired
level, and turned the switch on or off as per requirement. Always pay attention to
liquid level in the reservoir bottle. When the liquid level rises to the calibration
capacity of the reservoir bottle (the device remain operational when tilted 10 degrees),
suction operation should stop to empty and clean reservoir bottle before use again,
otherwise the liquid level will drive the floater up to the level that closes off valve
port, forcing suction operation to stop automatically.

Note: When liquid level continues to rise after overflow component is shut off,

Please refer to inspection and testing of overflow component procedure for handling.

Emergency measures in use:

1) In case when purulent sputum or mucus obstructs suction tube, the pressure
regulating valve should be loosen promptly to release pressure, and suction tube
should be replaced before used again;

2) In case where the suction tube difficult to pull out after suction or sucked on
human tissues, please apply the method above by loosening the pressure
regulating valve.

A\

Operating time must not exceed 30 minute

Suction volume must not exceed the maximum liquid level warning mark
Tightened cap and tube joints when pressure is insufficient
Note 1: Prior to suction, bend the suction catheter into a V shape to boost that
pressure to the required range on turning on the device, then insert the suction
tube into patients Phlegm site, and then release the suction catheter to suck for
better result.
Note 2: The specification and size of suction tube is determined by the medical
staff according to clinical requirements
Note 3: During operation, if there is presence of bubble in the reservoir bottle,
liquid level of the reservoir battle should be monitored to prevent overflow
device failure.
Note 4: The suction devices should be used under the guidance of medical
personnel, and in strict accordance to operation procedures outline in the
Manual, and in case of doubt please contact the supplier or manufacturer.



7.2 Change of air filter

When air filters sucked or filled with dust would result in colour change of membrane
from light to dark, and also caused significant reduction and even disappearance of
inhalation capacity at the tube mouth, and pressure on the vacuum gauge will continue
to rise to more than 0.04MPa. In such case, please replace the air filter replacement
from our company.

Note 1: When the overflow component is shut off or the suction tube is blocked,
suction force may also decrease or disappear, and pressure values would also
increased. Please refer to “Common Troubleshooting”.

Note 2: The air filter should be changed regularly and destroyed in a centralized
method.

7.3 Change of fuse

Fuse is located in the bottom of base, when replacement is required, cut off the power
supply first, use flat or cross screwdriver counter-clockwise to open the base to
replace.

7.4 Maintenance after use

Prior to shut down, Wash in a hot water/dishwashing detergent solution and rinse with
clean, hot tap water. Then wash with a commercial (bacterial-germicidal) disinfectant,
follow disinfectant manufacture’s recommended instructions and dilution rates
carefully.

It is recommended to suck small amount of clean water using suction tube to clean the
tube internal wall. After shut down, empty reservoir bottle, use soft brush or cloth to
remove dirt on bottle and the cap, then wash again with water (including the overflow
component, seals and various tubes). If necessary, unscrew the overflow component,
separate float planes and floater for a through cleaning (Note: rubber valve shall not
be separated and floater).

Used suction tube should be cleaned by saline to remove remnants of purulent sputum
and mucus within the tube. If the suction tube is blocked, it should be replaced.

(Suction catheter is not provided by us , Please use suction catheter with CE
mark through your provider.)

Reservoir bottles, caps and various tubes should be soaked and disinfect in three parts
hot water to one part white vinegar for 30 minutes or use a medical
bacterial-germicidal disinfectant available through your provider.

Note: Reservoir bottle is made of plastic, avoid sharp items when clean or in use,
and also prevent it from falling
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The outer surface should be wiped by wet cloth pre-soaked with disinfectant. To avoid
the infiltration of liquid, do not wipe on crack, words and artworks
Devices not in use should be placed in dry and clean place, and operate the device on

a regular basis (typically every six months).

Note: Before the next use of the device, overflow component and other tubing
should be fitted according to tube connection method.

7.5 Periodic Safety Checks

The following safety checks should be performed at least every 24 months by a
qualified person who has adequate training, knowledge, and practical experience to

perform these tests.

B Inspect the equipment and accessories for mechanical and functional damage.
B [nspect the safety relevant labels for legibility.
B Inspect the fuse to verify compliance with rated current and breaking

characteristics.

B Verity that the device functions properly as described in the instructions for use.
B The leakage current should never exceed the limit defined in EN/IEC 60601-1.
The data should be recorded in an equipment log. If the device is not functioning

properly or fails any of the above tests, the device has to be repaired.

8 .Common Troubleshooting

Ref Failure Cause analysis Remedy Note
I)maintenance of ca
I)mouth leak I)clean bottle mouth, tight | bin
Negative Pressure | 2)tube junction leak en or replace the cork, sea | parts should be
I | limit is less than | 3)regulating valve Is or joints conducted by qualifi
0.07MPa loose or open 2)re-plugged the junction ed personnel;
3)tighten control valve 2)split tube should
be  replaced
. . I)turn off the device, turn
Negative value is .
the regulating valve counte )
greater than 0.04M . l)empty the reservoi
. r-clock wise to release the
Pa, but the suction | 1)Overflow component . r bottle promptly
. pressure in the tube, then
power at mouth o | is shut off .
2 ) o tighten the valve
f the suction tube | 2)Tubing is blocked 2)blue mark on the
. . . 2)Dredge, clean or replace | ) )
is significantly red | 3)Air filter is blocked air filter is the inha

uced or disappeare
d

the tube
3)Replace the air filter fro

m Our company

ling mouth
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Power supply I)power plug is loosen
voltage is normal, | 2)fuse is fused

but indicator light | 3)indicator light is
is not on damaged

I)repair or replace power
plug

2)replace fuse

3)replace indicator light

1)specification: AC25
0V, F1.5AL, ®5X20

1)voltage oversupplied
2)internal line fault

Fuse is fused 3)rolling resistance of
pump and resulted

1)adjust voltage
2)check and repair line fault
3)check pump and motor

Must be conducted
by qualified technici
an (refer to electrica
I Theory flow Char

in current increase t)

Note: If pump fails, demolition and repair should be operated by qualified personnel,
please contact the manufacturer if necessary (power should be cut off before
inspection of lines or opening up the box)

9 .Additional Notes

9.1 Restriction on transportation and storage conditions

Portable suction device should be stored well-ventilated room where relative humidity
is no more than 80% and without corrosive gases, and should avoid sever vibration or
shock.

9.2 Electrical Theory Flow Chart

U >
i s

Electrical maintenance should be conducted by qualified personnel

9.3 After sales service

The company will accept return, replace or repair for product with quality issues that
was not caused by artificial factor and occurred within one week from the date of
sales. The company will provide maintenance free of charge for product with quality
issues which occurred within one and a half from the date of manufacturing (one year
from use commence date) under standard use and storage conditions. For products
with quality issues which occurred after one and a half from the date of manufacturing
(one year from use commence date), the customer should take invoice and warranty
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card to our after-sales service department, representative office or dealer office, and
the company will provide parts for maintenance at a reasonable charge. Where user is
not able to provide invoice, the company will extend the free warrantee period by one
month calculated based on device reference or date of manufacturing.

Warranty does not extend to the following circumstances: 1. machine damage or
deformation caused by collision; 2. machine exposed to water or rain; 3. infiltration of
water, blood or sputum, or suction of viscous liquid into the pump by customer and
resulted in machine failure; 4. vulnerable and consumables items including: air filters,
suction tube and fuse.

When product and accessories are reaching the end of their expiry dates, these
products and accessories should be disinfected then be delivered to qualified
companies or individuals for recycling.

9.4 Accessories list

' . I . ;

Suction tubing(lengthl.3m) 1 PCS ntermediate tubing (- length 2 PCS
0.2m)

Manual 1 PCS | Air filter 3 PCS

Reservoir bottle 1PCS | suction catheter(12F/8F) 2PCS

Catheter connector 1PCS

10.Guidance and manufacture’s declaration-electromagnetic emissions-for all

EQUIPMENT and SYSTEMS

Guidance and manufacture’s declaration-electromagnetic emission

The BR-SM181 is intended for use in the electromagnetic environment specified
below.The customer of the user of the BR-SM181 should assure that it is used in
such and environment.

Emission test Compliance Electromagnetic
environment-guidance
RF emission CISPR 11 Group 1 The BR-SM181 uses RF energy only

for its internal function.Therefore,its
RF emissions are very low and are
not likely to cause any interference
in nearby electronic equipment.

RF emission CISPR 11 Class B The BR-SM181 is suitable for us in
Harmonic emissions | Complies allestablishments,including domestic
[EC61000-3-2 establishments and those directly
Voltage Complies connected to the public low-voltage
fluctuatons/flicker power supply network that supplies

emission IEC61000-3-3 buildings used for domestic purposes

13
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Tasmabilir Aspirasyon Cihaz1 Kullanim Kilavuzu

1. Uriiniin Kullanim

Balgam aspirasyon cihazi, hastanin nefes yolundaki balgami uzaklagtirma amaciyla
kullanilan, taginabilir, AC elektrik beslemeli bir cihazdir. Torasik drenaj ve jinekolojik
drenaj i¢in uygun degildir.

Cihaz, ameliyathanelerde operasyon sirasinda ya da hasta yatak basinda
kullanilabilecektir.

2. Yapisal Ozellikleri ve Temel Cahsma Ilkeleri

Aspirasyon cihazinin temel yapisinda vakum pompalari, vakum Jlger, basing
diizenleme valfi, hava filtresi ve rezervuar siseleri yer almaktadir.

Yag dumani nedeniyle ortaya c¢ikan ¢evresel kirliligin 6nlenmesi i¢in, yagsiz pompa
tercih edilmistir. Diigiik giiriiltii diizeyine sahiptir. Rezervuar sisesi, alt kisimdaki bir
alana gomiilii durumdadir ve plastik malzemeye kapli haldedir. Cihazin c¢alismasi
sirasinda, sorunsuz ve giivenli bir kullanim saglamak {izere, pozitif basing meydana
getirilmez. Vakum sartlandirma sistemi, ihtiyaca gore polarize olmayan gerilim
yoluyla ayarlanabilmektedir. Kiigiik Olclilere ve diigiil agirliga sahip, kolayca
tasinabilen, ¢esitli acil durumlar ve 6zellikle klinik dig1 uygulamalar i¢in uygun bir
cihazdir.

Teorik Calisma Semasi

Vakum Olger Basing Diizenleme Valfi

Hava Filtresi
Vakum Pompasi \L’ﬂl}/ Emis Tiipi

Solunum Girisi

Samandira Valfi Rezervuar Sisesi



3. Temel Teknik Ozellikler

1. Glig: AC 230V, 50Hz

2. Giris akimi: 0,7A

3. Negatif Basin¢ Sinir Degeri: 87 KPa

4. basing ayar araligi: 0,01 MPa~Basing
Sinir Degeri

5. Pompalama hizi: <20 lt/dk

6. Sigorta: AC250V, F2.0 AL, ®5 X 20

7. Rezervuzar sisesi: 1000 ml, tek parga

8. Giiriiltii diizeyi: < 60 dB(A)

9. Vakum o6lger: 0~100 KPa, 2,5 derece

10. Ekipman tipi:
Orta vakum/diistik akis

11. Calisma modu: Kisa siireli ¢alisma

12. Elektrik sartlari: sini1f
, tip BF

Not: Yanici ve patlayict gazlarin bulundugu ortamlarda kullanmak i¢in uygun

degildir:

Elektromanyetik girisim kaynagi: Gerilim degeri 500 V’un altinda olan elektrik
hatlar1 ve elektrikli cihazlarin yakininda ¢alisirken asgari mesafe > 1,1 m

4. Standart Calisma Kosullar

Sicaklik; +5°C~+40°C

Bagil Nem Araligi: < %93

Atmosfer basinci araligi: 500 hPa ~ 1060 hPa | Tasima ve depolama sicaklik araligi:

-25C~+70C

Not: Cihaz, 5°C’ nin altindaki sicaklik degerlerinde taginip depolandiginda, tekrar
kullanim 6ncesinde en az 4 saat siireyle normal ¢alisma ortaminda bekletilmelidir.

5. Devreye Alma

5.1 i1k Kontrol

Kurulup devreye alinmadan 6nce, dis goriinlis bakimindan cihazin iyi durumda olup
olmadigi, ayrica aksesuarlarin tipi ve sayisinin, Kullanim Kilavuzunda yer alan
aksesuar bilgileriyle uyumlu olup olmadigi, kullanici tarafindan kontrol edilmelidir.
Herhangi bir kusur ya da eksikligin tespit edilmesi halinde, lretici firma veya

tedarikei ile temas kurulmalidir.

5.2 Hortum Baglantilar:

(Baglanti semasmi dikkate almir ve emis hortumunun baglh olmadigini

unutmayiniz.)

Not: Kurulum o6ncesinde, daha iyi bir sikistirma saglamak ve contanin hava
gecirmezligini artirmak i¢in, bashgin siseye gectigi agiz kismina bir miktar

damitismis su uygulaymiz.
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1) Rezervuar sisesi 2) esnek emis hortumu 3) hava filtresi 4) mavi ¢izgi
5) emis kateteri
Baglant1 Semasi

Baglant1 Semasi

~ Emis kateteri

Ara hortumlar J| Emis hortumu

Emis kateteri

Emis hortumu

Baglant1 Semasi(1)
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5.3 Elektrik Baglantisi

Cihazin fisini prize takinmz. Elektrik baglantis1 saglandiginda, cihazin gii¢ lambasi
yanacaktir.

Not: Elektrik fisi, aym1 zamanda cihazin enerji kesme birimi olarak islev
gormektedir.

5.4 Baglant1 Ayarlan

Basing diizenleme valfini saat yoOniinde ¢evirerek sikiniz. Aspirasyon girisini
parmaklariniz yardimiyla veya damlalik kauguk ucunu kullanarak kapatiniz, ya da
emis kateterini katlayip o halde tutunuz.

Baglantilar dogru sekilde yapildiysa, emis diigmesine basildiginda cihaz herhangi bir
anormal ses liretmeden ¢aligmali, vakum 6lcer gostergesi hizla yiikselerek basing sinir
degerine ulagsmali ve emis agzi1 serbest birakildiginda ise 10 KPa basing degerinin
altia diismelidir.

Not 1: Emis Kkateteri, iiretici firma tarafindan temin edilmemektedir. Liitfen
tedarik¢iniz yoluyla CE isaretli emis kateteri temin ederek kullanimiz.

Not 2: Emis hortumunu, tikanmasi durumunda asagidaki yontemi uygulayarak
aciniz: Rezervuar sisesi bosken, emis kateterini katlayarak V sekline getiriniz ve
basincin azami seviyeye cikmasini saglayiiz. Ardindan hizh bir sekilde kateteri
serbest birakiniz. Emis hortumunu tikayan maddelerin akip uzaklasmasini
saglamak iizere, ayni islemi birkac kez tekrarlaymiz.

5.5 Basin¢ Diizenleme

Emis agzin1 kapatiniz, emis sistemini ¢alistiriniz ve daha sonra basing diizenleme
valfini ayarlaymiz. Vakum o6lcer gostergesi tizerindeki deger, 0,02 MPa basing sinir
degeri civarinda dalgalanmalidir.

Klinik kullanim sirasinda, ihtiya¢ duyulan emis basincini ayarlamak ig¢in, basing
diizenleme valfinden yararlanilmaktadir.

Basinci artirmak istediginizde, basing diizenleme valfini saat yoniinde ¢eviriniz.
Cihaz1 kapatmadan once, basing degerinin 0,02 MPa’nin altina inmesi gerekmektedir.

5.6 Samandira Tertibatinin Kontrolii ve Test Edilmesi

Siseyi aginiz, valf girisini temizleyiniz ve diiz samandira iizerindeki kauguk valflere
bastirimiz. Valfte herhangi bir egrilik, yirtilma ya da baska kusur bulunmamali,
samandira ile valf arasindaki baglanti diizgiin olmalidir. Samandira serbest¢e hareket
edebilmeli engelsiz bir sekilde donebilmelidir.

Samandiranin, sivi yiizeye dik bir sekilde temas etmesini saglamak iizere, sise
kapagini yavasca kaldiriniz. Samandira, hareket diizlemi iizerinde rahatca hareket
edebilir durumda olmalidir.



Kapag: tekrar sikiniz, esnek emis kateterini emis agzina takiniz ve aspiratorii
calistirmak lizere kumanda valfini sikiniz. Emig kateterini, i¢inde temiz su bulunan bir
kovaya ya da normal calisma ortamina kadar uzatarak, sivinin, i¢inde samandira
tertibat1 yer alan rezervuar sisesine emilmesini saglayimiz. Sisenin igindeki su seviyesi
arttikca samandira da yiikselecek ve en iist noktaya ulastiginda valf girisini kapatacak,
bu ise otomatik olarak cihazin durmasini saglayacaktir. Uygulanan emis yontemine
bagli olarak, nihai s1vi seviyesi de degisebilecektir.

Valfi gevsetiniz ve emis diigmesini kapatiniz. Siseyi aginiz ve bosaltiniz. Kapak tekrar
kapatilip sikildiginda, samandiranin en alt seviyede durmasi ve dolayisiyla valf
giriginin ¢1k olmas1 gerekmektedir. Bu sartlar saglaniyorsa, samandira iinitesi diizgiin
bir sekilde ¢alisir durumdadir ve cihaz kullanilabilecektir.

Not 1: Samandira kapandig1 halde sise icindeki sivi seviyesinin yiikselmeye
devam etmesi, iki farklh nedenden kaynaklanabilecektir:

(1) Rezervuar sigesinin i¢cinde basing kalmis olmasi.

(2) Valf girisi tam olarak kapanmiyor.

Yukaridaki (1) durumunun yasanmasi halinde, emis kateterini sivi emis alani
icerisinden ¢ikarip tekrar takiniz. Bu durumda, rezervuar igindeki sivi seviyesinin
yiikseligi duracaktir. Yukaridaki (2) durumunun yasanmasi halinde ise rezervuar
icindeki siv1 seviyesi yiikselmeye devam edecektir. Durum dikkatle takip edilmesi ve
sise dolmaya yaklastiginda emis kateteti siv1 igerisinden ¢ekilmeli, cihaz durdurulmali
ve valf girisindeki sorun tespit edilip giderilmelidir.

Not 2: Valf girisi samandira tarafindan kapatildiginda, emis islemi duracaktir.
Ancak, hortumun icindeki basin¢ nedeniyle, samandiranin valf girisinde takih
kalmasi1 da miimkiindiirr Bu durumda, kumanda valfinin dondiiriilerek
gevsetilmesi veya cihazin durdurulmasi yoluyla hortum icindeki basincin
giderilmesi, boylece samandiranin kendi agirhg: ile valf girisinden ayrilmasi
saglanmahdir. (Samandira kaucuk valfinin yirtilmasina neden olmamak igin,
samandiranin elle itilerek uzaklastirilmasi yoluna gidilmemelidir. Samandiranin
iizerindeki mukus mevcutsa, tekrar kullanim 6ncesinde iyice temizlenmelidir.)
Not3 3: Sisenin kapagi, ancak cihaz durdurulduktan ve icerideki basing¢ tahliye
edildikten sonra acilmahdir.

Not 4: Samandira tertibat1 takih degilken aspirasyon cihazi cahistirnlmamahdar.

5.7 Cihazin Kapatilmasi

Kurulum, devreye alma veya kullanim sonrasinda cihazin kapatilmasi ve ancak ondan
sonra elektrik fisinin prizden ¢ekilmesi gerekmektedir.

5.8 Temizlik ve Hijyen:

5.8.1 Temel Bilgiler:

Balgam aspirasyon cihazi, hasta bakim ve tedavisinde kullanilmak iizere tasarlanmigtir. Cihazi
birden fazla hasta icin kullanmak miimkiin olmakla birlikte, emis kateteri tek kullanimliktir.



Aspirasyon cihazinin kendisi ve hava filtresi disinda kalan aksesuarlar yikanip sterilize
edilebilecektir.

Aksesuar Omrii 3 yildir ve hava filtresinin de rengi sariya dondiiglinde degistirilmesi
gerekmektedir.

5.8.2 Tlk kullanim ve giinliik bakim:

. Tim aksesuarlar1 parcalarina ayirm ve her birini akan su altinda yikaymniz (Tim aksesuarlar
ifadesi, aspirasyon cihazinin kendisi ve hava filtresi disinda kalan pargalar1 ifade etmektedir.).
. Hortumu tekrar cihaza baglaymniz.

5.8.3 Her kullanim sonrasinda:

. Aksesuarlar1 temizleyiniz. [lik sabunlu suyla yikayiniz ve temiz suyla durulaymniz.

5.8.4 Muhafaza:

. Aksesuarlarin yeterli hijyen seviyesinde muhafaza edilebilmesi i¢in, kullanilmadigi durumlarda
bir kutu ta da agz1 kapali plastik torbanin i¢cinde muhafaza edilmesi tavsiye edilmektedir.

5.8.5 Balgam Aspirasyon Cihazi1 Hakkinda:

. Balgam aspirasyon cihazini suya daldirmayimniz veya cihazin iizerinde su dékmeyiniz. Balgam
aspirasyon cihazinin lizerinde bir miktar su damlamasi durumunda, 1slanan yiizeyleri temizlemek

icin nemli bir havlu kullanmiz.

6. Cihaz Uzerindeki Giivenlik Simgeleri ve Anlamlar1

Simge Anlam1 Simge Anlam1
~ AC & Cihazla blrh'k.te temlp ?dllen
belgeleri inceleyiniz
[ SiifIl cihaz f Tip BF
(0) KAPALI | ACIK

7 . Cahistirma ve Bakim

7.1 Calistirma ve Bakim

Cihazin kullanimi 6ncesinde, kurulum ve devreye alma prosediirleri dogrultusunda
emis sistemini kontrol ediniz ve diizgiin ¢alistigindan emin olunuz. Sterilize edilmis
emis kateteri ve hortumu bagladiginizda, cihaz kullanima hazir halde olacaktir.

Not: Emis hortumunu kullanmadan 6nce, ambalaj tizerindeki a¢iklamalar1 okuyunuz.
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Kullanim sirasinda basing degerinin istenen diizeye getirilmesi i¢in, basing diizenleme

valfi kullanilmaktadir. Rezervuar sisesi i¢indeki sivi seviyesine daima dikkat ediniz.

Sitv1 seviyesi, rezervuar sisesinin kalibrasyon kapasitesine ulastiginda (cihaz, 10

dereceye kadar yatirildiginda da ¢alismaya devam eder), emis islemi durdurulmali ve

tekrar kullanmadan Once rezervuar sisesi bosaltilip temizlenmelidir. Aksi halde,
yiikselen sivi seviyesi nedeniyle samandira yiikselecek ve valf girisini kapatacak, bu
durumda cihaz otomatik olarak kendisi duracaktir.

Not: Samandira tarafindan valf kapatildiginda bile sivi seviyesi yiikselmeye devam

ediyorsa, samandira tertibati kontrol ve test islemlerini inceleyip uygulayiniz.

Acil durum 6nlemleri:

1) Balgam veya mukus nedeniyle emis hortumunun tikanmasi durumunda, basing
diizenleme valfini tamamen gevseterek, hortumun igindeki basinci tahliye ediniz.
Cihaz1 tekrar kullanmadan 6nce emis hortumunu degistiriniz.

2) Islem sonrasinda emis hortumunun g¢ekilmesinde gii¢lik yasanir veya emis
hortumu hastanin dokularia yapisirsa, yukaridaki yontemi uygulayarak basing
diizenleme valfini gevsetiniz.

A\

Calistirma siiresi 30 dakikay1 gegmemelidir.

Emilen s1vi miktari, azami seviye ¢izgisini asmamalidir.

Yeterli basing saglanamiyorsa, kapak ve hortum baglantilarini sikiniz.
Not 1: Emis islemi 6ncesinde, cihaz1 ¢calistirdiktan sonra emis kateterini katlayip
V konumun getirerek basincin istenen seviyeye ¢ikmasim saglaymniz. Ardindan
emis hortumunu hastanin emis bolgesine yerlestiriniz ve emis katerini serbest
birakiniz.
Not 2: Emis hortumunun teknik ozellikleri ve ebadi, klinik sartlar
dogrultusunda saglik personeli tarafindan belirlenmelidir.
Not 3: islem sirasinda, rezervuar sisesi icerisinde hava baloncuklarinin olusmasi
halinde, samandira tertibatinin devre dis1 kalmamas icin rezervuar sisesindeki
sivi seviyesi takip edilmelidir.
Not 4: Cihaz, saghk personelinin gozetimi altinda ve kullanim kilavuzunda yer
alan cahstirma talimatlarin tam olarak uyularak kullamilmali, herhangi bir
siipheli durum karsisinda iiretici firma ya da tedarikgi ile temas kurulmahdir.

7.2 Hava Filtresinin Degistirilmesi

Hava filtresi tozla doldugunda veya tikandiginda, renkli koyulasacak ve buna bagh
olarak emis agzinin hava gegirgenlik kapasitesi diisecek ve hatta tamamen ortadan
kalkabilecek, vakum gostergesindeki basing degeri 0,04 MPa’1n iizerine ¢ikabilecektir.
Bu durumda, tedarik¢inin temin edece8i parca kullanilarak hava filtresi
degistirilmelidir.

Not 1: Samandira tertibati kapandiginda veya emis hortumu tikandiginda, emis
kuvveti de diisebilecek ya da ortadan kalkabilecek, buna bagh olarak basing
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degeri yiikselebilecektir. Bkz. “Genel Sorunlar ve Coziimleri”.
Not 2: Hava filtresi diizenli olarak degistirilmeli ve belirlenmis imha yontemi
uygulanarak imha edilmelidir.

7.3 Sigortanin Degistirilmesi

Elektrik sigortasi, cihazin altinda yer almaktadir. Sigortanin degistirilmesi
gerektiginde, oncelikle elektrik beslemesini kesiniz ve taban kapagini sokmek icin,
diiz ya da yildiz tornavida kullanarak, vidayr saat yoniinlin tersi yonde cevirip
cikartiniz.

7.4 Kullanim Sonrasi Bakim

Kullanim sonrasinda, sicak su ve bulasik deterjaniyla yikayiniz ve temiz, sicak
musluk suyuyla durulaymniz. Sonrasinda, ticari (antibakteriyel-antiseptik) bir
dezenfektan ile yikaymiz. Bu islem sirasinda, dezenfektan iireticisinin Onerdigi
kullanma talimatlar1 ve seyreltme oranlarini uygulayiniz.

Hortum i¢ yiizeylerinin temizlenmesi i¢in, emis hortumu kullanilarak az miktarda
temiz su ¢ekilmesi Onerilmektedir. Cihaz kapatildiktan sonra, rezervuar sisesini
bosaltiniz ve yumusak bir fir¢ca ya da bez parg¢asi kullanarak sise ve kapak tizerindeki
kirlilikleri uzaklastiriniz. Ardindan tekrar suyla yikayiniz (samandira tertibati, contalar
ve ¢esitli hortumlar da dahil olmak tizere). Gerekiyorsa, samandira tertibatin1 sokerek
ilgili pargalar1 tam anlamiyla temizleyiniz (Not: Samandira ile kauguk valf birbirinden
ayrilmamalidir.).

Kullanilmig emis hortumu, mukus kalintilarin1 uzaklastirmak iizere tuzlu suyla
yikanmalidir. Emis hortumu tikanmigsa degistirilmelidir.

(Emis Kkateteri, iiretici firma tarafindan temin edilmemektedir. Liitfen
tedarik¢iniz yoluyla CE isaretli emis kateteri temin ederek kullanimz.)

Rezervuar sisesi, kapak ve ¢esitli hortumlar, ii¢ parca halinde sicak suda yikanmali ve
30 dakika siireyle sirke iginde bekletilerek ya da tibbi antibakteriyel-antiseptik
dezenfektan kullanilarak dezenfekte edilmelidir.

Not: Rezervuar sisesi plastik olup, temizlik ve kullanim sirasinda keskin
nesnelerin siseye temasindan kacinilmaly, sise yere diisiiriilmemelidir.

Dis yiizeyler, dnceden dezenfektan emdirilmis nemli bir bezle silinmelidir.

Cihaz, uzun siire kullanilmayacak olmasi halinde, temiz ve kuru bir ortamda
muhafaza edilmeli ve diizenli olarak (alt1 ayda bir) calistirilmalidir.

Not: Uzun siireli muhafazadan sonraki ilk kullammm oncesinde, samandira
tertibati ve diger hortum diizenekleri, hortum baglanti prosediiriine uygun
sekilde takilmahdir.
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7.5 Diizenli Giivenlik Kontrolleri

Asagida belirtilen giivenlik kontrolleri, bu alanda yeterli egitim, bilgi ve deneyime
sahip kalifiye bir personel tarafindan her 24 ayda bir gerceklestirilmelidir.

Cihaz ve aksesuarlarinda herhangi bir mekanik ya da islevsel ariza veya hasar
bulunup bulunmadigini kontrol ediniz.
Giivenlik etiketlerinin okunakli olup olmadigini kontrol ediniz.
Sigortanin, gerekli akim ve devre kesme teknik Ozelliklerini karsilayip
karsilamadigini kontrol ediniz.
Cihazin, kullanim talimatinda belirtildigi sekilde diizglin ¢alisip ¢alismadigini

kontrol ediniz.

Kacak akim, asla EN/IEC 60601-1 standardinda belirtilen sinir degerleri
asmamalidir. ilgili veriler, bir cihaz takip defterine kaydedilmelidir. Cihaz diizgiin
calismiyor veya yukarida belirtilen kontrollerden herhangi birinde olumsuz sonug
aliniyorsa, gerekli onarim iglemleri yiiriitilmelidir.

.Genel Sorunlar ve Coziimleri

Sira

Sorun

Olas1 Nedenleri

Cozimi

Not

Nagatif  basing
siir degeri 0,07
MPa’nin altinda

1) Agizda s1zint1 var.

2) Hortum
baglantisinda sizinti var.
3) Basing diizenleme
valfi agik veya gevse
k.

1) Sise agzmi temizleyiniz,
vanay1, contalart ve bagla
ntilar1 sikimz ve gerekirse
degistiriniz.

2) Baglantiy1 tekrar yapiniz.

3) Kumanda valfini sikiniz.

1) kabin pargalarinin
bakimi, kalifiye pe
rsonel tarafindan ger
ceklestirlmelidir.

2) yirtilmis hortumla
r yenisiyle degistiril

melidir.

Negatif basing de
geri 0,04 MPa’n1
n tzerinde, ancak
emis hortumu ag
1z kismindaki vak
um diizeyi 6nemli
Olciide diistik ya
da vakum yok.

I)Samandira tertibat1 k
apanmis.

2)Hortum
3)Hava filtresi tikanmis.

tikanmus.

1)Cihaz1 kapatiniz, basing
diizenleme valfini saat yon
iniin tersi yonde cevirerek
hortumdaki basinci tahliye
ediniz ve daha sonra valfi
tekrar sikiniz.

2)Hortumu bosaltiniz, temi
zleyiniz ve gerekirse degi
stiriniz.

3)Hava filtresini, orijinal p
arca kullanarak degistirini

Z.

1)Rezervuar sisesini

tamamen bosaltiniz.

3) Hava filtresi iize
rindeki mavi isa
ret, emme girisi

dir.
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Enerji gerilimi no

1)Elektrik fisini degistiriniz

. 1)Elektrik fisi gevsek. veya onarimiz. 1)Teknik  ozellikler:
rmal, ancak gost . . o
. 2)Sigorta atmus. 2) Sigortay1 degistiriniz. AC250V,  F1.5AL,
erge 1181 yanmi . _ B .
3)gosterge 15181 arizalt. | 3) Gosterge 151811 | ®5X20
or.
Y degistiriniz.
1)  Gerilim  degeri . oo
. 1) Uygun gerilim degeri
yiiksek. . o )
. .| saglaymiz. Kalifiye teknik pers
2) Cihaz elektrik ] ) )
. . 2) Tesisat hatasini tespit edip | onel tarafindan gerg
Sigorta atryor. tesisatinda ariza var.

3)Pompa siirtiinmesi n
edeniyle akim artis1 g

diizeltiniz.
3) Pompa ve motoru kontrol

ediniz.

eklestirilmelidir (bk
z. Elektrik Semasi)

erceklesiyor.

Not: Pompanin arizalanmasi durumunda, sokme ve onarim islemleri, kalifiye teknik
personel tarafindan gergeklestirilmelidir. Gerekiyorsa iiretici firma ile temas kurunuz
(Elektrik tesisatin1 kontrol etmeden veya dis muhafazay1r sokmeden Once, cihazin
elektrik baglantisini kesiniz.)

9 . Ilave Bilgiler

9.1 Tasima ve Muhafaza Kosullarna iliskin Kisitlamalar

Tagabilir aspirasyon cihazi, iyi havalandirilan ve bagil nem oraninin %80°1 asmadigi,
korozyona yol acan gazlarin bulunmadigi, ciddi titresim veya darbelere maruz
kalmayacagi bir ortamda muhafaza edilmelidir.

9.2 Elektrik Semasi

F U
] ’ e

o

Elektrik bakim islemleri, kalifiye teknik personel tarafindan gerceklestirilmelidir.

9.3 Satis Sonras1 Hizmetler

Firma, kullanim hatasindan kaynaklanamayan k alite sorunlarinin bulundugu veya atis
tarthinden itibaren bir hafta i¢inde arizalanan iirlinlerin iadesini kabul edecek, bu
irtinleri onaracak veya yenisiyle degistirecektir. Standart muhafaza ve kullanim
kosullarinda, tiretim tarihinden itibaren bir bucuk yil i¢inde (devreye alma tarihinden
itibaren bir yil i¢inde) meydana gelen sorunlar i¢in firma tarafindan iicretsiz bakim
hizmeti temin edilecektir. Uretim tarihinden itibaren bir bucuk yil i¢inde (devreye
alma tarihinden itibaren bir y1l i¢inde) meydana gelen sorunlar i¢in, miisteri tarafindan
satig sonrast hizmet birimimize, temsilcilik ofisimize veya bayimize fatura ve garanti
belgesiyle bagvurulmasi halinde, bakim islemleri i¢in gerekli parcalar, makul bir iicret
karsiliginda temin edilecektir. Faturanin miisteri tarafindan ibraz edilemedigi
durumlarda, cihaz seri numarasi veya iiretim tarthinden yola ¢ikilarak, ticretsiz garanti

stiresi bir ay uzatilacaktir.
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Asagida durumlar, Uiriin garantisi kapsamina girmemektedir: 1. Carpma sonucunda
meydana gelen cihaz hasarlari. 2. Cihazin su veya yagmura maruz kalmasi sonucunda
ortaya ¢ikan sorunlar. 3. Miisteri hatas1 nedeniyle pompa i¢ine su, kan veya mukus
cekilmesi ve bunun sonucunda ariza yasanmasi. 4. Hava filtresi, emis hortumlar1 ve
sigorta gibi sarf malzemeleri.

Kullanim 6émriiniin sonuna gelen iiriin ve aksesuarlar, oncelikle dezenfekte edilmeli ve
daha sonra geri doniisiime tabi tutulmak tlizere yetkili kalifiye kisi ve kuruluslara
teslim edilmelidir.

9.4 Aksesuar Listesi

il;ﬁs Hortumu (uzunluk: 1,3 1 adet | Ara Hortum (uzunluk: 0,2 m) 2 adet
Kullanma Kilavuzu 1 adet | Hava Filtresi 3 adet
Rezervuar Sisesi Adet Emis Kateteri (12F/8F) 2 adet
Kateter konnektorii 1 adet

10.Tiim Ekipman ve Sistemler icin Uretici Firmanin Elektromanyetik Emisyon

Beyam ve Genel Kilavuz

Uretici Firmanim Elektromanyetik Emisyon Beyani ve Genel Kilavuz

F.BOSCH PROVAC adli iriin, asagida belirtilen elektromanyetik sartlarda
kullanilmak tizere tasarlanmistir. FBOSCH PROVAC adl iiriiniin kullanicisi, tirtiniin
bu sartlarda kullanilmasini saglamakla yiikiimliidiir.

Emisyon testi Uygunluk Elektromanyetik ortam — genel
kurallar
RF emisyonu CISPR 11 | Grup 1 RF enerji, FBOSCH PROVAC adh

irlinlin ~ yalmizca 1¢ isleyisinde
kullanilmaktadir. Bu nedenle, RF
emisyon diizeyi ve yakinlardaki
baska elektronik cihazlarla girisim

riski ¢ok diistiktiir.
RF emisyonu CISPR 11 Smif B F.BOSCH PROVAC adl iiriin, ev
Harmonik emisyonlar | Uygun ortami ve evsel kullanima yonelik
IEC61000-3-2 genel  diisik  gerilim  elektrik
Gerilim dalgalanmas1 | Uygun sebekesine bagli olan baska ortamlar
/titrek emisyonlar da dahil olmak tizere, tiim ortamlarda
IEC61000-3-3 kullanim i¢in uygundur.
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