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ENGLISH
INSTRUCTION FOR USE: MEDIEJECT II

1. FOREWORD

GCE medical suction ejectors are medical devices classified as class lla
according to the Medical Device Directive 93/42/EEC.

Their Compliance with essential requirements of 93/42/EEC Medical De-
vice Directive is based upon standards EN ISO 10079-3 and EN 1789, as
amended.

2. INTENDED USE

MediEject Il is a medical device designed to generate continuous vacuum
with continuous regulation. It is an ejector that works on the principle of
Venturi effect. The propellant is compressed air or oxygen. The device is
connected in a system with a collecting container or with multiple contain-
ers and a filter connected by suction hoses.

The system may be fixed or portable for use inside healthcare facilities and
also in an ambulance.

The product is not intended for use during thoracic drainage.

The suitability for a specific procedure shall be decided by appropriately
qualified medical staff.

3. OPERATIONAL, TRANSPORT AND STORAGE
SAFETY REQUIREMENTS

A Keep the product and its associated equipment away from:

All sources of heat

Flammable materials

Oil or grease (including all hand creams)
- Water
« Dust.

AThe product and its associated equipment must be prevented from tip-
ping over and falling.

AAIways maintain oxygen cleanliness standards.

A Use only the product and its associated equipment in a well ventilated
area.
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OPERATING CONDITIONS ‘ STORAGE AND TRANSFORT

CONDITIONS
X oraoc X 20me0°c
10/70 % 10100 %

950/1100 mbar 600/1200 mbar

Before initial use the product shall be kept in its original packaging.

GCE recommends use of the original packaging (including internal sealing
bag and caps) if the product is withdraw from operation (for transport and
storage). Statutory laws, rules and regulations for medical gases, accident
prevention and environmental protection must be observed.

4. PERSONNEL INSTRUCTIONS

The Medical Devices Directive 93/42/EEC states that product provider
must ensure that all personnel handling the product are provided with the
operating instructions & performance data.

A Do not use the product without properly familiarization of the product

and its safe operation as defined in this Instruction for use. Ensure user
is aware of particular information and knowledge required for the gas
in use.

. PRODUCT AND FUNCTION DESCRIPTION

MediEject Il suction ejector includes 3 basic variants:
- MediEject Il with probe*
- MediEject Il T-slide

« with NIST

« with HOSE and probe*
- MediEject Il Rail clamp*

« with NIST

« with HOSE and probe*
* according to national standards
It mainly consists of a probe connector (gas source side) (A), an integrated
push-pull on/off valve and control handwheel (B), a vacuum indicator (C), a
hose nipple (patient side) (D) and silencer (E).
A. Probe Connector (medical pipeline or mobile gas source side)
The product is fitted to the medical gas pipeline system or mobile gas
source by a oxygen/air type male probe. The probe is directly mounted on
the ejector or on the hose via rail mounting system.
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Hose may be connected via NIST connector and does not have to be part
of the delivery, depending on the ordered variant.

Refer to appendix Nr 2 to get information about connection and release
method.

B. Integrated handwheel

MediEject Il is equipped with an integrated controller with a push-pull
on/off valve for closing gas source and vacuum adjustment by means of
a knob.

The suction ejector is on when the controller is pulled up and off when
it is pressed down. A green label indicates that the controller is on (ON).
The integrated controller allows the user to set vacuum at the patient side
in the range from O to 80 kPa. The vacuum level at the patient side can
be increased by rotating the control knob counter clockwise. The vacuum
level at the patient side can be decreased by rotating the control knob
clockwise.

C. Vacuum indicator

MediEject Il is equipped with a vacuum gauge (manometer) indicating the
value of vacuum on the patient side during flow.

A If the patient side is without flow, the vacuum value will remain at maxi-
mum when the knob is turned clockwise. See non-return valve descrip-
tion.

D. Hose nipple (patient side)

The suction ejector has a hose nipple at the patient side that enables to
connect the suction ejector with associated equipment such as the suc-
tion hose.

E. Silencer

The silencer is intended to reduce a noise produced by the device when
creating vacuum.

F. Non-return valve

The non-return valve is located in the ejector before the hose nipple. It
is a safety feature that prevents pressure from entering the patient side
in the event of a malfunction (such as a clogged silencer). Likewise, the
non-return valve prevents vacuum drop at the hose nipple, if the vacuum
is lowered by rotating the control knob clockwise in the absence of flow.
This drop is not indicated on the vacuum indicator. See vacuum indicator.

5.1. TECHNICAL DESCRIPTION

Power gas: O, AR"
Inlet pressure: 400 - 500 kPa
Max. vacuum: 20-80 kPa 1)2)3)

Max gas consumption at inlet pres-

sure 400 kPa: 25 I/min
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Free flow suction at inlet pressure .

400 kPa: 25 I/min 4)

Noise - close/open suction: 35/45 dB

Outlet connection: Hose nipple - inner diameter 6 mm

* For gas used, see Appendix Nr. 1
The parameters for the respective variant can be found in Appendix No. 1.

According to EN ISO 10079-3 it is a device with High vacuum level at
least 60 kPa below atmospheric pressure and with High flowrate at least
20I/min.

1) Reference conditions: 20°C;1013hPa

2) The achievable vacuum depends on atmospheric pressure.

Every 100m increase in altitude causes a decrease in the achievable vacu-
um of about 1.4 kPa

3) Total accuracy of vacuum level is + 8kPa

4) The control range of free suction flow is 10-251/min

6. OPERATIONS
6.1. CONNECTION & USE OF INLET (PATIENT SIDE)

MediEject Il is used with the optional associated equipment specified in
Chapter 8.

A MediEject Il installation must be in accordance with EN ISO 10079-3 and
EN 1789 as amended. For connection, see the figure below.

1. Suction ejector
2. Filter
3. Suction hose
4. Collection container*

A During suction, MediEject Il must be used with one or more collecting
containers, which must include an overflow protection device to prevent
liquid from entering the suction ejector.
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The air leaving the collection container must pass through a microbiologi-
cal filter before entering the suction device.

A The associated equipment or medical devices connected to the suction
ejector must be fully compatible with the characteristics and perfor-
mance data of the MediEject Il suction ejector.

* In some markets, it is recommended to use a safety container installed
between the vacuum source and the collection container before the ejec-
tor.

6.2. BEFORE USE

Visual Inspection before fitting

Check if there is visible external damage on the suction ejector and its
associated equipment (including product labels and marking). If it shows
sign of external damage, remove the products from service and identify
its status.

Visually check if the ejector and its associated equipment are contami-
nated; if needed, apply the cleaning procedure according to cleaning
procedure here under.

Check if the service or the disposal time has not been exceeded, using
GCE or owner’s date coding system. If service or disposal time has been
exceeded, remove the product from service & suitably identify its status.
Fitting to medical gas pipeline system - terminal units/mobile gas source
Refer to Appendix Nr. 2 to get information about connecting / disconnect-
ing procedure.

For ejector fitted with a rail clamp and a flexible hose, clip the suction eje
tor on the rail prior to connect the quick coupler.

Functional test before use and Leakage test

« After connecting the medical pipe line system terminal unit/portable
gas source and associated equipment, turn the vacuum control knob to
maximum position (counter clockwise).

Set the suction ejector ON by pulling up the integrated handwheel.
Check that there is a significant vacuum level at patient side inlet by
locking the patient side inlet with your finger.

Set the suction ejector OFF by pushing the integrated handwheel and
check if vacuum level is without change at locked patient side inlet by
your finger.

Set vacuum level to minimum by turning the integrated handwheel it
clockwise.

A Before connecting any associated equipment to the product, make sure
that the push-pull on/off valve is in the closed position and that the pa-
tient is not connected.

A If any leaks are found, check the connection and repeat the leak test.

7176



EN

If a leakage is detected again, apply the “After use” procedure below and
return the valve for service or repair.

6.3. OPERATIONS
« Set the suction ejector ON by pulling up the integrated handwheel.
Lock the patient side inlet with your finger.
Set the vacuum level to the needed level for your therapy by turning the
integrated handwheel in the anti-clockwise direction and checking the
vacuum indicator (gauge).
A If vacuum value is reduced in the absence of flow, the vacuum indicator
remains at maximum. See the description of the non-return valve.
« The suction ejector is ready to be used.

6.4. AFTER USE
« Before disconnecting ejector from the medical pipe line system terminal
unit/mobile gas source:

« turn it OFF, by pushing down the integrated handwheel and set
vacuum level to minimum by turning the integrated handwheel
clockwise

- remove suction tubing connection from patient side

A Follow the associated equipment manual. For example: If the collecting
container is overfilled, extracted fluids are sprayed on / into the patient
when the vacuum source is abruptly interrupted.

7. ACCESSORIES

Not available.
For closer information about the possible optional equipment refer to the
section 8.2 associated equipment.

8. CLEANING

8.1. SUCTION EJECTOR

A MediEject Il must be cleaned and disinfected externally after every pa-
tient.
If there is risk that suction ejector is exposed to contamination following
cleaning shall be used:
Remove general contamination with a soft cloth damped in oil free oxygen
compatible soap water and clean with deionised water.
Disinfection can be done with an alcohol-based preparation (moistened
wipe). If another cleaning agent is used, check that it is not abrasive and is
compatible with the product materials (including labels) and gas (a suitable
cleaning agent - e.g. Meliseptol).
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A Do not use cleaning solutions containing ammonia!
A Do not immerse the product in any liquid.
A Do not expose to high temperature (such as autoclave).
A Clean immediately after use.
A Clean in position as shown in this chapter. Do not turn upside down. EN
A Do not use spray to apply the cleaner, as spray can penetrate the inside
of the product and cause contamination or damage.
A Do not use pressure water as it may damage or contaminate the product.
A Do not use the product under any circumstances if the internal parts of
the product have been contaminated. It must be decommissioned.

There is a ventilation opening for the vacuum indica-
tor located below the face plate at the bottom of the
vacuum indicator. See the mark -,

A Keep the ventilation area clean and dry.

8.2. ASSOCIATED EQUIPMENT

The used associated equipment shall comply with EN ISO 10079-3 and EN

1789 as amended and with appropriate Instruction for use:

- Microbiological filter: Use a filter with the required connection.

< Suction hose: Use suction hoses with an inner diameter of 6mm.

« Collection container: Use the collection container with the required con-

nection.

- Safety container: Use safety containers with the required connection
A Before connecting any associated equipment or medical device to the

MediEject Il, always check that they are fully compatible with connection

features & performances of the product.

9. MAINTENANCE
9.1. LIFE TIME

Life time and waste management

Maximum life time of the product is 10 years.

At the end of the product’s life time (10 years maximum), the product must
be withdrawn from service. The provider of the device shall prevent the
reuse of the product and handle the product in compliance with “Directive
of European Parliament and Council 2008/98/EC on waste*“.
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In accordance to Article 33 of REACH GCE, s.r.o. as responsible manu-
facturer shall inform all customers if materials containing 0.1% or more of
substances included in the list of Substance of Very High Concern (SVHC).
The most commonly used brass alloys used for bodies and other brass
components contain 2-3% of lead (Pb), EC no. 231-468-6, CAS no. 7439-
92-1. The lead will not be released to the gas or surrounding environment
during normal use. After end of life the product shall be scrapped by an
authorized metal recycler to ensure efficient material handling with mini-
mal impact to environment and health.

To date we have no information that indicates that other materials con-
taining SVHC of concentrations exceeding 0.1% are included in any GCE
product.

Functional test

Check the function of the device before every use (chapter 6.2).

Serial number and date of production

Form of nine digit serial number stamped on the product is following:

YY MM XXXXX

YY: year of production

MM: month of production

XXXXX: sequence number

Example: serial number 090300521 shows the product produced in March
2009, with sequence number 521.

9.2. REPAIRS
The repairs shall be carried out by a GCE authorised person only.
Any product sent back to a GCE authorised person for repair shall be prop-
erly packaged. The purpose of the repair has to be clearly specified. A
short description of fault and any reference to a claim number might be
helpful.
Some repair activities concerning to the replacement of the damaged or
missing components can be carried out by the owner of the product. The
following parts can be replaced only:
. Labels "
« Silencer (E)
- Gauge protective glass (C)
1) Before stick Front label clean area under gauge from old glue and clean
groove if the product is equipped.

A Use only original GCE components.

A All labels on the equipment must be kept in good, legible condition by the
owner and the user during the entire product life time.

AGCE MediEject Il valve do not contain any other provider replaceable
parts.
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10. GLOSSARY

Consult instruction for
use

Suitable for Hospital
care use

Suitable for Emergency
care use

Caution

Keep away from heat and

. Serial number
flammable material

Keep away from oil and

grease Catalogue number

Humidity limit Batch code

Temperature limit Fragile, handle with care

~ede>H

Keep dry Manufacturer

Date of manufacture Outlet parameter

Use by date

iR Y

Inlet parameter

b PE<-EFEEY B

High vacuum/
high flow .
High flow

11. WARRANTY

The Standard Warranty period is two years from date of receipt by the GCE
Customer (or if this is not known 2 years from time of the product manufac-
ture shown on the product). The standard warranty is only valid for prod-
ucts handled according to Instruction for use (IFU) and general industry
good practice and standards.
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APPENDIX:
Nr. 1: Technical description and performance
Nr. 2: Quick coupling feature and connecting/disconnecting procedure

MANUFACTURER:

GCE, s.r.o. Tel: +420 569 661111
Zizkova 381 Fax: +420 569 661602

583 01 Chotebor  http://www.gcegroup.com
Czech Republic  © GCE, s.r.o. c € 2460
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CESKY
NAVOD K POUZITI: MEDIEJECT Il

1. UVOD

Zdravotnicka odsdvaci zafizeni GCE jsou zdravotnické prostredky

klasifikované jako tfida lla podle smérnice o prostfedcich zdravotnické
techniky 93/42/EHS. CSs
Shoda se zakladnimi pozadavky smérnice 93/42/EHS je na zékladé normy

EN ISO 10079-3 a EN 1789 v platném znéni.

2. UCEL POUZITI

MediEjectllje zdravotnicky prostfedek urceny k vytvareni neprerusovaného
vakua (podtlaku) s plynulou regulaci. Jedna se o ejektor, ktery pracuje na
principu Venturiho efektu. Pohdnéci plyn je stlaceny vzduch nebo kyslik.
Zapojuje se v systému se sestavou sbérné nddoby nebo vice nadob a fil-
trem propojenych pomoci sacich trubic.

Pouziti v systému mze byt nepfenosné nebo pfenosné uvniti zdravotnick-
ych zafizeni, a déle pro pouziti v sanitce.

Vyrobek neni uréen pro pouziti béhem hrudni drendze.

O vhodnosti pouziti pro danou proceduru rozhoduje zdravotnicky persondl
s odpovidajici kvalifikaci.

3. POZADAVKY NA PROVOZ, DOPRAVU A
SKLADOVANI

VYROBEK A S NiM SPOJENA ZARIZENi UDRZUJTE MIMO:

zdroje tepla (ohen, cigarety,...)

hoflavé materidly

olej nebo tuk
« vodu
- prach

Avyrobek, véetné pfislusenstvi, pouzivejte pouze v dobfe odvétravanych
prostorech.

A Vzdy dodrzujte normy tykajici se Cistoty pro kyslikova zafizeni.

AVYrobek, véetné pfislusenstvi, musi byt zajistén pred preklopenim,
prevrdcenim nebo padem.
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DOVACI A PREPRAVNI
PODMINKY

PROVOZNI PODMINKY

X oraoc X 20me0°c
10170 % 101100 %

950/1100 mbar

600/1200 mbar

Pfed prvnim pouzitim musi byt vyrobek ve svém origindlnim obalu. V
pfipadé stazeni z provozu (pro prepravu, skladovéni) doporucuje GCE
pouzit originalni obal (véetné vnitinich vypliiovych materidld).

Musi byt dodrzovany narodni zékony, vyhldsky a predpisy pro medicinalni
plyny, bezpecnost prace a ochranu zivotniho prostredi.

4. INSTRUKTAZ PRACOVNIKU

Dle medicindIni direktivy 93/42/EHS ma poskytovatel zafizeni povinnost
poskytnout véem uZzivatelim a osobam manipulujicim s vyrobkem ndvod k
pouziti & technickou dokumentaci pro dany produkt.

ANepouil’vejte produkt bez fddného sezndmeni s vyrobkem a jeho
bezpecného provozu, jak je definovdno v tomto navodu k pouziti.
Zajistéte, aby si uzivatel byl védom konkrétnich informaci a znalosti
pozadovanych pro pouzivany plyn.

5. POPIS VYROBKU A JEHO FUNKCI

Saci ejektory zahrnuji 3 zékladnf varianty:
« MediEject Il s rychlospojkovym néstavcem*
- MediEject Il T-desti¢ka

« s NIST pfipojenim

« s hadici a rychlospojkovym néstavcem*
- MediEject Il kolejnicova upinadla

« s NIST pfipojenim

« s hadicf a rychlospojkovym nastavcem*
* dle ndrodnich standardl
Hlavni ¢asti saciho ejektoru je rychlospojkovy nastavec (na strané zdroje
plynu) (A), tlacitkovy uzaviraci ventil a oto¢ny ovladac (B), indikdtor podit-
laku (C), hadicovy ndstavec (na strané pacienta) (D) a tlumic hluku (E).
A. Rychlospojkovy ndstavec (strana rozvodu plynu/ pfenosny zdroj plynu)
Vyrobek je pfipojovdn k rozvodu medicindiniho plynu nebo k pfenosnému
zdroji plynu pomoci kyslikového/vzduchového rychlospojkového néstavce.
Rychlospojkovy nastavec je namontovén pfimo na ejektor nebo na hadici u
systému pro pfipojeni na listu.
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Hadice muze byt pfipojena pomoci NIST pfipojeni a nemusi byt soucasti
doddvky, to zalezi na varianté.

Informace o zpUsobu pfipojeni/odpojeni najdete v Pfiloze ¢.2.

B. Integrovany ovlada¢

MediEject Il je vybaven integrovanym ovladacem s tlakem uzaviracim/
tahem oteviracim ventilem pro uzavieni zdroje plynu a zdroven umoznuje
otdcenim nastaveni hodnoty vakua.

Saci ejektor je zapnuty, kdyz je ovladac vytazeny nahoru a vypnuty, kdyz
je ovladac stlac¢en doll. Zeleny stitek indikuje, Ze je ovlada¢ zapnuty (ON).
Integrovany ovlada¢ umoznuje uzivateli nastavit stupen vakua na strané
pacienta v hodnotdch O az 80 kPa. Stupen vakua na strané pacienta se
zvysi oto¢enim ovladace proti sméru hodinovych ruci¢ek. Stupen vakua na
strané pacienta se snizi oto¢enim ovladace po sméru hodinovych rucicek.
C. Indikator podtlaku

MediEject Il je osazen indikatorem podtlaku (manometr) indikujicim hod-
notu podtlaku na strané pacienta pfi pritoku.

A Pokud je strana pacienta bez pritoku zUstdva hodnota vakua pfi otaceni

ovladace ve sméru hodinovych ruci¢ek na maximalni hodnoté. Viz popis
zpétné klapky.

D. Hadicovy nastavec (na strané pacienta)

Saci ejektor m& na strané pacienta hadicovy ndstavec umoziujici napojenf
saciho ejektoru s volitelnym zafizenim, jako saci hadici.

E. Tlumi¢ hluku

Tlumi¢ hluku je uréen ke snizeni hluku zafizeni pfi vytvadreni podtlaku.

F. Zpétna klapka

Zpétna klapka je umisténa v ejektoru pfed hadicovym ndstavcem. Jednd
se o bezpecnostni prvek, ktery brani proniknuti tlaku na stranu pacienta v
pfipadé poruchy (napfiklad pfi ucpani tlumice). Stejné tak zpétnd klapka
bréni poklesu vakua na hadicovém nastavci, pokud se otd¢enim ovladace
ve sméru hodinovych ruci¢ek zmens$uje podtlak bez priitoku. Tento pokles
tak neni zobrazen na indikdtoru vakua. Viz indikdtor podtlaku.

5.1. TECHNICKY POPIS

Pouzity plyn: O,, ARR*
Vstupni tlak: 400 - 500 kPa
Max. podtlak: 20-80 kPa 1) 2)3)
Max. spotieba tlaku pfi vstupnim .

tlaku 400 kPa: 25 V/min

Volny saci pratok pfi vstupnim .

tlaku 400 kPa: 25 limin 4
Hluk - uzaviené/oteviené sani: 35/45 dB

Hadicova pfipojka -

Vystupni pfipojent: vnitini prdmér 6 mm
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* Pouzity plyn viz Pfiloha ¢. 1
Parametry pro pfislusnou variantu jsou v Pfiloze ¢. 1.

Dle normy EN ISO 10079-3 se jednd o zafizeni s hlubokym podtlakem (pod
60kPa) s velkym volnym priitokem (201/min).

1) Referenéni podminky: 20°C; 1013hPa.

2) Dosazitelné vakuum zavisi na atmosférickém tlaku.

Kazdych 100m zvyseni nadmoriské vysky zpUlsobi snizeni dosazitelného
vakua o cca 1,4 kPa.

3) Celkova presnost Urovné vakua je + 8kPa.

4) Regulaéni rozsah volného saciho pritoku vzduchu je 10-251/min.

6. PROVOZ

6.1. PRIPOJENI A POUZITi VSTUPU
(NA STRANE PACIENTA)

MediEject Il se pouziva s volitelnym zafizenim uvedenym v kapitole 8.
A Instalace MediEject Il musi byt v souladu s normami EN ISO 10079-3 a EN
1789 v platném znéni. Zapojeni je na obrazku nize.

1. Saci ejektor

2. Filtr

3. Odsavaci hadicka
4.Sbérnd nadoba*

A MediEject Il se béhem odsdvani musi pouzivat s jednou nebo vice
sbérnymi nadobami, které musi obsahovat zafizeni ochrany proti
preteceni, které znemozni vniknuti tekutiny do saciho ejektoru.

AVzduch opoustéjici sbérnou naddobu musi pred vstupem do odsdvaciho
zafizeni projit mikrobiologickym filtrem.

A Pouzité volitelné zafizeni nebo zdravotnického prostredku k sacimu ejek-
toru musi byt pIné kompatibilni s charakteristikami a vykonovymi udaji
saciho ejektoru MediEject II.

* Na nékterych trzich je doporuceno pred ejektor pouzit bezpecnostni na-
dobku mezi zdroj podtlaku a sbérnou nadobu.
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6.2. PRED POUZITIM

Vizudlini kontrola pred pfipojovanim

Zkontrolujte zrakem, zda saci ejektor a s nim souvisejici zafizeni
(v¢etné Stitkd a znaceni) neni poskozen. Pokud zjistite vnéjsi poskozent,
odstrante vyrobek z provozu a oznacte jeho stav.

Zkontrolujte zrakem, zda saci ejektor a s nim souvisejici zafizeni nejsou
znecistény. V pripadé potreby provedte vycisténi podle postupu cisténi
popsaného nize.

Zkontrolujte, zda nebyla prekro¢ena Ihita pro servis nebo likvidaci, kterd
je vyznacena pomoci kédovaciho systému GCE nebo majitele. Pokud
byla Ihita pro servis nebo likvidaci pfekrocena, odstrarite vyrobek z pro-
vozu a vhodnym zpUsobem oznacte jeho stav.

Pfipojovani k rozvodu medicindlniho plynu — koncovym jednotkdam/
pfenosnym zdrojim tlaku

Informace o postupu pfipojovani/odpojovani viz. Pfiloha ¢. 2.

Saci ejektory vybavené drzakem pro pfipojeni na listu a hadici je nutné
pred pfipojenim rychlospojkového nastavce upnout saci ejektor k listé.
Funkéni zkouska pred pouzitim a zkouska tésnosti

Po pfipojeni ke koncové jednotce centralniho rozvodu plynu/
prfenosnému zdroji tlaku a pfipojeni volitelného zafizeni otocte ovladac
hodnoty podtlaku do maximalni polohy (proti sméru hodinovych rucicek).
Zapnéte saci ejektor vytazenim tlacitkového uzaviraciho ventilu.
Zkontrolujte, zda na vstupu ze strany pacienta je dostatecny podtlak
zakrytim vstupni pfipojky na strané pacienta vasim prstem.

Vypnéte saci ejektor zamacknutim tlacitkového uzaviraciho ventilu
a zkontrolujte, zda je hodnota podtlaku beze zmény na vasim prstem
uzaviené vstupni strané pacienta.

Nastavte ovlada¢ podtlaku na minimalni hodnotu jeho oto¢enim ve
smeéru pohybu hodinovych ruci¢ek.

A Pred pfipojovanim jakéhokoli volitelného zafizeni k vyrobku se ujistéte, ze
tlacitkovy uzaviraci ventil je v poloze zavieno a ze pacient neni pfipojen.

AV pfipadé zjisténi jakékoli netésnosti zkontrolujte zapojeni a opakujte
zkousku tésnosti.

A Pokud znovu zjistite netésnost, pouzijte nize popsany postup ,,Po pouziti“
a vratte ventil k provedeni servisu nebo opravy.

6.3. POUZITI

Zapnéte saci ejektor vytaZzenim integrovaného ovladace.

Zablokujte vstup ze strany pacienta prstem.

Nastavte podtlak na hodnotu potfebnou pro terapii otd¢enim ovladace
proti sméru hodinovych ruci¢ek a kontrolou hodnoty na ukazateli podt-
laku (manometru).

Sacfi ejektor je pfipraven k pouziti.
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Pokud je velikost vakua zmen$ena bez pratoku, ukazatel hodnoty podt-
laku ziistdva na maximu. Viz popis zpétné klapky.

6.4. PO POUZITI
« Pfed odpojovdnim saciho ejektoru z koncové jednotky rozvodu plynu/
prfenosného zdroje plynu:
< vypnéte saci ejektor zamacknutim integrovaného ovladace a
nastavte stejnym ovladac¢em hodnotu podtlaku do minimaini polo
hy jeho otocenim ve sméru hodinovych rucicek.
- odstrante pfipojeni odsavaci hadicky ze strany pacienta.
A Postupujte v souladu s ndvodem pro volitelné zafizeni. Napf. Pfi
preplnéném sbérném sacku dochazi pfi ndhlém preruseni zdroje podt-
laku k vystiiknuti odsatych kapalin na/do pacienta.

7. PRISLUSENSTVI

Nenfi dostupny.

8. CISTENI
8.1. SACI EJEKTOR

A MediEject Il musi byt z vnéjsku ¢istén a dezinfikovdn po kazdém pacien-
tovi.
Pokud je zde riziko, Zze saci ejektor bude vystaven kontaminaci, musi byt
pouzito ndsledujici postup cistént:
Odstrante necistoty mékkym hadrem namoc¢enym v mydlové vodé bez ole-
je a oplachnéte Cistou vodou. Dezinfekce mUize byt provedena pfipravkem
na bazi alkoholu (navihéenym ubrouskem).
Pokud je pouzity jiny Cistici prostfedek, zkontrolujte, Ze neni abrazivni a
je kompatibilni s materidly vyrobku (véetné stitk() a plynu (vhodny Ccistici
prostiedek — napt. Meliseptol).

A Nepouzivejte Cistici roztoky obsahujici ¢pavek!

A Neponofujte vyrobek do zadné kapaliny.

/l\' Nevystavujte vyrobek vysoké teploté (napf. v autoklavu).

A

A Cistéte v pozici podle obrazku v této kapitole. Neobracejte dnem nahoru.

Cistéte ihned po pouziti.

AK aplikaci cisticiho prostfedku nepouzivejte sprej, protoze sprej mlze
proniknout do vnitfnich &asti produktu a zplsobit kontaminaci nebo
poskozeni.

A Nepouzivejte tlakovou vodu, protoze by mohla poskodit nebo kontami-
novat vyrobek.
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Nepouzivejte produkt za zaddnych okolnosti, pokud vnitini ¢asti produktu
byly kontaminovany. Musi byt vyfazeno z provozu.

Pod celnim Stitkem ze spodni strany k indikatoru
podtklaku je ventila¢ni oblast pro indikator podtklaku.
Viz znacka -,

A Udrzujte ventila¢ni oblast ¢istou a suchou.

8.2. VOLITELNE ZARIZENI
Pouzité volitelné zafizeni musi byt v souladu se normami EN ISO 10079-3
aEN
1789 v platném znénf:
- Mikrobiologicky filtr: Pouzivejte filtr s pozadovanou pfipojkou.
. Odsdvaci hadice: Pouzivejte odsdvaci hadice s vnitfnim priimérem 6mm.
- Sbérnd nddoba: PouZijte shérné nddoby s poZzadovanou pfipojkou.
« Bezpecnostni nddoba: Pouzijte bezpecnostni nddoby s pozadovanou
pripojkou.

A Pied pfipojenim jakéhokoli volitelného zafizeni nebo zdravotnického
zafizeni k MediEject I, vidy zkontrolujte, zda jsou plné kompatibilni s
pfipojenim vlastnosti a vykony produktu.

9. UDRZBA
91. ZIVOTNOST

Zivotnost a nakladani s odpadem

Maximalni zivotnost vyrobku je 10 let. Na konci Zivotnosti vyrobku musi byt
vyrobek stazen z provozu. Poskytovatel vyrobku ma povinnost zabranit
dalSimu pouzivani a manipulovat s produktem v souladu s Direktivou
Evropského Parlamentu a Rady 2008/98/ES o odpadu.

V souladu s ¢ldnkem 33 nafizeni REACH se spole¢nost GCE, s.r.o. jako
odpovédny vyrobce zavazuje informovat vSechny zékazniky, pokud ma-
teridly obsahuji 0,1 % nebo vice latek uvedenych na seznamu latek vzbuzu-
jicich velmi velké obavy (SVHC).

Nej¢asteji pouzivané mosazné slitiny pouzivané pro téla a dals$i mosazné
komponenty obsahuji 2 - 3 % olova (Pb), C. ES 231-468-6, C. CAS 7439-
92-1. Pfi normalnim pouzivani se olovo neuvolni do plynu ani do okolniho
prostiedi. Po skonceni zivotnosti musi byt vyrobek zlikvidovdn autorizo-
vanou firmou pro recyklaci kov(, aby byla zajisténa Gcinna likvidace ma-
teridlu s minimalnim dopadem na zivotni prostredi a zdravi.
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K dnesnimu dni neméme zadné informace, které by naznacovaly, ze v
jakémkoli produktu GCE jsou zahrnuty dalsi materidly obsahujici koncen-
trace SVHC nad 0,1 %.

Funkéni test

Zkontrolujte funkci zafizeni pred kazdym pouzitim (kapitola 6.2).

Sériové cislo a vyrobni ¢islo

Formou devitimistného sériového ¢Cisla vyrazeného na produktu
nasledovné:

RRMMXXXXX

RR: rok vyroby

MM: mésic vyroby

XXXXX: ¢islo dévky

Priklad: sériové cislo 090300521 indikuje produkt vyrobeny v bfeznu
2009, pod ¢islem davky 521.

9.2. OPRAVY

Opravy mohou provadét pouze osoby autorizované GCE.
Kazdy vyrobek poslany na opravu GCE autorizované osobé musi byt fadné
zabalen. Dlivod opravy musi byt jasné specifikovan. Kratky popis vady a
jakykoli odkaz na ¢islo reklamace bude ndpomocny.
Nékteré opravy tykajici se vymény poskozenych nebo chybéjicich
komponentl mohou byt provedeny majitelem vyrobku. Mohou byt
vymeénény pouze nasledujici soucasti:
. Stitky ¥
« Tlumi¢ hluku (E)
« Ochranné sklicko manometru (C)
1) Pfed lepenim Celniho stitku vycistéte prostor pod indikdtorem podtklaku
od starého lepidla a vycistéte drdzku, pokud je jim vyrobek vybaven.

A Pouzivejte pouze origindlni dily GCE.

A V3echny Stitky na zafizeni musi majitel a uzivatel po celou dobu Zivotnosti
vyrobku uchovévat v dobrém a citelném stavu.

A MediEject Il neobsahuje zadné dalsi dily, které by mohl vyménovat jeho

majitel.
10. VYSVETLIVKY
[]3] Ctéte navod k pouziti m Vhodne‘p,ro pouzitiv
nemocnicich

; Vhodné pro pouziti v
A Pozor (vystraha) ﬂ sanitnich vozech
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Udrzujte mimo zdroje
pozaru a horlavé
materidly

Vyrobni ¢islo

Urzujte mimo olej a
mastnotu

& [

Katalogové ¢islo

-
[¢]
-

Omezeni vihkosti

Cislo davky cs

Omezeni teploty

~af @

Kfehké, opatrné zachdzet

Udrzujte v suchu!

Vyrobce

Vystupni parametr

Pouzit do data

@ Datum vyroby

h P E -

wnvacm7]| VySoké vakuum/
Vysoky pratok

Vstupni parametr

11. ZARUKA

Bézna zaruc¢ni doba na vyrobek je dva roky od data doruceni vyrobku
zdkaznikiim GCE (pokud neni datum doruéeni znamo, pocitd se zaruéni
doba od data uvedeného na vyrobku). BéZna zdruka je platnd pouze na
vyrobky, které jsou pouzivdny dle ndvodu k pouziti, predepsanych norem

a spravné technické praxe.

APPENDIX (PRILOHA):
€. 1: Technicky popis a provedeni
C. 2: Zdravotnické rychlospojky a nastavce
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