Instructions for Use

Sterile Container Systems
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With the purchase of this sterilisation container you have chosen a high quality product. The correct handling and use are de-

scribed in the following.

In order to keep risks and unnecessary burdening as low as possible for the patient, the user and third parties, we request that you
carefully look through these instructions for use and keep them for further reference.

1 Field of application

The ORTHO SELECT Sterilization Container System is a
sterile packaging system for medical instruments and textiles
that utilizes an established filter technology. It is a reusable
device and features an assortment of sizes and configurations
that provide an effective packaging method for sterilization,
storage and transportation of surgical instrument by
healthcare providers. This container system is intended for
use in pre-vacuum Steam Sterilizers.

It is intended to allow sterilisation of the enclosed device and
also maintain sterility of the enclosed device until used.

All Containers are available with perforated and non-
perforated bottom and perforated lids. The Full-size, ¥%-size
and Ys-size containers are available with safety lid.

All containers use suitable disposable paper filters, which
must be replaced before each sterilisation.

1.1 Recommended sterilisation method
The ORTHO SELECT Container System was validated with
the following sterilisation parameters. Each facility may need
to run internal testing to determine if adjustments are neces-
sary for their facility.

method: three times pre-vacuum steam sterilization

temperature: 132 °C (270 °F)

holding time: 4 minutes

Drying time: 10 minutes

loading: standard surgical instruments (scissors,
clamps, forceps) and textiles

The validation considered the following Containers of the
ORTHO SELECT Container System:

- Full-size container,

- ¥-size container,

- V-size container,

- Dental container,

- Mini container.

Attention:

An application of gas sterilization is not suitable because it is
carried out with formaldehyde or ethyleneoxid.

The containers are not made for it.

2 Handling

2.1 General

The ORTHO SELECT container is made of aluminum alloy
with an anodised oxide surface which prevents corrosion.
Abrasive cleaners, metal brushes or abrasive cleaning pads
can cause permanent damage to the container surface and
therefore must not be used. Warranty exclusions will be the
result in case these instructions are not followed.

The product and accessories must be used only by qualified
or trained and experienced personnel, in order to prevent
damage to the containers, closing devices, seals and sterile
filters.

The sterilisation containers are also available with coloured
lids. Allocation to various medical disciplines and specialist
departments can thus be simplified using different colours.
Coloured identification tags provide information about the
content and location for their use.

The closing device can be provided with a security seal, which
has to be broken when opening. Only an intact security seal
ensures that the sterilisation container has not been opened
without permission.

When using the double lid system, it is possible to disassem-
ble the two lids and clean them separately. For that purpose
the combined lid needs to get dismounted from the bottom.
The locking mechanism that connects the inner and outer lid
is to be found on the inside of the lower lid. It needs to get
pushed to separate the two lids from each other.

2.2 Preparation before cleaning

1. separate lid and bottom

2. Remove the devices from the inside of the container
(baskets, instruments,...)

3. take off the filter holders inside the lid and, if existent,
in the bottom (in case of perforated bottom contain-
ers)

4. throw away the disposabile filter(s)

5. remove disposable locks and indicators

Note: all paper-filters are for single use only and should be
thrown away after each processing-cycle

2.3 First use

e The new container needs proper cleaning before first
use.

e The container has come to terms with a validated, auto-
mated cleaning and disinfecting program.

e In the machine to use there should be a neutral detergent
(PH 7).

e  After processing in the cleaning and disinfection equip-
ment, we recommend the sterilization of the container in
121°C our 134°C

e We also recommend the maintenance of all moving parts
on the container with instrument oil.

e  After cleaning, a new filter must be inserted (see 2.6 filter
change)

2.4 Cleaning and disinfection

Note: Improper cleaning and desinfection can lead to corro-

sion and stress cracks. Therefore follow the specifications the

cleaning and disinfecting agent's manufacturer recommends.

Detergents must be alkaline-, sodium- and carbonate-free, of

neutral pH (7) and mild. Only fully deionised water (quality

according to EN 285 Annex B) is recommended for repro-

cessing the product.

. Before every use, the container has to be cleaned and
disinfected.

. Removal containers have to be cleaned and disinfected
each time after use.
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2.4.1 Manual cleaning

e Mild detergents or neutral cleansers that are specially
recommended for anodised aluminium by the manufac-
turer are to be used in combination with a soft sponge
and water..

e  After cleaning, careful rinsing and manual drying is nec-
essary.

e Do not use metal brushes or scouring agents.

2.4.2 Mechanical cleaning

e  Mechanical cleaning of the containers is only recom-
mended if the washer/desinfector has a special pro-
gramme for aluminum containers. When mechanically
cleaning the containers, it is absolutely essential to ob-
serve the specifications of the washer/desinfector manu-
facturers and their instructions for the cleaning of con-
tainers.

e  Only use neutral cleaners or neutral cleaners and disin-
fectants for cleaning. Do not use any cleaning solutions
containing soda or caustic soda

. No additional use of acidic neutralizers
Use neutral cleaners only with aluminium containers,
which have been expressly approved by the manufactur-
er for the cleaning of aluminium containers. The exact
dose of the cleaner is to be used as specified by the
manufacturing company. With an optimisation of the pro-
gram these products are also suitable for cleaning surgi-
cal instruments

e  Fully demineralised water has to be used for final rinsing,
as the salts in the water during the subsequent sterilisa-
tion can also lead to spotting

e  The container lid and bottom need to be cleaned sepa-
rated from each other.

e  The container bottom needs to be placed upside down in
the washer/desinfector to avoid the collection of water.

e The inside of the container lid should face the machine-
bottom with the latching mechanism folded into the inner
part of the lid.

. All component parts of the container (bottom, lid, filter-
holders...) should be disassembled and placed in the
washer/desinfector baskets that are specially designed
for containers and accessories.

e  After the washing/desinfection program is finished, the
container and accessories need to be dried with a soft
dry cloth or by air.

e Contaminations that cannot be removed in a normal
cleaning cycle independent of the process (sticky labels,
indicator strips, writing), can be removed with anodic
cleaners. After this special treatment, the containers
should be cleaned as usual

2.5 Testing

The sterilisation containers have to be checked every time
before use to ensure their correct functionality.

If any damage of closing device, seals, filter holders, filters or
any bent and dented parts occur, these container parts need
to be taken out of circulation and must be returned for repair.
Do not use any damaged sterilisation containers.

2.6 Filter change

After placing the filters over the perforated areas on the inside
of the lid and (if applicable) on the bottom of the container, the
filter holders have to be pressed into place until they snap into

position. ORTHO SELECT lids should only be assembled with

ORTHO SELECT filter holders.

e The disposable paper filters have to be exchanged before
every new sterilisation cycle.

e Only ORTHO SELECT filters can ensure suitability and
exactness of fit.

e  Guarantee can only be accepted when original ORTHO
SELECT filters have been used

WARNING!

Only original ORTHO SELECT component parts such as lids,
bottoms, filters, seals and filter holders should be combined
with each other so that the container sealing and function as a
germ barrier is not compromised. All filters or seals made by
other manufacturers must be approved by ORTHO SELECT
before used with the ORTHO SELECT container-system.
Otherwise warranty exclusion will be the result.

3 Loading

The overall weight for loading containers should not exceed
the following recommended loads, as otherwise satisfactory
sterilisation of sterile materials cannot be ensured.

Maximum Recommended
Load in kg
Model Dimension Instruments Textiles
580x280x100 | 3,8 3
11 (Full-) | 580x280x135 | 5,2 4.1
Size 580x280x150 |5,8 4.6
Container 580x280x200 |7,7 6,1
580x280x260 |10 8
3, Size 465x280x100 | 3,1 2,5
Container 465x280x135 | 4,2 3,3
465x280x150 | 4,6 3,7
285x280x100 | 1,9 1,5
v Size 285x280x135 |2,6 2
Container 285x280x150 |2,8 2,2
285x280x200 |3,8 3
285x280x260 |4,9 3,9
Mini 300x140x40 0,4 0,3
Container 300x140x70 0,7 0,5
300x140x100 |1 0,8
e [S100%0d0_oF——Jos
. X X , ,
Container 310x190x130 | 1,8 1,4

When loading with textiles, pay attention that the folded textile
or laundry articles are positioned vertically. In the case of a full
container, it should be possible to push an outstretched hand
between the pieces of laundry without effort

PRECAUTION!

The sterilisation of various container loads and packaging
configurations has to be validated by the responsible special-
ist hygiene personnel according to ISO 11134.

Complex instruments like Endoscopes, instruments with a
lumen, compressed air-driven instruments or power systems
and instruments with cannulae are to be prepared according
to the manufacturers’ instructions for sterilisation and to be
sterilised accordingly.
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Small baskets, trays, other types of accessories, especially
with cover or lids, should only be used with the sterilisation
container, if the sterilisation container has been specifically
designed and tested for that purpose.

Please see details about ORTHO SELECT frames, baskets,
and metal sterilising trays in our product catalogue.

Always attach the lid to the bottom via the latching mechanism
before placing the container in the steriliser. Otherwise the
content of the container will become unsterile as soon as the
steriliser door will be open.

WARNING!

When using non-absorbent tray liners (e.g., plastic/silicone-
fingered organising mats) for the containers this can cause
condensate to pool. Instead of this use moisture absorbing
mats if necessary.

4 Placement in the steriliser

The sterilisation containers are constructed so that they can
be used in any conventional large steam steriliser.

Pay attention that heavy containers are placed at the bottom
of the sterilisation chamber.

Thanks to the way they are constructed, the sterilisation con-
tainers can be stacked safely and without a problem on top of
one another during sterilisation without slipping out of place.
Only stack containers in hight-vacuum cycles and do not stack
them higher than 16-18” to allow an effective air removal and
steam penetration. The loading instructions of the steriliser
manufacturer should be observed.

PRECAUTION!

Never wrap the container in any kind of outer packaging. Nev-
er cover the perforated area of the container with any kind of
foil packaging or similar during sterilisation, because this will
block the air and steam flow through the perforation. The re-
sult will be a vacuum damage due to insufficient pressure
venting and the container content will not be sterilised.

During loading and unloading of the steriliser and during
transport, the sterile container must always be carried by the
handles and never by the lid.

5 Processing

. Follow the time and temperature recommendations of the
steriliser manufacturer for every chosen sterilisation cy-
cle.

o  After sterilisation leave sterilizer door open at 6” for ap-
proximately 15 minutes to aid drying (see recommenda-
tion of steriliser manufacturer)

. To minimize condensate inside the container, leave con-
tainer on container carts until cool enough to handle.

e Always check if the sterilisation has been successful by
observing indicators and the container latch (must be
closed)

6 Storage

Sterile material maintains its sterility from several weeks
to up to 6 months under normal aseptic conditions, in
unopened sterilisation containers and with undamaged
sterile filters. Usually the storage period depends on the

storage conditions and must be defined by the responsi-
ble specialist hygiene personnel.

In the case of particularly high demands on sterility, for
example, shorter storage times or additional packaging
should be used.

Recommended storage conditions:

e Temperature 15-26°C

e Air humidity 30 — 50%

e Air pressure, normal atmospheric pressure

Various container loads, storage periods and storage
conditions have to be validated by the responsible spe-
cialist hygiene personnel.

The ORTHO SELECT sterilisation containers were test-
ed for a storage period of 3 month by spraying Bacillus
subtilis — Spore suspension in an unventilated room.

We therefore recommend a storage period of 6 weeks in
open racks and 3 month when stored under protected
conditions (e.g. in closed cabinets).

7 Maintenance / Repair

e  The useful life of undamaged cover seals is at least 500
sterilisation cycles. Afterwards the cover seals have to be
checked and when necessary to be replaced.

e Cover seals have to be exchanged if they show signs of
damage.

e  Cover seals should not be treated with spray, oil or sol-
vents. For cleaning and maintenance simply wipe off oc-
casionally with a damp cloth.

e If any damage on the container or its parts is noticed the
container needs to be taken out of circulation immediate-
ly and returned for repair.

e Qualified persons only may carry out maintenance and
repair of sterilisation containers. Do not attempt to carry
out repairs on the cover seals or closing devices yourself,
in order not to jeopardise the safe function of the con-
tainer.

e  Sterilisation containers can be sent to ORTHO SELECT
or one of the authorised repair services for maintenance

and repairs.
e Replacement parts can be obtained from
ORTHO SELECT:
- Paper filter holders OS 809.000
- Lid cover seals OS 900.000

- Disposable paper filters (100’s) for OS 800.000
1/1 containers, 3/4 containers, 1/2
containers and flat containers

- Disposable paper filters (100’s) for OS 802.000
mini-containers

- Disposable paper filters (100’s) for OS 804.000
dental containers

- Identification labels OS 820.010
to
OS 820.060
- Plastic Security seal (100’s) OS 819.000

8 Materials

Sterilisation containers are made of anodised aluminium
alloy and their accessories of surgical stainless steel.

www.ortho-select.de
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9 Container design and applied standards

The following international and German standards were taken
into consideration in order to ensure the safety of sterilisation
containers in manufacturing and handling:

EN 868-2 Packaging materials and systems for medi-
cal devices which are be sterilized - Part 2:
Sterilization wrap; requirements and test
methods

EN 868-8 Packaging materials and systems for medi-
cal devices which are to be sterilized -
Part 8: Re-usable sterilization containers for
steam sterilizers conforming to EN 285;
requirements and test methods

ISO 11607-1 Packaging for terminally sterilized medical
devices - Part 1: Requirements for materi-
als, sterile barrier systems and packaging
systems

DIN 58952-2 Sterilization; packing materials for sterilizing
goods, sterilizing baskets made of metal

DIN 58952-3 Sterilization; packing materials for sterilizing
goods, instrument trays made of metal

DIN 58953-9 Sterilization - Sterile supply - Part 9: Han-
dling of sterilization container

ISO 14937 Sterilization of health care products - Gen-
eral criteria for characterization of a steriliz-
ing agent and the development, validation
and routine control of a sterilization process
for medical devices

ISO 11134 Sterilization of health care products; re-
quirements for validation and routine control;
industrial moist heat sterilization

ISO 17665 Sterilization of health care products - Moist
heat - Part 1: Requirements for the

development, validation and routine control
of a sterilization process for medical devices

In order to ensure sterile safety, tests were carried out by an
independent and accredited test laboratory. The purpose of
these trials was to validate a sterilisation process for the reus-
able ORTHO SELECT sterilisation container with steam.

On the basis of the results, we therefore recommend the steri-
lisation process from page 1 of this instruction.

10 Warranty

These sterilisation containers have been manufactured from
high quality materials and have been subjected to quality
control checks before release to the market. Nevertheless,
revert to the above-mentioned address in case any errors
should arise.

The warranty shall lapse if companies who are not authorised
for repairs by ORTHO SELECT carry out repairs.

THE ORTHO SELECT COMPANY ACCEPTS NO LIA-
BILITY IN DEMONSTRABLE CASES OF VIOLATION
OF THIS CUSTOMER INFORMATION.
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Isigije §j sterilizavimo indg pasirinkote aukstos kokybés gaminj. Teisingas tvarkymas ir naudojimas aprasyti toliau.

Siekdami, kad rizika ir nereikalinga nasta pacientui, vartotojui ir treCiosioms 3alims baty kuo mazesné, praSome atidziai perskaityti

Sias naudojimo instrukcijas ir iSsaugoti jas tolimesniam naudojimui.

1 Taikymo sritis

ORTHO SELECT sterilizavimo konteineriy sistema yra sterili medicininiy
instrumenty ir tekstilés gaminiy pakavimo sistema, kurioje naudojama
nusistovéjusi filtravimo technologija. Tai daugkartinio naudojimo
prietaisas, pasiZzymintis jvairiy dydziy ir konfiglracijy asortimentu, kuris
suteikia veiksmingg pakavimo bada, kuriuo sveikatos prieZitros
paslaugy teikéjai gali sterilizuoti, laikyti ir transportuoti chirurginius
instrumentus. Si talpykly sistema skirta naudoti prievakuuminiuose
garo sterilizatoriuose.

Jis skirtas sterilizuoti uzdarg prietaisg ir taip pat islaikyti uzdaro
prietaiso sterilumg iki naudojimo.

Visi konteineriai yra su perforuotu ir neperforuotu dugnu bei
perforuotais dangciais. Viso dydZio, 3 dydzio ir % dydZio
konteinerius galima jsigyti su apsauginiu dangteliu.

Visuose konteineriuose naudojami tinkami vienkartiniai popieriniai filtrai,
kuriuos reikia pakeisti prie$ kiekvieng sterilizacija.

1.1 Rekomenduojamas sterilizavimo bdadas

ORTHO SELECT konteineriy sistema buvo patvirtinta pagal
Siuos sterilizavimo parametrus. Kiekvienai jmonei gali tekti
atlikti vidinj bandyma, kad baty nustatyta, ar reikia koreguoti jy

jrenginj.
metodas: tris kartus iSankstinis vakuuminis sterilizavimas
temperatura:  garais 132 °C (270 °F)
laikymo laikas: 4 minutes
Dzitvimo laikas: 10 minuciy

standartiniai chirurginiai instrumentai (Zirklés,
spaustukai, Znyplés) ir tekstilé

pakrovimas:

Tikrinant buvo atsizvelgta j Siuos ORTHO SELECT konteineriy
sistemos konteinerius:

- Viso dydZio konteineris,

- % dydZio konteineris,

- % dydzio konteineris,

- Danty konteineris,

- Mini konteineris.

Démesio:

Sterilizavimas dujomis netinka, nes jis atliekamas formaldehidu
arba etileno oksidu.

Talpyklos néra tam skirtos.

2 Tvarkymas

2.1 Bendra

ORTHO SELECT konteineris pagamintas is aliuminio lydinio su
anoduoto oksido pavirSiumi, kuris apsaugo nuo korozijos.
Abrazyviniai valikliai, metaliniai Sepeciai arba abrazyvines
valymo pagalvélés gali negrjztamai pazeisti talpyklos pavirSiy,
todél jy naudoti negalima. Jei nesilaikysite Siy nurodymuy,
garantijos bus iSimtos.

Gaminj ir priedus turi naudoti tik kvalifikuotas arba apmokytas
ir patyres personalas, kad nebdty pazeisti konteineriai,
uzdarymo jtaisai, sandarikliai ir sterilQs filtrai.

Sterilizavimo konteinerius taip pat galima jsigyti su spalvotais
dangteliais. Taigi paskirstymas jvairioms medicinos sritims ir
specializuotiems skyriams gali bati supaprastintas naudojant
skirtingas spalvas. Spalvotos identifikavimo Zymos suteikia
informacija apie turinj ir jy naudojimo vieta.

UZdarymo jtaisas gali bati aprapintas apsaugine plomba, kurig
atidarant reikia nulauZzti. Tik nepaZeista apsauginé plomba
uztikrina, kad sterilizavimo indas nebuvo atidarytas be leidimo.

Naudojant dvigubo dangtelio sistemg, galima iSardyti du
dangdius ir juos iSvalyti atskirai. Tuo tikslu kombinuotajj dangtj
reikia nuimti iS apacios. UZrakinimo mechanizmas, jungiantis
vidinj ir iSorinj dangtj, yra apatinio dangcio vidinéje puséje. Jj
reikia stumti, kad du dangteliai bty atskirti vienas nuo kito.

2.2 Paruosimas pries valymg
1. atskirkite dangtj ir dugng
2. ISimkite prietaisus i$ konteinerio vidaus (krep3elius,
instrumentus ir t. t.)
3. nuimkite filtry laikiklius dangtelio viduje ir, jei yra,
apacioje (jeigu talpyklos dugnas perforuotas)

4. iSmeskite vienkartinj filtrg (-us)

5. nuimkite vienkartines spynas ir indikatorius
Pastaba: visi popieriniai filtrai yra skirti tik vienkartiniam naudojimui ir turi
bati iSmesti po kiekvieno apdorojimo ciklo

2.3 Pirmasis naudojimas

- PrieS pirma kartg naudojant naujg talpykla reikia tinkamai iSvalyti.

- Talpykla susitaiké su patvirtinta, automatizuota valymo ir
dezinfekavimo programa.
- Naudojamame aparate turi bati neutralios ploviklio (pH 7).

- Po apdorojimo valymo ir dezinfekcijos jrangoje,
rekomenduojame sterilizuoti konteinerj 121°C arba 134°C
temperataroje.

- Taip pat rekomenduojame prizidreéti visas judancias indo
dalis su instrumenty alyva.

- Po valymo reikia jdeti nauja filtrg (Zr. 2.6 filtro keitimas)

2.4 Valymas ir dezinfekavimas

Pastaba: Netinkamas valymas ir dezinfekcija gali sukelti
korozijg ir jtrakimus. Todél laikykites valymo ir dezinfekavimo
priemoniy gamintojo rekomenduojamy specifikacijy. Plovikliai
turi bati be Sarminiy, natrio ir karbonaty, neutralaus pH (7) ir
Svelnas. Produkto perdirbimui rekomenduojamas tik visiSkai
dejonizuotas vanduo (kokybe pagal EN 285 B priedg).

- Pries$ kiekvieng naudojimga konteineris turi bati iSvalytas ir
dezinfekuotas.

- ISémimo konteineriai turi bati valomi ir dezinfekuojami kiekvieng
karta po naudojimo.
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2.4.1 Rankinis valymas

- Svelnius ploviklius arba neutralius valiklius, kuriuos
gamintojas specialiai rekomenduoja anoduotam
aliuminiui, reikia naudoti kartu su minkSta kempine ir
vandeniu.

- Po valymo batina kruopsciai nuplauti ir rankiniu badu
iSdziovinti.

- Nenaudokite metaliniy Sepeciy ar Sveitimo priemoniy.

2.4.2 Mechaninis valymas

- Mechaninis indy valymas rekomenduojamas tik tuo
atveju, jei plovyklé/dezinfekavimo priemoné turi specialig
programa aliuminio indams. Mechaniskai valant talpyklas
batina laikytis plovimo/dezinfekavimo priemoniy
gamintojy specifikacijy ir jy instrukcijy del indy valymo.

- Valymui naudokite tik neutralius valiklius arba neutralius valiklius ir
dezinfekavimo priemones. Nenaudokite valymo tirpaly, kuriy sudétyje
yra sodos ar kaustinés sodos

- Papildomai nenaudojami ragstiniai neutralizatoriai

- Neutralius valiklius naudokite tik su aliuminio indeliais,
kuriuos gamintojas aiskiai patvirtino aliuminio indy
valymui. Tiksli valiklio dozé turi bati naudojama taip, kaip
nurodé gamybos jmoné. Optimizavus programga, Sie
gaminiai tinka ir chirurginiams instrumentams valyti

- Paskutiniam skalavimui turi bati naudojamas visiSkai demineralizuotas
vanduo, nes vélesnés sterilizacijos metu vandenyje esancios druskos taip
pat gali sukelti démiy atsiradima.

- Talpyklos dangtj ir dugng reikia valyti atskirai vienas nuo
kito.

- Talpyklos dugnas turi bati dedamas aukStyn kojomis j
plovimo/dezinfekavimo jrenginj, kad nesusikaupty

- vanduo. Talpyklos dangcio vidus turi bati nukreiptas j
masinos dugng, o fiksavimo mechanizmas sulankstytas |
vidine dangcio dalj.

- Visos sudedamosios talpyklos dalys (dugnas, dangtis,
filtry laikikliai ir kt.) turi bati iSmontuoti ir sudeti j plovimo/
dezinfekavimo aparato krepselius, kurie yra specialiai
sukurti konteineriams ir priedams.

- Pasibaigus plovimo/dezinfekavimo programai, konteinerj
ir priedus reikia nusausinti minksta sausa Sluoste arba
oru.

- UZterStumas, kurio negalima paS3alinti atliekant jprasta
valymo ciklg, nepriklausomai nuo proceso (lipnios
etiketés, indikatoriaus juostelés, rastas), galima pasalinti
anodiniais valikliais. Po Sio specialaus apdorojimo
konteinerius reikia iSvalyti kaip jprasta

2.5 Testavimas

Sterilizacijos konteinerius reikia patikrinti kiekvieng kartg prie$
naudojant, kad baty uZtikrintas tinkamas jy veikimas.

Jei pazeidziamas uzdarymo jtaisas, sandarikliai, filtry laikikliai,
filtrai arba bet kurios sulenktos ir jlenktos dalys, Sias
konteinerio dalis reikia iSimti iS apyvartos ir grazinti taisyti.
Nenaudokite paZeisty sterilizavimo indy.

2.6 Filtro keitimas

Uzdéjus filtrus ant perforuoty viety dangcio vidinéje puséje ir
(jei taikoma) ant talpyklos dugno, filtry laikiklius reikia spausti j
vietg, kol jie uzsifiksuos.

padétis. ORTHO SELECT dangteliai turéty bati montuojami tik su

ORTHO SELECT filtry laikikliais.

- Vienkartinius popierinius filtrus reikia pakeisti prie$ kiekvieng
nauja sterilizavimo cikla.

- Tik ORTHO SELECT filtrai gali uztikrinti tinkamumag ir
tiksluma.

- Garantija gali bati suteikta tik tada, kai buvo naudojami
originalds ORTHO SELECT filtrai

ISPEJIMAS!
Tik originalios ORTHO SELECT sudedamosios dalys, pvz.,

dangteliai, dugnai, filtrai, sandarikliai ir filtry laikikliai, turety
bati derinami tarpusavyje, kad nebuty pazeistas talpyklos
sandarumas ir apsauga nuo bakterijy. Visi kity gamintojy filtrai
ar sandarikliai turi bati patvirtinti ORTHO SELECT pries
naudojant su ORTHO SELECT konteineriy sistema. PrieSingu
atveju garantija bus panaikinta.

3 Pakrovimas

Bendras talpykly pakrovimo svoris neturi virSyti toliau
nurodyty rekomenduojamy jkrovy, nes kitu atveju negalima
uztikrinti tinkamos steriliy medZziagy sterilizacijos.

Maksimalus Rekomenduojamas
Pakrovimas kg
Modelis Matmenys Instrumentai Tekstilé
580x280x100 3,8 3
11 (Visa-) | 580x280x135 52 4,1
Dydis 580x280x150 58 4,6
Konteineris 580x280x200 7,7 6,1
580x280x260 10 8
% Dydis 465x280x100 3.1 2,5
Konteineris 465x280x135 4,2 3,3
465x280x150 4,6 3,7
285x280x100 1,9 1,5
1% dydis 285x280x135 2,6 2
Konteineris 285x280x150 2,8 2,2
285x280x200 3,8 3
285x280x260 4,9 3,9
Mini 300x140x40 04 0,3
Konteineris 300x140x70 0,7 0,5
300x140x100 1 0,8
Danty 310x190x40 0,6 0,5
Konteineris 310x190x65 0,9 0,7
310x190x130 1,8 1,4

Kraunant tekstilés gaminius, atkreipkite démesj, kad
sulankstyti tekstilés gaminiai arba skalbiniai baty vertikaliai. Jei
konteineris pilnas, tarp skalbiniy turety bati jmanoma be
pastangy jstumti iStiesta ranka

ATSARGUMO PRIEMONES!

Ivairiy konteineriy kroviniy ir pakuociy konfigaracijy
sterilizavima turi patvirtinti atsakingas specialistas higienos
personalas pagal ISO 11134,

Sudétingi instrumentai, tokie kaip endoskopai, instrumentai su
spindZiu, suslégtu oru varomi instrumentai arba maitinimo
sistemos ir instrumentai su kaniuliais, turi bati paruosti pagal
gamintojo sterilizavimo instrukcijas ir atitinkamai sterilizuoti.
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Mazi krepSeliai, padéklai, kiti priedai, ypac su dangteliu ar
dangteliais, turéty bati naudojami tik su sterilizavimo indu, jei
sterilizavimo indas buvo specialiai sukurtas ir iSbandytas tam
tikslui.

ISsamig informacijg apie ORTHO SELECT rémus, krep3elius ir metalinius
sterilizavimo padéklus Ziarékite masy gaminiy kataloge.

Prie$ jdédami indg j sterilizatoriy, visada pritvirtinkite dangtelj
prie apacios per fiksavimo mechanizma. PrieSingu atveju,
atidarius sterilizatoriaus dureles, talpyklés turinys taps
nesterilus.

ISPEJIMAS!

Jei konteineriams naudojami nesugeriantys padékly jdéklai
(pvz., plastikiniai/silikoniniai kiliméliai) dél to gali susikaupti
kondensatas. Jei reikia, vietoj to naudokite drégme
sugeriancius kilimeélius.

4 Idéjimas j sterilizatoriy

Sterilizavimo indai pagaminti taip, kad juos baty galima naudoti bet
kuriame jprastame dideliame gary sterilizatoriuje.

Atkreipkite démesj, kad sterilizavimo kameros apacioje yra
sunkads indai.

Dél konstrukcijos bado sterilizavimo konteinerius galima
saugiai ir be problemy sukrauti vieng ant kito sterilizuojant,
neslysti i$ vietos. Talpyklas sukraukite tik auk3to vakuumo
ciklais ir nedékite jy auksciau nei 16-18 coliy, kad baty galima
efektyviai pasalinti org ir prasiskverbti garus. Reikia laikytis
sterilizatoriaus gamintojo nurodymy dél jkrovimo.

ATSARGUMO PRIEMONES!

Niekada nevyniokite talpyklos j jokig iSorine pakuote.
Sterilizavimo metu niekada neuzdenkite perforuotos talpyklos
vietos folija ar pan., nes tai uzblokuos oro ir gary srauta per
perforacija. Del nepakankamo slégio oro iSleidimo bus
vakuumas, o talpyklos turinys nebus sterilizuotas.

Pakraunant ir iSkraunant sterilizatoriy bei transportuojant
sterily indg visada reikia nesti uz rankeny, o ne uz dangcio.

5 Apdorojimas

- Kiekvienam pasirinktam sterilizavimo ciklui laikykités
sterilizatoriaus gamintojo laiko ir temperatdros
rekomendacijy.

- Po sterilizavimo palikite sterilizatoriaus dureles atidarytas 6 coliy
kampu mazdaug 15 minuciy, kad baty lengviau isdziati (zr.
sterilizatoriaus gamintojo rekomendacija).

- Norédami sumazinti kondensatg talpyklos viduje, palikite talpykla
ant konteineriy veziméliy, kol ji pakankamai atves, kad

- galétuméte jg tvarkyti. Visada patikrinkite, ar sterilizacija buvo
sékminga, stebédami indikatorius ir talpyklos sklastj (turi bati
uzdarytas)

6 Sandéliavimas

Sterili medZiaga iSlaiko steriluma nuo keliy savaiciy iki 6
meénesiy normaliomis aseptinémis saglygomis
neatidarytuose sterilizavimo induose ir su nepazeistais
steriliais filtrais. Paprastai saugojimo laikas priklauso nuo

laikymo salygos ir jas turi apibrézti atsakingas specialistas
higienos personalas.

Esant ypac dideliems sterilumo reikalavimams, pavyzdZiui,
reikéty naudoti trumpesnj laikymo laikg arba naudoti
papildomga pakuote.

Rekomenduojamos laikymo sglygos:

- Temperatdra 15 - 26 ° C Oro

- drégnumas 30 - 50 %

- Oro slégis, normalus atmosferos slégis

Ivairius konteineriy apkrovimus, laikymo laikotarpius ir
laikymo sglygas turi patvirtinti atsakingas specialistas
higienos personalas.

ORTHO SELECT sterilizavimo konteineriai buvo iSbandyti
3 menesiy laikymo laikotarpiu, purskiant Bacillus subtilis
- spory suspensijg nevédinamoje patalpoje.

Todél rekomenduojame laikyti 6 savaites atvirose
lentynose ir 3 ménesius, kai jie laikomi apsaugotomis
salygomis (pvz., uzdarose spintose).

7 PrieZiGra / Remontas

- Nepazeisty dangteliy sandarikliy naudojimo laikas yra
maZiausiai 500 sterilizavimo cikly. Po to reikia patikrinti
dangtelio sandariklius ir, jei reikia, pakeisti.

- Dangtelio sandarikliai turi bati pakeisti, jei jie turi paZeidimo
pozymiy.

- Dangteliy sandarikliai neturi bati apdorojami purkStuvu, aliejumi
ar tirpikliais. Norédami valyti ir prizidreti, tiesiog retkarciais
nuvalykite drégna Sluoste.

- Pastebéjus bet kokius konteinerio ar jo daliy pazeidimus,
konteinerj reikia nedelsiant iSimti i$ apyvartos ir grazinti
taisyti.

- Sterilizavimo indy technine prieZidra ir remontg gali atlikti
tik kvalifikuoti asmenys. Nemeéginkite patys remontuoti
dangcio sandarikliy ar uzdarymo jtaisy, kad
nesukeltuméte pavojaus saugiai talpyklos veikimui.

- Sterilizacijos konteinerius galima siysti j ORTHO SELECT
arba vieng i jgalioty remonto paslaugy teikimo ir
remonto darby.

- Pakeitimas dalys gali  bdti gautas iS
ORTHO SELECT:

- Popieriniai filtry laikikliai 0OS 809 000
- Danggio dangtelio sandarikliai 0S 900 000
- Vienkartiniai popieriniai filtrai (100), OS 800 000
skirti 1/1 talpos, 3/4 talpyklos, 1/2
talpyklos ir plok3cios talpos
- Vienkartiniai popieriniai filtrai (100) mini 0S 802 000

konteineriams
- Vienkartiniai popieriniai filtrai (100) danty ~ OS 804 000
konteineriams

- Identifikavimo etiketés 0S 820.010
I
0S 820.060
- Plastikinis apsauginis antspaudas (100) 0S 819 000

8 Medziagos
Sterilizacijos konteineriai gaminami i$ anoduoto aliuminio
lydinio, o jy priedai - i3 chirurginio neradijancio plieno.
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9 Konteineriy konstrukcija ir taikomi standartai

Siekiant uZtikrinti sterilizavimo indy saugg gaminant ir
tvarkant, buvo atsizvelgta j Siuos tarptautinius ir Vokietijos
standartus:

EN 868-2 Sterilizuojamy medicinos prietaisy pakavimo
medZziagos ir sistemos. 2 dalis. Sterilizavimo
plévelé. reikalavimai ir bandymo metodai

EN 868-8 Sterilizuojamy medicinos prietaisy pakavimo
medZiagos ir sistemos. 8 dalis. Daugkartinio
naudojimo sterilizavimo indai, skirti
sterilizuoti garais, atitinkantys EN 285.
reikalavimai ir bandymo metodai

ISO 11607-1 Galutinai sterilizuoty medicinos prietaisy
pakuotés. 1 dalis. Reikalavimai medziagoms,
sterilioms uZtvary sistemoms ir pakavimo
sistemoms

DIN 58952-2 Sterilizacija; pakavimo medziagos prekems
sterilizuoti, metaliniai krep3eliai sterilizuoti

DIN 58952-3 Sterilizacija; pakavimo medziagos prekems
sterilizuoti, instrumenty padéklai i$ metalo

DIN 58953-9 Sterilizavimas. Sterilus tiekimas. 9 dalis.
Sterilizavimo talpyklos tvarkymas

ISO 14937 Sveikatos priezidros produkty sterilizavimas.
Bendrieji sterilizavimo agento charakteristiky
ir medicinos prietaisy sterilizavimo proceso
karimo, patvirtinimo ir jprastinés kontrolés
kriterijai

ISO 11134 Sveikatos priezidros produkty sterilizavimas;
patvirtinimo ir jprastinés kontrolés reikalavimai;
pramoninis sterilizavimas drégnu kar3¢iu

ISO 17665 Sveikatos priezitros produkty sterilizavimas.
Drégna Siluma. 1 dalis. Reikalavimai
medicinos prietaisy sterilizavimo proceso
kdrimas, patvirtinimas ir jprastiné kontrolé

Siekiant uztikrinti steriluma, tyrimus atliko nepriklausoma ir
akredituota bandymy laboratorija. Siy bandymy tikslas buvo
patvirtinti daugkartinio ORTHO SELECT sterilizavimo indo su
garais sterilizavimo procesa.

Todel, remdamiesi rezultatais, rekomenduojame atlikti
sterilizavimo procesg Sios instrukcijos 1 puslapyje.

10 Garantija

Sios sterilizavimo talpyklos buvo pagamintos i$ aukitos
kokybés medziagy ir pries$ iSleidziant j rinkg buvo patikrintos
kokybés kontrolé. Nepaisant to, grjzkite j pirmiau minéta
adresg, jei kilty kokiy nors klaidy.

Garantija nustoja galioti, jei remontg atlieka jmonés, kurios néra
jgaliotos atlikti ORTHO SELECT remonto darby.

IMONE ORTHO SELECT NEPRISIIMA JOKIOS
ATSAKOMYBES JRODOMAIS SI0S KLIENTO
INFORMACIJOS PAZEIDIMO ATVEJAIS.

www.ortho-select.de

/ puslapis: 4



