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USER MANUAL OF CEYLAN STERILISATION
CONTAINERS

These instructions of use are valid for all CEYLAN Aluminum Sterilization
Containers and Accessories. CEYLAN Aluminum Sterilizing Containers and
accessories are incompliance with its current catalog. CEYLAN declares that
above mentioned products are manufactured in its Quality Management
System which has been created in compliance with TS EN 1SO 13485:2016
and 150 9001:2015 and under scopes of the standards declares own
responsibility.
1. DESCRIPTION

CEYLAN Alurninum Containers are reusable, metal, sterilization containers.
They are designed for halding operating room instruments and/or textiles
cluring vacuum-steam sterilization procedures and for maintaining sterility
during storage and transport under proper hospital conditions. (EN 285,
EN 868-1, EN B68-8), Sterilization containers consist of three main parts
such lid, bottam and filter retainers. The sterilization containers should be
handled by qgualified personnel that are trained and instructed about
sterilization containers, hospital hygiene and sterilization technology, in
order to prevent damage to the containers, fasteners, seals and
sterilization filters, during usage. This usar manual deseribes important
instructions on the proper usage and maintenance of CEYLAN containers,
and possible hazards that could result from failure to observe the
instructions. Endoscopes, instruments with lumen, compressed air driven
instruments or power systems and canalized instruments should be
prepared and sterifized according to manufacturer’s instructions.
Container lids are offered in 7 different coiors in order to ease
identification of the instruments that are used by different departments in
hospitals. The colored identification labels that are used with containers
provide information about the content and where these instruments are
used In

2. FILTER SYSTEM

CEYLAN Aluminum Containers are available with a non perforated base
and perforated filter lid or with perforated bottom and lid (can be covered
by a unperforated lid). They are designed to be used with single use
(dispasable] filters or reusable textile filters and Bio Barrier with vaive
mechanic. It Is necessary to use same type of filters during usage of the
cantainers. In case of use of filters, which are nat supplied from CEYLAN,
the user must validate the permeability and barrier properties of the filters
himself. Filters; Disposable single use paper sterilization filters have to be
changed beforeeach new sterilization. Long-term textile fifters can be used
for about 100-150 sterilization cycles. Visually deformed and dirty textile
fitersshould not be used. Permanent filters (PTFE) can be used for over
1000 sterilization cycle. During storage after sterilization, in order to
prevent damage (puncture, Lear) 1o sterilization filters, sharp and pointed
vhjects should not be placed on the containers. CEYLAN recommends
usage of safety lids on the containers during transportation and the
storage of the containers in order o prevent contamination risks that may
be caused by such negative situations.

3. CONTROL BEFORE USAGE

During storage, usage of metal sterilization containers |5 safer than ather
storage method of sterile materials regard to protection against
contamination, Like all reusable equipment, however, the CEYLAN
Aluminum Containers tough robust also needs to be treated with ¢are'in
order to ensure that its protective gualities are preserved. The relevant
personnel (induding delivery and collection services) must therefore be
familiar with the correct handling practices.

CAUTION: Coreless handling or the use of inappropriate chemicals
can couse domage on the containers, thereby putting at risk the ability to
Gitain and preserve sterility, CEYLAN Aluminum Centainers therefore
require regulor visual and, if necessary, functiono! checks. If coutions and
the instructions in the user manuo! s followed, containers may serve for
1000 sterilization cycle and seals may serve for 500 sterilization cycles.
Undamaged shape:

- Containers must be checked visually before each usage.

-Container bottoms, container lids and the surfaces where the seals sit
must be free of dents and visible deformations.

-Do nat use any spray, oil or solvents on the lid seals.

-The seal in the inner lid must be completely inserted and undamaged. If
any kind of damage detected lids should ner be used.

-When the container is closed, tray, lid and locking parts have 1o be stable.
(No "wobhle”).

-Maintenance and repairs of the sterilization containers must be carried
cut by gualified personnel. Do not attempt to carry out repairs on
containers, lids, fasteners and seals yourseif, in order not to jecpardize the
safety in use of the containers,

-Anotice to the user and/or patient that any serious incident that

has occurred in refation to the device should be reported to the
manufacturer and the competent authority of the Member State in which

. the user and/or patient s established;

|

ters and Filter Retainers

These parts must show na visual deformations, These parts must also be
checked visually and for their functionality before usage. Filters should
cover all the perforation holes, properly. Filters retainers should function
properly when mechanically checked and filter retainers should be easily
attachable and detachable. After any accident (such as a container being
drapped an the ground), it is essential that the sterile container undergo
a thorough check, Make sure that filters and filter retainers are placed in
to their places properly. “Click” sound that is heard while placing filter
retainers by pressing on them indicates that locking is realized,

4. SAFETY SEAL

It is recommended and required by DIN 58953/ that containers are
sealed in such a way as to prevent inadvertent opening of containers and
to ensure that it is evident whether or nat a container has been opened.
CEYLAN Aluminum Containers can be protected by dispasable plastic
seals (security seals), which, once attached, can he apened by breaking
only.

5. INTERNAL PACKING

We racommend using CEYLAN Aluminum Containers with simple internal
packaging (e.g. cloth wraps or drip sheets). These assist the final drying
stage, allow a longer storage period according to DIN 589853/9, and makes
aseptic presentation of the sterile goods possible, The size of the cloth
wraps should be calculated so that when they are unfolded all the external
walls of the container can be covered, As an alternative to reusable cloths,
easily wrap able [non-woven) disposable materials can also be vsed, In
internal packing case we recommend, corner of the package materials
should be fix with the adhesive tape. in this way the paclage cannot then
open during sterilization and block the inlet and outlet filter holes of the
container and raised flow pressure won't damage the container, Because
of the problem associated with folding, the use of sterilization paper is not
recommended. In order to prevent colars leaching and thereby staining
the containers, non-colered materials {er in the case of green or blue
doths, previously washed sheets) should be used.

CAUTION: Never sterilize the contoiner wropped in odditional packaging.
Apuart frem the risk of lock of sterility, the increosed flow resistonce could
impair the sterilization effect (non-sterility} or even destroy the container.

6. STERILIZATION OPERATIONAL UMITS

-in order to ensure that the lid can close properly, sterilization containers
must not be filled above the level of the lower ridge of the edge
indentation on the contamer bottoms, The lid must lie flat on the lower
section without being forced and sa that it daes nat wobble even when the
claps are open. It must also be possible to close the claps without
additional pressure on the lid. In the case of instrument sterifization, the
load welght (including perforated tray) should not exceed 10 kg tor 1/1 size
containers. Load weight should be Skg for 1/2 size containers and smaller

loads shauld be arranged for smaller containers (DIN 58353/9).

- With cloth loads (or similar), the load weight should not exceed 7-8 kg,
Make sure thal folded textite or cloth lpads are placed horicontally in
containers (DIN 58953/9). When using internal packaging (nonwoven or
cloth), care should be taken that the correct closing of the lid is not
impeded, for example, by a protruding corner of the packaging.

CAUTION: For example, there is a risk of non-sterifity if pratruding

cloth carners prevent the container from closing correctly.

CAUTION: if the sterilizotion procedure causes stecilizotion contoiners 1o
became deformed in any way, then there Is no guorantee of sterility. In such
cases, the entire botch must not be used, they should be steriized ogomn
and an investigation shauld be started to determine the cause.

- In arder to prevent damage to the parts of the container and/or its lead,
we recommend that the container shauld be transported with its lid closed
whenever possible

7. PLACING INTO STERILIZERS

Sterilization containers are made for use in general steam sterilizers (EN
285). Make sure that heavier containers are placed at the bottom of the
sterilization chamber, first. Ceylan aluminum containers were designed
that they can be stacked during sterilization. In order ta prevent accidents
and mechanical damages on the containers it is important to work very
carefully with the stacked containers. To prevent condansationcollecting
on one side (and thus causing drying problems), the containers should be
placed herizantally in the sterilizer. The loading instructions of the sterilizer
manufacturer should also be observed. Sterilization Cantainers should be
used at maximum 134 degrees, The duration of sterilization should be
between 90 and 110 minutes.

8. DATA CARDS / INDICATORS

We recommend use of information cards with chemical sterilization
indicators in the outer holding frame of the containers (DINSBS53/9),

CAUTION: if chemical sterilization Indicotars are not used, then other
organizational measures should be token to ensure volidation of the
sterifizatlon and nan-sterile-containers belng used (released) by mistake.

10. AFTER STERILIZATION

To safeguard against accidents (burns, dropping, etc.}, containers that are
still hot should never be handled with bare hands, The containers should
not be cooled to room temperature too rapidly {e.g. do not place on cold
surfaces or expose to a cold draught), as excessively rapid external cocling
can lead to recondensation of the water steam inside the container with
an unwanted accurmulation of condensation,

11, STORAGE / TRANSPORTATION

In practice, sterility can be maintained for unlimited pericd with proper
packaging, during storage in controlled hospital storage room conditions
(temperature, humidity, air filtration etc. controlled). Acceptable storage
period should be determined hy respansible hyglene personnel.
Reguirements and suggestions of DIN 58953-9 should be taken under
consideration while determining storage time and storage conditions,
Depending upon storage duration and conditions, however, external
contamination occurs, and this represents a potential risk during
subsequent use, transport and aseptic presentation. According to DIN
5895379, this risk factor can be reduced by the following measures:
-The use of internal packaging.
-Storage under dust protected conditions. The recommendations of DIN
58953-9 on limitation of storage period.
-Containers with internal packaging, protected storage up to 6 months
-Containers with internal packaging unprotected storage up to 6 weeks
-Containers without internal packaging, protected storage up to 6 weeks
Containers without internal packaging, unprotected storage tse "a
s00n as possible”
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12. SPECIAL CASES:

When storing or transporting sterile containers under non-standard
conditions {e.g. in case of getting sterilization service far containers from
places such as central sterilization departments), then internal packaging
and transport packaging should be used to reduce the contamination risks
that are associated with outer enviranment conditions

13. ASEPTIC PRESENTATION

If containers are to be opened after a long period of storage or after
starage under non-ideal conditions, then we recommend wiping the non
perforated cover with a disinfectant before handling in order to minimiza
the risk of contamination by air-borne particles,

14. CLEANING AND DISINFECTION

Requirements according to DIN 58953/9;

-Users have to specify by means of disinfection and deaning plan, when
and how the sterilization containers have to be cleaned and/or disintected
-Containers used for waste disposal have to be deaned and disinfected
each time after use,

-Cleaning materials should be suitable to available water quality in hand.
Manual Cleaning
-Only use neutral cleaners or neutral cleaners and disinfectants for
cleaning.

-Do not use metal brushes or deaning materials that may cause chemical
ar physical corrosions.

-All part must be rinsed with demineralised water without leaving any
stain or residue on them and dried by hand and stored,

Mechanical Cleaning
-Mechanical cleaning of the containers is to be preferred to manual
cleaning
-Cleaning of the containers with machines is only recommended if the
washing machine has a special washing program for aluminum containers.
-Only use neutral cleaners or neutral cleaners and disinfectants for
cleaning. Do not use any cleaning solutions that contain soda or caustic
soua
-De not use additional acidic neutralizers.

-Observe the instructions of the manufacturer of neutral cleaners and
disinfectants for cleaning aluminum containers.

-Use demineralised water for final rinsing since saltin the water may cause
spotting during subsequent sterilizations.

-Cleaning (washing) machine has to be designed for deaning sterilization
containers, This applies in particular to ensure secure replacement in the
washing baskets and the arrangement of the spray jets ar arms.

-Remove the lids and filter retainers befare deaning the cantainers and
clean them individually.

15, BASKETS
There are three different models of basket manufactured by CEYLAN.

a. Stainless Steel Basket: It is manufactured from 304 quality stainless
steel, Using removable lid with this basket is optional. Holder can
be concealable in the basket. The basket Is resistant to multiple
cycles of high temperature up to 180 degree so that they can be
used in all forms of disinfection process such as steam, gas and
plasma

b. Sheet Metal Bosket: it s manufoctured from anodized oluminum.
Using removotile lid with this bosket is optional. The large number
of holes on the battom and the side ports of the basket prevent the
possibility of ony moisture in the basket or on the sterilized
instruments, This model basket should not be cleaned with any
chemical moterial.

€. Wire Basket: 1t is manufactured fram 304 guality stainless steel
The wires in the range of 5 x 5 mm. Using remaovable lid with this
basket is optional. During sterilization water dropiets don't stay on
the wire basket.
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