Lipduky jdéjimas

1. Paspauskite atidarymo mygtuka ir kelkite dangtj,
atidarykite visiSkai, kol iSgirsite spragtelgjimg. Daugiau
nekelkite dangcCio kai iSgirdote spagteléjima.

2. Nulupkite ir iSmeskite pirmas 15 etikeCiy nuo neSancios
popieriaus juostos ir jdékite ritinj tarp tiekimo centry.
Nukirpkite apytiksliai 5 cm popieriaus juostos, kad klijy
ruozelis neSandios juostos apacioje blity pasSalintas.
Etike¢iy ritinyje yra papildomai 15 — 20 etikeCiy, tad
uZtaisydami prietaisg, jus neSvaistote etikeciy. Neverkite
etiketés juostos per bet kokius voliukus!

3. Padeékite juosta
centruotai ant atidarytos apatinés spausdintuvo
dalies, 15 cm juostos iskiskite uz nulupimo
skersinio. Neturi biiti jokiy etikeCiy ant atsikiSusio
juostos ruozo.

4, Uzdarykite dangtj, kol jis spragtels | vieta.
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nulupim® skersinis

5. Ikiskite juostg puo dideliu volu, j plysj virs dviejy strélés
7enkly. Nestipriai stumkite juosta | plySj ir spaudykite
rankeng (gaiduka) kol juosta neiSlys pro galing
spausdintuvo dalj ir pirma atspausdinta etiketé pasirodys
vir§ nulupimo skersinio. Kol popieriaus juosta nepasirode
kitoje spausdintuvo puséje, ji neturi biti jtempta.

Spausdinimo raidZiy nustatymas_

1. IStraukite ratuko formos rankenélg, kol rodykle
atsistos reikiamoje padétyje.

2. Pasukite ratuko formos  rankenéle, kol
pageidaujamas simbolis baltame fone nepasirodo
tarp rodykliy. Kad iSspausdintuméte tuscia vieta,

E Wplal. 99| —— iSrinkite tusdig balta erdve tarp rodykliy. Tam, kad

= spausdinty raidinius  skaitmeninius  simbolius

pirmoje spausdinimo linijoje (pirmos 3 eilutés,

' modelis 240-850 ir visa linija, modelis 240-840)
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praSom  panaudoti  perskaiCiavimy lentelg,
pavaizduota deSinéje ir pritvirtintas prie etikeciy
spausdintuvo Sono. Vienazenklis skaiCius ar raide, kurj jUs galite pamatyti, néra
spausdinamas, spausdinamas prieSingas atitikmuo pagal lentelg.
3. Pakartokite Zingsnius 1 — 2 kiekvienai padéciai.
4, Sustumkite ratuko formos rankenéle, kai nustatymas baigtas.
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Rasalo volelio pakeitimas

1.

2.
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Zitréti cia

Paspauskite atidarymo mygtuka ir kelkite dangtj, atidarykite
visiskai.

Laikykite rasalo volelj kiekviename gale ir paspauskite zemyn
baltg fiksavimo svertele, kad atsilaisvinty rasalo volelio
fiksatoriai. ISmeskite panaudotg rasalo volel].

3. Atidarykite pakets ir iSimkite raalo volelj.
4, Laikykite naujg rasalo volelj kiekviename gale.
5. Ispauskite rasalo volelj j vieta, kad jis uZsifiksuoty.

UZstrigusios juostos valymas

Zitreti ¢ia

=

Atidaryti dangtj ir iSimti etikeciy rulonélj.

2. Pagalinti atsiklijavusias etiketes S spausdintuvo
vidaus.

3. Atidaryti apsauginj réma (saugantj didelj transportinj

blgng), kad matytusi galinis popietinés juostos

transportavimo mechanizmas.

Pasalinti etiketes iS po apsauginio rémo.

Atstatyti apsauginj remg | vieta.

Tam, kad paSalinti klijy likucius, praSome naudoti
tirpiklius, kurie nepazeidZia plastiko (pvz.: tokius
kaip Isopropanolis, bet ne benzino tipo tirpiklius).
UZtaisykite i§ naujo spausdintuvg ir uzdarykite
dangtj. Zitréti cia
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GARANTIJA

3 linijy etikeCiy spausdintuvas, tiekiamas gke, yra patikrintas, kad nebus gamybos bei
surinkimo defekty ir jam taikoma 12 ménesiy garantija nuo pardavimo datos. Garantija
netaikoma raSalo voleliams bei spausdinimo simboliy juostelems. Garantija taip pat
netaikoma, jeigu prietaisas sugadintas atsitiktinai ar piktavaliskai, ar pirkéjo naudojimo
etiketés, pagamintas ar parduotos gke, ar vartotojas nesilaiké naudojimo instrukcijos
pateiktos su prietaisu.

Yra kity dokumentacijos etikeCiy gamintojy, parduodanciy panasius produktus, tadiau
del skirtingos neSancios juostos spausdintuve gali atsirasti dideli defektai. Tai paveiks
optimaly prietaiso veikimg ir gali jj negriztamai sugadinti. Bet kokie pakenkimai,
kylantys dél naudojamy etikeCiy, negaminty ar tiekty gke ar jy atstovu, néra apimti ar
jtraukti j Sig garantija.

Garantinio laikotarpio eigoje praSom nedaryti jokiy remonty etikeliy spausdintuvui
iSskyrus  pasitlymus remontui nurodytus naudojimo instrukcijose. Ypa¢, mes
paprasome, kad jus susilaikytuméte nuo atsukimo bet kokiy daliy etike&iy klijuotojo,
kuris bet kokiu atveju privesty prie remonto jlsy sgskaita.
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Documentation System
For steam, ethylene oxide,
formaldehyde and hydrogen peroxide
sterilization processes

Application , Product Description

The GKE Steri-Record” documentation system The GKE documentation system consists of the
is used for patient-related traceability of all following components:

medical sterilization processes. The documen-

tation sheet contains all necessary information 1. Hand-labeller containing three printing

to release a sterilization batch. For one steriliz- lines with 12 digits each, available in the
er and day, one documentation sheet is used following two versions:

(see page 3). Using a GKE labelling device the , - o
documentation sheet and each sterile packing * The first three digits of the first line can
can be labelled with a self-adhesive label that print alphanumeric digits, the remaining
contains the following information: production ones print numbers (art-no. 240-820).

and expiry date, responsible person, content
of the pack, sterilizer and batch number (see
figure “recommended label content” next
page). All packs in the batch and the documen-

¢ The first line can print alphanumeric dig-
its (art-no. 240-830).

tation sheets have the same label content and The remaining two printing lines allow pro-
batch number. duction and expiry date documentation.
After opening the sterile pack in the operation 2. SSECUO” logsﬁ'f'afglhesfve_ ahﬂd ??ublaself-
room the label can be peeled off and adhered a e;c\ég SRGIS Wik 3.’ i OEL#\‘ I%’ge11f£8'1
to the patient and/or operation-related docu- ?e§s I |catorr]s Iaccor '.rc‘Jg th) avia
mentation. The content of the label allows pa- or steam, ethylene oxide, formaldehyde
tient related tracing back to the batch-related and hydrogen peroxide/plasma sterilization
documentation in the sterilization department. preEeshes:

In case of a nosocomial infection the steriliza-
tion data is available to exclude that the infec-
tion was caused by non-sterile instruments.

3. Documentation sheet to adhere indicator
strips from PCDs and the labels

Labels without and with indicator for steam
sterilization processes are available in four col-
ours: red, green, blue and yellow. Different col-
ours allow staff to differentiate sterile goods
from different production periods, enabling a
correct First In/ First Out (FIFO) storage han-
dling system.

GKE-GmbH | Auf der Lind 10 | 65529 Waldems | Germany
mail info@gke.eu | web www.gke.eu



Sterilization processes

The labels have two horizontal coloured bars.
For labels with process indicator the bar above
contains indicator substrate, which changes
colour during sterilization.

Sterilization Indicator colour | Indicator calour
process | (without penetration) :‘ (with penetration)

Steam
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s 25

|
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|

| Ethylene oxide |

Formaldehyde |

|
Hydrogen {
peroxide/plasma |

L

Background Information

The European Medical Device Directive (MDD)
requires for reprocessing of medical devices to
use appropriate validated procedures and to
document the results of the validation process
and routine monitoring. The quality manage-
ment standard for  medical  devices
(EN 1SO 13485) and the validation standards of
all sterilization processes (e.g. EN 1SO 14937,
EN ISO 17665-1 etc.) require monitoring and
documentation of all relevant sterilization pro-
cess parameters. This documentation is re-
quired for the production or reprocessing of all
medical devices independent of where they
are sterilized. For each individual load a batch
number is required associated with all relevant
parameters used in the sterilization process.

It is required, that all sterile packs have to be
labelled with a type 1 process indicator accord-
ing to EN I1SO 11140-1 to ensure that the packs
have passed the sterilization process and can
be differentiated from non-sterilized packs.

GKE Steri-Record® documentation labels with
process indicators are available for different
sterilization processes (see above colour chart)
and make the use of an additional process in-
dicator (e.g. autoclave tape) obsolete.

CEM 010211
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Label without process indicator

Responsible Person
Sterilizer no.
Batch no.

Content no.
A 4 A\ 4 I -

19 <«————  Expirydate oo
)

If a sterilizer with two doors is used and one
door opens in the storage room, labels without
process indicators can be used under the con-
dition that the door opens only after the steri-
lizer program has checked the correct process
conditions.

Benefits

« Easy print of identical labels with minimum
time and effort.

e Eliminates mistakes in batch numbers.

 Easy trace back system without additional
effort.

e The self-adhesive label offers patient-
related documentation without additional
paperwork.

o Innovative product design and manufactur-
ing process provides a cost-effective indica-
tor.

« Easy interpretation of the results due to pre-
cise colour change.

« No need for additional process indicators
using for labels with indicator.

o The expiry date can be marked using differ-
ent background label colours.

e Less time wasted in the CSSD- and/or OR-
department.

o The label contains a specified type 1 chemi-
cal indicator according to EN ISO 11140-1.

e Environmentally friendly, all GKE chemical
indicators are protected from bleeding by a
polymer binder and surface coating and can
be disposed with normal garbage.

e The indicator colour chemistry is a non-
reversible chemical reaction. The indicator
strip can be a documented proof for several
years without changing back to its original
colour,

A 4
- Steriizitionprocess |

Process indicator — |
|
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Label with process indicator

Recommended label documentation
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