M35953-M-Rev.6-05.26

PROFESSIONAL MEDICAL PRODUCTS

TEST STERILIZZAZIONE DI TIPO 5
TYPE 5 STEAM INTEGRATOR
INTEGRATEUR A VAPEUR DE TYPE 5
INTEGRADOR DE VAPOR TIPO 5
INTEGRADOR QUIMICO A VAPOR TIPO 5
DAMPFINTEGRATOR TYP 5

PARNI INTEGRATOR TYPU 5

SYSKEYH AMOSTEIPQXHSE ATMOY

TYINOZz 5

TYPE 5 STEAM INTEGRATOR

ABURITIP S5

STEAM INTEGRATOR TIP 5
5 TIPUSU GOZ INTEGRATOR
INTEGRATOR PAROWY TYPU 5
INTEGRATOR PENTRU STERILIZARE CU

TYPE 5 STOOMINTEGRATOR

TYP 5 PARNY INTEGRATOR
TYPE 5 DAMPINTEGRATOR

nri 5 rnAPEH UHTETPATOP

TYYPIN 5 HOYRYINTEGRAATTORI

- Manuale d’uso e manutenzione

- Use and maintenance book

- Instructions de foncionnement et entretien
- Manual de uso y mantenimiento

- Manual de uso e manutengao

- Betriebs und wartungs anweisungen

- Navod k pouziti a udrzbé

- EyxelpLdio xpnong kat suvtnpnong

- Instruktioner for anvdandning och un
derhall

- Kaytt6- ja huolto-ohjeet

- Priru¢nik za uporabu i odrzavanje

- Kezelési és karbantartdsi utmutato

- Instrukcje uzytkowania i konserwacji

5 TIPO STERILIZAVIMO TESTAS
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- Manual de utilizare si intretinere
- Instructies voor gebruik en onderhoud
- Navod na poutzitie a udrzbu
- Brugs- og vedligeholdelsesvejledning
- Audojimo ir prieziiiros instrukcijos
Blually plustwd Clodss -

ATTENZIONE: Gli operatori devono leggere e
capire completamente questo manuale prima di
utilizzare il prodotto.

ATTENTION: The operators must carefully read
and completely understand the present manual
before using the product.

AVIS: Les opérateurs doivent lire et bien compren-
dre ce manuel avant d’utiliser le produit.
ATENCION: Los operadores tienen que leer y
entender completamente este manual antes de
utilizar el producto.

CUIDADO: Os operadores devem ler e compreen-
der este manual completamente antes de usar o
produto.

VORSICHT: Bediener miissen dieses Handbuch
vollstdndig lesen und verstehen, bevor sie das
Produkt verwenden.

POZOR: Obsluha si musi pred pouZzitim vyrobku
precist a porozumét tomuto ndvodu.

MPOZOXH: Ou xelploTéG mpénel va StaBaoouv kat
va KATavorjoouv mAnpwe auto to eyxeLpidio mpw

arto TN Xpron Tou nmpoiovTtog.

FORSIKTIGHET: Operatérer mdste ldsa och forstd
denna manual helt innan de anvdnder produkten.
VAROITUS: Kdyttdjien on luettava ja ymmdrrettévd
tdmd kdsikirja kokonaan ennen tuotteen kdyttod.
OPREZ: Operateri moraju u potpunosti procitati i
razumjeti ovaj prirucnik prije koristenja proizvoda.
VIGYAZAT: A kezelSknek el kell olvasniuk és meg
kell érteniiik ezt a kézikényvet a termék haszndlata
elétt.

UWAGA: Operatorzy muszq w catosci przeczytac

i zrozumie¢ niniejszq instrukcje przed uzyciem
produktu.

ATENTIE: Operatorii trebuie sd citeascd si sd
inteleagd complet acest manual inainte de a utiliza
produsul.

LET OP: Operators moeten deze handleiding vol-
ledig lezen en begrijpen voordat ze het product
gebruiken.

UPOZORNENIE: Obsluha si musi pred pouZitim
produktu precitat a uplne pochopit tento ndvod.

UWAGA: Operatorzy muszq w catosci przeczytac
i zrozumie¢ niniejszq instrukcje przed uzyciem
produktu.

ATENTIE: Operatorii trebuie sd citeascd si sd
inteleagd complet acest manual inainte de a utiliza
produsul.

LET OP: Operators moeten deze handleiding vol-
ledig lezen en begrijpen voordat ze het product
gebruiken.

UPOZORNENIE: Obsluha si musi pred pouZitim
produktu precitat a uplne pochopit tento ndvod.
FORSIGTIG: Operatgrer skal lzese og forstd denne
manual fuldstaendigt, fer produktet tages i brug
BHUMAHMUE: Onepamopume mpabsa 0a
npoyemam u pazbepam u3ysan0 mosa
pbKOBOOCMBO, Npedu 0a uznoa3sam npodykma.
ISPEJIMAS: Prie$ naudodami gaminj, operatoriai
turi perskaityti ir suprasti j vadovq.
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ENGLISH

(IFU Steam Integrator 1-2026 version D)

INSTRUCTION FOR USE

A Warnings:

Upon receipt of goods please check whether the package was undamaged

and ensure you about the expiry date of the materials.

Introduction:

This Indicator is composed of a special non-cellulose strip and a special indica-
ting steam ink which is turning into end color under Steam sterilization condi-
tions. The Indicator was developed based upon the use of non- toxic, heavy
metal free inks. For more details please refer to the technical data sheet.

The dimensions of the Indicator is 55 mm x 25 mm.

The Type 5 Steam Integrator is giving a conclusion on the sterility of the
container or pouch and its content.

Use recommendations:

This Indicator can be used inside pouches, trays and baskets wrapped in ste-
rile barrier systems, as well as inside instrument containers to check on local
Steam sterilization conditions.

Intended use:
This Indicator is recommended for the monitoring of Steam sterilization cycles.

A Warnings:

Do not use this Indicator in other type of sterilization cycles with a different
SV. (See actual product for the SV)

Any serious incident that has occurred in relation to the Steam Integrator
should be reported to the manufacturer.

Instructions for use:
Place the Indicator inside the pouch, pack, basket, tray or container together
the materials which will be sterilized.

Keep the Indicator away from the bottom of the object to prevent condensate
to effect the results.

In rigid systems, as containers, place the indicator in each corner, or at least in
two diagonally opposite corners to assure that Steam has reached the most
critical points at those places. Place pouches sideways / vertically in order to
avoid the plastic film side to block the Paper back side which might influence
the effectiveness of the sterilizing agent.

Results interpretation:

If the indicator changes to the reference end color printed on the product, it
indicates that the process reached the condition and the sterilization process
was successful. If one or more sterilization parameters were not accompli-
shed the indicator is not reaching its full end color. In the latter case the mate-
rials / instruments cannot be considered sterile and must be processed again.
Storage conditions:

Please take into consideration the storage conditions provided for at the box
label of the product . Only in case the storage conditions were met, SP Medi-
kal guarantee products compliance to standard within the expiry date.

Do not expose the Steam Integrators to sterilizing agents or other chemical
products of any kind.

Compliancy to standards:

The Indicators are compliant to standard ISO 11140 - 1: 2014.

Technical Data Sheet: For these products technical data sheets are available

in which reference to standards, packaging, certificates etc. are enclosed. This
Direction for use may be changed in the future.

Shelf life:

The Indicators have a limited shelf life and needs to be stored in the recom-
mended conditions. The manufacturing date as well as lot number are indi-
cated on the packaging label.

GIMA WARRANTY TERMS

The Gima 12-month standard B2B warranty applies.
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Simboli /Symbols / Symboles / Simbolos / Simbolos / Symbolen /
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IT - Leggere le istruzioni per 'uso GB - Consult instructions for
use FR - Consulter les instructions d’utilisation ES - Consultar
las instrucciones de uso PT - Consulte as instrugdes de uso DE -
Gebrauchsanweisung beachten GR - AwBdote mMpooeXTKA TLG
odnyieg xpriong PL - Przeczytaj instrukcje uzytkowania CZ - Prectéte
si navod k pouziti SE - Las bruksanvisningen FI - Lue kdyttoohjeet
Sl - Preberite navodila za uporabo SK - Prelitajte si navod na
pouzitie RO - Cititi instructiunile de utilizare NL - Lees de gebruik-
saanwijzing HR - Procitajte upute za uporabu HU - Olvassa el a
hasznalati utasitdsokat DK - Se brugsvejledningen BG - MpoueTeTte
WHCTPYKUMKTE 3a ynotpeba LT

plasiadl ilaglss joy>9 4343 1,31 - AR

IT - Conservare in luogo fresco ed asciutto GB - Keep in a cool, dry
place FR-A conserver dans un endroit frais et sec ES - Conservar en
un lugar fresco y seco PT - Armazenar em local fresco e seco DE - An
einem kiihlen und trockenen Ort lagern CZ - Skladujte na vétraném
a suchém misté GR - Alatnpeitat oe 5pooepo Kat oteyvo meptPaAiov
SE - Forvara pa svalt och torrt stille FI - Sdilytd kuivassa ja viiledssa
HR - Cuvati na hladnom i suhom mjestu HU - Szaraz, hiivés helyen
tarolanddé PL - Przechowywa¢ w suchym miejscu RO - A se pdstra
intr-un loc racoros si uscat NL - Koel en droog opslaan SK - Skladujte
na chladnom a suchom mieste DK - Opbevares kgligt og tgrt BG - a
Ce CbXpaHABa Ha XNaAHo U cyxo mAcTo LT - Laikyti vésioje ir sausoje
vietoje
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IT - Codice prodotto GB - Product code FR - Code produit ES - C6-
digo producto PT - Cddigo produto DE - Erzeugniscode CZ - Kod
vyrobku GR - Kw&ikdg mpoidvtog SE - Produktkod FI - Tuotekoodi
HR - Sifra proizvoda HU - Termékkéd PL - Numer katalogowy RO -
Cod produs NL - Productcode SK - K6d vyrobku DK - Produktkode
BG - Kog Ha npoayKTa LT - Prekés kodas

il 355 - AR

IT - Data di scadenza GB - Expiration date FR - Date d’échéance
ES - Fecha de caducidad PT - Data de validade DE - Ablaufdatum
CZ - Datum ukonéeni platnosti GR - Huepounvia Affewg SE -
Utgangsdatum FI - Viimeinen voimassaolopdivd HR - Datum isteka
HU - Lejarati datum PL - Data waznosci RO - Valabil pana la data dei
NL - Vervaldatum SK - Datum exspiracie DK - Udlgbsdato BG - Cpok
Ha rogHocT LT - Galiojimo laikas

&Ml elgnl Gyl - AR

IT - Conservare al riparo dalla luce solare GB - Keep away from
sunlight FR-A conserver a I'abri de lalumiére du soleil ES-Conservar
al amparo de la luz solar PT - Guardar ao abrigo da luz solar DE - Vor
Sonneneinstrahlung geschitzt lagern CZ - Skladujte mimo sluneéni
svétlo GR - Kpatrfote 1o pakpld amd nAtokn aktwoBoAio SE -
Skyddas fran solljus FI - Sailyta auringonvalolta suojassa HR - Cuvati
zasticeno od sunceve svjetlosti HU - Napfényt6l védve térolandd
PL - Przechowywac z dala od $wiatta stonecznego RO - A se pastra
ferit de razele soarelui NL - Afgeschermd van zonlicht opslaan SK -
Skladujte mimo sIne¢ného svetla DK - Ma ikke udsaettes for sollys
BG - [la ce CbXxpaHsABa Ha MACTO, 3aLLUUTEHO OT CbHYEBA CBETAWMHA
LT - Saugoti nuo saulés spinduliy
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IT - Fabbricante GB - Manufacturer FR - Fabricant ES - Fabricante
PT - Fabricante DE - Hersteller CZ - Vyrobce DK - Fabrikant GR
- Napaywyog FI - Valmistaja HR - Proizvodaé HU - Gyarté PL -
Producent NL - Fabrikant RO - Producator Sl - Proizvajalec SK
- Vyrobca SE - Tillverkare BG - Mpowussoguten LT - Gamintojas LV
- RaZotajs EE - Tootja

daiuasll 3201 - AR

IT - Data di fabbricazione GB - Date of manufacture FR - Date de
fabrication ES - Fecha de fabricacion PT - Data de fabrico DE -
Herstellungsdatum CZ - Datum vyroby GR - Huepopnvia mapaywyng
FI - Valmistuspdivdmaara HR - Datum proizvodnje HU - Gyartds
datuma PL - Data produkcj NL-Productiedatum RO - Data fabricatiei
SK - Datum vyroby DK - Fabrikationsdato SE - Tillverkningsdatum BG
- [lata Ha npowusBoacTBo LT - Pagaminimo data

bl & - AR
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LOT

IT - Numero di lotto GB - Lot number FR - Numéro de lot ES -
NUmero de lote PT-NUmero de lote DE - Chargennummer CZ - Cislo
Sarie GR - AplOudg naptidag SE - Satsnummer FI - Erdinumero HR
- Broj serije  HU - Tételszam PL - Kod partii RO - Numar de lot NL-
Partijnummer Sl - Stevilka partije SK - Cislo $arfe DK - Batchnummer
BG - Homep Ha naptuga LT - Partijos numeris

4x3u1 o3y - AR

IT - Attenzione - Leggere e seguire attentamente le istruzioni (avver-
tenze) per I'uso GB - Caution - read instructions (warnings) carefully
FR - Attention - lisez attentivement les instructions (avertissements)
ES - Precaucion - lea las instrucciones (advertencias) cuidadosa-
mente PT - Cuidado - leia as instrugdes (avisos) cuidadosamente
DE - Achtung - Anweisungen (Warnungen) sorgféltig lesen CZ -
Pozor - Peclivé si prectéte a dodrzujte pokyny (varovani) k pouZiti
GR - MNpoooyn - StaBdote npooektikd TG odnyieg (evotdoetg) SE -
Varsamhet - |as anvisningarna (varningar) noga Fl - Huomio - Lue
kayttéohjeet (varoitukset) ja noudata niitd huolellisesti HR - Pozor
- Procitajte i pazljivo slijedite upute (upozorenja) za upotrebu HU -
Figyelem - Figyelmesen olvassa el és kdvesse a hasznalati utasitasokat
(figyelmeztetéseket) PL - Ostrzezenie - Zobacz instrukcje obstugi RO
- Atentie - Cititi si respectati cu atentie instructiunile (avertismentele)
de utilizare NL- Opgelet - Lees en volg aandachtig de gebruiksaanwi-
jzing (waarschuwingen) SK - Pozor - Pozorne si preditajte a dodrzia-
vajte pokyny na poufZitie (vystrahy) DK - Forsigtig - Laes instruktioner
(advarsler) omhyggeligt BG - BHumaHue: MNpoyetete BHUMATENHO
M CcnasBaiiTe CTPUKTHO WHCTPYKUMWTE (NpeaynpexpeHusTa) 3a
ynotpeba LT - Démesio - perskaitykite ir atidZiai laikykités naudojimo
instrukcijy (jspéjimy).

Gl (@lpdodl) cledad! 861,38 - il - AR

IT - Limite di temperatura GB - Temperature limit FR - Limite de
température ES - Limite de temperatur PT - Limite de temperatura
DE - Temperaturgrenzwert CZ - Uchovavejte pri teploté mezi a °C
GR - Alatnpeitat petagd -10 kal 49°C SE - Lagras mellan och ° C
FI - Sailytyslimpotila -10/49°C HR - Cuvati izmedu i °C HU - és °C
kozott tarolandd PL - Przechowuj pomiedzy i ° C RO - A se padstra
la temperaturi cuprinse intre si °C NL - Bewaren tussen en °C SK -
Uchovavajte pri teplote od do °C DK - Graense for luftfugtighed BG
- [la ce cbxpaHaBa mexay un °C LT - Temperatlros riba
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IT - Limite di umidita GB - Humidity limit FR - Limite d’humidité
ES - Limite de humedad PT - Limite de humididade DE -
Feuchtigkeitsgrenzwert GR - Opto vypaciag PL- Granica wilgotnosci
CZ - Limit vlhkosti SE - Fuktighetsgréans FI - Kosteusraja SI -
Omejitev vlaznosti SK - Hranica vlhkosti RO - Limita de umiditate
NL - Drempelwaarde vochtigheid HR - Granica vlainosti HU
- Paratartalom hatarérték DK - Graense for luftfugtighed BG
- OrpaHuyeHue Ha BnaxHocTta LT - Drégmés riba LV - Mitruma
robeza EE - Niiskuse piirang

b )l deud 1> - AR

IT- Importato da GB-Imported by FR-Importé par ES-Importado
por PT - Importado por DE - Eingefiihrt von GR - Eloaywyr and
PL - Importowane przez CZ - Dovezeno uzivatelem SE - Importerad
av  Fl - Tuoja SI - Uvozil SK - Dovazal RO - Importat de NL -
Geimporteerd door HR - Uvezeno od strane HU - Importélta DK
- Importeret af BG - BHeceHo oT LT - Importavo LV - Importéja
EE - Importija

&b o= Yy - AR






