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Renhetskrav til medisinsk utstyr

Kritisk utstyr Utstyr som kommer i kontakt med
. blodbanen, sentralt nerveog
Hay risiko vaskulzersystem og sterilt vev. Invasivtutstyr/kirurgiske instrumenter: saks,
_ pinsetter; dentalt utstyr, oftalmologisk og
- Sterilt urologisk utstyr, dialyseutstyr
Semikritisk Utstyr som kommer i kontakt med
utstyr slimhinner (luftveiene, magearm-kanal/ Trakealtuber, otoskopanestesiutstyr,
_ . urinveing uten a penetrere disse.
Middels risiko o - gastroskopspeke) amalgamkondensator,
- Desinfisert,helst sterilisert kinnbayle
Ikke-kritisk Utstyr som kommer i kontakt med hel, fris
utstyr hud Blodtrykksmansjetter,
Lav risiko - Rengjort,helst desinfisert stetoskop,pulsoksimeterdatamaskin
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Inaktivering av mikroorganismer
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ASterilitet kan ikke bevises.
ASterilitet ma sannsynliggjares
AKrav er en sannsynlighet p#0,9999%

Sterility Assurance Level (SAL)0O=

Sannsynlighet for at det maksimalt finnes 1 levedyktig mikrobe
1 000 000 steriliserte gjenstander

ASteriIisering Inaktiverer ikkerionproteiner
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Kontroll av sterilisator

Det er internasjonalt anerkjent at sterilisatorer som skal brukes til medisinsk formal (medisinsk
utstyr) skal hakontroller som indikerer gannsynliggjer) aterilisatorens har
steriliseringsbetingelser opp mot bruksomrade.

Dissebestar i hovedsak av tre fremgangsmater:

A Fysiskesting av sterilisatoren valideringsom er periodisk kontroll som anbefalers arlig. |
Denne har utgangspunkt | valideringen som skal gjennomfgres ved fgrste gangs installasjon.

A Brukav biologisk indikatorsom periodisk kontroll-> «en minivalidering» som anbefales
kvartalsvis mellonvalidering,men erstatter ikke validering.

A Brukav kjemisk indikator(daglig kontroll). Dette er ofte tester som; last kontroller, B&D test
som ofte bestar av kjemiske indikatorer type 2. Disse tester kun mot deler av prosessene i
sterilisatoren. Disse kan ikke erstatter biologiske indikatorer, eller validering.
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Biologiske indikatorer

Et testsystem som Iinneholder levende

mikroorganismer med en definert resistens

mot en definert steriliseringsprosess
(NSEN ISO 11138
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SO 11138 s
STANDARD 11138-7

lllllll
2019-03

Sterilization of health care products —
Biological indicators —

Part 7:
Guidance for the selection, use and
interpretation of results

A4.3Biological indicators should be used in combination with physical
and/or chemical measurements in demonstrating the efficacy of a
sterilizing process.
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17665
Vanndampsterilisering
A285

A13060

A.8.5 Role of biological indicators in process definition

=g

International

Standard

ISO 17665
Sterilization of health care First edition
products — Moist heat — 2024-03

Requirements for the development,

validation and routine control of
a sterilization process for medical
devices

Sedeilisation dis prodults de santd — Chaleur humide

Exigences pour fe développement, la validation el le contrifle de
reutine dun procddd de sedrilisation des disposielfs médicaus

-

.1 A biological indicator is a viable microbioclogical -:ha]lenge of known resistance that is u=ed

requirements for biologicar trtrrto
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n_sterilization process lethality at lncatmns on or in the I:lr-::udu-l:.'l: where it is _placed

=t

e

e foUMNd 1 the S-DlllEESE:nE:E

Reference number
150 176652024 en)

2150 2024

@
Avdeling for smittevern -:o



1SO17665

159 Standard
F8.7 biological indicators (see 150 11138-1 and 130 11138-3) can be used in health care facilities for 15017665
broducts — Moist heat o 2024-03
rocess definition and eqmpment quahhcatmn [see £9)to confirm the lethahty of the cycle to the Requirements ft the development,
. a sterilization process for medical
resistance of The DioiUgicatitieatorThe-storitizerand-biolosieaHmiteator TISTTCTONS for use can e Gevies
consulted for information on placement in the chamberantl l-:}ad number of biological indicatorstobe  me s
used, incubation and interpretation of the biological indicator result. National and local compliance and
regulatory guidelines related to process definition and qualification requirements should be taken into
account.
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Lavtemperatursterilisator

10.3.3 Microbiological efficacy

10.3.3.1

non-viability.

(\

Kommende

Sterilizationof health care products- Biological indicators-

Part 6: Biological indicators for hydrogen peroxide sterilization
processes
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EUROPEAN STANDARD DRAFT
prEN 17180

All sterilization cycles shall ensure that biological indicators as specified in B.7.5 demonstrate

NORME EUROPEENNE
EUROPAISCHE NORM
February 2023
ICS 11.080.10
English Version

Sterilizers for medical purposes - Low temperature
vapourized hydrogen peroxide sterilizers - Requirements
and testing

aische Zwecke -

'en mit verdampftem
srderungen und

en

nieal Committee

ernal Regulations
any alteration.

Aversion in any other
to the CEN-CENELEC

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus. Czech Republic, Denmark. Estonia,
Finland, France, Germany, Greece, Hungary, [eeland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia. Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and
United Kingdom.

Recipients of this draft are invited to submit, with their comments, notification of any relevant patent rights of which they are
aware and to provide supporting documentation.

‘Warning : This document is not a European Standard. It is distributed for review and comments. It is subject to change without
notice and shall not be referred to as a European Standard.

=

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROFEEN DE NORMALISATION
EUROPAISCHES KOMITEE FOR NORMUNG

CEN-CENELEC Management Centre: Rue dela Science 23, B-1040 Brussels

®2023CEN  All rights of exploitation in any form and by any means reserved Ref. No. prEN 17180:2023 E
waorldwide for CEN national Members.
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Biologiske indikatorer tester
steriliseringsprosessen evne til a drepe
levedyktige mikroorganismer.

Haregenstandard serie. (NENISO11138 serien).



Biologiske indikatorer Sporeprgvekontrollen

Jndikatorene inneholdebade
Geobacillustearothermophilus
og Bacillusatrophaeus ogfalger
D-verdi og sporeantall som star
siste gjeldende versjon av
standardene Nd&EN 111388.

D-verdi (Decimal reduction time) er den tid som kreves ved en spesiell temperatur
for & drepe 90 % av en populasjon med mikroorganismer.
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Plasseres sammen med utstyret
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Kigres i ordinger prosSess .

/

Lastemgnster som
ordinaert

ISO 17665

B.3.2.1.2 The biological indicators/PCDs should be packaged in a manner that represents the
packaging to be used for routine moist heat sterilization processing. If the validation packaging differs
from that which will be used for routine sterilization, its relationship to the routine packaging should |
be documented. Validation packaging that differs from the routine sterilization packaging should
represent an equivalent or greater challenge when compared to routine sterilization packaging.
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Plassering

AISO 17665

A Anbefalt plassering
er for a dekke de
utfordrende
omrader

A Gir sporing pa tester
som feiler
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