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Geltungsbereich

Prufgebiet
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Prufgebiet Prufgegenstand Prufungsart Regelwerk
Produkt (Kategorie) | Prifung Prufverfahren
In-vitro-Diagnostik | prafung zum Nachweis d{1.S. EN IEC 613265
(IVD) Medizingerate Ubereinstimmung IEC 61322-6

Stéraussendung
Storfestigkeit
Vom Hersteller vor | prifung auf Uberein
gelegte stimmung
Informationen
Aufschriften
Bezeichnungen
Gebrauchsan
weisung/Beglei
papiere

Gegebenenfalls bestehende Ausschliisse von Teilpriufungen einer Prifung sind im Geltungsbereich
der Akkreditierung nicht aufgefuihrt und miissen vom Labo®ugiragsprifung dem Auftraggeber
mitgeteilt werden.

Die Akkreditierungsbegutachtung fand unter Beriicksichtigung der normativen Verweise der
europaischen Regelwerke (DIN EN) statt. Die normativen Verweise der internationalen Regelwerke
(IEC, 1SO) wurden hicberticksichtigt, sofern die referenzierten internationalen Ausgabestande
der Normen nicht explizit in der Anlage zum Bescheid ausgewiesen sind.
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I.S. EN 60602-25:2015 Medical electrical equipment

(201511-10) Part 2-25: Particular requirements for the basic safety and essen
performance of electrocardiographs
I.S. EN 60602-25:1995 & A1:1999 (20132-19)T - Medical
electrical equipment Part 225: Particular requirements for the
safety of electrocardiograggh

[.S. EN 60602-
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I.S. EN IEC 606@146:2019 Medical electrical equipmentPart 246: Particular requirements fc
(201912-05) the basic safety and esstal performance of operating tables
I.S. EN 60602-46:2011 (201408-23)T - Medical electrical
equipment- Part 246: Particular requirements for basic safety ar
essential performance of operating tables
I.S. EN 60602-46:2001 (200406-22)T - Medical dectrical
equipment- Part 246: Particular requirements for the safety of
operating tables

I.S. EN 60602-47:2015 Medical electrical equipmentPart2-47: Particular requirements fc
(201506-09) the basic safety and essential performance of ambulatory
electrocardiographic systems;
I.S. EN 60602-47:2002 (200202-15)T - Medical electrical
equipment- Part2-47: Particular requirements for the safety
including essential performance, of ambulatory electrocardiogra

systems;
I.S. EN 60602-49:2015 Medical electrical equipmentPart 249: Particular requirements fc
(201511-10) the basic safety and essential performance of multifunction patie

monitoring equipment

I.S. EN 60602-49:2002 (20002-15)T - Medical electrical
equipment- Part2-49: Paricular requirements for the safety of
multifunction patient monitoring equipment

I.S. EN IEC 613265:2021 Electrical equipment for measurement, control and laboratory -us
(2021:07-02) EMC requirementsPart 26: Particular requirementsin vitro
diagnostic (IVD) medical equipment
(in Verbindung mit I.S. EN IEC 61328021 (202107-02), solange
eine glltige Akkreditierung hierfur besteht)
I.S. EN 61328-6:2013 (20132-14)T - Electrical equipment for
measurement, control and laboratory us&MCrequirements- Part
2-6: Particular requirementsin vitro diagnostic (IVD) medical
equipment (IEC 61328-6:2012 (EQV))
(in Verbindung mit I.S. EN 61328013 (20132-14)T, solange
eine gultige Akkreditierung hierfur besteht)

I.S. EN IE€D6012-26:2020 Medical electrical equipmentPart 226: Particular requirements fc
(2020-14-29) the basic safety and essential performance of
electroencephalographs;
+ AC:202410 (202111-15)
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I.S. EN 80602-35:2009 Medical electrical eqpiment - Part 235: Particular requirements fc

(201002-09) the basic safety and essential performance of heating devices u
blankets, pads and mattresses and intended for heating in medi
use

+ Amendment 11:2011 (201110-20)
+ Amendment 1:2016 (20101-23)

I.S.EN 806042-35:2009 (201@2-09)T - Medical electrical
equipment- Part 235: Particular requirements for the basic safet
and essential performance of heating devices using blankets, p¢
and mattresses and intended for heating in medical use

I.S. EN IE€D6012-49:2019 Medical electrical equipmentPart 249: Particular requirements fc
(201910-30) the basic safety and essential performance of multifunction patie
monitoring equipment

IEC 606041-2 : 201402 Medical electrical equipmentPart :2: General requirements for
basic safety and essential performandgollateral Standard:
Electromagnetic disturbancefkequirements and tests
+ Amendment 1 : 20209
IEC 6060411-2 : 2007037 - Medical electrical equipmentPart1-2:
General requirements fdbasic safety and essential performance
Collateral standard: Electromagnetic compatibiligequirements
and tests

IEC 60602-25 : 201110 Medical electrical equipmentPart 225: Particular requirements fc
basic safety and essential performarafezlectrocardiographs
IEC 60602-25 : 199303 + Al : 19995T - Medical electrical
equipment- Part 225: Particular requirements for the safety of
electrocardiographs

IEC 6060:2-26 : 2012057 Medical electrical equipmentPart 226: Particular requements for
the basic safety and essential performance of
electroencephalographs
IEC 6060:2-26 : 2002117 - Medical electrical equipment
Part 226: Particular requirements for the safety of
electroencephalographs

IEC 6060:2-34 : 201105 Medical electical equipment Part 234: Particular requirements fc
the basic safety and essential performance of invasive blo(:)7()1
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Abkurzungen
CENELEC European Committee for Electrotechnical Standardization
EN Europaische Norm
IEC International ElectrotechnicaZommission
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