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Evaluacion de la Conformidad

“demostracion de que se cumplen los requisitos especificados relativos a un
producto, proceso, sistema, persona u organismo”

Need to demonstrate fulfilment of specified requirements

INTERNATIONAL ISO/IEC Besoin de dé trer que des exig spécifiées sont satisfaites
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Selection Information on selected items

Conformity assessment — Vocabulary Sélection Information sur les entités choisies
and general principles Buibop 0 BbI} 6

Evaluation de la conformité —
Vocabulaire et principes généraux

Information on fulfilment of specified
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Fulfilment of specified requirements - >
Review and attestation demonstrated Surveillance needed?
Revue et attestation Respect des exigences spécifiées n Surveillance requise?
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Requisitos Especificados

Evaluacion de la Conformidad

“necesidad o expectativa que se declara”

NOTA: Los requisitos especificados pueden indicarse en documentos
normativos tales como regulaciones, normas y especificaciones

técnicas




Evaluacion de la Conformidad

“demostracion de que se cumplen los requisitos especificados”’

Prueba
Pruebas
Inspeccién 1
Auditol
rueba Vigilancia «—P 4 —» Expiracién
Evaluacién por pares
(Véase Figura C.2)
Valid ion Alcance de la prueba
Grupo de Verif ificacion Retiro
aaaaa dos » .
editacion Suspension

Restauracion

Fuente: ISO con respecto a ISO/IEC 17000: 2019 IEC
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Secretaria de la IEC (SEC
Asamblea General (AG) (5EC)

oos . C ons ej O Presifi;:rl\:‘gfpc::lscom)
IEC (IB)

Junta de
Consejo de Evaluacion de la
Administracion de Conformidad
Normalizacién ((72\=))
(PYME) Tablero de Gesgég de politicas,
Gestion de n = actividades y sistemas
imemamonc;l";nsas Estrategias de de evaluac};én de la
Mercado conformidad
(MSB)
Vigilancia
tecnoldgicalprioridades
del mercado

Grupos de trabajo

Grupos del CAB

Estratégicos

Grupos especiales
de trabajo

Trabajo del sistema

IECEx
Comités
Consultivos

IECQ

Comités técnicos

IECRE




Sistema IEC de Esquemas de Evaluacién de la
@ Conformidad para Equipos y Componentes
o ® | B

i. Electrotécnicos

Facilitar el comercio eliminando la duplicacion de
pruebas y proporcionando acceso a los mercados
Adopcion y uso nacional de las normas IEC (con o
sin diferencias)

Aceptacion mutua de los certificados EIECEE y
sus informes de ensayo relacionados

Evaluacion por pares para garantizar la
competencia, la coherencia y la confianza mutua




Solicitante

EINCB A
revisa y
valida el

informe de
prueba

v

NCB A emite
el certificado
de prueba
CB con el
informe de

prueba

El solicitante es

otorgado con
NCB B/C/D/n ...

marca de
certificacion en
un plazo de 15
dias laborables

Solicitud al
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CBTL A
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informe de
prueba

Solicitante
recibe el
certificado de
prueba CB y
el informe de
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asociado

NCB
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documentos
recibidos y
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marca(s) de
certificacion

NCB A
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solicitud y
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para llevar a
cabo las
pruebas

v

CBTLA
completa las
pruebas
segun la
norma IEC

+
diferencias
nacionales

Certificado
de prueba
CB
+
Informe de
prueba

El
solicitante
envia
documento
s al NCB
B/C/D/n...
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Argentina
Australia
Austria
Bahréin
Bielorrusia
Bélgica
Brasil
Bulgaria
Canada
Chile
China
Colombia

Croacia

Republica Checa

Dinamarca

Finlandia
Francia

Alemania

Bl aisBIZ B0 SHTHI

Grecia

Hungria

India

Indonesia
Israel

Italia

Japon

Kenia
Republica de Corea
Malasia
México
Holanda
Nueva Zelanda
Nigeria
Noruega
Pakistan
Polonia

Portugal
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Federacion Rusa
Arabia Saudita
Republica de Serbia
Singapur
Eslovaquia
Eslovenia

Sudafrica

Espafa

Suecia

Suiza

Tailandia

Turquia

Ucrania

Emiratos Arabes Unidos
Reino Unido
Estados Unidos

Vietnam




INST ITAV LITE
Installation accessories & connection devices Luminaires

MisC
Miscellaneous
BATT CABL CAP
Batteries Cables and cords Capacitors as components
— — .
g ] i ! (] . b
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sfe 80N . .
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- - N & OFF POW PROT
IT and office equipment Low voitage, high power switching equipment  Installation protective equipment
CONT ELVH
Switches for appliances and automatic Electrical energy efficiency Electrical vehicles
controls for electrical household appliances
X
ol
PV SAFE TOoOL
Photovoltaics Safety transformers and similar equipment  Portable tools
EMC HOuUs INDA
Electromagnetic compatibility Household and similar equipment Industrial automation I I
TRON

9 Electronics, entertainment



Organos

im Miembro
(OM)

« 54 Organos Miembro
* 91 Organismos de Certificacién
» 556 Laboratorios de Pruebas

« 1794 Instalaciones de Pruebas
para Clientes

« Mas de 120.000 certificados (2020)
— Mas de 1.5 millones emitidos

- MED
- 28 Organos Miembro |
— 951 Organismos de Certificacion Representante L aboratorios Instalaciones
- ; 4712 INaboratorlos de Pruebas NGERIES hasal FE o Prucbas
— ormas Especializadas para Clientes
- 2.8% de todos los certificados (3503) ﬁ (SPTL) (CTF)
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@ MED: Economias de los NCB

Bélgica* Israel Singapur
Bielorrusia (R*) ltalia™ Eslovaquia*
Canada Japon Eslovenia*
Republica Checa* Republica de Corea Espana*™
Dinamarca* Holanda™ Suecia*
Finlandia* Noruega™® Suiza**
Francia™ Polonia (R*) Turquia (R¥)
Alemania*™ Portugal (R*) Ucrania
Hungria™ Serbia (R) Reino Unido

Estados Unidos

Key: Paises Miembro de IMDRF (EU* EEA**) R: Solo Reconocer
1 [no participan Australia, Austria, Brasil, China, Federacion Rusa]




MED

iTM
Comité de
Politica y Consejo de
. Estrategia Apelaciones
IEC 60601-1 (PSC)
INTERNATIONAL
STANDARD
NORME Comité de gestion
INTERNATIONALE de la certificacién

IECEE (CMC)

Medical electrical equipment —
Part 1: General requirements for basic safety and essential performance

Appareils électromédicaux —
Partie 1: Exigences générales pour la sécurité de base et les performances
essentielles

Comité de

evaluacion por
pares (PAC)

Comité de
laboratorios de

ensayo (CTL)

Ediciones:
1998 & 2005
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CTL DECISION SHEET (DSH)

Standard(s) (incl. year) Subclause(s) Tracking No. Year

IEC 50801-1: 2005 (ed 3 .0) |88 017 2018

Category

MED

K Approved

Subject Keywords Developed by | 7

Creepage distance Creepage distance ETF-3 2016 CTL
Warking voltage, PCB Plenary
traces Meeting

Question

How should the creepage distance be measured in a scenario where the point with the
highest
working voltage is behind a point with a lower working voltage?

See the case study below for details

Groepage distance requirement on a Ciass Il switch mads power supply it
oD Gosigned for 2 MOPP.
VU~

he nearestprinied rack on he prmary side.

Edition 2.3 2019-06 Edition 2.1 20170517 e boird b et e vack o ey 8o e 8 POt

between se o
which mees the requiement for 240 V.

The croapage distance between the 340 V pont and the 240 V points 1 .

IECEE IECEE -

in such a case?

OPERATIONAL DOCUMENT OPERATIONAL DOCUMENT o r
= H= =

2oV

IEC System of C. i for
and Components (IECEE System)

IEC System of Conformity for
Equipment and Components (IECEE System)

solderpoints

Guideline Document on Medical Electrical Equipment in the CB Scheme
according to the IEC 60601 and IEC/ISO 80601 Series of Standards

C i of Testing L ies (CTL)

Grey dots
ou' i tne with oher sod
ine wih acquer on rack

Evaluation of Risk Management in medical electrical equipment according
to the IEC 60601-1 & ISO/IEC 80601-1 Series of Standards

TESTING AND MEASURING EQUIPMENT/ALLOWED SUBCONTRACTING
IEC 60601-1:2005 + Am.1:2012
Medical electrical equipment - Part 1: General requirements for basic safety and
essential performance
Required
& May be subconracted, see OD 2012
“seTL Specialized Facility, see IECEE 02-2
w Witness testing n the categories ‘MED" and ‘MEAS™
“apPs” Three Phase Power Supply required
Clause Messurementitosting Tosting I measuring equipment / material noeded | Subcontracting
ExH] Fower mput Suitabie devices for The voltage, currentpower and ®
requency
Supply: 1 phase and 3 phase variacs
53 Rmblent emperature, Fumidly, almospheric pressure | SuTable devices for recording porate, R
humidity, atmospherc pressure
57 Famidity Teament Environmental conditons: Gontraling [R
temperature and humidity
502 Rcessible parts Force gauge (30 N). standard test finger (Tgure 6). |R

EC

ECEE 00208201 T(en)

ECEE 00204420 1EN)




MED

IEC SYSTEM FOR MU
(IECEE) CB SCHEME

CB TEST CERTIFICATE

Product

Name and address of the applicant

Name and address of the manufacturer

Name and address of the factory

Note ore than one factory. pess

Ratings and principal characteristics

Trademark / Brand (if any)

Customer's Testing Facility (CTF) Stage used

Model / Type Ref.

Additional information (if necessary may also be
reported on page 2)

A sample of the product was tested and found
to be in conformity with

As shown in the Test Report Ref. No. which
forms part of this Certificate

Ref. Certif. No.

L RECOGNITION OF TEST CERTIFICATES FOR ELECTRICAL EQUIPMENT

O Additional Information on page 2

O Additional Information on page 2

This CB Test Certificate is issued by the National Certification Body

Test Report issued under the responsibility of:

IEC 60601-1
Medical electrical equipment

GENERAL REQUIREMENTS

Date:

Signature:

41 Requirements of this standard applied in
Part 1: General requir ts for basic safety and essential performance NormAL use and reasonably foreseeable misuse
Report Reference No.... 42 RISK MANAGEMENT PROCESS FOR ME EQUIPMENT OR ME SYSTEMS
i 422 General requirement for RISK MANAGEMENT - See Appended RM Results
Date of issue.... PROCESS complies with 1S014971 (2007).... Table 42.2.
Total number of pages.... 423 Evaluating Risk
4231 a) Compliance with the standard reduces
CB Testing Laboratory..... residual risk to an acceptable level
Address ... b) Manufacturer has defined risk acceptablllty RISK MANAGEMENT PLAN
criteria in the RISK MANAGEMENT PLAN Document: __
- N c) When no specific technical requirements
Applicant’s name.... provided manufacturer has determined HAZARDS
Address ..... O HAZARDOUS SITUATIONS exists.
- HAZARDS OF HAZARDOUS SITUATIONS have been
Test specification: evaluated using the RISK MANAGEMENT PROCESS.
Standard... IEC 60601-1:2005, COR1:2006, COR2:2007, AMD1:2012 4232 \MANUFACTURER has addressed HAZARDS of
(or IEC 60601-1:2012 reprint) in the IEC 60601-1 series.
43 Performance of clinical functions necessary to |RM File Reference to
Test procedure.... CB Scheme achieve iNTENDED USE or that could affect the Essential performance: __
safety of the ME EQUIPMENT Or ME SYSTEM were
Non-standard test method..... identified during RISK ANALYSIS.
Test Report Form No. IEC60601_1N - Performance limits were identified in both
Test Report Form Originator......:  UL(US) NORMAL CONDITION and SINGLE FAULT CONDITION.
- Loss or degradation of performance beyond
Master TRF ... 2019-09-17 the limits specified by the MANUFACTURER were
Copyright © 2019 Worldwide System for Conformity Testing and Certification of evaluated
Equipment and Components (IECEE), Geneva, Switzerland. All rights reserved. - Functions with unacceptable risks are See Appended Table 4.3
Thi identified as ESSENTIAL PERFORMANCE ..
is publication may be reproduced in whole or in part for non-commercial purposes as long as the IECEE is
copyright owner and source of the material. IECEE takes no responsibility for and will not assume liability for damages resumng from - RISk CONTROL measures implemented
the reader's interpretation of the reproduced material due to its placement and context.
- Methods used t¢ ify the effecti f
If this Test Report Form is used by non-IECEE members, the IECEE/IEC logo and the reference to the CB RISK. C;NTSR:: o verity the e vaness o
Scheme procedure shall be removed. —
44 EXPECTED SERVICE LIFE stated in Risk
This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and FILE
appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02. 45 = dlized:
Alternative RISK CONTROL methods util

14

General disclaimer:

The test results presented in this report relate only to the object tested.

This report shall not be reproduced, except in full, without the written approval of the Issuing CB testing
laboratory. The authenticity of this Test Report and its contents can be verified by contacting the NCB,
responsible for this Test Report.




@ Otras Consideraciones

» Ciberseguridad
~ |[EC 62443

» Sequridad Funcional
- IEC 61508

 Competencias del Personal

15 — I



IEC
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@ Un enfoque metodico
. m. a la Regulacion de Dispositivos Médicos

Participar

Objeto de la Evaluacion de la Conformidad
Requisitos especificados

Actividad de |la Evaluacion de la Conformidad
Sistema/Esquema de Evaluacion de la
Conformidad

Optimizacion Global
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International Medical
Device Regulators Forum

« Australia Therapeutic Goods Administration

« Brasil National Health Surveillance Agency (ANVISA)
« (Canada Health Canada

* China China Food and Drug Administration

* Union Europea European Commission Directorate-General for Internal Market,
Industry, Entrepreneurship and SMEs

« Japon Pharmaceuticals and Medical Devices Agency vy el Ministry of Health,
Labour and Welfare

* Rusia Russian Minstry of Health

« Singapur Health Sciences Authority

« Corea del Sur Ministry of Food and Drug Safety

« Estados Unidos de América US Food and Drug Administration

18


http://www.tga.gov.au/
http://portal.anvisa.gov.br/wps/portal/anvisa-ingles
http://www.hc-sc.gc.ca/index-eng.php
http://eng.sfda.gov.cn/WS03/CL0755/
http://ec.europa.eu/growth/sectors/medical-devices/index_en.htm
http://www.pmda.go.jp/english/index.html
http://www.mhlw.go.jp/english/
http://www.rosminzdrav.ru/
http://www.hsa.gov.sg/content/hsa/en.html
http://www.mfds.go.kr/eng/index.do
http://www.fda.gov/
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