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WDR CE certification service

= For medical device manufacturer with certified QMS according to 1ISO13485

= Notified body SGS Fimko (NB0598) working under the notification from competent authority Fimea
= Local service provider in Germany is SGS Germany GmbH

= 1SO13485 certificate validity - 3 years

= MDR EC Certificate validity - 5 years

= Frequency (12 months) and duration of visits are regulated by law.

= Unannounced audit at least once during the certification cycle



From the first Inquiry to project opening
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MDR EC certification — guotation elements
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Application review
Application fee

MDR QMS audit:
- Stage 1

- Stage 2

TD assessment

CD assessment

Annual certification
fee

MDR QMS
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TD Surveillance
CD Surveillance

Annual certification
fee

Initial c(evr_tli)fication Surveillance (V2) Surveillance (V3)

MDR QMS
Surveillance Audit

TD Surveillance
CD Surveillance

Annual certification
fee

Re-certification
(V1R)

MDR QMS Audit
TD Assessment
CD Assessment

Annual certification
fee




WDR EC certification — visits: what is done when

Initial certification (V1) Surveillance (V2) Surveillance (V3) Re-certification (V1R)

Transfer of QMS to
FIMKO

Audit of Quality
Management System
Stage 1 and Stage 2

Review of technical
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Review of clinical
documentation

Certification review

Issue of ISO and MDR
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Technical
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Certification

Visit workflow (V1, VIR)
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MDR Certification Process

OVERVIEW OF OUR CERTIFICATION PROCESS
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Useful links about SGS Fimko certification process

= For more details visit our new homepage in German:
https://www.sgs-cge.de/de/service-portfolio/2017-06-02-5/eu-zertifizierung-medizinprodukte.html

= Certification process in English:
https://www.sgs-cge.de/images/pdf/FPMDREG1015 - MDR Your Certification Process Explained Ver lprint.pdf

= Standard fees and charges:
https://www.sgs.fi/-/media/local/finland/documents/technical-documents/technical-datasheets/nb-0598-standard-fees-2022.pdf ?la=en

= Scope of MDR certification:
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notification.pdf&dir id=34&ntf id=310591
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