What information should be on an EC/ISO 13485 certificate
There are a number of important details that a sponsor should check to ensure that the certificate is valid for particular IVDs. Wording and formatting will vary between certification bodies. Following is a mock-up of what an EC/ISO 13485 certificate should contain.
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EC CERTIFICATE
for the
Quality Assurance System

ala

As a notified body of the European Union (Reg
no. 0413) Company ABC hereby approved the
Quality Assurance System applied for design,

manufacture and final inspection by the compay

CERTIFICATE NUMBER 8000

\

\

Manufacturer ABC

Location:
23 Rue de Flower 12345 Fornealix

\

France

Approval is based on the result of the certfication audit
with report number 0000-2-00 and is perfor
accordance with the st

Annex IV, Section 3 of the

Check the logo s from a Notied
Body or recognised certfication body

Certificate number

Check the manufacturer's name
corresponds with the information on
the IVD/IVD label,

‘Address mustinclude the complete:
street address and country of origin
Apostal address is not suffcent

Check the Annex Route is
appropriat for th class of the device
(EC certifcates only).

Directive 98/79/EC

of the council dated June 14, 1993 governing In Vitro
Diagnostic Medical Devices. The certification is
applicable to the devices specified in the Annex. The
manufacturer complies with the requirements of Annex
IV, Section 3 of the Directive 98/79/EC.

The listed devices may be affixed with the CE
marking indicated below.

\

IVDs included i this certificate:
Products for the detec of infectious markers, tumour
markers and self monitoring of blood sugar and other
‘parameters

CE 1234

\

Check that either the IVD Directive
(and the Annex route) or IS0 13485
is specified on the crtiicate

Check the scope of the certcate:
describes the VD (tis information
‘may be on a 2% page (Annex) of the
certficate)

Look for Notified Body number (EC
certifcates only)

Date this site was firt inspected

recertification: 27.07.2009 4—

Date of most recent inspection

Registation: No: 8000

Certiicate number

Check expiry date of the certicate





