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Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zenrtifizierungs- und Priiffungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company:

MADESPA, S.A.

Calle Rio Jarama, 120
45007 Toledo

Spain

has introduced, applies and maintains a quality assurance system for the products / product
categories listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex V

This certification is subject to surveillance by MEDCERT.
Effective date:  2020-10-23

Expiry date: 2023-08-29

Report No.: 7487PS02F
Process No.: QS - 7487
Certificate No.: 7487GB414201023A

Hamburg, 2020-10-23

Jeey

MEDCERT Cekiification Body
[Dr. Andreas Schich)
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ME%ER.I.®

Certification, Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS - 7487
Certificate No.:  7487GB414201023A

List of products / product categories included in the scope of certificate

Dental Materiais:

» Core build-up materials

» Dentine and enamel adhesives

» Lluting materials (polymers)

+ Materials for fixed prosthesis (inlays, onlays, veneers) (polymers)
« Materials for surface preparation (etch)

+ Plastic materials for direct insertion (polymers)

- End of lisi —

This appendix is intsgral part of the above-referenced ceriificate. ﬁ*?*ﬁ_ Banannt durchyDesignated by
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Declaration

Manufacturer’s Self- RV:00

Fecha: 12/07/2023
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In relation to Regulation 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in particular

with respect to

e the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices (MDD)

(Directive Certificates) and/or?

e the compliance of the devices and us as their manufacturer with the conditions for the continued

placing on the market and putting into service

Manufacturer name MADESPA S.A.
_ C/RIO JARAMA 120, CP 45007 TOLEDO -
Manufacturer address and contact details TOLEDO SPAIN
Single Registration Number (SRN) (if available) ESMF-000003915
Authorised Representative name (if applicable) NA
Authorised Representative address and contact details NA
Single Registration Number (SRN) (if available) NA
Notified body name (if applicable) MEDCERT
Notified body number (if applicable) 0482
Directive Certificate number(s)
to which this confirmation is made (if applicable) 7487GB414201023A
Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity (if
applicable) 29/08/2023
End date of extended validity/transition period 31/12/2028

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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We, as the manufacturer declare under our sole responsibility:

for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

> Directive Certificate(s) as listed above or in the attached schedule

Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021, was/were not withdrawn by 20 March 2023

Choose applicable statements:
O Expired before 20 March 2023:

O Before the original date of expiry as indicated on the Directive Certificate, we and the

notified body have signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VIl to this Regulation for the conformity assessment in respect of
the device covered by the expired certificate or in respect of a device intended to substitute
that device

O A Competent Authority has granted a derogation from the applicable conformity

assessment procedure in accordance with Article 59(1) MDR (may be provided upon
request)

O A Competent Authority has required the manufacturer, in accordance with Article 97(1)

MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

O Expired/expires after 20 March 2023:

A formal application to the notified body in accordance with Section 4.3, first
subparagraph of Annex VIl MDR for conformity assessment has been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its substitute and a signed written agreement is/will be in place
in accordance with Section 4.3, second subparagraph of Annex VIl MDR before 26
September 2024.

We do not intent to lodge an application for conformity assessment by 26 May 2024,
therefore the transition period will end on 26 May 2024.

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable statement:

O A formal application to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has been made or will be made/submitted by us to
a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule or
its substitute and a signed written agreement is/will be in place in accordance with Section 4.3,
second subparagraph of Annex VIl MDR before 26 September 2024.

[0 We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

» Quality Management System (QMS)
= Choose one applicable statement:
O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.

» Device(s) as listed in the attached schedule
e The device(s) continue to comply with the AIMDD or MDD.

e The device(s) has/have not been significantly changed in its/their design and intended purpose
since 26 May 2021.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:

Full Company Name MADESPA S.A.

Tel. +34.925.241.025
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Manufacturer’s Self-Declaration

RV:00
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Schedule of Devices
The above Manufacturer’s Declaration is valid for the following devices:
i Original expiry date
. If the MDR device is a Rg"fengni‘:’(ts'?z?t&e asindicatedonthe | .
entitication of the : substitute device, . Directive Certificate
device MDR Device identificati f th devices under MDR ior to th extended
Device name / Basic UDI- | classification EON matan e application, and the PITQY SANe validity/transition
Gl o corresponding MDD = extension of the .
DI (under MDR application) X NB Identification e period
device validity
(Name and number) (if applicable)
Core build-up materials
prosiess (riaye onlys, | 7487 anarazo 1o
BASIC UDI-DI: lla veneers) (polyrlners) : |ssusd by Medoert 29/08/2023 31/12/2028
84353161DM000105T Plastic materials for direct 0482
insertion (polymers)
i Dentine and enamel 748%2@2?2531%23!\
BASIC UDI-DI: lla adhesives Issued by Medcert 29/08/2023 31/12/2028
84353161DM000205W 0482
EraE NS st Materials for surface 743%?3?2??;%1%;%
BASIC UDI-DI: lla preparation (etch) Issued by Medcert 29/08/2023 31/12/2028
84353161DM000305Z 0482
- End of list -
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