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B.T.M. Holtus
Managing Director

J.M. McKenzie
Principal Certification Manager

First lssued: 19 September 2023 Date: 19 September 2023 Expiry date: I September 2028

@ lntegral publication of this certificate and adJoining reports is allowed

.DEKRA Certification B.V. is Notified Body with lD no 0344 
l
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DEKM grants the right to use the EC Notified Body ldentification
Marking of Conformity on the products concerned conforming tq!
'the provisions of the EU- Regulation which apply to

0344

.Supplement 
to certificate:

Authorized
The Netherlands

DEKM hereby declares
20'17 17 45, including all
authorized
accordance to
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This certificate covers the following device(s):

+

Certificate History ilt

First lssued: 19 September 2023 Date: 19 September 2023 Expiry date: 1 September 2028

@ lntegral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with lD no 0344

DEKM Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands

T +31 88 96 83000 www.dekra.nl Company registration 09085396
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Revision Date of lssue certificate Certification Notice
Reference

Action

0 19-09-2023 2259338CN03 First issue,
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ldentification of the Common
documentation and audit
The Ceftification Notice also
including facilities.
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lNumber: 2266996CE02

"EU Quality I

Manufacturer:

Medtronic GoreValve LLC
1851 E. Deere Avenue
92705
Santa Ana, California
United States
SRN lD.: US-MF-000019985

0344

J.M. McKenzie
Principal Certification Manager

First lssued: 19 September 2023 Date: 19 September 2023 Expiry date: '! September 2028

@ lntegral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with lD no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 BB 96 83000 www.dekra.nl Company regiskation 09085396
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DEKRA Certification B.V.

B.T.M. Holtus

Marking of Conformity on the products concerned
the provisions of the EU- Regulation which apply to

Supplement to certificate :

Add itional certificate :

Authorized
The Netherlands

DEKM hereby
2017 17 45, including all

authorized
accordance to
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Number:2266e96cE02 
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Conformity Assessment Regulatio n 2017t745on Medical devices, Annex fX Cn.nr.ffiH,j$Hu,
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Conditions for or limitations to the validity of this certificate:

First lssued: 19 September 2023 Date: 19 September 2023 Expiry date: I September 2028

@ lntegral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with lD no 0344

DEKRA Certification B.V. Meander 1051 , 6825 MJ Arnhern P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +3'l BB 96 83000 www.dekra.nl Company registration 09085396
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This certificate covers the following device(s) / groups of device(s):

Certificate History
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documentation and audit assessmenrs
The Cerlification Nollce a/so

including facilities.



EU MDR Declaration of ConformitY

D00855s21 Revlsion A Page 1 of5I
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Manufacturer:

Manufacturer SRN:

Manufacturlng Site/s:
(Transcatheter Aortlc Valvel

Manufacturlng Slte/s:
(Dellvery System & Loading SYstemf

Authorlzed Representatlve:

Authorlzed RePresentatlve SRN:

Notified Body:

Conformity Assessment Certificate(s):

Conformlty fus$sment Procedure:

ihis docgnrent is electronically corttrr:lleci MedtrcniC COntrclled InfOrmatlOn
CONFIDENTIAL

EU MDR Declaration of Conformity (DoC)

Medtronic CoreValve, LLC

1851 E Deere Ave

Santa Ana, CA 92705

us-MF-00001998s

Medtronlc Mexico S. de R.L. de CV.

Av. Paseo Cucapah 10510 El Lago CP222LA

Tiluana, Baja California,

Mexico

Medtronic lreland

Parkmore Business Park West,

Galway,lreland

Medtronic B.V.

Earl Bakkenstraat 10

6422PJ Heerlen

The Netherlands

NL-AR-000006050

DEKRA Certification B.V.

Meander 1051

5825 MJ Arnhem

The Netherlands

NB Number:0344

MDR EU Quality Management System Certificate 2266gg6CEOil

MDR EU Technical Documentation Assessment Certificate 2266996T00e]

Annex lX

Evolut FX System - Class lll

D00009859 Revision D



EU MDR Declaration of Conformity

D00853521 Revision A Page 2 of5

Classification Rule: Evolut FX System:
Evolut FX Transcatheter Aortic Valve - Annex Vlll Section 5.4 Rule

8; Section 7.5, Rule 18

Evolut FX Delivery Catheter System -Annex Vlll Section 5.3, Rule 7

€volut FX [oading System - Annex Vlll Sectlon 4.1, Rule I

Per MDCG 2OZl-24, classification is determined by the lntended use

of the system; therefore, classlflcation of the system selected is at the
levelof the highest classlfled component. Accordingly, the Evolut FX

system (TAV, OCS, and tslls classified as a Class lll medlcaldevice.

The intended purpose of the Evolut FX system is to replace the
function of a stenosed natlve or failed surgical aortic valve without
the need for open heart surgery.

lntended Purpose:

Statement:

We, Medtronic CoreValve, LLC., hereby declare under our sole responslbllity that the product(s) specifled hereln

conform to EU Medlcal Device Regulatlon 20171745 and relevant Union Legislation that provides for the issulng of
an EU Declaration of Conformity.

Other Unlon Leglslatlon(s) :

Not applicable

Union Legislatlon Applicable Declaration of Conformlty Document Number

This clocrrnrerrt is electlon;caiiy conh'clleil Medtronlc Contfollad InfOfmatlOn
CONFIDENTIAL

D00009859 Revision D



EU MDR Declaration of ConformitY

Revlslon A Page 5 of 5

Place: Santa Rosa, CA

Name: Declan Dineen

Title: Vice President, Regulatory Affairs Structural Heart

sisnature:ru*fu

oate: SeFt, Ll, 1.o23

Medhonlc Contrulled Informatlon
CONFIDENTIAL

This clocltnlent is electronically controlled
D00009859 Revlsion D
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EU MDR Declaration

D00853521

of Conformity

Revlslon A Page 4 of5

Products Covered

Trade Name Product Name

Medtronic
Product
!dentlfier Baslc UDI-D!

Optlonal:
Addltional

nomenclature
ldentifier (e.g.

EMDN,GMDN)
CFN

Medtronic
Evolut FX

System

Medtronic Evolut FX

Transcatheter Aortic Valve, 23
mm

EVOLUTFX-23

0753000800077727K

GMDN:50245

EMDN:
P070301030101

Medtronic Evolut FX

Transcatheter Aortlc Valve, 26
mm

EVOLUTFX.26

Medtronic Evolut FX

Transcatheter Aortlc Valve, 29
mm

EVOLUTFX-29

Medtronlc Evolut FX

Transcatheter Aortic Valve, 34
mm

EVOLUTFX.34

Medtronic Evolut FX Delivery

Catheter System, 23-29 mm

D-EVOLUTFX.

2329
Medtronic Evolut FX Delivery
Catheter System, 34 mm

D.EVOLUTFX-34

Medtronic Evolut FX Loading
System, 23-29 mm

L-EVOLUTFX.

2329
Medtronic Evolut FX toading
System,34mm

L.EVOLUTFX.34

rirfs do(inrent is eleciiorrir:aily contrr:rllecl Medtrcnlc Contrcllad fnformatlon
CONFIDENTIAT

D00009859 Revision D

Form

Medtronic



[ zu-moR Declaration of ConformitY

II Revlslon A Page 5 of 5

. D00855521

Com mon SPecification(s)
Not APPlicable

The following common sPecifications were used t9 *monstrate 
conform'itY:

D00009859 Revislon D

Medtrunlc Controtled Information
CONFIDENTIAL

Ttris docllnlent is electronically controlleci

Revision History

DescriPtion of Change

lnitial release of document
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