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Edwards

DECLARATION OF CONFORMITY

Manufacturer Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614, USA

European Representative Edwards Lifesciences Services GmbH
Edisonstrasse 6
85716 Unterschleissheim, Germany

Product Category Arterial Cannula
Classification Class lla - Annex IX, Rule 7 (Autolncisor Rule 6)
Conformity Assessment Annex Il

UMDNS / GMDN Nomenclature  See following pages

We hereby declare that the distributed CE marked products, specified in the annexed
product list, meet the provisions of the Council Directive 93/42/EEC, as amended by
2007/47/EC concerning Medical Devices and that this Declaration of Conformity is issued
under the sole responsibility of Edwards Lifesciences LLC. All supporting documentation is
retained under the premises of the production location.

The manufacturer has established and is maintaining a quality system which meets the
requirements of ISO 13485:2003, Certificate No.3805474, valid until 31 December 2018.

Notified Body DEKRA Certification B.V
Meander 1051
6825 MJ Arnhem, The Netherlands
Identification Number 0344

EC Certificate 2016183CE01

(Valid until 7 January 2023)
Signed for and on behalf of Edwards Lifesciences LLC
Manufacturer Irvine, CA

Digitally signed by Ashwini Jacob

DN: cn=Ashwini Jacob, o=Edwards Lifesciences, ou=Sr. Director,
Regulatory Affairs, email=ashwini_jacob@edwards.com, c=US
Date: 2018.01.08 13:09:11 -08'00'

Ashwini Jacob
Sr. Director, Regulatory Affairs

DOC: 046
Revision 36 Arterial Cannulae Page 1 of 3



Edwards

This product list belongs to the Declaration of Conformity identified
CE marked products distrib
Directive 93/42/EEC amen
catalog number and descri

standards.

PRODUCT I
Arterial Can

medical devices.

by Arterial Cannula, and specifies that t
uted by Edwards Lifesciences are in conformity with the provisions of
ded by 2007/47/EC concerning
ption. Refer to the Essential Requirements Checklist

the Co

The following list identifies
for a list of relevant harmor

Start Date of CE Marking: Devices covered by this section of the Declaration were first CE Marked in 199¢

Catalog Number

Description

Arterial Cannula

UMDNS: 15768 Cannulae, Aortic
GMDN: 34893 Cardiopulmonary

bypass cannula, arterial

EZC21A EZ Glide Aortic Cannula: Curved w/Suture Bump wi/straight connector, 21 Fr.

EZC21TA EZ Glide Aortic Cannula: Curved w/Suture Bump w/T connector, 21 Fr.

EZC24A EZ Glide Aortic Cannula: Curved w/Suture Bump wi/straight connector, 24 Fr.

EZC24TA EZ Glide Aortic Cannula: Curved w/Suture Bump w/T connector, 24 Fr.

EZF21A EZ Glide Aortic Cannula: Curved w/Suture Flange w/straight connector, 21 Fr.

EZF21TA EZ Glide Aortic Cannula: Curved w/Suture Flange w/T connector, 21 Fr.

EZF24A EZ Glide Aortic Cannula: Curved w/Suture Flange wi/straight connector, 24 Fr.

EZF24TA EZ Glide Aortic Cannula: Curved w/Suture Flange w/T connector, 24 Fr.

EZS21A EZ Glide Aortic Cannula: Straight w/straight connector, 21 Fr.

EZS21TA EZ Glide Aortic Cannula: Straight w/T connector, 21 Fr.

EZS24A EZ Glide Aortic Cannula: Straight w/straight connector, 24 Fr.

EZS24TA EZ Glide Aortic Cannula: Straight w/T connector, 24 Fr.

Catalog Number Description

Arterial Cannula UMDNS: 10564 Cannulae, Arterial

GMDN: 34893 Cardiopulmonary
bypass cannula, arterial

OPTI16 OptiSite Arterial Perfusion Cannula, 16 Fr., blunt tip, vented introducer

OPTI18 OptiSite Arterial Perfusion Cannula, 18 Fr., blunt tip, vented introducer

OPTI20 OptiSite Arterial Perfusion Cannula, 20 Fr., blunt tip, vented introducer

OPTI22 OptiSite Arterial Perfusion Cannula, 22 Fr., blunt tip, vented introducer
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ThruPort Systems Arterial Cannulae

Start Date of CE Marking: Devices covered by this section of the Declaration were first CE Marked in 1999.

Catalog
Number Description
UMDNS: 10564 Cannulae, Arterial
Arterial Cannula GMDN: 34893 Cardiopulmonary
bypass cannula, arterial
ER21B EndoReturn Arterial Cannula Kit: (Y- connector w/smooth, inner radius), 21 Fr, with
Guidewire :
ER23B EndoReturn Arterial Cannula Kit: (Y- connector w/smooth, inner radius), 23 Fr, with
Guidewire
DOC: 046
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Edwal“dS VYHLASENIE O ZHODE

Vyrobca Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614, USA

Eurdpsky zastupca Edwards Lifesciences Services GmbH
Edisonstrasse 6
85716 Unterschleissheim, Nemecko

Kategéria vyrobku Arteridlna kanyla

Klasifikacia Trieda lla — priloha IX, predpis 7 (Autolncisor Pravidlo 6)
Posudenie zhody Priloha Il

Oznacenie podla UMDNS/GMDN* pozri nasledujice strany

Tymto vyhlasujeme, ze distribuované vyrobky oznacené znackou CE, S$pecifikované v prilozenom
zozname vyrobkov, spifiaju poziadavky Smernice Rady 93/42/EHS zmenenej a doplnenej Smernicou
2007/47/ES o zdravotnickych poméckach aZe toto vyhlasenie ozhode sa vydava na vyhradnu
zodpovednost spolo¢nosti Edwards Lifesciences LLC. VSetky podporné dokumenty su ulozené v
priestoroch vyroby.

Vyrobca zaviedol a udrziava systém kvality vsulade s poziadavkami ISO 13485:2003, certifikat ¢islo
3805474, platny do 31. decembra 2018.

Notifikovany organ Dekra Certification B.V.
Meander 1051
6825 MJ Arnhem, Holandsko
Identifikacné &islo: 0344

ES Certifikat 2016183CE01
(platny do 7. januéra 2023)

Podpisal za a v mene Edwards Lifesciences LLC
vyrobcu Irvine, CA

Digitalny podpis Ashwini Jacob
DN: cn=Ashwini Jacob, o=Edwards Lifesciences, ou=Sr. Director,
Regulacné zaleZitosti, email=ashwini_jacob@edwards.com, c=US

Dfia: 08.01.2018 13:09:11 -08'00' Necitatelny podpis

Ashwini Jacob
Senior Director, requlacné zaleZitosti

*Pozn. prekl.: UMDNS/GMDN = Univerzalna nomenklatira zdravotnickych pomécok/Globélna nomenklatura
zdravotnickych pomécok
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Edwards ZOZNAM VYROBKOV
Kanyla arterialna

Tento zoznam vyrobkov patri k Vyhlaseniu o zhode uréenému pre arterialnu kanylu a Specifikuje, Ze vyrobky
s oznagenim CE, ktoré spolo¢nost Edwards Lifesciences distribuuje, st v stilade s ustanoveniami Smernice Rady
93/42/EHS zmenenej a doplnenej Smernicou 2007/47/ES o zdravotnickych poméckach. V tomto zozname su
uvedené Cisla vyrobkov v katalogu a popis. Zoznam prisluSnych harmonizovanych noriem je uvedeny v
Kontrolnom zozname zakladnych poziadaviek.

Poéiatoény datum oznac¢ovania CE: Pomdcky, ktoré zahfia tato ¢ast Vyhlasenia, boli po prvykrat oznacené
znackou CE v roku 1998.

Cislo v katalégu | Popis

UMDNS: 15768 Kanyla, aortalna
Arterialna kanyla GMDN: 34893 Kanyla na
kardiopulmonalny bypass, arterialna
EZC21A EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s hrbolom, s trovnym konektorom, 21Fr.
EZC21TA EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s hrbolom, s T konektorom, 21 Fr.
EZC24A EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s hrbolom, s rovhym konektorom, 24 Fr.
EZC24TA EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s hrbofom, s T konektorom, 24 Fr.
EZF21A EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s manzetou, s rovnym konektorom, 21 Fr.
EZF21TA EZ Glide Aortélna kanyla na zavadzanie - zakrivena, s manzetou, s T konektorom, 21 Fr.
EZF24A EZ Glide Aortalna kanyla na zavadzanie - zakrivena, s manzetou, s rovnym konektorom, 24 Fr.
EZF24TA EZ Glide Aortalna kanyla na zavadzanie - zakrivend, s manzetou, s T konektorom, 24 Fr.
EZS21A EZ Glide Aortalna kanyla na zavadzanie - rovna, s rovnym konektorom, 21 Fr.
EZS21TA EZ Glide Aortélna kanyla na zavadzanie - rovna, s T konektorom, 21 Fr.
EZS24A EZ Glide Aortalna kanyla na zavadzanie - rovna, s rovnym konektorom, 24 Fr.
EZS24TA EZ Glide Aortalna kanyla na zavadzanie - rovna, s T konektorom, 24 Fr.
Cislo v katalégu | Popis
UMDNS: 10564 Kanyla, arterialna
Arterialna kanyla GMDN: 34893 Kanyla na
kardiopulmonalny bypass, arterialna
OPTI16 OptiSite Arterialna perfuzna kanyla, 16 Fr., tupy hrot, zavadzac s vetracimi otvormi
OPTI18 OptiSite Arterialna perfuzna kanyla, 18 Fr., tupy hrot, zavadzac¢ s vetracimi otvormi
OPTI20 OptiSite Arterialna perfuzna kanyla, 20 Fr., tupy hrot, zavadzac s vetracimi otvormi
OPTI22 OptiSite Arterialna perfizna kanyla, 22 Fr., tupy hrot, zavadzac s vetracimi otvormi
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Arterialna kanyla ThruPort Systems

Poéiatoény datum oznagenia CE: Pomocky, ktoré zahfiia tato Cast Vyhlasenia, boli po prvykrat oznacené
znackou CE v roku 1999.

Cislo v kataléogu | Popis

UMDNS: 10564 Kanyla, arterialna
Arterialna kanyla GMDN: 34893 Kanyla na
: kardiopulmonalny bypass, arterialna
ER21B EndoReturn stiprava arterialnej kanyly: (Y konektor s hladkym vnutornym polomerom), 21
Fr., s vodiacim drétom
ER23B EndoReturn suprava arterialnej kanyly: (Y konektor s hladkym vnutornym polomerom), 23
Fr., s vodiacim drétom
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N]
- Zadavatel: Stilus, s. 1. 0., SR

Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov, timo¢nikov
a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v odbore
slovensky jazyk — anglicky jazyk a nemecky jazyk, evidenéné &islo prekladatela 970 669.

Preklad je v denniku zapisany pod éislom..x.ii?/.z’f!’sf.’... .
Preklad suhlasi s prekladanou listinou.

V Bratislave diia 27 ¢. J0/J

PhDr. Eleonéra Brechtlova







