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EU Declaration of Conformity 

 
 
 

 
Manufacturer: SRN: US-MF-000007139 

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

European Authorized Representative: SRN: DE-AR-000006184 
Edwards Lifesciences GmbH 
Parkring 30 
85748 Garching bei München, 
Germany 

Basic UDI-DI:  
Model Number  UDI-DI Code 
8300AB 0690103D002IEV000TS 
8300DB 0690103D002IED000PU 

 

Product category: MDN 1101, Non-active cardiovascular, vascular 
and neurovascular implants  
 
MDN 1203 Non-active non-implantable guide 
catheters, balloon catheters, guidewires, 
introducers, filters, and related tools 
 
MDS 1003, Devices manufactured utilizing tissues 
or cells of animal origin, or their derivatives 
  
MDS 1005, Devices in sterile condition  
 
MDS 1011, Device in systems or procedure packs  
 

Product / Products: EDWARDS INTUITY Elite Valve, Model 8300AB  

EDWARDS INTUITY Elite Delivery System, Model 
8300DB 

Intended Purpose: The EDWARDS INTUITY Elite valve, Model 
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8300AB, is intended for use as a heart valve 
replacement. 
 

The EDWARDS INTUITY Elite valve, Model 
8300AB, is indicated for patients who require 
replacement of their native or prosthetic aortic 
valve. 

 

For the use of this device in patients with a 
previous surgical aortic valve, careful operative 
assessment is recommended to ensure that the 
EDWARDS INTUITY Elite valve is optimally 
implanted. 
 

The EDWARDS INTUITY Elite Delivery System, 
Model 8300DB, is intended to facilitate 

annulus. 

Classification: Class III  Annex VIII Rule 8 and Rule 18 
(According to Annex VIII) 

Conformity Assessment Route: Annex IX of REGULATION (EU) 2017/745 
 

Nomenclature: EMDN: P070301010201, Stented Aortic  
Biological Valves for Surgical Implant - 
Non-Valve Tissue Of Animal Origin   
P07038099, Heart Valve Implantation 
Accessories  Other 

 
UMDNS:15870, Prostheses, Cardiac Valve,  

   Biological 
   17453, Catheters, Valvuloplasty, Balloon    

               Dilation 
 
GMDN:60242, Aortic Heart Valve Bioprosthesis 

17453, Catheters, Valvuloplasty, Balloon 
Dilation 

 

Applicable Common Specifications:  There are no applicable common specifications 
for these devices. The standards used (specified 
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by numbers, titles, editions and/or dates of issue) 
in relation to which conformity is declared, as well 
as the identification of internal data confirming 
compliance are provided in the General Safety 
and Performance Requirements Checklist for the 
products identified in this declaration. 

Start of CE Marking: 13-June-2023 

 
We herewith declare that the device(s) covered in this DoC, as listed in the product list below, 
are in conformity with Regulation (EU) 2017/745 (Medical Device Regulation) of 25 May 2017, 
Regulation (EU) 722/2012 (Medical Devices Manufactured Utilizing Tissues of Animal Origin) of 
8 August 2012, and Regulation (EU) 2021/2226 (Electronic Instructions for Use of Medical 
Devices) of 14 December 2021. 
 
All supporting documentation is retained at the premises of the manufacturer.  
 

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

 
The manufacturer has established and is maintaining a quality system which meets the 
requirements of the common specifications and/or international standards.  
 
These regulations are supported by the following certificates: 
 

Certificate 
Number 

Valid 
until 

Issued 
by 

Holder of 
Certificate 

Facility(ies) Regulation/ 
Standard for 

which the 
Certificate is 

Issued 

3817373 

(MDSAP) 
ISO 13485:2016 

2024-
01-07 

DEKRA 
Certification 
B.V. 

Edwards 
Lifesciences 
LLC, Irvine 

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

ISO 13485:2016 
 

Edwards Lifesciences LLC 
12050 Lone Peak 
Parkway 
Draper, UT 84020, USA 
Edwards Lifesciences 
(Singapore) Pte Ltd 
35 Changi North Crescent 
Singapore 499641 
Singapore 
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Certificate 
Number 

Valid 
until 

Issued 
by 

Holder of 
Certificate 

Facility(ies) Regulation/ 
Standard for 

which the 
Certificate is 

Issued 
Edwards Lifesciences 
Costa Rica S.R.L. 
La Lima Zona Franca, 
Edificio  
Multitenant Modulos 1-3, 
La Lima, Cartago, Costa 
Rica 

3821948 

 

2024-
01-07 

DEKRA 
Certification 
B.V. 

Edwards 
Lifesciences 
LLC, Irvine 

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

ISO 13485:2016 
EN ISO 
13485:2016 
 

Edwards Lifesciences LLC 
12050 Lone Peak 
Parkway 
Draper, UT 84020, USA 
Edwards Lifesciences 
(Singapore) Pte Ltd 
35 Changi North Crescent 
Singapore 499641 
Singapore 
Edwards Lifesciences 
Costa Rica S.R.L. 
La Lima Zona Franca, 
Edificio  
Multitenant Modulos 1-3, 
La Lima, Cartago, Costa 
Rica 

3828128CE03  

EC QMS Certificate 

2028-
05-16 

DEKRA 
Certification 
B.V. 

Edwards 
Lifesciences 
LLC, Irvine 

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

MDR 2017/745 

3828128TD03  

EC TD Certificate 

2028-
05-16 

DEKRA 
Certification 
B.V. 

Edwards 
Lifesciences 
LLC, Irvine 

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

MDR 2017/745 

  

 
Edwards Lifesciences maintains a quality management system in compliance with EN ISO 
134585:2016. 
 
 
This declaration of conformity is issued under the sole responsibility of Edwards Lifesciences 
LLC. 
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Signed for and on behalf of Manufacturer: Edwards Lifesciences LLC 

  
 
 
 
 

    Signed by:  

    on behalf of Edwards Lifesciences LLC 

    Erica Diaz 

    Director, Regulatory Affairs 

    Irvine, CA USA  

Date of Issue: 06/13/2023   
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Product List 

Trade Name 
and Sizes 

Model(s) Class Rule Nomenclature Start of CE 
Marking 

EDWARDS 
INTUITY  Elite 
Valve [aortic] 
 
Sizes: 19, 21, 
23, 25, 27 mm  
 

8300AB Class III Annex 
VIII  
Rule 8 
and 
Rule 18 

UMDNS: 15870, 
Prostheses, 
Cardiac Valve, 
Biological 
 
GMDN: 60242, 
Aortic Heart 
Valve 
Bioprosthesis 
 
EMDN: 
P070301010201, 
Stented Aortic 
Biological Valves 
For Surgical 
Implant - Non- 
Valve Tissue Of 
Animal Origin   

[13, June 2023] 

EDWARDS 
INTUITY Elite 
Delivery System 
 
Sizes: 19, 21, 
23, 25, 27 mm 

8300DB Class III Annex 
VIII Rule 
7 
 

UMDNS: 17453, 
Catheters, 
Valvuloplasty, 
Balloon 
Dilatation 
 
GMDN: 17453, 
Catheters, 
Valvuloplasty, 
Balloon 
Dilatation 
 
EMDN: 
P07038099, 
Heart Valve 
Implantation 
Accessories - 
Other 

 
 

This is a supporting document for DOC-0090114, EU MDR Technical Documentation Requirements.  



Leading the 
Evolution

EDWARDS INTUITY Elite
Valve System

Advanced approach
on a proven platform



Our commitment to 
surgical innovation

The surgical heart valve market is evolving.

Concomitant procedures are becoming a larger

percent of the surgical mix, and MIS is gaining in

importance. To enable surgeons to address these

trends, we have developed the EDWARDS INTUITY

Elite valve system.

We have combined our proven pericardial valve

technology with our innovations in transcatheter

heart valves to create a category of surgical

valves designed to streamline procedures and

well combined with small incisions. We believe 

more efficient, less invasive procedures can provide

significant benefits, both during the procedure

and after.

This is the next evolution of surgical aortic valves.

This is the EDWARDS INTUITY valve platform.

The EDWARDS INTUITY Elite valve system
represents our commitment to continued
innovation for surgeons and patients in heart
valve therapy.
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Evolution of a trusted design

The EDWARDS INTUITY Elite valve system is designed 
to achieve three important goals simultaneously:

Built on a 
trusted, proven 

valve platform

Streamlines 
concomitant 

procedures
Well combined  with 

small incisions
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Low supra-annular profile for maximum options
Low supra-annular profile facilitates use with any aortotomy and 
provides excellent clearance from the coronary ostia.

Excellent 3-year hemodynamics
Single-digit mean gradients (8.7 mmHg overall n = 59) demonstrated 
in the prospective, multi-center TRITON trial of 287 patients.1

Built on the PERIMOUNT valve performance
The EDWARDS INTUITY Elite valve system is built upon the proven 
performance and long-term durability of the PERIMOUNT valve 
design. By mounting matched leaflets under the flexible stent, 
commissural stress points are minimized.

*  Freedom from explant / prosthesis replacement / reoperation due to SVD

    These data pertain to an earlier generation EDWARDS INTUITY valve as part of the TRITON trial.

Built on a trusted, proven valve platform

100%

0%

Age
Banbury*2

(All)

77

Minakata*5

(All)

88

Jamieson6

(All)

88

Grunkemeier*7

(All)

95

McClure3

(All)

82

Welke*4

(All)

86

Biglioli*8

(All)

53

Bergoënd9

(All)

67

Aupart10

(All)

68

Forcillo*12

(All)

67

Bourguignon11

(All)

49

Clinical
Communiqué*13

(≥65)

81

Johnston*14

(All)

85

15 YEAR STUDIES 18 YEAR STUDIES 20 YEAR STUDIES

Actuarial freedom from structural valve deterioration
Long-term studies (PERIMOUNT valve)

Designed for durability.Created to last.
The EDWARDS INTUITY Elite valve system combines our proven pericardial  
valve technology with our innovations in transcatheter heart valves.

8.7
mmHg
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ThermaFix process
Addresses both major 
calcium binding sites.

Flexible alloy wireform
Reduces loading shock on the 
leaflets during the cardiac cycle.

Textured sealing cloth
Provides a secure fit in the 
annulus to aid sealing.

Stainless steel frame
Maintains high radial strength 
and short sub-annular height 
for maximum clearance from 
underlying structures.

 No clinical data are available that evaluate the long-term impact of the Carpentier-Edwards ThermaFix tissue process in patients.

Trusted valve platform

Matched Leaflets
Provides durability 
with three independent 
bovine periodical 
leaflets matched for 
thickness and elasticity. 
Built upon the proven 
PERIMOUNT valve 
design.
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Balloon expanded delivery for efficient procedures
The EDWARDS INTUITY Elite valve system utilizes three guiding 
sutures in conjunction with the expanded frame for secure annular 
placement, helping reduce procedural steps.

Secure assembly
Engineered to ensure only the correct size 
valve and delivery system are connected 
for procedural confidence.

Innovative balloon design
Incorporated within the delivery system  
for reliable balloon positioning and inflation,  
as well as simplified device preparation.

Rapid valve preparation
No collapsing or folding of the valve  
leaflets during preparation or implantation.

Provides rapid deployment for 
streamlined procedures 

Streamlined implantation. Because time is precious.
Implantation of the EDWARDS INTUITY Elite valve system is streamlined to help reduce 
procedural steps. 
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M
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100

0

TRANSFORM trial15

(n=221)

49±27

76±28

STS Database16

(n=27,205)

TRANSFORM trial15

(n=89)

67±26

95±31

STS Database16

(n=8,778)

Concom
itant procedures

Cross-clamp time (XCT) minutes Cross-clamp time (XCT) minutes Cross-clamp time (XCT) minutes

Post-operative mortality Post-operative 
prolonged ventilation

ICU days

2%
5%

8%

≤ 60 > 60-90 > 90

4%
6%

15%

≤ 60 > 60-90 > 90

1.9
2.5

3.5

≤ 60 > 60-90 > 90

Cross-clamp time (XCT) minutes Cross-clamp time (XCT) minutes Cross-clamp time (XCT) minutes

Blood transfusions Renal complications Hospital days

≤ 60 > 60-90 > 90 ≤ 60 > 60-90 > 90 ≤ 60 > 60-90 > 90

COMPLICATIONS UTILIZATION

p = 0.012
n=1,108  Euro score ≥ 6 

p < 0.001 p < 0.001

p < 0.001 p < 0.001 p = 0.008

44%
47%

70%

6%
9%

12%

7.8
8.7

13.6

* Single graft

Potential time savings
Short cross-clamp time demonstrated  in isolated and concomitant 
AVR procedures in the prospective, multi-center TRANSFORM trial.

Shorter cross-clamp times generally lead to reduced complications and hospital utilization rates17

 Refer to Table 13 in the product’s Instructions for Use  In both low- and high-risk cardiac surgery

** Full sternotomy
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Streamlined delivery
Utilizes a balloon expanded frame and 
3 guiding sutures to provide ease of 
implantation and excellent visualization.

Facilitates small incision surgery

Traditional surgical valves
Require 12–15 sutures, making 
implantation difficult through 
smaller incisions.

3 Guiding 
sutures

Empowering multiple approaches. Progress through access.
The EDWARDS INTUITY Elite valve system is designed to enhance the ease of implantation through small incisions 
by using 3 guiding sutures.

12–15
Sutures
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100

0

TRANSFORM trial15

(n=327)

63±25

83±29

STS Database16

(n=6,815)

CROSS-CLAMP TIME, 
MIS ISOLATED AVR

p < 0.0001

M
in

ut
es

100

0

MIS RDAVR with 

EDWARDS INTUITY 

Valve System

(n=46)

41±20
54±20

Full 

Sternotomy with 

conventional valves

(n=48)

p < 0.0001

CROSS-CLAMP TIME, 
CADENCE-MIS RCT TRIAL18

Potential time savings in small incision surgery

Flexibility for optimal access
Facilitates access through small incisions with a long, 
flexible delivery system shaft.

MIS with the EDWARDS 
INTUITY valve system 
showed 24% shorter 
cross clamp time 
versus full sternotomy 
with conventional 
valves. 18

High use of small  
incision approaches
The TRITON trial1 and the 
TRANSFORM trial15 showed 
high rates of small incisions 
usages in isolated AVR.

58%
(n=414/706)

 Refer to Table 13 in the product’s Instructions for Use
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1.7 1.7 1.7 1.7
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60

0

 area (EO
A

) cm
2

2.0

0

Discharge
(n=265)*

3 Months
(n=253)*

1 Year
(n=249)*

3 Year
(n=62)*

3%
(5/164)

Severe 
PPM

2%
(4/195)

3%
(5/186)

2%
(5/147)

Excellent hemodynamic performance

The EDWARDS INTUITY valve platform has consistently delivered low mean pressure 
gradients at 1 year, as shown in multiple clinical studies.

 *   These numbers represent the patients who had a follow up visit during discharge, 3 months, 1 year and 3 years. 
  Not the number of patients for which the EOA and the mean gradient was measured. These data pertain to an earlier   
  generation EDWARDS INTUITY valve as part of the TRITON trial.

Mean gradient 
at 3 years

8.7
mmHg

TRITON prospective trial – hemodynamic results from discharge to 3 years1

FOUNDATION study19 
1 year 

9.7 mmHg

TRANSFORM trial15 
1 year 

10.3 mmHg

CADENCE-MIS trial18 
1 year 

9.1 mmHg

In a large prospective trial1, the EDWARDS INTUITY Elite valve demonstrated excellent and 
stable hemodynamic performance and significant LV mass regression out to 3 years.



IDE Pre-market trial

n = 839

U
SA

A global commitment to clinical evidence

Randomized controlled 
trial for complex AVR
EDWARDS INTUITY valve n = 62 
conventional valve n=58

FR
A

N
C

E

Randomized controlled 
trial for MIS AVR
EDWARDS INTUITY valve n = 46 
conventional valve n=48

G
ER

M
A

N
Y

The EDWARDS INTUITY valve system platform is being studied through a robust series of trials 
and in commercial sites with clinicians across the globe.

Pre-market trial

n = 287

Post-market registry  
for MIS AVR

n = 107 (enrolling)

Post-market registry

n = 512

EU
R

O
PE

EU
R

O
PE

EU
R

O
PE



For professional use. See instructions for use for full prescribing information, including indications, contraindications, warnings, 
precautions and adverse events.

Edwards Lifesciences devices placed on the European market meeting the essential requirements referred to in Article 3 of the Medical 
Device Directive 93/42/ECC bear the CE marking of conformity. 

Edwards, Edwards Lifesciences, the stylized E logo, CADENCE, CADENCE-MIS, Carpentier-Edwards, EDWARDS INTUITY, EDWARDS INTUITY 
Elite, FOUNDATION, PERIMOUNT, ThermaFix and TRANSFORM are trademarks of Edwards Lifesciences Corporation or its affiliates. 
All other trademarks are the property of their respective owners.

© 2016 Edwards Lifesciences Corporation. All rights reserved. E6499/10-16/HVT 

Edwards Lifesciences • Route de l'Etraz 70 1260 Nyon, Switzerland • edwards.com
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MINISTERSTVO ZDRAVOTNÍCTVA
SLOVENSKEJ REPUBLIKY

Bratislava, 1. 7. 2015
Číslo: S05913-OKCLP-2015-5636

R O Z H O D N U T I E

Ministerstvo zdravotníctva Slovenskej republiky (ďalej len „ministerstvo“) ako príslušný 
orgán podľa § 50 zákona č. 363/2011 Z. z. o rozsahu a podmienkach úhrady liekov, zdravotníckych 
pomôcok a dietetických potravín na základe verejného zdravotného poistenia a o zmene a doplnení 
niektorých zákonov (ďalej len „zákon“) rozhodlo v konaní s týmito účastníkmi konania

Všeobecná zdravotná poisťovňa, a.s., Mamateyova 17, 850 05 Bratislava,
DÔVERA zdravotná poisťovňa, a.s., Einsteinova 25, 851 01 Bratislava,
Union zdravotná poisťovňa, a.s., Bajkalská 29/A, 821 08 Bratislava,
Edwards Lifesciences LLC, One Edwards Way, CA 92614 Irvine

t a k t o :

1. zdravotnícka pomôcka Edwards Intuity Elite chlopňový systém Veľkosti: 19, 21, 23, 25, 27 
mm sa podľa § 50 ods. 1 zákona zaraďuje do zoznamu kategorizovaných špeciálnych 
zdravotníckych materiálov s kódom X03471,

2. úradne určená cena zdravotníckej pomôcky sa určuje vo výške 6595,04 eura,
3. maximálna cena zdravotníckej pomôcky, za ktorú môže byť dodávaná poskytovateľovi 

zdravotnej starostlivosti, sa určuje vo výške 7980 eura.

Neoddeliteľnou súčasťou tohto rozhodnutia je príloha, v ktorej sú uvedené podrobnosti o 
zaradení zdravotníckej pomôcky v zozname kategorizovaných špeciálnych zdravotníckych 
materiálov.

O d ô v o d n e n i e

Ministerstvu bola doručená žiadosť výrobcu zdravotníckej pomôcky Edwards Lifesciences 
LLC, One Edwards Way, CA 92614 Irvine o zaradenie zdravotníckej pomôcky Edwards Intuity 
Elite chlopňový systém Veľkosti: 19, 21, 23, 25, 27 mm do zoznamu kategorizovaných špeciálnych 
zdravotníckych materiálov a úradné určenie ceny zdravotníckej pomôcky (ďalej len „žiadosť“). 

Ministerstvo žiadosť spolu s prílohami odborne posúdilo a došlo k záveru, že zdravotnícka 
pomôcka spĺňa kritériá kategorizácie špeciálnych zdravotníckych materiálov podľa § 43 zákona. 

           Na základe hore uvedeného ministerstvo rozhodlo tak, ako je uvedené vo výroku tohto 
rozhodnutia.



Poučenie:

Proti tomuto rozhodnutiu možno podľa § 82 ods. 1 zákona podať námietky na Ministerstvo 
zdravotníctva Slovenskej republiky do siedmich dní od doručenia rozhodnutia. Rozhodnutie nie je 
preskúmateľné súdom, pokiaľ nebol vyčerpaný riadny opravný prostriedok.

Podľa § 82 ods. 4 a 5 zákona ten, kto podáva námietky, je povinný zložiť na účet 
ministerstva kauciu v sume 3000 eur. Kaucia musí byť pripísaná na účet ministerstva najneskôr v 
nasledujúci pracovný deň po poslednom dni lehoty na podanie námietok, inak sa konanie o 
námietkach zastaví. Ministerstvo kauciu vráti, ak minister námietkam čo aj len čiastočne vyhovel.

Viliam Čislák

minister

Toto rozhodnutie sa považuje za doručené všetkým účastníkom konania dňom nasledujúcim 
po dni jeho zverejnenia na webovom sídle ministerstva. Elektronický portál Kategorizácia 
(http://kategorizacia.mzsr.sk) je súčasťou webového sídla ministerstva.



Príloha k rozhodnutiu č. S05913-OKCLP-2015-5636
Podrobnosti o zaradení zdravotníckej pomôcky v zozname kategorizovaných špeciálnych zdravotníckych materiálov

Podskupina špeciálnych zdravotníckych materiálov
Názov Doplnok názvu Preskripčné obmedzenie ÚZP2 Jednotka ÚZP2

XB6.21 Bezstehová biologická chlopňová protéza KCH 4840 € ks

Zaradenie zdravotníckej pomôcky v zozname kategorizovaných špeciálnych zdravotníckych materiálov
Kód MZ SR Kód ŠÚKL Názov Doplnok názvu

X03471 P92718 Edwards Intuity Elite chlopňový systém Veľkosti: 19, 21, 23, 25, 27 mm

Výrobca Štát MJD MCV DPH AKC ÚZP  DOP DOP %
EDW US ks 6595,04 € 10,00 % 7980,00 € 4840,00 € 3140,00 € 39,3484 %

Vysvetlivky: ÚZP2 - Maximálna výška úhrady zdravotnej poisťovne za zdravotnícku pomôcku zaradenú v tejto podskupine špeciálnych zdravotníckych materiálov, Kód MZ SR - Kód zdravotníckej pomôcky pridelený Ministerstvom 
zdravotníctva Slovenskej republiky, Kód ŠÚKL - Kód zdravotníckej pomôcky pridelený Štátnym ústavom pre kontrolu liečiv, Výrobca - Skratka výrobcu zdravotníckej pomôcky, Štát – Skratka štátu, v ktorom má sídlo výrobca 
zdravotníckej pomôcky, MJD - Merná jednotka (napr. kus, balenie, set, pár a pod.), MCV - Úradne určená cena zdravotníckej pomôcky (bez dane z pridanej hodnoty), DPH - Sadzba dane z pridanej hodnoty, AKC - Maximálna cena 
zdravotníckej pomôcky, za ktorú môže byť dodávaná poskytovateľovi zdravotnej starostlivosti (vrátane dane z pridanej hodnoty), ÚZP - Maximálna výška úhrady zdravotnej poisťovne za zdravotnícku pomôcku, DOP - Maximálna 
výška doplatku poistenca za zdravotnícku pomôcku, DOP% - Podiel maximálnej výšky doplatku poistenca za zdravotnícku pomôcku a maximálnej ceny zdravotníckej pomôcky, za ktorú môže byť dodávaná poskytovateľovi zdravotnej 
starostlivosti, vyjadrený v percentách, Preskripčné obmedzenie - Skratka špecializačného odboru.
Ak je v stĺpci „preskripčné obmedzenie“ uvedená skratka „ZP“, úhrada zdravotníckej pomôcky na základe verejného zdravotného poistenia je podmienená predchádzajúcim súhlasom zdravotnej poisťovne.



(https://www.facebook.com/sukl.sr)  (https://www.instagram.com/sukl_sr/)

(https://www.linkedin.com/company/sukl/)

DETAIL ZDRAVOTNÍCKEJ POMÔCKY

Náhrada srdcovej chlopne biologická EDWARDS INTUITY Elite Aortic
Valve

Kód: P 92718
Názov: Náhrada srdcovej chlopne biologická EDWARDS INTUITY Elite

Aortic Valve
Doplnok: model 8300AB, perikardiálna bioprotéza
Trieda ZP: III
Výrobca skratka: EDW
Výrobca: Edwards Lifesciences LLC

One Edwards Way
92614 Irvine, CA
Spojené štáty americké

Splnomocnenec: Edwards Lifesciences GmbH
Parkring 30
857 48 Garching bei Munchen
Nemecko

 

Tlačená verzia stránky : https://www.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-stranky/detail-
zdravotnickej-pomocky?page_id=1377

Skúšobnú verziu novej webovej stránky nájdete na beta.sukl.sk (https://beta.sukl.sk). Všetky aktuality,
informácie a kompletný obsah sú zatiaľ prioritne dostupné na pôvodnej verzii webu.

(https://www.sukl.sk/)
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