Dodatek €. 2
K Ramcové dohodé na dodavky katetrizacné implantované chlopné pro
Nemocnici Na Homolce (¢ast 4 a 5)
ze dne 17. 1. 2020

Nazev: Nemocnice Na Homolce

ICO: 00023884

DIC: CZ00023884

Sidlem: Praha 5, Motol, Roentgenova 2/37, PSC 150 30
Zastoupena: MUDr. Petrem Polouckem, MBA, feditelem

(dale téz jen jako ,kupujici) na strané jedné

a

Obchodni spole¢nost: Edwards Lifesciences Czech Republic s.r.o.

ICO: 02004534

DIC: CZ02004534

Sidlem: Pernerova 697/35, Karlin, 186 00 Praha 8

Zapsana: v obchodnim rejstfiku vedeném u Méstského soudu v Praze, oddil C,
vlozka 213782

Zastoupena:

(dale téz jen jako ,prodavajic

Kup

0
|

) na strané druhé

ujici a prodavajici spolecné dale jako ,ucastnici dohody“

U¢astnici dohody se dohodli takto:

Ucastnici dohody uzavfeli dne 17. 1. 2020, na zakladé vysledkd zadavaciho Fizeni na vefejnou
zakdzku s nazvem ,Katetrizacné implantované chlopné pro Nemocnici Na Homolce — ¢ast 4 a 5“
uverejnénou ve Véstniku verejnych zakazek pod ev. ¢islem Z2019-034142, ev. Cislo zadavatele
198/VZ/2019-0VZ, Ramcovou dohodu na dodavky katetrizaéné implantované chlopné
pro Nemocnici Na Homolce ¢ast 4 a 5 (dale jen ,,Dohoda“). U¢astnici dohody se za i¢elem vymény
¢asti materidlu za nové vyvinuty material a v souladu s ¢l. IV. odst. 2 VSeobecnych obchodnich
podminek kupujiciho, které tvofi nedilnou soucdst Dohody, dohodli, na nasledujicich zménach
Dohody.

U¢astnici dohody se dohodli na nasledujicich zménach Dohody: ke dni G&innosti tohoto dodatku se
v souladu s ¢l. VII. odst. 3 dohody:

(i) Priloha ¢. 2: Specifikace pInéni, Cenovd tabulka, rusi a nahrazuje novym znénim Prilohy ¢. 2
Specifikace plnéni, Cenovd tabulka, ktera tvofi nedilnou souédst tohoto dodatku;

(ii) Pfiloha ¢. 6: Prohldseni o shodé, prokdzdni oznaceni znackou CE, je-li prohldseni vystavovdno,
rusi a nahrazuje novym znénim PFilohy &. 6: Prohldseni o shodé, prokdzdni oznaceni znackou
CE, je-li prohldseni vystavovdno, ktera tvofi nedilnou soucdst tohoto dodatku; a



(iii) Pfiloha & 7: Portfolio sortimentu — Cdst 5 PFilohy, rudi a nahrazuje novym znénim PFfilohy & 7:
Portfolio sortimentu — Cdst 5, ktera tvoti nedilnou soucast tohoto dodatku.

2. Ostatni ujednani Dohody zlistavaji beze zmén a uplatni se v plném rozsahu.
.

1. Tento dodatek nabyva platnosti dnem podpisu posledniho z Ucastniki dohody a Gcinnosti dnem
jeho zverejnéni v registru smluv dle zdkona ¢. 340/2015 Sb., o zvlastnich podminkéach Gcinnosti
nékterych smluv, uverejiiovani téchto smluv a o registru smluv. Tento dodatek v registru smluv
zverejni kupuijici.

2. Tento dodatek je vyhotoven ve tfech stejnopisech, z nichZ jeden obdrZi prodavajici a dva kupuijici.

3. Ucastnici dohody prohlasuji, Ze si tento dodatek precetly, porozumély jeho obsahu a 7e byl uzavien
podle jejich pravé a svobodné vile a nikoli v tisni ¢i za ndpadné nevyhodnych podminek, coz stvrzuji
vlastnoru¢nimi podpisy.

Seznam pfiloh:
Priloha ¢. 2: Specifikace plnéni, Cenova tabulka

Ptiloha €. 6: Prohlaseni o shodé, prokazani oznaceni znackou CE, je-li prohlaseni vystavovano
PFiloha €. 7: Portfolio sortimentu — Cast 5

VPrazedne . .2021 VPrazedne . .2021

Nemocnice na Homolce Edwards Lifesciences Czech Republic s.r.o.
MUDr. Petr Poloucek, MBA
feditel



Priloha ¢.

2.1.2D

Portfolio sortimentu

Cast 5

Ucastnik:

Edwards Lifesciences Czech Republic s.r.o.

VZP kéd

Cena K¢ VzP
max za 1ks

Katalogové &islo dodavatele

Nézev materidlu
(upFesnéni rozméra - Fr, pramér,
délka)

Dopliiujici popis zbozi

Vyrobce

UDI-DI/GTIN

Jednotka

Baleni =
Minimalni
objednavané
mnozstvi

Nabidkové cena
za 1 jednotku
(v K& bez DPH)

DPH %

Trida rizika

Exspirace
Ano/Ne

115971

497.540,00

S3UCM220

SET PRO TRANSFEM.IMPLANTACI
BIO.AORT.CHLOPNE BOVINN{
SAPIEN 3 ULTRA, vel. 20

ELS

(01)00690103208085

1ks

1ks

432.640,00 K¢

15%

Ano

115971

497.540,00

S3UCM223

SET PRO TRANSFEM.IMPLANTACI
BIO.AORT.CHLOPNE BOVINNI
SAPIEN 3 ULTRA, vel. 23

ELS

(01)00690103208092

1ks

1ks

432.640,00 K¢

15%

115971

497.540,00

S3UCM226

SET PRO TRANSFEM.IMPLANTACI
BIO.AORT.CHLOPNE BOVINN{
SAPIEN 3 ULTRA, vel. 26

ELS

(01)00690103208108

1ks

1ks

432.640,00 K¢

15%

114449

497.540,00

S3TF129

SET PRO TRANSFEM.IMPLANTACI
BIO.AORT.CHLOPNE BOVINN{
SAPIEN 3, vel. 29

ELS

(01)07612989037521

1ks

1ks

432.640,00 K¢

15%

115972

497.540,00

S3USTA120

SET PRO TRANSAPIK./TRANSAORT.

IMPLANTACI BIO. AORT.CHLOPNE
SAPIEN 3 ULTRA, vel. 20

ELS

(01)00690103199970

1ks

1ks

432.640,00 K¢

15%

Ano

115972

497.540,00

S3USTA123

SET PRO TRANSAPIK./TRANSAORT.

IMPLANTACI BIO. AORT.CHLOPNE
SAPIEN 3 ULTRA, vel. 23

ELS

(01)00690103199987

1ks

1ks

432.640,00 K¢

15%

Ano

115972

497.540,00

S3USTA126

SET PRO TRANSAPIK./TRANSAORT.

IMPLANTACI BIO. AORT.CHLOPNE
SAPIEN 3 ULTRA, vel. 26

ELS

(01)00690103199994

1ks

1ks

432.640,00 K¢

15%

Ano

114450

497.540,00

S3TA129

SET PRO TRANSAPIK./TRANSAORT.

IMPLANTACI BIO. AORT.CHLOPNE
SAPIEN 3, vel. 29

ELS

(01)07612989037552

1ks

1ks

432.640,00 K¢

15%

Ano

Portfolio sortimentu navazuje na pfilohu ¢. 2 ZD (Cenova tabulka). U¢astnik zde uvede veskeré polozky, které chce zaradit do nabidky.




Pfiloha €. 2 Cenova tabulka

Zakladni nabidkova cena

Predpokladany
o vp Y . Nabizeny materidl (obchodni . Cena v K¢ VZP max
Cast Typ odbér v ks za 4 Katalogové ¢islo ) Kéd vzp Celkova nabidkova cena
roky nazev) zalks bez DPH pHi Celkové nabidkova cena véetné
Cena za ks bez DPH sazba DPH Cena za ks v¢. DPH . B 'p . DPH pfi predpokladaném poctu
predpokladaném poctu N
N kust za 4 roky
kusti za 4 roky
Cast 1 Katetriza¢né implantovatelna chloperi vyhodna pro velké nebo malé 100 0,00 0,00 0,00
anatomie - set
Cast 2 Kavtstrizacne implantovate!na'chlopen pro velké nebo malé anatomie s 100 0,00 0,00 0,00
vysSim rizikem paravalvularni regurgitace - set
East 3 Katetrizacng implantovatelnd chloperi pro 1é¢bu dysfunkce vytokového 8 0,00 0,00 0,00
traktu pravé komory - set
Katetriza¢né implantovatelna chlopef pro Ié¢bu aortalni stendzy,
Casta dysfunkce vytokového traktu pravé komory o velkém priméru a 72 0,00 0,00 0,00
implantace do degenerovanych bioprotéz - set
S3UCM220 T
s3ucm223 TRANSFEM.IMPLANTACI | 195971 115971
P . . . ’ S3UCM226 BIO.AORT.CHLOPNE BOVINNI
¢ Katetrizacné implantovatelna chlopen pro nemocné s komplikovanym $3TF129 SAPIEN 3, SAPIEN 3 ULTRA, SET 115971 114449
ast 5 [\esl;ct) nemoznym cévnim pistupem a rizikem paravalvularni regurgitace 40 S3USTA120 PRO TRANSAPIK./TRANSAORT. 115972 115972 497.540,00 432.640,00 15% 497.536,00 17.305.600,00 19.901.440,00
S3USTA123 IMPLANTACI BIO. il
S3USTAL26 AORT.CHLOPNE SAPIEN 3, L
S3TA129 SAPIEN 3 ULTRA




EC Declaration of Conformity

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

European Representative: Edwards Lifesciences Services GmbH
Edisonstralie 6, 85716 UnterschleiBheim, Germany

Product Category: Systems for Heart Valve Repair and/or Replacement, and
Accessories
Products: Transfemoral, Transapical, Transaortic and Pulmonic THV Systems

Model codes, Names, Types: see product list

Classification / Rule(s): See product list (according to Annex IX of the Medical Device
Directive)

Conformity Assessment Route: Annex Il
UMDNS / GMDN Nomenclature: See product list

Applicable Standards: The harmonized standards and other consensus standards used
(specified 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 Essential
Requirements Checklists for the products identified in this
declaration.

Start of CE Marking: See product list

We herewith declare that the distributed CE marked products specified above conform to the product(s)
covered by the "CE Marking of Conformity Certificate, Medical Devices" issued and delivered by DEKRA
Certification B.V., Arnhem, the Netherlands, in accordance with Annex Il of the "EC-Directive", Council
Directive 93/42/EEC of 14 June 1993 concerning medical devices and with the particular requirements laid
down in Annex | of Commission Regulation 722/2012 of 8 August 2012 concerning medical devices
manufactured utilizing tissue of animal origin. All supporting documentation is retained at the premises of
the manufacturer.

In addition, we ensure and declare that the distributed CE marked products meet the provisions of the EC-
Directives that apply to them. This declaration is based on the application of the Quality System approved
for the design, manufacture and final inspection of the products concerned, in accordance with Annex Il of
the EC-Directive. The conformity of the full quality assurance system is described in the CE Marking of
Conformity Certificate issued by DEKRA Certification B.V.

DEKRA - THV001 Page 1 of 8 Revision: 078



EC Declaration of Conformity

The manufacturer has established and is maintaining a quality management system that meets the
requirements of ISO 13485, as supported by the following certificates:

Certificate No. |Valid until |Holder of Certificate | Certified Locations/Facilities*
Quality Management System Certificates

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614 USA

Edwards Lifesciences LLC
12050 Lone Peak Parkway
Draper, UT 84020 USA

Edwards Lifesciences Pte Ltd

35 Changi North Crescent

Singapore 499641, Singapore

3817373 2022-01-07 |Edwards Lifesciences LLC, Irvine | Edwards Lifesciences Costa Rica S.R.L.
La Lima Zona Franca, Edificio
Multitenant Modulos 1-3, La Lima,
Cartago, Costa Rica

Edwards Lifesciences Costa Rica S.R.L.
Zona Franca La Lima

de la entrada de Pequefio Mundo

100 mts oeste y 200 mts sur,

Finca 31y 32, Guadalupe

Cartago, Costa Rica

Quality Management System Certificates

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614 USA

Edwards Lifesciences LLC
12050 Lone Peak Parkway
Draper, UT 84020 USA

Edwards Lifesciences 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,
3821948 2024-01-07 |Edwards Lifesciences LLC, Irvine | Cartago, Costa Rica

Edwards Lifesciences Costa Rica S.R.L.
Zona Franca La Lima

de la entrada de Pequefio Mundo

100 mts oeste y 200 mts sur,

Finca 31 y 32, Guadalupe

Cartago, Costa Rica

Edwards Lifesciences LTD
10 Earhart Ave

Shannon Industrial Estates
Shannon, Country Clare
V14 P638

Ireland

DEKRA - THV001 Page 2 of 8 Revision: 078



EC Declaration of Conformity

CE Marking of Conformity Certificate

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614 USA

Edwards Lifesciences Pte Ltd
35 Changi North Crescent
Singapore 499641

Edwards Lifesciences Ltd
12050 Lone Peak Parkway
Draper, UT 84020 USA

Edwards Lifesciences Services GmbH

. . . Edisonstrasse 6
2103732CEO1 |2023-01-07 |Edwards Lifesciences LLC, Irvine 85716 Unterschleissheim, Germany

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

Edwards Lifesciences Costa Rica S.R.L.
Zona Franca La Lima

de la entrada de Pequefio Mundo

100 mts oeste y 200 mts sur,

Finca 31y 32, Guadalupe

Cartago, Costa Rica

EC Design-Examination Certificates

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614 USA

Edwards Lifesciences Pte Ltd
2023-01-07 |Edwards Lifesciences LLC, Irvine |35 Changi North Crescent
Singapore 499641

2103732DE06
2103732DE12

Edwards Lifesciences LLC
12050 Lone Peak Parkway
Draper, UT 84020 USA

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614 USA

Edwards Lifesciences Pte Ltd
35 Changi North Crescent
Singapore 499641

Edwards Lifesciences LLC
g}gg;ggggg; 2023-01-07 |Edwards Lifesciences LLC, Irvine | 12050 Lone Peak Parkway
Draper, UT 84020 USA

Edwards Lifesciences Costa Rica S.R.L.
Zona Franca La Lima

de la entrada de Pequefio Mundo

100 mts oeste y 200 mts sur,

Finca 31 y 32, Guadalupe

Cartago, Costa Rica

* Refer to certificates for scope of activities performed at these facilities.

DEKRA - THV001 Page 3 of 8 Revision: 078



EC Declaration of Conformity

Notified Body: DEKRA Certification B.V.
(Identification No. 0344) Arnhem, The Netherlands

This declaration of conformity is issued under the sole responsibility of Edwards Lifesciences LLC.

Signed for and on behalf

of manufacturer: Edwards Lifesciences LLC
Location: Irvine, USA
Date: 07 May 2021

Digitally signed by Rand
Pugmi

Rand Pugmire Date 2021.05.11 100929

-07'00'

Rand Pugmire
Sr. Manager, Regulatory Affairs
Edwards Lifesciences LLC

DEKRA - THV001 Page 4 of 8 Revision: 078



EC Declaration of Conformity

Product List:

Trade Name - Classification / Rule(s)
[Applicable Certificates]

Model(s)

UMDNS
Code

GMDN Code

Start of CE Marking (see
NOTES at end of table)

Transcatheter Bovine Heart Valves [implant/THV] - Class lll / Rules 8, 17

Edwards SAPIEN XT™ Transcatheter Heart Valve

H [11]
[2103732(CE01, DEOS)] 9300TFX 15870 60247 (Pulmonic) 18 January 2016
60245 (Aortic,
and Aortic Valve
in Bioprosthetic 27 January 20141
Edwards SAPIEN 3™ Transcatheter Heart Valve Valve) 28 March 2014
[2103732(CE01, DEO1, DE09, DE12)] 9600TFX 15870 16 August 2016 110121
60246 10 July 2019 [16:17]
(Mitral Valve in
Surgical Valve)
Edwards SAPIEN 3 Ultra™ Transcatheter Heart ) (28,10, 14]
Valve [2103732(CE01, DEO1, DE09)] 9750TFX 15870 60245 (Aortic) | 13 November 2018
Accessories for Valve Delivery — Class | (sterile) / Rule 1
11
Crimper 9350CR 18 January 2016
16463 16463
[2103732(CE01)]

(CEO1) 9600CR 27 January 2014
Qualcrimp™ Crimping Accessory [1] ) 11 March 20108
[2103732(CE01)] See NOTE! 15571 Not applicable
Edwards Inflation Device [2103732(CE01)] 96402 17541 17541 16 July 2019
Edwards Locking Syringe [2103732(CE01)] 96406 17541 17541 16 July 2019
Predilation Catheters, Percutaneous — Class Il / Rule 6
Edwards™ Transfemoral Balloon Catheter o]
[2103732(CE01, DEO1)] 9350BC16 9 September 2014
Edwards™ Transfemoral Balloon Catheter 9350BC20 17453 17453 1 February 20118
[2103732(CEO1, DEO1, DE06)] 9350BC23 18 January 2016!""
Edwards™ Transfemoral Balloon Catheter 9350BC25 27 April 20121201
[2103732(CEO1, DEO1, DE0S6)] 18 January 2016!""
Edwards™ Transfemoral Balloon Catheter 261
[2103732(CE01, DEO1)] 9400BC25 17453 17453 13 November 2018
Systems for Percutaneous Delivery — Class lla / Rule 6
RetroFlex® Dilator Kit
[2103732(CE01)] 9100DKS 10678 58865 18 January 201611
Systems for Percutaneous Delivery — Class lll, Rule 6

916ES23 22 February 2011
Edwards™ Expandable Introducer Sheath Set 918ES26 28 November 2017
[2103732(CE01, DEO1, DEO0S,)] 26 September 2011
920ES29 28 November 2017

09 January 2012
9610ES14 10678 58865 28 November 2017

Edwards™ eSheath Introducer Set 10 July 2019 ['6:171
[2103732(CE01, DEO1, DEOS, , DE12)] 15 November 2013
9610ES16 28 November 2017

10 July 2019 [16.17]

DEKRA — THV001

Page 5 of 8
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EC Declaration of Conformity

Product List:

Trade Name - Classification / Rule(s) UMDNS Start of CE Marking (see
[Applicable Certificates] Model(s) Code GMDN Code | “\ATES at end of table)
Systems for Percutaneous Delivery — Class lll, Rule 7
. 9355FS23
NovaFlex+™ Delivery System 11
9355FS26 17846 . 18 January 20161
[2103732(CE01, DEO1, DE0S,)] 9355FS29 60247 (Pulmonic)
60245 (Aortic, , 16 August 2016
and Aortic Valve
9610TF20 in Bioprosthetic
Edwards Commander™ Delivery System 9610TF23 17846 Valve)
[2103732(CEO01, DEO1, DE12)] 9610TF26 27 January 2[(1)61:17]
9610TF29 60246 10 July 2019 "6
(Mitral Valve in
Surgical Valve)
Systems for Transapical Delivery — Class lll / Rule 6
60245 (Aortic,
and Aortic Valve
9620TA20 in Bioprosthetic 112]
9620TA23 Valve) 16 August 2016
17453 27January 2014
9620TA26 10 July 2019 1. 171
Edwards Certitude™ Delivery System 9620TA29 60246
[2103732(CEO1, DE09, DE12)] (Mitral Valve in
Surgical Valve)
9630TA23 . 1s)
9630TA26 17453 60245 (Aortic) 13 November 2018
. 16 August 2016 '2
[ (CEO1, DE0S, DE12)] 10 July 2019 (16,17
Predilation Catheters, Transapical and Transaortic — Class Il / Rule 6
Ascendra® Balloon Aortic Valvuloplasty Catheter 25 February 20114
[2103732(CE01, DE09)] 9100BAVC | 17453 17453 30 May 201219
Systems for Transapical and Transaortic Delivery — Class lll / Rule 6
60245 (Aortic and
Aortic Valve in
17453 28 March 20145
9620TA26 10 July 2019 6.1
Edwards Certitude™ Delivery System 9620TA29 60246
[2103732(CE01, DE09 DE12)] (Mitral Valve in
Surgical Valve)
9630TA23 . 13 November 2018 191
0630TA26 17453 60245 (Aortic)
Edwards Certitude™ Introducer Sheath Set 96201518 10678 58865 28 March 20140
[2103732(CEO1, DE09, DE12)] 96201521 10 July 2019 [16.17]

DEKRA — THV001
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EC Declaration of Conformity

NOTES:

1

[2a]
[2b]
[41

[51

(61

101
1
n2]
131
(4]
[15]
(el

07

Packaged with the NovaFlex+ delivery systems, Commander delivery systems, Ultra Delivery Systems, and Certitude
delivery systems.

Aortic, transfemoral — 23mm and 26mm systems

Aortic, transfemoral — 29mm systems

Aortic, transapical — 29mm systems

Aortic, transapical / transaortic — 23mm, 26mm, and 29mm systems

Aortic, transfemoral/ transapical — 23mm, 26mm, and 29mm systems

Aortic, transfemoral — 20mm system

Pulmonic, transfemoral — 23mm, 26mm, and 29mm systems

Aortic, transapical/transaortic — 20mm system

Aortic, transfemoral — 20mm, 23mm, 26mm, and 29mm systems

Aortic, transapical/Transaortic — 20mm, 23mm, and 26mm systems

Aortic, transapical/Transaortic — For use with SAPIEN 3 Ultra THV 23mm and 26mm systems

Aortic/Mitral, THV-in-Surgical Valve; transfemoral, transapical, transaortic, transseptal; 20mm, 23mm, 26mm, 29mm SAPIEN
3 systems. For the Certitude Delivery System, this is only applicable to models 9620TA20, 9620TA23, 9620TA26,
9620TA29.

Aortic, THV-in-THV; transfemoral, transapical, transaortic; 20mm, 23mm, 26mm, 29mm SAPIEN 3 systems. For the
Certitude Delivery System, this is only applicable to models 9620TA20, 9620TA23, 9620TA26, 9620TA29.

DEKRA — THV001 Page 7 of 8 Revision: 078



Procedure Pack Statement

SRN: N/A (Pending Implementation of EUDAMED)
Edwards Lifesciences LLC

One Edwards Way

Irvine, CA 92614, USA

Procedure pack producer:

0690103P003CS300028,
0690103P003CST00098,
0690103P003CSUO009F,
0690103P003C3UOO00WP,
Basic UDI-DI: 0690103P003NSX000EK

Product cateqory: Systems for Heart Valve Repair and/or
gory: Replacement, and Accessories
Transfemoral, Transapical, Transaortic and

Products: Pulmonic THV System Kits — See product list

MDR DoC-THVPPack
Revision: 002 Page 1 of 11

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR
DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC. DOC-0107920 Rev: A



We herewith declare that the procedure pack specified above meet the requirements of Article
22, sections 1, 2 and 5 of the REGULATION (EU) 2017/745:

¢ We have verified the mutual compatibility of the devices in accordance with the
manufacturers’ instructions and have carried out operations in accordance with these
instructions;

o We have packaged the procedure pack and supplied relevant information to users
incorporating relevant instructions from the manufacturers; and

e The operations are subjected to appropriate methods of internal monitoring, verification,
and validation.

Digitally signed by Joseph Mazzarella
O S e p DN: cn=Joseph Mazzarella,

email=Joseph_Mazzarella@edwards.com

Reason: Director THV RA, | am approving

Mazzarella e
Date: 2021.05.20 14:16:11 -07'00"

Joseph Mazzarella
Director, Regulatory Affairs
Edwards Lifesciences LLC
One Edwards Way

Irvine, CA 92614 USA

MDR DoC-THVPPack
Revision: 002 Page 2 of 11

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR
DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC. DOC-0107920 Rev: A



Product List

Procedure Pack (Kit) Procedure Pack Components
Kit Reference . o .
Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN XT
9300TFX, Transcatheter Heart Valve, 1
23mm
23mm
9100DKS RetroFlex Dilator Kit 1
Edwards Expandable Introducet
916ES523 Sheath Set (16F) 1
9355NF23 NovaFlex+ Kit 9350BC20 | Edwards Transfemoral Balloon 1
Catheter,20mm
9355FS23 NovaFlex+ Delivery System, 1
23mm
9350CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN XT
9300TFX, Transcatheter Heart Valve, 1
26mm
26mm
9100DKS RetroFlex Dilator Kit 1
Edwards Expandable Introducer
918ES26 Sheath Set (18F) 1
9355NF26 NovaFlex+ Kit 9350BC23 | £dwards Transfemoral Balloon 1
Catheter, 23mm
9355FS26 NovaFlex+ Delivery System, 1
26mm
9350CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN XT
9300TFX, Transcatheter Heart Valve, 1
29mm
29mm
9100DKS RetroFlex Dilator Kit 1
Edwards Expandable
920ES29 Introducer Sheath Set (20F) 1
9355NF29 NovaFlex+ Kit 9350BC25 | £dwards Transfemoral Balloon 1
Catheter, 25mm
9355FS29 NovaFlex+ Delivery System, 1
29mm
9350CR Crimper 1
Atrion QL38 Locking Syringe,
96406 38ml or 2
Edwards Locking Syringe

MDR DoC-THVPPack

Revision: 002

Page 3 of 11

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR

DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC.

DOC-0107920 Rev: A




Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
20mm
20mm
Edwards eSheath Introducer
9610ES14 Set (14F) 1
Edwards Transfemoral Balloon
S3TE120 Edwards SAPI_EN 3 — Edwards | 9350BC16 Catheter,16mm 1
Commander Kit -
Edwards Commander Delivery
9610TF20 1
System, 20mm
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm
23mm
Edwards eSheath Introducer
9610ES14 Set (14F) 1
Edwards Transfemoral
S3TF123 Edwards SAPI_EN 3 — Edwards | 9350BC20 Balloon Catheter, 20mm 1
Commander Kit
9610TF23 Edwards Commander 1
Delivery System, 23mm
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
26mm
26mm
Edwards eSheath Introducer
9610ES14 Set (14F) 1
Edwards Transfemoral Balloon
S3TF126 Edwards SAPI_EN 3 - Edwards | 9350BC23 Catheter, 23mm 1
Commander Kit -
Edwards Commander Delivery
9610TF26 1
System 26mm
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
Edwards eSheath Introducer
9610ES16 Set (16F) 1
Edwards Transfemoral
S3TF129 Edwards SAPI_EN 3 - Edwards | 9350BC25 Balloon Catheter, 25mm 1
Commander Kit
9610TF29 Edwards Commander 1
Delivery System, 29mm
9600CR Crimper 1
Atrion QL38 Locking Syringe,
96406 38ml or 2
Edwards Locking Syringe
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm 23mm
Edwards SAPIEN 3 — Edwards
S3FTF123 Commander Kit [France] 9610ES14 Edwards eSheath Introducer 1
Set (14F)
Edwards Transfemoral
9350BC20 Balloon Catheter,20mm 1
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards Commander
9610TF23 Delivery System, 23mm 1
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
26mm
26mm
Edwards eSheath Introducer
9610ES14 Set (14F) 1
Edwards Transfemoral Balloon
S3FTF126 Edwards SAPI_EN 3 - Edwards | 9350BC23 Catheter, 23mm 1
Commander Kit [France] ;
Edwards Commander Delivery
9610TF26 1
System 26mm
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
Edwards eSheath Introducer
9610ES16 Set (16F) 1
Edwards Transfemoral Balloon
S3FTF129 Edwards SAPI_EN 3 - Edwards | 9350BC25 Catheter, 25mm 1
Commander Kit [France] .
Edwards Commander Delivery
9610TF29 1
System, 29mm
9600CR Crimper 1
Atrion QL38 Locking Syringe,
96406 38ml or 2
Edwards Locking Syringe
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm
23mm
9610ES14 E:rvgrf;)eSheath Introducer 1
Edwards SAPIEN 3 — Edwards
SIMTF123 Commander Kit [Iberia] 9610TF23 Edwards Commander 1
Delivery System, 23mm
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
26mm
26mm
9610ES14 Ecelrvgrjs)eSheath Introducer 1
Edwards SAPIEN 3 — Edwards :
S3MTF126 Commander Kit [Iberia] 9610TF26 Edwards Commander Delivery 1
System 26mm
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
9610ES16 gg;/vglgs)eSheath Introducer 1
Edwards SAPIEN 3 — Edwards :
S3MTF129 Commander Kit [Iberia] 9610TF29 Edwards Commander Delivery 1
System, 29mm
9600CR Crimper 1
Atrion QL38 Locking Syringe,
96406 38ml or Edwards Inflation 2
Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
20mm
20mm
9620TA20 Edwards Certitude Delivery 1
Edwards SAPIEN 3 — Edwards System, 20mm
W — Edw -
S3TA120 h . Edwards Certitude Introducer
Certitude Kit 96201S18 Sheath Set, 18F 1
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm
23mm
9620TA23 Edwards Certitude Delivery 1
System, 23mm
Edwards Certitude Introducer
S3TA123 Edwgrds SAPIEN 3 —Edwards |96201S18 Sheath Set, 18F 1
Certitude Kit -
9100BAVC Ascendra Balloon Aortic 1
Valvuloplasty Catheter, 20mm
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
MDR DoC-THVPPack
Revision: 002 Page 7 of 11

THIS DOCUMENT CONTAINS CONFIDENTIAL AND PROPRIETARY INFORMATION OF EDWARDS LIFESCIENCES, LLC. IT MUST NOT BE REPRODUCED OR

DISCLOSED TO THIRD PARTIES WITHOUT PRIOR WRITTEN PERMISSION OF EDWARDS LIFESCIENCES, LLC.

DOC-0107920 Rev: A




Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
26mm
26mm
9620TA26 Edwards Certitude Delivery 1
System, 26mm
Edwards Certitude Introducer
S3TA126 Edw_ards SAPIEN 3 —Edwards |96201S18 Sheath Set, 18F 1
Certitude Kit -
9100BAVC Ascendra Balloon Aortic 1
Valvuloplasty Catheter, 20mm
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
9620TA29 Edwards Certitude Delivery 1
System, 29mm
Edwards Certitude Introducer
96201521 Sheath Set, 21F 1
Edwards SAPIEN 3 — Edwards Ascendra Balloon Aortic
S3TA129 Certitude Kit 9100BAVC Valvuloplasty Catheter, 20mm 1
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 1
Edwards Inflation Device
Atrion QL38 Locking Syringe
96406 Device, 38ml or 1
Edwards Locking Syringe
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm
23mm
9620TA23 Edwards Certitude Delivery 1
System, 23mm
Edwards Certitude Introducer
S3FTA123 Edw_ards S/_-\PIEN 3 — Edwards |9620IS18 Sheath Set, 18F 1
Certitude Kit [France] ;
9100BAVC Ascendra Balloon Aortic 1
Valvuloplasty Catheter, 20mm
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
26mm
26mm
9620TA26 Edwards Certitude Delivery 1
System, 26mm
Edwards Certitude Introducer
S3ETA126 Edw_ards SAPIEN 3 —Edwards |96201S18 Sheath Set, 18F 1
Certitude Kit [France] .
9100BAVC Ascendra Balloon Aortic 1
Valvuloplasty Catheter, 20mm
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
9620TA29 Edwards Certitude Delivery 1
System, 29mm
Edwards Certitude Introducer
96201521 Sheath Set, 21F 1
Edwards SAPIEN 3 — Edwards Ascendra Balloon Aortic
S3FTA129 Certitude Kit [France] 9100BAVC Valvuloplasty Catheter, 20mm 1
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 1
Edwards Inflation Device
Atrion QL38 Locking Syringe
96406 Device, 38ml or 1
Edwards Locking Syringe
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
23mm
23mm
9620TA23 Edwards Certitude Delivery 1
Edwards SAPIEN 3 — Edwards System, 23mm
W — Edw -
S3MTA123 . . . Edwards Certitude Introducer
Certitude Kit [Iberia] 96201S18 Sheath Set, 18F 1
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX,
Edwards SAPIEN 3 — Edwards | 26mm Transcatheter Heart Valve, 1
S3MTA126 h . . 26mm
Certitude Kit [Iberia] . .
Edwards Certitude Delivery
9620TA26 1
System, 26mm
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Number Kit Model Description Quantity
Edwards Certitude Introducer
96201518 Sheath Set, 18F !
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 2
Edwards Inflation Device
Edwards SAPIEN 3
9600TFX, Transcatheter Heart Valve, 1
29mm
29mm
9620TA29 Edwards Certitude Delivery 1
System, 29mm
Edwards Certitude Introducer
SaMTA129 Edwards SAPIEN 3 — Edwards | 202002 Sheath Set, 21F !
Certitude Kit [Iberia] 9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 1
Edwards Inflation Device
Atrion QL38 Locking Syringe
96406 Device, 38ml or 1
Edwards Locking Syringe
Edwards SAPIEN 3 Ultra
9750TFX, Transcatheter Heart Valve, 1
20mm
20mm
9620TA20 Edwards Certitude Delivery 1
Edwards SAPIEN 3 Ultra System, 20mm
S3USTA120 Transcatheter Heart Valve 96201S18 Edwards Certitude Introducer 1
System Sheath Set, 18F
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 1
Edwards Inflation Device
Edwards SAPIEN 3 Ultra
%50-”:)(’ Transcatheter Heart Valve, 1
mm
23mm
9630TA23 Edwards Certitude Delivery 1
Edwards SAPIEN 3 Ultra System, 23mm
S3USTA123 Transcatheter Heart Valve 96201521 Edwards Certitude Introducer 1
System Sheath Set, 21F
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 1
Edwards Inflation Device
Edwards SAPIEN 3 Ultra 9750TFX Edwards SAPIEN 3 Ultra
S3USTA126 Transcatheter Heart Valve 26mm ’ Transcatheter Heart Valve, 1

System

26mm
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Procedure Pack (Kit)

Procedure Pack Components

Kit Reference

Ki M | D ription nti
Number t ode escriptio Quantity
9630TA26 Edwards Certitude Delivery 1
System, 26mm
Edwards Certitude Introducer
96201521 Sheath Set, 21F 1
9600CR Crimper 1
Atrion QL2530 Inflation Device,
96402 25ml or 1
Edwards Inflation Device
Edwards SAPIEN 3 Ultra
9750TFX, Transcatheter Heart Valve, 1
20mm
20mm
9610TF20 Edwards Commander 1
Edwards SAPIEN 3 Ultra Delivery System, 20mm
S3UCM220 Transcatheter Heart Valve 9610ES14 Edwards eSheath Introducer 1
System Set
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 1
Edwards Inflation Device
Edwards SAPIEN 3 Ultra
9750TFX, Transcatheter Heart Valve, 1
23mm
23mm
9610TE23 Edwards Commander 1
Edwards SAPIEN 3 Ultra Delivery System, 23mm
S3UCM223 Transcatheter Heart Valve 9610ES14 Edwards eSheath Introducer 1
System Set
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 1
Edwards Inflation Device
Edwards SAPIEN 3 Ultra
9750TFX, Transcatheter Heart Valve, 1
26mm
26mm
9610TF26 Edvyards Commander 1
Edwards SAPIEN 3 Ultra Delivery System, 26mm
S3UCM226 Transcatheter Heart Valve 9610ES 14 Edwards eSheath Introducer 1
System Set
9600CR Crimper 1
Atrion QL2530 Inflation
96402 Device, 25ml or 1

Edwards Inflation Device

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

Pfiloha €. 7 ZP - Dodavky SZM -Edwards Lifesciences

Cast .5
Uéastnik: Edwards Lifesciences, s.r.o. Czech Republic
Portfolio sortimentu navazuje na pfilohu &. 2 ZD (cenik). U¢astnik zde uvede veskeré polozky, které chce zafadit do nabidky.
Minimalni
Cena KE vzP Katalogové ¢islo Nazev materialu °:§:;‘:t“’l?'=‘e Lo Gl B aceraz Exspirace
Pofr. &islo | VZP kéd ., . o x as Vyrobce UDI-DI/GTIN Jednotka . za jednotku DPH % jednotku Tfida rizika
max za 1ks dodavatele (upFesnéni rozméru - Fr, primér, délka) pocet v ” Ano/Ne
el (v K& bez DPH) (v K& s DPH)
baleni
1 0115972 515.000,00 [S3USTA120 Edwards Sapien 3 ULTRA transapikalni TA - 20mm, set na TAVI ELS (01)00690103199970 Ks 1 432.640,00 15% 497.536,00 1 Ano
2 0115972 515.000,00 [S3USTA123 Edwards Sapien 3 ULTRA transapikalni TA - 23 mm, set na TAVI ELS (01)00690103199987 Ks 1 432.640,00 15% 497.536,00 11 Ano
3 0115972 515.000,00 [S3USTA126 Edwards Sapien 3 ULTRA transapikalni TA - 26mm, set na TAVI ELS (01)00690103199994 Ks 1 432.640,00 15% 497.536,00 1 Ano
4 0114450 497.540,00 [S3TA129 Edwards Sapien 3 transapikalni TA - 29 mm, set na TAVI ELS (01)07612989037552 Ks 1 432.640,00 15% 497.536,00 11l Ano
5 0115971 515.000,00 [S3UCM220 Edwards Sapien 3 ULTRA transfemoralni TF - 20 mm, set na TAVI ELS (01)00690103208085 Ks 1 432.640,00 15% 497.536,00 1 Ano
6 0115971 515.000,00 [S3UCM223 Edwards Sapien 3 ULTRA transfemordini TF - 23 mm, set na TAVI ELS (01)00690103208092 Ks 1 432.640,00 15% 497.536,00 11 Ano
7 0115971 515.000,00 [S3UCM226 Edwards Sapien 3 ULTRA transfemoralni TF - 26 mm, set na TAVI ELS (01)00690103208108 Ks 1 432.640,00 15% 497.536,00 1 Ano
8 0114449 497.540,00 |S3TF129 Edwards Sapien 3 transfemoralni TF - 29 mm, set na TAVI ELS (01)07612989037521 Ks 1 432.640,00 15% 497.536,00 11l Ano
Prislu$enstvi obsazené v setu
1 9620TA20 Edwards Certititude Delivery System ELS (01)00690103193015 ks Hk ** 1 Ano
2 9630TA23 Edwards Certititude Delivery System ELS (01)00690103199420 ks *x *x 11 Ano
3 9630TA26 Edwards Certititude Delivery System ELS (01)00690103199437 ks Hk ** 1 Ano
4 9620TA29 Edwards Certititude Delivery System ELS (01)00690103193046 ks *x *x 11 Ano
5 9750TFX20 Transcathether Heart Valve (Sapien 3 Ultra) ELS (01)00690103199727 ks ** ** 1 Ano
6 9750TFX23 Transcathether Heart Valve (Sapien 3 Ultra) ELS (01)00690103199734 ks LA — L1l Ano
7 9750TFX26 Transcathether Heart Valve (Sapien 3 Ultra) ELS (01)00690103199741 ks ** ** 1 Ano
8 9600TFX29 Transcathether Heart Valve ELS (01)07612989037491 ks LA — L1l Ano
9 96201518 Edwards Certitude Introducer Sheath Set ELS (01)00690103193152 ks Hk ** 1 Ano
10 96201521 Edwards Certitude Introducer Sheath Set ELS (01)00690103193169 ks LA — L1l Ano
11 9600CR Crimper ELS (01)00690103192773 ks ** *x | Ano
12 9100BAVC Ascendra Balloon Aortic Valvuloplasty Catheter ELS (01)00690103178067 ks LA — L1l Ano
13 9610TF20 Edwards Commander Delivery System ELS (01)00690103192995 ks ok ** 1 Ano
14 9610TF23 Edwards Commander Delivery System ELS (01)00690103190458 ks LA — L1l Ano
15 9610TF26 Edwards Commander Delivery System ELS (01)00690103190465 ks Hk ** 1 Ano
16 9610TF29 Edwards Commander Delivery System ELS (01)00690103193008 ks LA — L1l Ano
17 9350BC25 Edwards Transfemoral Balloon Catheter ELS (01)00690103190717 ks ok ** 1 Ano
18 9610ES14 Edwards eSheath Introducer Set ELS (01)00690103191219 ks LA — L1l Ano
19 9610ES16 Edwards eSheath Introducer Set ELS (01)00690103193244 ks ok ** 1 Ano
20 96402 QL2530 Inflation device Atrion |(01)00690103210002 ks LA — | Ano
21 96406 QL38 Inflation device Atrion |(01)00690103210019 ks ** ** | Ano

zpracoval: Irena Jurneckova
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