Dodavky stentovanych biologickych chlopni, ¢ast ¢. 2
(pro dodavky realizované prostrednictvim konsignacniho skladu)

Dodatek ¢. 1

ke Kupni smlouvé ze dne 11. 6. 2024

Smluvni strany:

Institut klinické a experimentalni mediciny

statni prispévkova organizace

zfizovaci listina €. j. 17268-11/2012 ze dne 29. kvétna 2012, v platném znéni
se sidlem: Videriska 1958/9, 140 21 Praha 4

ICO: 00023001, DIC: CZ00023001

zastoupeny: Ing. Helenou Régnerovou, feditelkou

(dale jen ,kupujici“ nebo ,,IKEM” na strané jedné)

CARDION s.r.o.

zapsana v obchodnim rejstfiku vedeném u Krajského soudu v Brné, spis. zn.: C 16405
se sidlem: Rybnicka 257/136, 634 00 Brno - Novy Liskovec

ICO: 60719877

DIC: CZ699003452

bankovni spojeni: CSOB a.s., pobocka Brno

Cislo uctu: 8010-403073933/0300

zastoupena: Ing. Ivo Nekudou, jednatelem

(dale jen ,proddvajici na strané druhé)

dale spole¢né jen ,,smluvni strany”

Smluvni strany Cini nespornym, Ze:

A)

B)

jsou ucastniky Kupni smlouvy uzaviené dne 11. 6. 2024 na zakladé vysledku nadlimitni verejné
zakazky s nazvem ,,ZP - Dodavky stentovanych biologickych chlopni”, resp. jeji Casti €. 2 s nazvem
Stentovana biologicka aortalni chlopen ze zvifeci chlopné - praseci (porcinni), evidované u
Kupujiciho pod evidencnim cislem zakazky PZ-2023-0001006, jejimz predmétem je zavazek
prodavajiciho dodavat kupujicimu pribéiné zdravotnické prostfedky a umoZriovat mu nabyt
vlastnické pravo k nim a zavazek kupujiciho dodané zdravotnické prostiedky od prodavajiciho
radné a vcas prebirat a platit za né prodavajicimu kupni cenu, a to v rozsahu a za podminek
sjednanych touto smlouvou (dale jen ,Smlouva®), a

Smluvni strany si preji zmeénit ujednani Smlouvy tykajici se predmétu Smlouvy, resp. dodavanych
prostredk(, a to z divodu ukonceni vyroby poloZek ve stavajicim portfoliu ve Smlouvé a jejich
narazeni inovovanymi prostfedky, a proto smluvni strany sjednavaji nasledujici dodatek ¢. 1 ke
Smlouvé (dale jen ,dodatek”):

Clanek 1.
Pfedmét dodatku

Smluvni strany se dohodly na nasledujici zméné Smlouvy:

1. Dosavadni znéni Prilohy ¢. 1 Smlouvy se ke dni ucinnosti tohoto dodatku rusi a nahrazuje se novou

prilohou ¢. 1 Smlouvy, ktera je uvedena v Priloze ¢. 1 tohoto Dodatku.
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Dodavky stentovanych biologickych chlopni, ¢ast ¢. 2
(pro dodavky realizované prostrednictvim konsignacniho skladu)

2. Dosavadni znéni Prilohy ¢. 2 Smlouvy se ke dni tcinnosti tohoto dodatku rusi a nahrazuje se novou
pfilohou €. 2 Smlouvy, ktera je uvedena v Priloze ¢. 2 tohoto Dodatku.

Clanek II.

1. Ostatni ujednani Smlouvy zlstavaji nadale beze zmény a v platnosti.

2. Tento dodatek nabyva platnosti dnem jeho uzavreni, tj. dnem podpisu dodatku opravnénymi
zastupci obou smluvnich stran. Dodatek nabyva ucinnosti dnem jeho uzavreni, jde-li o dodatek
podléhajici zvefejnéni v registru smluv podle zakona ¢. 340/2015 Sb., pak teprve dnem zverejnéni
v registru smluv.

3. Tento dodatek je vyhotoven ve dvou stejnopisech, z nichz kazda ze smluvnich stran obdrzi po
jednom. Pokud je tento dodatek podepisovan elektronicky, je dodatek vyhotoven vjednom
stejnopise podepsaném elektronicky obéma smluvnimi stranami.

4. Nedilnou soucasti tohoto dodatku je
Priloha ¢ 1 — Cdstecné portfolio sortimentu — zdména zboZ{
Priloha ¢. 2 Charakteristika nabizenych Zdravotnickych prostredkt a prohldseni o shodé

V Brné dne 23.4.2025 V Prazedne .....ccoovvvevinnennen.

Za prodavajiciho: Za IKEM:

. Digitalné podepsal
IVO Digraine podepsa H e I €na Helena Rognerova

Ivo Nekuda
Datum: 2025.04.23 oo z Datum: 2025.04.24
Nekuda s 0200 ROgnerova ;e oroo

CARDION s.r.o. Institut klinické a experimentalni mediciny
Ing. lvo Nekuda Ing. Helena Régnerova
jednatel reditelka IKEM



Pfiloha ¢. 5 ZP/ Pfiloha €. 1 KS

Portfolio sortimentu

Nazev verejné zakazky: ZP - Dodavky stentovanych biologickych chlopni

Ev. Cislo VZ IKEM: PZ-2023-0001006

Uéastnik: CARDION s.r.o, Rybnicka 257/136, 634 00 Brno- Novy Liskovec , 1E0:60719877, DIC: CZ699003452
Katalogové Nabidkova cena za Nabidkova cena
Pof. éislo cislo Typ produkty, n?zev materidlu, Vyrobce EAN kod UDI kéd Jednotka 1ks DPH % za' 1‘,(5 . Cenavkevzp VZP kod | Trida rizika
rozméry * . (v KE véetné max za 1ks
dodavatele (v K¢ bez DPH)
DPH)

1 Espaoo-10 |  Diologickésrdednichlopen | al | 5415067003316 | 54150675HV1001PD ks 34 625,00 K 12% 38780,00K¢ | 4214179k | 0144554 m

aortalni Epic Plus Supra 19mm
Biologicka srdecni chlopen . . . .

2 ESP200-21 s Abbott Medical 54150670033123 5415067SHV1001PD ks 34 625,00 K& 12% 38 780,00 K¢ 42 141,79 K¢ 0144554 1l
aortalni Epic Plus Supra 21mm

3 Espoopp3 |  Diologickésrdetnichlopert | v sieal | 54150670033130 | 54150675HV1001PD ks 34 625,00 K¢ 12% 38780,00Kk¢ | 42141,79k¢ | 0144554 M
aortalni Epic Plus Supra 23mm

4 Espao0-25 |  Dlologickd srdecnichloped | ) dieal | 54150670033147 | 54150675HV1001PD ks 34 625,00 K 12% 38780,00k¢ | 4214179k | 0144554 i
aortalni Epic Plus Supra 25mm

5 Espoopp7 |  Diologickdsrdetnichloper |, v st | 54150670033154 | 54150675HV1001PD ks 34 625,00 K& 12% 38780,00Kk¢ | 42141,79k¢ | 0144554 i
aortalni Epic Plus Supra 27mm

Biologicka srdecni chlopen . . . .

6 ESP200-29 e Abbott Medical 54150670033161 5415067SHV1001PD ks 34 625,00 K& 12% 38 780,00 K¢ 42 141,79 K¢ 0144554 11l

aortalni Epic Plus Supra 29mm

Portfolio sortimentu navazuje na piilohu ¢.3 ZD (cenik). Utastnik zde uvede veskeré polozky, které chce zatadit do nabidky, té éasti pro kterou podava nabidku.

Uéastnik poutije pro kazdou ¢4st samostatné portfolio sortimentu.

* (J¢astnik uvede do rozméri uptesnéni (velikost, délku, priimér, atd.)
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Pfiloha €. 4 ZP/ Pfiloha €. 2 KS

CHARAKTERISTIKA
UCASTNIKEM NABIZENYCH ZDRAVOTNICKYCH PROSTREDKU

Nazev vefejné zakazky: ZP - Dodavky stentovanych biologickych chlopni, ¢ast 2
Ev. Cislo VZ IKEM: PZ-2023-0001006
Uéastnik:

CARDION s.r.0, Rybnicka 257/136, 634 00 Brno- Novy Liskovec , [C0:60719877, DIC: CZ699003452

uvob
Tento dokument obsahuje

a) technickou specifikaci uc¢astnikem nabizenych Zdravotnickych prostfedkl (odpovidajici poZadavkiim stanovenym zadavatelem v ZP a jeji Priloze ¢. 1 ZP
s nazvem ,Technicka specifikace poptavanych Zdravotnickych prostredk(“);

b) technicka dokumentace (prospekt, broZura, technické a produktové listy ¢i jiny dokument) - tyto dokumenty budou do nabidky vioZeny zplisobem stanovenym
zadavatelem v ZP a v pfiloze ¢. 1 ZP.

Uéastnici jsou opravnéni vyplnit v tomto dokumentu pouze tidaje oznacené,, [_]”. U¢astnici nejsou opravnéni jakkoliv jinak zasahovat do textu tohoto
dokumentu.

Informace, které s ohledem na jejich rozsah neni moiné uvést vtomto dokumentu, uvedou ucastnici na zvlastnim listu, ktery bude tvofit pfilohu tohoto
dokumentu a bude pevné spojen se zbyvajicim obsahem nabidky.



Pfiloha €. 4 ZP/ Pfiloha €. 2 KS

Specifikace nabizenych Zdravotnickych prostfedki*

Oznaceni ZP
(obchodni nazev nabizeného ZP +
obchodni firma vyrobce)

Charakteristika nabizeného ZP Vycet a specifikace prikladané Technické
(technicka specifikace) dokumentace?

Biologicka praseci chlopen se stentem do aortalni pozice ve

, Prohlaseni o shodé, Navod k pouZziti
velikostnim rozmezi 19-29 mm ! P

Trikompozitni designh chlopné (sloZena ze separatnich
identickych cipt a zajistuje optimalni spjeni a Produktovy list, Navod k pouZiti
hemodynamiku cip( chlopné)

Anatomicky tvar nasivané manZety vhodny pro

. L Produktovy list, BroZura, Navod k pouZiti
supraanularni pozici

Stentovana biologicka aortalni chloperi se | Pfekryv stentu biologickou tkani (sniZuje riziko abraze) Produktovy list, BroZura

zviteci chlopné — prasei ( porcinni) Flexibilni {plastovy) stent chlopné& Produktovy list, BroZura, Navod k pouZiti

ESP200-19, 21, 23, 25, 27, 29

Implantaéni vyska (aortalni protruze): chlopen 19 a 21mm -
Vyrobce Abbott Medical P yska | P ) P

protruze 11mm, chlopen 23 a 25mm - protruze 13mm,
chlopen 27mm - protruze 14mm, chlopen 29mm -
protruze 15mm

Produktovy list, BroZura, Navod k pouZziti

Celkova vyska: chlopen 19mm — vyska 14mm, chlopen Produktovy list, BroZura, Navod k pouZiti
21mm - vyska 15mm, chlopen 23 — vyska 16mm, chlopen
25mm - vyska 17mm, chlopen 27mm - vyska 19mm,
chlopen 29mm — vyska 20mm

! Zadavatel pfipomina, ie (icastnik zadavateli nabidne vidy portfolio vyrobk( odpovidajicich specifikaci stanovené zadavatelem v pfiloze ¢. 1 ZP (Technicka specifikace),
pricemi podet vyrobkl zahrnutych do tohoto portfolia neni zadavatelem stanoven/omezen. Pro kaidy nabizeny vyrobek/Zdravotnicky prostfedek tiéastnik v nize uvedené
tabulce vyplni samostatny fadek.

2 Technicka dokumentace predkladana Gcastnikem v nabidce k jednotlivym nabizenym Zdravotnickym prostiedkdm budou vtomto sloupci specifikovany natolik pfesné,
aby zadavatel mohl bez jakychkoliv pochybnosti pfifadit ke kazdému z uvadénych/popisovanych Zdravotnickych prostfedka prislusnou Technickou dokumentaci.



Pfiloha €. 4 ZP/ Pfiloha €. 2 KS

Transvalvularni gradienty: chlopen 19mm — 14,2 mmHg, Produktovy list, BroZura
chlopen 21mm - 12,5mmHg, chlopen 23mm - 10,8 mmHg,
chlopen 25mm - 8,4 mmHg, chlopen 27mm - 6,2 mmHg,
chlopen 29mm —5,7 mmHg

EOA: chlopen 19mm — 1,20 cm2, chlopen 21mm - 1,57
cm2, chloper 23mm - 1,69 cm2, chloperi 25mm - 1,93 cm2, | Produktovy list, BroZura
chlopen 27mm — 2,70 cm2, chlopefi 29mm — 3,20 cm2

Vnitfni primér stentu/vnéjsi pramér stentu/vnéjsi pramér
vC. nasivaci maniety:

Chlopen 19mm:
Chlopen 21mm:

Chlopen 23mm
Chlopen 25mm

Chlopen 27mm:
Chloperi 29mm:

19/19,2/25 mm
21/21,2/28 mm

:23/23,2/29 mm
:25/25,2/31 mm

27/27,2/33 mm
29/29,2/35 mm

Produktovy list, Navod k pouZiti

Fixace tkané za nulového nebo nizkého tlaku (do 4 mm Hg)

Produktovy list, Navod k pouZiti

Promyvani chlopné v 500ml sterilniho izotonického roztoku

2 x 10 sekund

Produktovy list, Navod k pouZiti

Antikalcifikaéni dprava Linx™

Produktovy list, BroZura, Navod k pouZiti

Ucastnik prohlasuje, 7e veskeré idaje uvedené v tomto dokumentu jsou pravdivé. Toto prohlaseni ¢ini Gcastnik na zakladé své vainé a svobodné viile a je si védom
vsech nasledkd plynoucich z uvedeni nepravdivych udaja.




] Abbott

00164267 Rev. A [English]
Declaration of Conformity

EU MDR Declaration of Conformity
Epic™ Plus Stented Tissue Valves, Epictm Plus Heart Valve Sizer Set, Epictm

Plus Holder Handles (Aortic/Mitral)

Manufacturer’'s Name:

Abbott Medical

Manufacturer’s Single
Registration Number (SRN):

US-MF-000018613

Manufacturer's Address:

Authorized Representative’s
Name, Address, and Single
Registration Number (SRN):

Abbott Medical
177 County Road B East
St. Paul, MN 55117 USA

Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Product Trade Name(s):

Epic™ Plus Stented Tissue Valves
Epic™ Plus Supra Stented Tissue Valve
Epic™ Plus Heart Valve Sizer Set
Epic™ Plus Holder Handle (Aortic)
Epic™ Plus Holder Handle (Mitral)

Model Number(s): Device Name Model Number
Valves
Epic™ Plus Stented Tissue Valves - E200-21A
Aortic E200-23A
E200-25A
E200-27A
E£200-29A
Epic™ Plus Stented Tissue Valves - £200-25M
Mitral E200-27M
E200-29M
E£200-31M
E200-33M
Epic™ Plus Supra Stented Tissue ESP200-19
Valves ESP200-21
ESP200-23
ESP200-25
ESP200-27
ESP200-29
Accessories
Epic™ Plus Heart Valve Sizer Set E2000
Epic™ Plus Holder Handle {(Aortic) E2000-HA
Epic™ Plus Holder Handle (Mitral) E2000-HM

This confidential document is the properly of Abbott and shall not be reproduced, distributed, disclosed or used without the express written

consent of Abbott.
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] Abbott

00164267 Rev. A [E

nglish]

Declaration of Conformity

EU MDR Declaration of Conformity

Epic™ Plus Stented Tissue Valves, Epic™ Plus Heart Valve Sizer Set, Epic™
Plus Holder Handles (Aortic/Mitral)

Intended Purpose:

Valves:

The Epic™ Plus and Epic™ Plus Supra Valves are intended to
replace native aortic or mitral heart valves or previously
implanted mitral or aortic prosthetic valves.

Sizer Set:

The E2000 sizer sets are intended to aid in the selection of the
appropriate Epic™ Plus Tissue Valve size.

Holder Handles (Aortic / Mitral):

The Holder Handle is intended to facilitate valve handling
during the tissue heart valve implant procedure.

Risk Classification and Rule:

Valve
Class lll, Rule 8 per MDR, Annex VIl

Sizer Set / Holder Handle
Class lll, Rule 6 per MDR, Annex VII

EMDN Code(s):

Epic Plus Tissue Heart Valves - Aortic and Epic Plus Supra
Tissue Heart Valves

P070301010101 Stented Aortic Biological Valves for Surgical
Implant — Valve Tissue of Animal Origin:

Epic Plus Tissue Heart Valves - Mitral
P070301010102 Stented Mitral Biological Valves for Surgical
Implant - Valve Tissue of Animal Origin:

Epic Plus Sizer Set
P07038001 — Heart Valve Implant Sizers:

Epic Plus Holder Handles (Aortic and Mitral)
P07038099 — Heart Valve Accessories — Other:

GMDN Code(s):

60242 (Aortic valve models)
60244 (Mitral valve models}

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written

consent of Abbott.
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] Abbott

00164267 Rev. A [English]
Declaration of Conformity

EU MDR Declaration of Conformity

Epic™ Plus Stented Tissue Valves, Epic™ Plus Heart Valve Sizer Set, Epic™
Plus Holder Handles (Aortic/Mitral)

Basic UDI-DI:

Epic Plus Device

Basic UDI-DI

Basic UDI-DIf Description

Epic™ Plus
Stented Tissue
Valves - Aortic

5415067SHV1001PD

Epic™ Plus
Stented Tissue
Vaives - Mitral

5415067SHV1001PD

Epic™ Plus
Supra Stented
Tissue Valves

5415067SHV1001PD

Surgical Heart Valve Products
Tissue Heart Valves

Epic™ Plus Heart
Valve Sizer Set

5415067SHVI000R3

Epic™ Plus
Holder Handle
{Aortic)

541506 7SHVI006RF

Epic™ Plus
Ho'der Handle
(Mitral)

5415067SHVI006RF

Surgical Heart Valve Products
EpicPlus Sizers and Accessories

This confidential document is the properiy of Abbott and shall not be reproduced, distribuled, disclosed or used withoul the express writlen
consent of Abboll.

sosz3010 sr e
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00164267 Rev. A [English]

a Abett Declaration of Conformity

EU MDR Declaration of Conformity

Epic™ Plus Stented Tissue Valves, Epic™ Plus Heart Valve Sizer Set, Epic™
Plus Holder Handles (Aortic/Mitral)

This declaration of conformity is issued under the sole responsibility of the manufacturer.

I, the undersigned, for and on behalf of Abbott Medical, hereby declare that the medical device(s) specified
above conform(s) with the applicable General Safety & Performance Requirements listed in Annex | and all
relevant provisions of Regulation (EU) 2017/745.

Directive 2006/42/EC on Machinery and Directive 89/686/EEC (and the superseding Regulation (EU)
2016/425) on Personal Protective Equipment do not apply.

Common Specifications Utilized No applicable common specifications.

Notified Body:
BSI Group The Netherlands B.V.
NB #: 2797
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Conformity Assessment Procedure:
Conformity assessment for Epic Plus Valves and Accessories are based on a quality management system
and assessment of the technical documentation as per Annex IX.

Supporting Certificate(s):
¢ EU Quality Management System Certificate: MDR 750915
¢ Technical Documentation Assessment Certificate Number: MDR 773424

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express wrilten
consent of Abboltt.



00164267 Rev. A [English]
a Abett Declaration of Conformity
EU MDR Declaration of Conformity

Epic™ Plus Stented Tissue Valves, Epic™ Plus Heart Valve Sizer Set, Epic™
Plus Holder Handles (Aortic/Mitral)

This signature section is applicable to all declarations of conformity, including to other European
Union legislation, if applicable:

Date: 13 T"l« 2o Uf

Date: 24 Jawn 10 24
(Person Responsible for Regulatory

e Date: 7‘{ Uen 290 4

This confidential document 1s the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abbolt.
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00164267 Rev. A [English]

a Abett Declaration of Conformity

EU MDR Declaration of Conformity

Epic™ Plus Stented Tissue Valves, Epic™ Plus Heart Valve Sizer Set, Epic™
Plus Holder Handles (Aortic/Mitral)

Declaration of Conformity Product List

Model No. S ~ Product TradeName | Basic UDIDI

E200-23A

E200-25A

E200-21A | Epic™ Plus Stented Tissue Valves - Aortic 5415067SHV1001PD \
|

E200-27A

E200-29A

E200-25M | Epic™ Plus Stented Tissue Valves - Mitral

E200-27M

E200-29M 1
E200-31M

E200-33M

ESP200-19 | Epic™ Plus Supra Stented Tissue Valves

ESP200-21 !

ESP200-23

ESP200-25 !

ESP200-25 |

ESP200-27

ESP200-29

E2000-HA Epic™ Plus Holder Handle (Aortic) 5415067SHVI006RF

E2000-HM Epic™ Plus Holder Handle {Mitral)

|
E2000 Epic™ Plus Heart Valve Sizer Set 5415067SHVI000R3 4

This confidential document is the properly of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abboll.
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