Titulny list s uvedenim obsahu ponuky

Obchodné meno uchadzaca : Biomedica Slovakia, s.r.o.
Sidlo uchadzaca : Drobného 27, 841 01 Bratislava
ICO uchadzaca : 35 849 258

Zastupeny : Mgr. Pavol Kardos, konatel
/meno a priezvisko statutarneho

zastupcu /

Ako uchadza¢, ktory predlozil ponuku do verejného obstardvania na predmet zakazky
Chlopiiové protézy a srdcové chlopne vyhlasenej verejnym obstaravatelom
Vychodoslovensky Ustav srdcovych a C|evnych choréb, a.s., Ondavska 8, 040 11 Kosice,
podpisanim tohto listu potvrdzujem, Ze nizsie uvedene dokumenty su suéastou
kone¢nej a kompletnej ponuky pre toto obstaravanie alebo Ziadostou o ucast v tomto
obstaravani :

Polozkovy zoznam predkladanych dokladov ponuky:

Identifikacné (daje uchadzaca

Vyhlasenie uchddzada vo verejnom obstardvani

Vyhlasenie uchédzaca o suhlase s obsahom navrhu zmluvnych podmienok
Vyhlasenie uchadzaca ku konfliktom zaujmov

Specifikacia predmetu zakazky_¢&ast 2

Kalkuldcia ceny a navrh na plnenie kritéria na vyhodnotenie ponuk_<ast 2
Sortiment pontkaného tovaru_cast 2

Zoznam znamych subdodavatelov

Cestné vyhlasenie uchadzac¢a podia §32 ods.7 a ods.8 ZVO

10 Bez osobnych Udajov_titulny list

11.Bez osobnych Gdajov_priloha_1 az 7

12.Bez osobnych udajov_priloha_8 a 9

13.0sobné postavenie uchadzaca

14.Splnomocnenie

15.ES vthasenle o zhode_¢ast 2

16.Certifikat EU o postdeni technickej dokumentdcie_ ¢ast 2

17.Certifikat systému manazérstva kvality EU_cast 2

18. Fv’rospektovy materidl_¢&ast 2

19.SUKL_C¢ast 2

20.Rozhodnutie o zaradeni_¢&ast 2

CONOUIHWN

V Bratislave dna 24.2.2026

Zuzana Vrbova, splnomocneny zastupca
]



Priloha &. 1 SP
Identifikaéné (daje uchadzaca

Nazov predmetu zakazky:
Chloptiové protézy a srdcové chlopne

IDENTIFIKACNE UDAJE UCHADZACA

Obchodné meno/Nazov uchadzada: Biomedica Slovakia, s.r.o.
Sidio/Miesto podnikania: Drobného 27, 841 01 Bratislava
ICO: 35849258

DIC: 2020239518

Kontaktna osoba uchadzaca - po¢as procesu VO

Meno a priezvisko: Zuzana Vrbova
Telefonne E&islo: 00421911 735 161
E-mail: skregulatory@bmgrp.sk
Kontaktna osoba uchadzaéa - pre elektronickd aukciu

Meno a priezvisko: Zuzana Vrbova
Tefelénne Cislo: 00421 911 735 161
E-mail: skregulatory@bmgrp.sk
V: Bratislave

Dia: 24.2.2026

Mgr. Pavol Kardo$
konatel

Poznamka:
I:l- povinné udaje vyplni uchadza¢



Priloha ¢é. 2 SP
Vyhlasenie uchadzaéa vo verejnom obstaravani

Nazov predmetu zakazky:
Chlopriové protézy a srdcové chlopne

VYHLASENIE UCHADZACA VO VEREJNOM OBSTARAVANI

Obchodné meno/Nazov uchadzaca: Biomedica Slovakia, s.r.o.

Sidlo/Miesto podnikania: Drobného 27, 841 01 Bratislava
ICo: 35849258
DIC: 2020239518

Tymto vyhlasujem, Ze ako uchadzaé vo verejnom obstaravani na uvedeny predmet zakazky:

V.

sthlasim s podmienkami uréenymi verejnym obstaravatefom v tomto verejnom obstaravani uvedené v Oznameni o
vyhlaseni verejného obstaravania a v sitaznych podkladoch,

som dokladne oboznameny s celym obsahom sitaznych podkladov a s celym obsahom véetkych ostatnych
dokumentov poskytnutych verejnym obstaravatelom,

prehlasujem, Ze vietky doklady, dokumenty, vyhlasenia a Gdaje uvedené v ponuke a predloZené s ponukou su pravdivé
a upiné,
poskytnem verejnému obstaravatelovi za (hradu plnenie pozadovaného predmetu zakazky pri dodrZani podmienok

stanovenych v sttaznych podkladoch a podmienok uvedenych v mojom predloZzenom navrhu zavaznych zmluvnych
podmienok na uvedeny predmet zakazky, vratane priloh,

nie som &lenom skupiny dodévatelov, ktora ako iny uchadza¢ predklada ponuku.

Bratislave

Dha: 24.2.2026

Mgr. Pavol Kardos
konatel

Poznamka:

- povinné udaje vypini uchadzaé



Priloha &. 3 SP
Vyhlasenie uchadzada o suhlase s obsahom navrhu zmluvnych podmienok

Nazov predmetu zakazky:
Chlopriové protézy a srdcové chlopne

VYHLASENIE UCHADZACA O SUHLASE
S OBSAHOM NAVRHU ZMLUVNYCH PODMIENOK

Obchodné meno/Nazov uchadzaca:; Biomedica Slovakia, s.r.o.

Sidlo/Miesto podnikania: Drobného 27, 841 01 Bratislava
ICo: 35849258
DIE: 2020239518

Uchadzaé vo verejnom obstaravani na uvedeny predmet zakazky tymto vyhlasuje, Ze s navrhom zmluvnych podmienok
uvedenych v ¢asti D. Zavézné zmluvné podmienky sutaznych podkladov bez vyhrad SUHLASI.

Prehfad ¢asti/éasti predmetu zakazky, na ktoré uchadzaé predklada vyhlasenie o suhlase s obsahom navrhu zmluvy
(uchadzaé uvedie samostatne pre kazdd ¢ast predmetu zakazky jej &islo a ndzov).

Cast' &. Nazov prislusnej ¢asti predmetu zakazky
2 Bezstehové perikardialne chlopriové protézy
V: Bratislave

Dria: 24.2.2026

Mgr. Pavol Kardo$
konatefl

Poznamka:
- povinné udaje vyplni uchadza&



Priloha €. 4 k SP
Vyhlasenie uchadzaéa ku konfliktom zaujmov

Nazov predmetu zakazky:
Chlopriové protézy a srdcové chlopne

VYHLASENIE UCHADZACA KU KONFLIKTOM ZAUJMOV

Obchodné meno/Nazov uchadzaca: Biomedica Slovakia, s.r.o.
Sidlo/Miesto podnikania: Drobného 27, 841 01 Bratislava
35849258
ICO;
2020239518
DIC:

Tymto vyhlasujem, Ze ako uchadzaé vo verejnom obstaravani na uvedeny predmet zakazky:

- som nevyvijal a nebudem vyvijat vodi Ziadnej osobe na strane verejného obstaravatefa ktora je alebo by mohla byt
zainteresovana v zmysle ustanoveni § 23 ods. 3 zakona &. 343/2015 Z. z. o verejnom obstaravani a o zmene a dopineni
niektorych zakonov v zneni neskorsich predpisov (,zainteresovana osoba"“) akékofvek aktivity, ktoré vy mohii viest k
zvyhodneniu nasho postavenia vo verejnom obstaravani,

- som neposkytol a neposkytnem akejkolvek, ¢o i len potencialne zainteresovanej osobe priamo alebo nepriamo akukolvek
finanént alebo vecn(l vyhodu ako motivaciu alebo odmenu savisiacu s tymto verejnym obstaravanim,

- budem bezodkladne informovat verejného obstaravatefa o akejkofvek situacii, ktora je povazovana za konflikt zaujmov

alebo ktora by mohla viest ku konfliktu zaujmov kedykofvek v priebehu procesu verejného obstaravania.

V: Bratislave
Dna: 24.2.2026

Zuzana Vrbova
splnomocneny zastupca

Poznamka:
I:l- povinné Udaje vypini uchadzac



Priloha & 5 SP (Priloha &. 1 RD)
Specifikacia predmetu zakazky

Nazov predmetu zdkazky:
Chlopiiové protézy a srdcové chlopne

$pecifikacia predmetu zakazky

Cast &. 2 - Bezstehové perikardialne chiopfiové protézy

PoZadované miniméalne technické vlastnosti, parametre a hodnoty predmetu z&kazky Uchadza& uvedie informécie, &i nim pontkany produkt
splita, resp. nespliia verejnym obstaravatefom definované
poZiadavky na predmet zakazky
(v pripade, ak ponutkany produkt nesplita definované
poziadavky uvedie ekvivalentny hodnotu nim pondkaného
produkiu)
spita/nesplita hodnota pontikaného produktu
Polozka & 1 - Bezstehové biologické chlopriové protéza pre implantéciu do aortéinej pozicie
1. Bezstehové (sutureless), aortalna, biologicka chlopiia pozostéavajtica z: spifia
14 tkanivového komponentu vyrobeného z bovinného perikardu spina
1.2 samo-expandujlceho Nitinolového stentu spifia
1.3 umozZfAujica implantaciu do pozicie bez pouZitia stehov s prisluéenstvom: spina
1.3.1 |Dual Collapser spifia
1.3.2 |Drziak spa
1.3.3 |Post-dilatadny katéter splfa
14 velkosti: splfia
1.4.1(S (19-21) spifia
1.4.2 (M (21-23) spifia
1.4.3|L (23-25) splfia
1.4.4 |XL (25-27) splva

Tymto potvrdzujem, Ze v3etky uvedené informécie su pravdivé.

Obchodné meno/Nazov uchadzaca:

Sidlo/Miesto podnikania:
ICO:

DIC:

V: Bratislave
Dia: 24.2.2026
Poznémka:

- povinné idaje vypini uchadzaé

Biomedica Slovakia, 8.r.o.

Drobného 27, 841 01 Bratislava
35849258
2020239518

Mgr. Pavo! Kardo$
konatel




9yeuoy
SOpIEY |0AEd "IBI

2ezpguon widkn sfepn guuod -[ |
‘eyWBUZod

9z0z°2vZz ‘eug
onelsielg A

8156€£20202 e/ (4]
8526¥85¢ fole]]

eAesielg 10 L¥8 ‘L2 oysuqoIq
‘0'1'8 ‘BIYBAO|S BOIpAWIOIY

‘BluBSIUPOd OSIIN/OIPIS
'EQEZDELON AOZEN/OUBW JUPOYIAO

‘9AIpARId NS SI0BWLIOJUI dUSPaAN Ayjjasa az ‘walnzpiajod ojwA |

00°0S¥ 0St 00'000 62¥ :Kjzeyez njewipaid Z ° 38eQ BZ N0dS
. . . . . , awizod laujeloe op npgjuedun|
00°0S¥ 0S¥ 00'0st LE 00°000 62F 08’05 0s'vie %S 00°062 ¢ [s[]3 B | aud ezjoid B >o.c.ao_cm mv__wmo_o_% m\.,owmﬁ_nmm. 3
i ot 6 '8 ‘9 ‘S i € Z b
[AoOBISOW gg)
Hdas N3 A HdA Hda zeq Hdas HdQg ewns % A HAA eqzpes Hdd zeq Aanjuz
eluean sepod (rw)
riN oAjszouw | cpal 2
¥N3 A M oAlszouw puepepjodpald ez eusd gaoy|en ¥UNI A P B2 BUSD BAOYOUpSP suepepjodpaid | 19N Ayzojod Aozen| “iod

Azg01d gaoudojyo aujeipieyuad gaoysiszeg - Z 2 Jse)

MNNOd IINJLONAOHAA VYN VIMILIMM ININTd YN HYAYN V ANID VIOYTINATVHA

audojy2 gaoapas e Azgjoud gaoudolyo
‘Azexez nyswpaid AozeN

ynuod 21uajoupoyiA BU BUSILY aluauld BU UJARU B AUSD BIOR|NY[EY

ds 9 "2 BYyojlud



Jereuoy
SOpIEY [oARd B

T euesls

8156€20C0C

8G26H8SE

eAgispelg Lo L8 'Lz ousuqoia
‘0°1'S ‘eP{eAolS BIjpawolg

9BZPBYON |UIdAA Slepn guuirod ._H_
BIWRUZO4

920z'¢’¥ec ‘eud
onejsneld A

Qia

‘09l

“ejuexiupod O}saIN/OIPIS
"BQRZPEYON AOZEN/OUSW SUPOYIqO

‘gAIpA_Id NS S0RULOJU SuapaAn Ajaga 9z ‘walnzpiajod oyl |

\ K . woAlsuagn|sd| |
05 v0S v %S 00°062 ¥ B oug PEZEOX osvied IX-3Nd 1S whoiod § SN|d [eARdIad EIBOIoIg m>ooum mcmnn_v_ho 4
i i WwioAjsuasnjsid|
0Sv0S v %S 00062 v Y oug PETEOX 06¥16d TF4Ad I'4'S WA210D s SN|d [eAsosad exaBojolg m>8www mcman_v_r_o €
oot . : . wioajsuagnisjid| .
0S +0S ¥ %S 00062 ¥ B | oug yeZe0X 06¥16d W-dAd I'1'S whaI0) S SN|d [eAddIad exyoibojoiq eacopis eudoyd [4
K i woajsuagn|sud
0S'¥0S + %S 00°062 ¥ % oue PEZEOX 06v16d S-4Ad 1S W20y s SNid [eABDIag BYIBOI0IG m>oo_u“w mcmnn_v_—.ho b
Tl ‘L 0L 6 k] L ‘9 ‘S ¥ € Z ‘L
au joug
%
(aooe|80W 9¢) Hda s A Hdd eqzpes Hdd zeq WZ$
Aanjuiz ysfurrczpobiayesy
ejueas) sepod {rw) Jweuzoz
N oAjsZoUW ejjoupsf wougerd sujgniye (2]
ouepejodpald NI A (N 82 BB paoNjOUPSL Suien A fuspesez pnpoid i Aupezpobajey ming oIsig anobojejey nynpoad oyaueynuod eagossp nynpoid oypueynuod aozeu Aupoyaqo| -2 “lod

a19jzod [sujppioe op njoejuejdwy aid ezgjoid eaoudojys exdibojolq eaoyslszag - | '3 BYZO|Od

Azgj0ud groydojyo sujgipieyusd gaoysyszeg - Z '2 JseQ

nieao} oygueynuod Juswipog

audojys aroopus e Azgjoud aaoudojyn
:Aqzexez njswpald rozeN

nIeAo} oyguenuod Juswipes
(ay Z "2 eyolldd) dS L "2 eyolad



Priloha €. 8 (Priloha €. 3 RD)
Zoznam znamych subdodéavatefov

Nazov predmetu zékazky:
Chlopriové protézy a srdcové chlopne

ZOZNAM ZNAMYCH SUBDODAVATELOV

L. Na realizacii predmetu zmluvy

(0 sa budi podielat nasledovni subdodavatelia:

P.E. Subdodéavatel-prav.osoba Udaje o osobe oprivnenej Predmet subdoddvky Podiel plnenia Podiel plnenia
(obchodné meno, sidlo / miesto konat’ za subdodavatel’a zmluvy v % zmluvy v EUR
podunikania, ICO) bez DPH

Subdodivatel-fyz.osoba
(meno a priezvisko, adresa pobytu,
datum narodenia)

1. 2. 3. 4. 5. 6.

Cestne vyhlasujem, e subdodavatel’ uvedeny v bode I spiiia podmienky G&asti tykajice sa osobného postavenia a neexistuji u neho
dévody na vylitenic podla § 40 ods. 6 pism. a) aZ g) a ods. 7 a 8 zdkona o verejnom obstaravani, v stlade s § 41 zékona o vergjnom
obstaravani.

II. Na realizdcii predmetu zmluvy

sa nebudii podielat subdoddvatelia a cely predmet zdkazky uchddzaé uskutocni viastnymi kapacitami

V: Bratislave
Dia: 24.2.2026

Podpis a pefiatka:

Meno a priezvisko opravnenej osoby na podpisovanie: Mgr. Pavol Kardo8, konatel

Poznamka:
- povinné daje vyplni uchadzaé



Priloha €. 9 SP
Cestné vyhlasenie uchadzada podfa §32 ods. 7 a ods. 8

Nazov predmetu zakazky:

Chlopiiové protézy a srdcové chlopne

CESTNE VYHLASENIE UCHADZACA
podFa § 32 ods. 7 a 8 zakona &. 343/2015 Z. z. o verejnom obstaravani

Obchodné meno/Nazov uchédzaca: Biomedica Slovakia, s.r.o.
Sidlo/Miesto podnikania: Drobného 27, 841 01 Bratislava
ICo: 35849258

DIC: 2020239518

Ako uchadzaé v tomto verejnom obstaravani &estne vyhlasujem, Zze

I O nieje miznédma iné osoba podfa § 32 odseku 7 a 8 zékona o verejnom obstarévani, ktoré zérover musi spliat podmienky
Udasti podfa § 32 odseku 1 pism. a) zdkona o verejnom obstaravani.

L. st mi znéme iné osoby podfa § 32 odseku 7 a 8 zékona o verejnom obstarévani, ktoré zérover musia spliat podmienky
uéasti podra§ 32 odseku 1 pism. a) zékona o verejnom obstaravani:

P.& Mena oséb, ktoré podfa § 32 odseku 7 a 8 zakona o verejnom obstaravani musia spifiat podmienky
o Géasti podfa § 32 odseku 1 pism. a) zakona o verejnom obstaravani.
1. 2.
BIOMEDICA Medizinprodukte GmbH
Divischgasse 4 .
T |Vieden 1210 Spaloaik
Rakdska republika
2 Dr. Petra Wiedemann konatel
3 Luca Marenzi, MSc, MBA konatel
4 Fredrik Dalborg konatefl
Cestne vyhlasujem, Ze osoby uvedené vyssie spifiaju podmienky ugasti podfa § 32 odseku 1
pism. a) zdkona o verejnom obstaravani.
Cestne vyhlasujem, Ze osoby uvedené vyssie nespiiiajiu podmienky ugasti podfa § 32 odseku 1 pism. a) zakona
O o verejnom obstaravani.
V: Bratislave
Dna: 24.2.2026 Meno a priezvisko (titul) oprédvnenej osoby. Mgr. Pavol Kardo$, konatel

Poznamka:
- povinné udaje vyplni uchadzaé
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ZERTIFIKAT & CERTIFICATE o &

* * * * * Denanat durch Designated by

* * Zentralstelle der Linder 2

* L4 | * fiir Gesundheitsschutz &
ﬁgé bei Arzneimittelnund 3

* * ** Medizinprodukten 5
* %k BS-MDR-099

Product Service

EU Technical Documentation Assessment Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter II
(Implantable Class [Ib Devices and Class lll Devices)

No. G70 001664 0046 Rev. 00

Manufacturer: Corcym S.r.l.
Via Crescentino sn
13040 Saluggia (VC)
ITALY

SRN Manufacturer - IT-MF-000027865

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has drawn
up and presented a Technical Documentation according to Annex Il and Il of the Regulation (EU)
2017/745 on medical devices. Details on devices covered by the Technical Documentation are
described on the following page(s)

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The technical documentation assessment
included an assessment of the clinical evaluation assessment.

The conformity assessment has been carried out according to Annex IX chapter Il of this reguiation
with a positive result.

Changes to the approved device, where such changes could affect the safety and performance of the
device or the conditions prescribed for use of the device, shall require approval from the notified body
TUV SUD Product Service GmbH.

In order to place the devices on the market with CE-marking, an EU Quality Management System
Certificate pursuant to Annex IX chapters | and Il is necessary in addition to this EU Technical
Documentation Assessment Certificate. All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?gq=cert:G70 001664 0046 Rev. 00

Report No.: 713229665
Valid from: 2023-06-01
Valid until: 2028-05-31
Christoph Dicks
Issue date: 2023-06-01 Head of Certification/Notified Body
Page 1 0f 3

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH e Certification Body « Ridlerstrafte 65 « 80339 Munich « Germany TOV®



-
<t
()
™
=
[+ =
LLJ
(&)
&
o
(o}
<
(&)
-
.
(~ =
L
©
4
-
<t
=
=
©
=
.
o
Ll
()
4

ZERTIFIKAT & CERTIFICATE ¢

w1 ® w * Benannt durch/Designated by

1,'.(“ Zentralstelie der Linder  »

. R Ly fir Gesundheitsschutz &

X == bei Arzueimiteinund

w, W Medizinprodukten £
W = _1

W W BS-MDR-099

Product Service

EU Technical Documentation Assessment Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter Il
(Implantable Class llb Devices and Class Il Devices)

No. G70 001664 0046 Rev. 00

Classification:
Device Group:

Basic UDI-DI:
Intended Purpose:

Device(s):

Page 2 of 3

Class lll

P070301010201 - STENTED AORTIC BIOLOGICAL VALVES
FOR SURGICAL IMPLANT - NON-VALVE TISSUE OF ANIMAL
ORIGIN

8022057THVPERC2A

The Perceval Plus is an aortic bioprosthesis functioning as a one-
way check valve. It prevents blood from flowing from the aorta
back into the heart during diastole. The valve leaflets open at
systole, allowing blood flows through the valve. The leaflets open
and close based on the differential pressure across the valve.
PERCEVAL PLUS SUTURELESS AORTIC HEART VALVE
PVF-S; PVF-M; PVF-L; PVF-XL

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH + Certification Body « Ridlerstralle 65 « 80339 Munich « Germany
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* * * * * Benanat durch/Designated by

+* Zentralstele der Lander

* 1" I_ & * flir Gesundheitsschutz

bei Arzneimitteln und

wne.zlg.de

Medizinprodukten

** * *"" BS-MDR-099

EU Technical Documentation Assessment Certificate (MIDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapter ||
(Implantable Class IIb Devices and Class Ill Devices)

No. G70 001664 0046 Rev. 00

The validity of this certificate -/~
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2023-06-01 713229665 -
Initial issuance

Page 30of 3
TOV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstraie 65 + 80339 Munich » Germany

Product Service
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ZERTIFIKAT & CERTIFICATE o ;

* * * * * Benannt durch Designated by
Zentralstelle der Linder
* fiir Gesundheitsschutz
bei Arzneimitteln und

Medizinprodukten £

** * ** BS-MDR-09Y

ew.zig.de

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il
(Implantable Class Ilb Devices and Class Ill Devices)

No. G12 001664 0048 Rev. 00

Manufacturer: Corcym S.r.l.
Via Crescentino sn
13040 Saluggia (VC)
ITALY

SRN Manufacturer - IT-MF-000027865

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex IX Chapter | and Il of this regulation with a positive result.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH.

In order to place the devices on the market with CE-marking, an EU Technical Documentation
Assessment Certificate pursuant to Annex IX chapter Il is necessary in addition to this EU Quality
Management System Certificate. All applicable requirements of the testing and certification regulation
of TUV SUD Group have to be complied with. For details and certificate validity see:

www tuvsud.com/ps-cert?a=cert:G12 001664 0048 Rev. 00

Report No.: ITA1951766
Valid from: 2023-06-07
Valid until: 2028-06-06

c@l(—\/

Christoph Dicks
Issue date: 2023-06-07 Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

.. . ®
TOV SUD Product Service GmbH « Certification Body * Ridlerstrae 65 « 80339 Munich » Germany TOV
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ZERTIFIKAT & CERTIFICATE

** x4 * Benanat durch Designated by
* * Zentralsteile der Lander &
* L4 | * fir Gesundheilsschutz %

== bei Arzneimitieln vnd
* i ol Medizinpmdiaen £
* g K BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Ill
(Implantable Class lib Devices and Class il Devices)

No. G12 001664 0048 Rev. 00

Classification: Class Il

Device Group: P070301010201 - STENTED AORTIC BIOLOGICAL VALVES
FOR SURGICAL IMPLANT - NON-VALVE TISSUE OF ANIMAL
ORIGIN

Intended Purpose: -

The validity of this certificate -
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2023-06-07 ITA1951766 Initial issuance
Page 2 of 2

TOV SUD Product Service GmbH is Notified Body with identification no. 0123 o
TUV SUD Product Service GmbH - Certification Body + Ridlerstrafie 65 » 80339 Munich « Germany TOV
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Cestné vyhlasenie uchadzada podra §32 ods. 7 a ods. 8

Néazov predmetu zdkazky:

Chlopriové protézy a srdcové chlopne

CESTNE VYHLASENIE UCHADZACA
podFa § 32 ods. 7 a 8 zakona &. 343/2015 Z. z. o verejnom obstaravani

Obchodné meno/Nazov uchadzaca: Biomedica Slovakia, s.r.o.
Sidlo/Miesto podnikania: Drobného 27, 841 01 Bratislava
ICo: 35849258

DIC: 2020239518

Ako uchadzaé v tomto verejnom obstaravani éestne vyhlasujem, Ze

I O nieje miznéma iné osoba podfa § 32 odseku 7 a 8 zékona o verejnom obstardvani, ktoré zaroveri musi splriat podmienky
ucéasti podfa § 32 odseku 1 pism. a) zékona o verejnom obstarévani.

. st mi znéme iné osoby podfa § 32 odseku 7 a 8 zékona o verejnom obstarévani, ktoré zarovern musia splftat podmienky
ucasti podia§ 32 odseku 1 pism. a) zakona o verejnom obstaravani:

p.& Mena osdb, ktoré podFa § 32 odseku 7 a 8 zakona o verejnom obstaravani musia spifiat podmienky
e uéasti podrfa § 32 odseku 1 pism. a) zikona o verejnom obstaravani.
1. 2.
BIOMEDICA Medizinprodukte GmbH
Divischgasse 4 "
1 |Viedeit 1210 SpalochiE
Rakuska republika
2 Dr. Petra Wiedemann konatef
3 Luca Marenzi, MSc, MBA konatefl
4 Fredrik Dalborg konaterl
Cestne vyhlasujem, Ze osoby uvedené vyisie spifiaja podmienky ugasti podfa § 32 odseku 1
pism. a) zakona o verejnom obstaravani.
Cestne vyhlasujem, Ze osoby uvedené vy3sie nespifiaji podmienky Ugasti podra § 32 odseku 1 pism. a) zékona
O o verejnom obstaravani.
NAEDICA
iorricy Sy, SE0.Q
\Z Bratislave Dr%ll.?r'."hg '2?'{‘*-4_\ { 'f)'-lraztiglga\'a - 0(3
Dna: 24.2.2026 Meno a priezvisko (titul) opravnenej osoby: T +4?;-ﬂfg"r. Pavgl Kards Kona RE m——

Poznamka:
- povinné idaje vypIni uchadzad
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WE TAKE LIFE TO HEART

Declaration of Conformity
EU Medical Device Regulation 2017/745

Product Identification

Product Name PERCEVAL PLUS SUTURELESS AORTIC HEART VALVE
Model(s) PERCEVAL PLUS PVF-S

PERCEVAL PLUS PVF-M

PERCEVAL PLUS PVF-L

PERCEVAL PLUS PVF-XL -
Trade name ~|Perceval Plus Sutureless Aortic Heart Valve
Intended Purpose The Perceval Plus is an aortic bioprosthesis functioning as a one-way check valve. It

prevents blood from flowing from the aorta back into the heart during diastole. The valve
leaflets open at systole, allowing blood flows through the valve. The leaflets open and
close based on the differential pressure across the valve

Manufacturer

Corcym S.r.l.

Address Via Crescentino sn,
13040 Saluggia (VC)- Italy
Single Registration Number (SRN) |IT-MF-000027865

Basic UDI-D! 8022057THVPERC2A

Authorized Representative

Address [NA

Registration Information - Notified Body

Address Ridlerstr. 65, D-80339 Milnchen, GERMANY
Notified Body # TOV SOD Product Service GmbH {0123)
Conformity Assessment

Device Classification 11t (Rule 8, Rule 18)

Annex{es) Annex IX

Standards Applicable standards listed in TF-20-04

These Corcym products conform to the requirements of the Medical Device Regulation according to the following certificates:

Catalogue Number GMDN Basic - Unique Device

(REF) Product Description Code EMDN Code Identifier Certificate
PVE-S Perceval Plus Sutureless Annex X — Chapter |
Aortic Heart Valve (size S) N. G12 001664 0048
Rev.00

Perceval Plus Sutureless

-M N
FYF Aortlc Heart Valve (size M) Valid until 2028/06/06
60242 |P070301010201| 8022057THVPERC2A
PVE-L Perceval Plus Sutureless Annex IX — Chapter If
Aortic Heart Valve {size L) N. G70 001664 0046
PVE-XL Perceval Plus Sutureless Rev.00
Aortic Heart Valve (size XL) Valid until 2028/05/31
CORCYM SRL i
Sede Legale Stabilimento v Capitate Soclale: € 2.000.000,00
Centrp Lean! - Via Glovanni Spadolini, 7 Via per Crescentino sn - 13040 Saluggla (VC) ~ ltaly 7 R.E.A. MILANO 2608814
20341 Milano - Italy / Reglstro Imprese di Milano N.11515960968
¥ Cod. Fiscale / Part. IVA 11515960368
Sede Amministrativa %
Centro Leoni - Via Glovanni Spadolini, 7 20141 Milano — Italy
Via per Crescentino sn - 13040 Saluggia (VC) - Italy 5 180 Code: IT11515960968

Tel,+32 Q161 487.1 - Fax +39 0161 487.545 PEC: CORCYME EGALMAILIT carcym.com
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Corcym S.r.), declares, under its sole responsibility, that the products listed above, fulfill the applicable provisions of the Medical
Device Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 when:

> their Serial Numbers (SN)

o follow the following coding rules (as per procedure 800-02MP200):
o Letter A or B reference for size S (size 21), size M (size 23) or size L {size 25) and Letter K for size XL only;
o 5-digit number
(e.g., K12345)

OR

> thelr Serfal Numbers (SN)

¢ follow the following coding rules (as per procedure SG009):
o letterP
o Letter (Fto 2)
o 4-digit number
O letter
{e.g., PF1234A)

e are listed in ANNEX 1 of this Declaration of Conformity

This Declaration of Conformity Is valid, starting from the signature date until the earliest expiry date of the certificates listed above,

for the CE Marked products compliant with Technical Documentation TF-20, on file with Corcym S.r.1., and released starting from
the signature date.

o \
‘Lamberti Roberta
Director, Quality Assurance Saluggla - July 27, 2023

CC-SAL-DOC-0012 (rev. B8) Page 2/2
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PERCEVAL™ PLUS

An ideal solution for ) | PERCEVAL™ IS A TRUSTED PLATFORM
THAT HAS ACHIEVED THE FOLLOWING
MILESTONES:

minimally invasive surgery,
makes sutureless aortic' _
valve replacement available ' g § . First-in-human performed in 2007

to a wide patient population*? ; - - More than 11 years of successful clinical use®
' - Solid clinical evidence

- Truly global reach

* The Perceval Plus is an improvement of the proven Perceval technology. Perceval clinical data can be used as reference for Perceval Plus.




THE OPTIMAL MIX - Unique Valve Design

Based on a clinically
proven technology

FACILITATES MINIMALLY . DESIGNED
INVASIVE SURGERY (L' 1 — FOR DURABILITY

Innovative FREE
tissue treatment

Uniquely suited
for future ViV* procedures™

AVAILABLE TO A WIDE
PATIENT POPULATION?

\ ‘_/ Simplifies complex

y\( procedures'+1®

Viable for multiple valve
procedures™*>

*Valve-in-Valve.
** The decision to make a transcatheter aortic valve implantation in Perceval Plus compared to other options should be done by the Heart team based on individual assessment of the patient’s conditions. The safety and efficacy of Valve-in-Valve procedures

in a Perceval Plus valve have not been established. Valve-in-Valve procedures in a Perceval Plus valve should be performed according to indications provided by the transcatheter valve manufacturer.

**The decision of using Perceval in patients should be based on a careful individual assessment and limited to cases in which the benefits of using Perceval justify the risks.
The available clinical data indicate that using Perceval in patients with other prostheses may result in intraoperative valve misplacement or insufficient leaflet coaptation leading to valve replacement, due to possible interference with the other prostheses.




Unique Valve Design

THE PERCEVAL VALVE DESIGN HAS A LONG CLINICAL HERITAGE. Its proven double-sheet design has been used to manufacture biological
prostheses since 1985, while the super elastic stent provides unique characteristics and mechanical behavior. With Perceval Plus, the valve is
enhanced with a reduced ventricular protrusion feature, designed to further improve patient outcomes.

SUPER ELASTIC
STENT

Reduces the stress

DOUBLE
SHEET DESIGN
An outer sheet acts

as a cushion to minimize
the stress transferred to the leaflets

transferred to the leaflets®

CARBOFILM™ COATING
Reduces inflammatory
reaction favoring a gentle
endothelialization?

Exclusive to
PERCEVAL PLUS

Reduced valve ventricular protrusion
The reduction of the protrusion of the valve below the aortic annulus is expected
to decrease the risk of impairment of the atrio-ventricular conduction system.




Facilitates Minimally Invasive Surgery

THE ATRAUMATIC COLLAPSING DOES NOT IMPAIR LEAFLET FUNCTIONALITY,® PREVENTING POSSIBLE DAMAGE TO THE TISSUE.? When
collapsed, the valve allows the surgeon better visibility of the annulus and the anatomical structures during implantation and deployment, for
greater confidence and faster, more precise positioning at the implantation site.’

COLLAPSED PRIOR
TO IMPLANTATION

Collapsible design allows visibility
of critical structures during
implantation’

MAXIMIZED VISIBILITY
DURING IMPLANTATION*

Faster, more precise positioning'

ATRAUMATIC VALVE
COLLAPSING

Does not impair leaflet
functionality®




Designed for Durability

BASED ON A CLINICALLY PROVEN TECHNOLOGY. Perceval Plus is based on the trusted Perceval platform supported by more than 11 years of
clinical experience that demonstrates excellent results in terms of durability.®

0.21%

SVD
at 11years




INNOVATIVE FREE TISSUE TREATMENT. The innovative FREE tissue treatment in Perceval Plus addresses both major causes of valve
calcification, phospholipids and aldehydes.®
The technology also allows the valve to be stored in an aldehyde-free solution, resulting in negligible toxicity for the patient and a faster procedure

for the surgeon as no rinsing is required.®

THE MAJOR CAUSES OF CALCIFICATION
Phospholipids and aldehydes contribute to calcification as they are calcium binding sites.’®4

0 PHOSPHOLIPIDS _ ALDEHYDES

Phospholipids are intrinsically present L0 ' Aldehydes are a consequence
in biological tissue A of the fixation process

PHOSPHOLIPIDS & - ¢ ALDEHYDES

During the manufacturing process ) U Aldehydes are also “capped” and
phospholipids are dissolved and eliminated' neutralized during manufacturing'

SUPPORTING EVIDENCE FOR THE FREE TISSUE TREATMENT

-96% NEGLIGIBLE

phospholipid content* aldehyde content’

*vs control group?




Available to a Wide Patient Population

PERCEVAL PLUS GIVES PATIENTS EVEN BROADER TREATMENT OPTIONS FOR THEIR FUTURE. Its exclusive stent design allows even
circumferential expansion to accommodate future transcatheter valves, making Perceval Plus a unique foundation for Valve-in-Valve procedures.”

CLEAR VISIBILITY

The nitinol stent provides
clear visibility under fluoroscopy

CLEAR LANDMARKS

The sinusoidal struts
enable identification
of clear landmarks which
may help avoid coronary

ostia obstruction ! :
_ ¥ 2 ; EVEN CIRCUMFERENTIAL
EXPANSION (at annulus level)

The inflow ring can be
evenly and circumferentially
expanded to accommodate

MORE CHOICE AV . (- e N\ transcatheter aortic valve

, i 2 EVEN
Perceval Plus valves have a large internal .- ! EXPANSION placement

diameter, providing more choice for = / \ va TP
. y . ] rf \J
future transcatheter valve selection . \ 4

¢« LARGE INTERNAL ,
DIAMETER

*The decision to make a transcatheter aortic valve implantation in Perceval Plus compared to other options should be done by the Heart team based on individual assessment of the patient’s conditions.
The safety and efficacy of Valve-in-Valve procedures in a Perceval Plus valve have not been established. Valve-in-Valve procedures in a Perceval Plus valve should be performed according to indications provided by the transcatheter valve manufacturer.




Multiple Valve and Complex Procedures

PERCEVAL PLUS: WHEN TIME REALLY MATTERS. The unique characteristics of Perceval Plus make it an ideal choice in complex implantations®

while extending the benefits to a wider patient population.*
Whether using an open or a minimally invasive cardiac surgery (MICS) approach, Perceval Plus enables a faster procedure and reduced cross-

clamp time compared to traditional valve prostheses.>1¢

MITRAL VALVE REPLACEMENT

o “2. S . TISSUE MITRAL
- b i\ AT REPLACEMENT
25-60% W
Faster procedures ' ; '

‘C'ft.raﬂ't'f’”i! apf“;ac?es 17 D \\\ ), MECHANICAL MITRAL
INICa ySIgnI ICant readuction ~, | | REPLACEMENT

in cross-clamp time>'®

Perceval Plus helps reduce complexity even in challenging and time consuming procedures, while maintaining good hemodynamic outcomes.*>
Perceval Plus is safe and effective, even in cases of concomitant cardiac procedures.* 4>

** The decision of using Perceval in patients should be based on a careful individual assessment and limited to cases in which the benefits of using Perceval justify the risks.
The available clinical data indicate that using Perceval in patients with other prostheses may result in intraoperative valve misplacement or insufficient leaflet coaptation leading to valve replacement, due to possible interference with the other prostheses.




Providing a Professional Support Network for Surgeons

CORCYM OFFERS A FULL RANGE OF TRAINING AND EDUCATION PROGRAMS FOR CARDIAC SURGEONS,
AT ALL EXPERIENCE LEVELS TO SHARE BEST PRACTICES AND DEEPEN EXPERTISE.

The Perceval proctorship is a unique opportunity to gain first-hand experience and exchange knowledge with a network of
expert Perceval users.

Educational opportunities include: dry-labs, in-OR proctorship and lectures.

A number of online and offline training and educational resources are also available to support surgeons in each step of their
experience with Perceval Plus.

Visit our website for more details:
WWww.corcym.com




PRODUCT ORDERING INFORMATION

CODE DESCRIPTION USE
PVF-S PERCEVAL PLUS size S
PVF-M PERCEVAL PLUS size M )

Single use
PVF-L PERCEVAL PLUS size L
PVE-XL PERCEVAL PLUS size XL

ACCESSORIES ORDERING INFORMATION

CODE DESCRIPTION USE
ICV 1232 Dual Collapser base S/M/L/XL Re-usable
ICV 1219 Sizer S/M/L/XL Re-usable
T
0218TS Inflation Device S/M/L/XL Single use = :
ICV1345 S
ICV1346 ACCESSORY KIT M
(Dual Collapser, Dual Holder, Single use
ICV1347 MICS Post-dilation Catheter) L
ICV1348 XL
FRaw
ICV 1349 s & -_}‘-‘.
MICS ACCESSORY KIT = = &
ICV 1350 (Dual Collapser, Dual MICS Mo s )
S Single use =
ICV 1351 Holder, MICS Post-dilation L
Catheter)
ICV 1352 XL

REFERENCES
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Approaches." Innovations (Phila). 2016 May-Jun;11(3).165-73

Lio A. et al." Minimally invasive approach for aortic and mitral valve surgery."
European Journal of Cardio-Thoracic Surgery 50 (2016) 1204-1205

Meuris et al., "Sutureless AVR Experience in a Single Centre: 11 Years of Use
in 468 Patients." AATS 2019 presentation
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INTENDED USE/INDICATIONS

EUROPE: Perceval/Perceval Plus prosthesis is intended to replace a damaged native aortic heart valve
or a malfunctioning aortic prosthesis via open heart surgery. The prosthesis is indicated for use in adult
patients suffering from aortic valve stenosis or steno-insufficiency or with a previously implanted aortic valve
prosthesis that is no longer functioning adequately and requires replacement. Physicians should give careful
consideration to the use of this valve in patients less than 65 years of age, as sample size in clinical studies for
this patient population is insufficient to demonstrate a clinical benefit.

US: The Perceval/Perceval Plus bioprosthesis is indicated for the replacement of diseased, damaged, or
malfunctioning native or prosthetic aortic valves.

CANADA: The Perceval/Perceval Plus bioprosthesis is intended for use in patients aged = 65 years in which
the aortic valve pathology is in an advanced stage to require the replacement of the native or malfunctioning
previously implanted prosthesis.

AUSTRALIA: Perceval prosthesis is indicated for the replacement of a diseased native or a malfunctioning
prosthetic aortic valve via open heart surgery. The prosthesis is indicated in patients who meet the following
criteria: 1) subjects of age = 65 years 2) subjects with aortic valve stenosis or steno-insufficiency.

KEY CONTRAINDICATIONS
Aneurysmal dilation or dissection of the ascending aortic wall; known hypersensitivity to nickel or cobalt
alloys; ratio between the sinotubular junction and the annulus diameter greater than 1.3.

KEY WARNINGS

Do not under or oversize the prosthesis. This could result, in possible migration, excessive compression/
rupture of the aorta, suboptimal expansion or valve folding that may lead to fatal arrhythmia or hemorrhage,
regurgitation or altered hemodynamics. Severe LVOT hypertrophy may prevent optimal expansion of the
inflow portion of the stent.

TOP POTENTIAL SIDE EFFECTS

Potential adverse events associated with cardiac valve replacement with a bioprosthesis and the related
surgical procedure include: bleeding, cardiac conduction disorders, endocarditis, heart failure, neurological
events, non structural dysfunction, structural valve deterioration, thromboembolism.

MRI conditional

For professional use. Instructions for Use are available upon request through the manufacturer’s website. Not
approved in all geographies. Consult your labeling.
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MINISTERSTVO ZDRAVOTNICTVA
SLOVENSKEJ REPUBLIKY

]g.ratislava, 17.12. 2014
Cislo: S11061-OKCLP-2014-5531

ROZHODNUTIE

Ministerstvo zdravotnictva Slovenskej republiky (dalej len ,,ministerstvo®) ako prislusny
organ podl'a § 50 zikona &. 363/2011 Z. z. o rozsahu a podmienkach Ghrady liekov, zdravotnickych
pomdcok a dietetickych potravin na zdklade verejného zdravotného poistenia a o zmene a doplneni
niektorych zdkonov (d’alej len ,,zdkon*) rozhodlo v konani s tymito Géastnikmi konania

Vieobecnd zdravotna poist’oviia, a.s., Mamateyova 17, 850 05 Bratislava,
DOVERA zdravotni poist’ovila, a.s., Einsteinova 25, 851 01 Bratislava,
Union zdravotna poist’oviia, a.s., Bajkalska 29/A, 821 08 Bratislava,
Sorin Group Italia S.R.L., Via Crescentino, sn, 13040 Salauggia (VC)

takto:

1. zdravotnicka poméicka bezstehova biologicka chlopiiova protéza Perceval S velkost
S,M,L XL, s prisluSenstvom sa podla § 50 ods. 1 zdkona zarad’uje do zoznammu
kategorizovanych Specidlnych zdravotnickych materialov s kdom X03234,

2. dradne uréend cena zdravotnickej pomdbcky sa uréuje vo vyske 4000 eura,

maximalna cena zdravotnickej pomdcky, za ktori méZe byt doddvana poskytovatelovi

zdravotnej starostlivosti, sa ur€uje vo vyske 4840 eura.

W

Neoddelite'nou stéastou tohto rozhodnutia je priloha, v ktorej st uvedené podrobnosti o
zaradeni zdravotnickej pomécky v zozname kategorizovanych Specialnych zdravotnickych
materialov.

Oddédvodnenie

Ministerstvu bola doruCena Ziadost vyrobcu zdravotnickej pomdcky Sorin Group Italia
S.R.L., Via Crescentino, sn, 13040 Salauggia {VC) o zaradenie zdravotnickej pomdcky bezstehova
biologickéd chloptiovd protéza Perceval S velkost SM,L.XL, s prisluenstvom do zoznamu
kategorizovanych $pecidlnych zdravotnickych materidlov a Gradné urfenie ceny zdravotnickej
pomdcky (d'alej len ,,Ziadost™).

Ministerstvo Ziadost' spolu s prilohami odborne posudilo a do3lo k zdveru, Ze zdravotnicka
pomdcka spiiia kritéria kategorizacie $pecialnych zdravotnickych materidlov podla § 43 zékona.

Na zaklade hore uvedeného ministerstvo rozhodlo tak, ako je uvedené vo vyroku tohto
rozhodnutia.



Pouéenie:

Proti tomuto rozhodnutiu moZno podla § 82 ods. 1 zdkona podat’ namietky na Ministerstvo
zdravotnictva Slovenskej republiky do siedmich dni od doruéenia rozhodnutia. Rozhodnutie nie je
preskiimateI'né sidom, pokial’ nebol vy&erpany riadny opravny prostriedok.

Podla § 82 ods. 4 a 5 zékona ten, kto poddva namietky, je povinny zlozi na udet
ministerstva kauciu v sume 3000 eur. Kaucia musi byt’ pripisand na uéet ministerstva najneskdr v
nasledujtici pracovny deifi po poslednom dni lehoty na podanie nidmietok, inak sa konanie o
namietkach zastavi. Ministerstvo kauciu vréti, ak minister nimietkam ¢o aj len ¢iasto€ne vyhovel.

Viliam Cislak

minister

Toto rozhodnutie sa povaZuje za dorucené vietkym G€astnikom konania diiom nasledujicim
po dni jeho zverejnenia na webovom sidle ministerstva. Elektronicky portdl Kategorizacia
(http://kategorizacia.mzsr.sk) je sudast'ou webového sidla ministerstva.
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SUKLSY

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

DETAIL ZDRAVOTNICKEJ POMOCKY

@ Chlopiia srdcova biologicka Perceval Plus s prisluSenstvom

Kéd: P 91490
Nazov: Chlopiia srdcova biologicka Perceval Plus s prisluSenstvom
Dopinok: velkosti S, M, L, XL
Trieda ZP: 11
Vyrobca skratka: SBI
Vyrobca: Corcym S.r.l. (predtym Sorin)
Via Crescentino
13040 Saluggia
Taliansko

n (https://www.facebook.com/sukl.sr) '@I (https://www.instagram.com/sukl_sr/)

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

Tlaéena verzia stranky : https://www.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-
stranky/detail-zdravotnickej-pomocky?page_id=1377
www.sukl.sk © 2024



