1.1

1.2

2.1

2.2

Polozka ¢. 1:

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Telefon:

Ramcova dohoda C€. 22022192 Z

l. Zmluvné strany

Stredoslovensky Ustav srdcovych a cievnych choréb, a.s.

Cesta k nemocnici 1, 97401 Banska Bystrica, Slovenska republika
36644331

2022102753

SK2022102753

IBAN: Sk59 0200 0000 0037 1089 6554

0484333137

ADYTON medical devices SK s. r. 0.

Stupavska 14, 83106 Bratislava, Slovenska republika
45849765

2023403998

SK2023403998

0905477431

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klacové slova:
CPV:

Druhly:

Systém pre uzaver uska lavej predsiene
systéem, uzaver uska lavej predsiene, lava predsien

33140000-3 - Zdravotnicky spotrebny material; 60000000-8 - Dopravné sluzby (bez
prepravy odpadu)

Tovar; Sluzba

Funkéna a technicka Specifikacia predmetu Zmluvy:

Systém pre uzaver uska l'avej predsiene na otvorenom hrudniku

Specialny zdravotnicky material nevyhnutny na vykonavanie uzaveru uska lavej predsiene

1. Svorka na uzaver uska lavej predsiene

2. Rézne velkosti klipu

35, 40, 45, 50 mm

3. Svorka pozostava z titdnovej rurky, nitinolovej pruziny,
obalena polyesterovou tkaninou

4. Nitinolovou konstrukciou zaruéena konzistentna

pritlaéna sila

2-8 psi (podfa hrubky tkaniva)

5. Aplikuje sa epikardialne

6. Cirkularne uzavretie uska lavej predsiene

7. Moznost repozicie po naloZeni

8. Len pre operacie na otvorenom hrudniku

9. Sterilné meradlo na uréenie velkosti bazy uska
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23 Osobitné poziadavky na pinenie:

Nazov

A. OSOBITNE ZMLUVNE POZIADAVKY NA PREDMET ZAKAZKY - nesplnenie ktorejkolvek osobitnej zmluvnej poZiadavky
na predmet zakazky bude objednavatel povazovat za podstatné porusenie zmluvnych povinnosti dodavatela.

1. PoZaduje sa uzatvorenie ramcovej dohody, a to na dohodnuté zmluvné obdobie 12 kalendarnych mesiacov., resp. do doby
naplnenia zmluvného finanéného objemu podla toho, ktora z uvedenych skutoénosti nastane skér.

2. Pozaduje sa poskytovanie plnenia vo viacerych ucelenych €astiach, a to na zaklade pisomnych Ciastkovych vyziev (dalej
len "objednavka") objednavatela s periodicitou a v minimalnych objemoch podfa jeho aktualnych prevadzkovych potrieb.

3. PoZaduje sa dodanie tovaru:

3.1 do 48 hodin od doru€enia pisomnej objednavky dodavatelovi,

3.2 v pracovnych dfioch (do terminu sa nezapocitavaju dni pracovného volna, pracovného pokoja a Statne sviatky)

3.3 v éase od 07:00 hod. do 14:00 hod.,

3.4 na dohodnuté miesto plnenia a zodpovednej osobe objednavatela (podrobnosti o mieste plnenia a zodpovednej osobe
objednavatela budu dodavatelovi upresnené bezprostredne po ucinnosti ramcovej dohody),

3.5 s dodacim listom, ktory musi obsahovat okrem povinnych naleZitosti aj &islo objednavky, &islo ramcovej dohody, SUKL
kod (ak je to relevantné), kéd MZ SR (ak je to relevantné), jednotkovu cenu prislusnej polozky bez DPH, s DPH, sadzbu DPH,
celkovu cenu prislusnej polozky bez DPH, s DPH.

V pripade, ak je dodavany tovar z krajiny EU (okrem SR), je dodavatel povinny uviest v dodacom liste, okrem naleZitosti
uvedenych v predchadzajucej vete, aj:

- kéd tovaru podla aktualne platného colného sadzobnika,

- Udaj o krajine pdvodu tovaru (t.j. krajina kde bol tovar vyrobeny).

4.V pripade, ak dodavatel doruci objednavatelovi tovar v kvalite a/alebo v mnozstve nezodpovedajucom poziadavkam
objednavatefla, je objednavatel opravneny v lehote do 3 pracovnych dni od dodania tovaru poziadat dodavatela o dodanie
tovaru zodpovedajuceho jeho poZiadavkam. Dodavatel je povinny nahradit’ reklamovany tovar tovarom v kvalite a v mnoZstve
zodpovedajucom poziadavkam objednavatela, a to v lehote najneskdr do 10 pracovnych dni odo dria oznamenia poziadavky
objednéavatefla podla predchadzajucej vety.

VSetky vzniknuté naklady spojené s opravnenou reklamaciou objednavatela znasa v plnom rozsahu dodavatel (napr.
doprava).

5. Pozaduje sa v zmysle § 340b ods. 5 zakona ¢. 513/1991 Z.z. Obchodného zakonnika v zneni neskorSich predpisov
splatnost faktury v lehote 60 dni odo dnia jej doru€enia objednavatelovi.

6. Dodavatel je povinny k fakture vzdy prilozit’ képiu objednavky objednavatela ako povinnu prilohu faktary. Dodavatel je
rovnako povinny k fakture prilozit’ képiu dodacieho listu ako jej povinnu prilohu, okrem pripadov, kedy je faktura doru¢ena
zaroven s dodacim listom.

7. Dodavatel je povinny vystavit fakturu za dodany tovar v sulade s ustanovenim §73 zakona ¢&. 222/2004 Z. z. o dani z
pridanej hodnoty v zneni neskorsich predpisov (dalej len ,zakon o DPH*), najneskér vSak do piateho (5) pracovného dna v
mesiaci, nasledujucom po mesiaci, v ktorom dosSlo k dodaniu tovaru podla uzatvorenej ramcovej dohody.

8. Pozaduje sa akceptovat, ze platba za plnenie sa realizuje vyluéne bezhotovostnym platobnym stykom na zaklade faktury
doru¢enej dodavatefom, a to vzdy za riadne a v€as poskytnuté pinenie. Dodavatel je povinny zaslat fakturu elektronicky na
e-mailovu adresu, ktora mu bude oznamena v Oznameni o vysledku vyhodnotenia spinenia pozZiadaviek na predmet zakazky
podla bodu 2. €asti C. tejto ramcovej dohody. Za defi splnenia pefiazného zavazku sa povazuje den odpisania dlznej sumy z
uctu objednavatela v prospech uctu dodavatefla.

9. Pozaduje sa, aby dodavatelom poskytovany predmet pinenia bol (v pripade ak je to relevantné), v sulade s:

a) aktualnym Cenovym opatrenim MZ SR, ktorym sa ustanovuje rozsah regulacie cien v oblasti zdravotnictva,

b) zakonom ¢&. 363/2011 Z.z. o rozsahu a podmienkach uhrady liekov, zdravotnickych pomocok a dietetickych potravin na
zaklade verejného zdravotného poistenia a 0 zmene a doplneni niektorych zakonov,

¢) s aktualne platnym Zoznamom liekov s Uradne uréenou cenou, dalej len "legislativna zmena ceny",

d) s aktualne platnym Zoznamom kategorizovanych $pecialnych zdravotnickych materialov,

e) aktualne plathym Zoznamom kategorizovanych Specialnych zdravotnickych materialov s maximalnou vySkou uhrady
VSeobecnej zdravotnej poistovne a.s., DOVERA zdravotna poistovia, a.s. a Union zdravotna poistoviia, a.s.,

f) aktualne platnym Zoznamom nekategorizovanych Specialnych zdravotnickych materidlov s maximéalnou vySkou uhrady
V8eobecnej zdravotnej poistovne a.s., DOVERA zdravotna poistovna, a.s. a Union zdravotna poistoviia, a.s., dalej len
"zoznamom zdravotnej poistovne".
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10. V pripade, ak zmluvna cena bude vy$sia ako je maximalna cena Uhrady zdravotnej poistovne uvedena v zozname
zdravotnej poistovne, je dodavatel povinny, najneskér viak do 5 dni od ucinnosti zmeny, objednavatela o tejto zmene
informovat a predlozit mu navrh dalSieho postupu vo veci Upravy zmluvnej ceny (napr. navrh na uzavretie dodatku,
predmetom ktorého bude znizenie zmluvnej ceny a pod.). V pripade, ak sa zmluvné strany podla predchadzajucej vety
nedohodnu na spoloénom navrhu dalSieho postupu, objednavatel si vyhradzuje pravo na odstupenie od ramcovej dohody.

11. Pozaduje sa, aby v pripade ak sa uspeSnym t.j. dodavatefom po uplynuti lehoty na predkladanie ponuk, resp. po
elektronickej aukcii stane:

- dodavatel, ktory je alebo bol dodavatelom predmetu zakazky a ak jeho kone¢na jednotkova cena za MJ bez DPH je vysSia
ako sucasne aktualna alebo predtym platna jednotkova cena za MJ bez DPH, za ktoru objednavatel nakupuje alebo nakupoval
od dodavatela pred vyhlasenim tejto sutaze

alebo

- dodavatel, ktory objednavatelovi predlozil aktualnu cenovi ponuku pred vyhlasenim tejto sutaze a jeho kone¢na jednotkova
cena za MJ bez DPH je vySSia ako cena ktoru predloZil v aktualnej cenovej ponuke pred vyhlasenim tejto sutaze

tak:

11.1 objednavatel vyzve uspeSného dodavatela na podanie vysvetlenia k uvedenému a ak po prehodnoteni pisomného
zddvodnenia uzna navysenie konec¢nej jednotkovej ceny za MJ bez DPH prislu$nej polozky predmetu zakazky, zasle
objednavatelovi dodavatelovi oznamenie, v ktorom potvrdi opravnenie nim ponuknutej ceny;

11.2 objednavatel vyzve UspeSného dodavatela na podanie vysvetlenia k uvedenému a ak po prehodnoteni pisomného
zdévodnenia neuzna navysenie konecnej jednotkovej ceny za MJ bez DPH prislu$nej polozky predmetu zakazky, vyhradzuje
si pravo odstupit od tejto zmluvy.

12. V pripade, ak sa po uzatvoreni tejto ramcovej dohody preukaze, Ze na relevantnom trhu existuje cena (dalej tiez ako
"niz8ia cena") za rovnaké alebo porovnatelné pinenie ako je obsiahnuté v tejto ramcovej dohode a dodavatel uz preukazatelne
v minulosti za takuto nizSiu cenu plnenie poskytol, resp. este stale poskytuje, pri€om rozdiel medzi nizSou cenou a cenou
podla tejto ramcovej dohody je viac ako 5% v neprospech ceny podfa tejto ramcovej dohody,

zavazuje sa dodavatel poskytnut objednavatelovi pre takéto pinenie objednané po preukazani tejto skuto¢nosti dodatocnu
zlavu vo vyske rozdielu medzi nim poskytovanou cenou podla tejto ramcovej dohody a nizSou cenou.

12.1 Dodavatel je povinny bezodkladne, najneskér vSak do 5 pracovnych dni od preukazania skutonosti uvedenej v
predchadzajucej vete, dorucit objednavatelovi dodatok, predmetom ktorého bude upravena cena zistena podla bodu 10. tejto
ramcovej dohody.

13. V pripade, ak sa po uzatvoreni tejto ramcovej dohody preukaze, Ze na relevantnom trhu existuje nizSia cena za rovnaké
alebo porovnatelné plnenie ako je obsiahnuté v tejto ramcovej dohode od akéhokolvek dodavaterla (t.j. viac ako 5% v
neprospech ceny podrla tejto ramcovej dohody), objednavatel po preukazani tejto skuto¢nosti vyzve dodavatela k rokovaniu o
dalSom postupe vo veci Upravy zmluvnej ceny (napr. navrh na uzavretie dodatku, predmetom ktorého bude zniZzenie zmluvnej
ceny a pod.). V pripade, ak sa zmluvné strany podla predchadzajucej vety nedohodnu na spoloénom navrhu dalSieho postupu,

objednavatef si vyhradzuje pravo zmluvu vypovedat s vypovednou dobou 1 mesiac. Vypovedna doba zac&ina plynut od prvého
dna kalendarneho mesiaca nasledujuceho po doru€eni vypovede a skonc&i sa uplynutim posledného dra prislusného
kalendarneho mesiaca.

14. Pozaduje sa, aby dodavatel po¢as trvania zmluvného vztahu informoval objednavatela o kazdej zmene (pisomne,
bezodkladne najneskér do 5 pracovnych dni odo dria ucinnosti zmeny, predlozenim kopie dokladov, ktorymi preukaze
opravnenost vykonanych zmien):

- Gdajov tykajucich sa tovaru (napr. zaradenie/vyradenie tovaru do/zo Zoznamu kategorizovanych SZM, zmena SUKL kédu,
zmena nazvu tovaru a pod.),

- ceny vyvolanej zmenou jednotlivych regulaénych cenovych predpisov a zoznamov.

15. PoZaduje sa, aby dodavatel v €ase predloZenia ponuky a zaroven pocas trvania zmluvy bol opravneny na poskytnutie
plnenia predmetu zakazky.

16. Pozaduje sa moznost uplatnenia si nahrady $kody u dodavatela vo vyske vzniknutych finanénych nakladov a/alebo
moznost vratenia nespotrebovanej €asti tovaru v pripade nedodrzania poziadaviek uvedenych v bodoch 10. - 15. tejto Casti
ramcovej dohody.

17. Zmluvné strany sa dohodli, ze pohladavky, ktoré vzniknu dodavatelovi z tohto zmluvného vztahu, dodavaterl nie je
opravneny postupit tretim osobam bez predchadzajiceho suhlasu objednavatela. Postupenie pohladavok bez
predchadzajuceho suhlasu objednavatela je neplatné. Suhlas objednavatela je platny len za podmienky, Ze bol na takyto ukon
udeleny predchadzajuci pisomny suhlas Ministerstva zdravotnictva SR.

18. Osobné udaje dotknutych osob, ktoré st sucastou tohto procesu verejného obstaravania, su spracuvane verejnym
obstaravatelom na vopred vymedzeny ucel v sulade s Nariadenim Eurépskeho parlamentu a Rady (EU) 2016/679 o ochrane
fyzickych oséb pri spracuvani osobnych udajov a o vofnom pohybe takychto udajov a zakona NR SR €. 18/2018 Z. z. o
ochrane osobnych Udajov a o zmene a doplneni niektorych zakonov. BlizSie informacie su uvedené na webovom sidle
verejného obstaravatela.
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19. Zmluvné strany sa dohodli, Ze su zbavené zodpovednosti za Ciastocné alebo UpIné neplnenie zmluvnych povinnosti podla
tohto zmluvného vztahu v pripade, Ze toto neplnenie je v désledku okolnosti vylu€ujucich zodpovednost. Pre ucely tohto
zmluvného vztahu sa za okolnosti vylu€ujuce zodpovednost povazuju pripady, ktoré nie su zavislé, ani ich nemézu ovplyvnit
zmluvné strany, a to najma podla ustavného zakona €. 227/2002 Z. z. o bezpec€nosti Statu v Case vojny, vojnového stavu,
vynimo¢ného stavu a nudzového stavu.

Ta zmluvna strana, ktora sa odvola na okolnosti vylu€ujiuce zodpovednost, je povinna to oznamit druhej zmluvnej strane
najneskér do 5 kalendarnych dni od vzniku tejto skuto&nosti a méze poziadat o pripadnu upravu podmienok ramcovej
dohody. Na poZiadanie zmluvnej strany, ktorej boli avizované okolnosti vylu€ujuce zodpovednost, je povinny oznamovatel
predlozit hodnoverny dokaz. Ak neddjde k dohode, ma zmluvna strana, ktora sa odvolala na okolnosti vylucujice
zodpovednost, pravo odstupit’ od uzatvorenej ramcovej dohody. U&inky odstupenia nastanu dfiom doru¢enia oznamenia
druhej zmluvnej strane.

20. Dodéavatel je povinny podia nariadenia Eurépskeho parlamentu a Rady (EU) 2016/679 o ochrane fyzickych oséb pri
spracuvani osobnych udajov a o volnom pohybe takychto udajov, ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane Udajov) dodrziavat mi¢anlivost o osobnych tdajoch, ako aj o vSetkych skuto¢nostiach o ktorych sa
dozvedel pri vykonavani €innosti vyplyvajucich z uzatvorenej ramcovej dohody. Zaroven je povinny o tejto povinnosti
preukazatelne poucit’ aj svojich zamestnancov.

Povinnost zachovavat mi€anlivost plati aj po skon€eni trvania rdmcovej dohody. V opaénom pripade objednavatelovi
zodpoveda za Skodu, ktora objednavatelovi vznikla porusenim tejto povinnosti.

21. Dodavatel sa zavazuje dodrziavat etické zasady uvedené v Etickom kédexe dodavatelov vo verejnom obstaravani (dalej
len "Eticky kdédex") zverejnenom na webovom sidle objednavatela.

B. OSOBITNE POZIADAVKY NA PREDMET ZAKAZKY A DOKLADY, PROSTREDNICTVOM KTORYCH DODAVATEL
PREUKAZUJE ICH SPLNENIE - nesplnenie ktorejkolvek osobitnej poziadavky na predmet zakazky, resp. nepredlozenie
ktoréhokolvek dokladu, bude objednavatel povazovat za podstatné porusenie zmluvnych povinnosti dodavatela. Doklady
preukazujuce splnenie osobitnych poziadaviek na predmet zakazky predlozi dodavatel:

B.1 Doklady preukazujuce splnenie osobitnych poziadaviek na predmet zakazky predlozi dodavatel:

a) elektronicky, t.j. prostrednictvom e-mailu,

Dodavatel zasle nizSie uvedené doklady na e-mailovlu adresu uvedenu v notifikacnej e-mailovej sprave "Vysledok vyberového
konania", ktorym systém EKS informuje dodavatela o vysledku vyberového konania. E-mailova sprava sa povazuje za
doruc¢enu objednavatelovi momentom, kedy objednavatel potvrdi prijatie e-mailovej spravy odoslanim potvrdzujiceho e-mailu
dodavatefovi.

b) s predmetom e-mailovej spravy "DOKLADY - Systém pre uzaver uska lavej predsiene",

c) vo forme naskenovaného originalu, vo formate pdf.,

d) najneskér do 5 pracovnych dni od doru€enia e-mailovej spravy objednavatelom podla pism. a).

1. Osobitna poziadavka €. 1:

V&etky ponukané produkty uvedené v Prilohe €. 2 - Sortiment pondkaného tovaru tohto OF (dalej len "Priloha €. 2") musia
splnat verejnym obstaravatefom poZadované minimalne technicke vlastnosti, parametre a hodnoty prislusnej polozky
predmetu zakazky uvedené v Prilohe €. 1 - Specifikacia predmetu zakazky tohto OF (dalej len "Priloha €. 1").

Na preukazanie splnenia objednavatelom stanovenej osobitnej poziadavky €. 1 sa pozaduje predlozit:

1.1 Vyplnenu Prilohu €. 1. Z vyplnenej Prilohy €. 1 musi jednoznacne vyplynut, Ze v8etky pontkané produkty k prislusnej
polozke predmetu zakazky uvedené v Prilohe €. 2 splfiajui objednavatelom pozadované minimalne technické viastnosti,
parametre a hodnoty prislusnej polozky predmetu zakazky. Objednavatel bude akceptovat’ aj iny — ekvivalentny vyrobok, ak
ma porovnatelné kvalitativne a vykonnostné charakteristiky, technické vlastnosti, parametre a hodnoty ako tie, ktoré pozaduje.

1.2 Vyplnenu Prilohu €. 2. Dodavatefl v Prilohe €. 2 uvedie ku kazdej polozke predmetu zakazky vSetky ponukané produkty
(sortiment), ktoré v plnom rozsahu spifiaju v Prilohe &. 1 poZadované minimalne technické vlastnosti, parametre a hodnoty
prislusnej polozky. Produkt s najvy$Sou zmluvnou jednotkovou cenou bez DPH uvedeny u prislusnej polozky viditelne oznaci
(Zltym podfarbenim celého riadku).

Dodavatel je povinny pocas trvania zmluvného vztahu s objednavatefom pisomne informovat objednavatela o vSetkych
zmenach udajov uvedenych v Prilohe €. 2, a to bezodkladne, najneskor v8ak do 5 pracovnych dni odo dia, kedy zmena
nadobudla u€innost. Dodavatel spolu s oznamenim zmeny zasle objednavatelovi nové znenie Prilohy €. 2 a kdpie dokladov,
prostrednictvom ktorych preukaze opravnenost vykonanych zmien.

1.3 Prospektovy material (resp. iny ekvivalentny doklad) vSetkych ponukanych produktov uvedenych v Prilohe €. 2.
Prospektovy material musi obsahovat popis funkcii a technickych parametrov ponukaného produktu tak, aby na zaklade nich
mohol objednavatel jednoznacne posudit splnenie vSetkych pozadovanych minimalnych technickych vlastnosti, parametrov a
hodnét v sulade s Prilohou €. 1.

2. Osobitna poziadavka €. 2:
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V&etky ponukané produkty uvedené v Prilohe &. 2 musia spifia technické poziadavky, ktoré sa na uréeny vyrobok vztahuiju v
sulade so Zakonom €. 264/1999 Z. z. o technickych poZiadavkach na vyrobky a o posudzovani zhody a o zmene a doplneni
niektorych zakonov a zarover musia byt oznaCené znackou CE, ¢im dané oznacenie deklaruje, Ze vlastnosti ur€eného
vyrobku splfiaju technické poziadavky, ktoré su na uréeny vyrobok kladené a rovnako deklaruje, Ze boli dodrzané postupy
posudzovania zhody ustanovené zakonom o zhode alebo inym osobitnym predpisom.

Na preukazanie splnenia objednavatelom stanovenej osobitnej poziadavky €. 2 sa pozaduje predlozit:

2.1 U vSetkych ponukanych produktov uvedenych v Prilohe €. 2 neoverenu fotokdpiu ES vyhlasenie o zhode a podklady k
nemu, resp. iné doklady, ktoré nahradzaju pozadované potvrdenie.

3. Osobitna poziadavka €. 3:

Celkova cena plnenia sa vypocita ako sucet vyslednych cien vSetkych poloziek predmetu zakazky, pri€om vysledna cena
prislusnej poloZky predmetu zakazky sa vypocita ako sucin poZzadovaného poctu prislusnej poloZky predmetu zakazky s
najvy$Sou zmluvnou jednotkovou cenou ponukaného produktu k prislusnej polozke predmetu zakazky uvedeného v Prilohe €.
2 (t.j. produkt oznaceny Zltym podfarbenim).

Na preukazanie splnenia objednavatelom stanovenej osobitnej poziadavky €. 3 sa pozaduje predlozit:

3.1 Vyplnenu a nacenenu Prilohu €. 3 — ,Kalkulacia ceny" tohto OF (dalej len ,Priloha &. 3“). Dodavatel vyplni do prilohy &. 3 k
prislusnej polozke predmetu zakazky ten produkt, ktory oznadcil (zltym podfarbenim) v Prilohe €. 2 (ako produkt s najvysSou
jednotkovou cenou ponuknuty k prislusnej polozke predmetu zakazky).

C. VYHODNOTENIE DOKLADOV Z HLADISKA SPLNENIA POVZIADAVIEK NA PREDMET ZAKAZKY a ZASLANIE
OZNAMENIA O VYSLEDKU VYHODNOTENIA SPLNENIA POZIADAVIEK NA PREDMET ZAKAZKY::

1. Objednavatel vyhodnoti doklady z hladiska splnenia poziadaviek na premet zakazky:

a) splnenie poZiadaviek objednavatela na predmet zakazky sa bude posudzovat v sulade s tymto OF, z dokladov
predlozenych podfa poZiadaviek objednavatela uvedenych v Casti B. OSOBITNE POZIADAVKY NA PREDMET ZAKAZKY A
DOKLADY, PROSTREDNICTVOM KTORYCH DODAVATEL PREUKAZUJE ICH SPLNENIE,

b) objednavatel méze pisomne poziadat dodavatela o vysvetlenie predlozenych dokladov, a ak je to potrebné aj o predlozenie
dbkazov.

2. Oznamenie o vysledku vyhodnotenia splnenia poziadaviek na predmet zakazky:

a) ak objednavatel na zaklade dodavatelom predlozenych dokladov vyhodnoti, Ze dodavatel splnil poziadavky na predmet
zakazky, zasle dodavatelovi Oznamenie o vysledku vyhodnotenia splnenia poziadaviek na predmet zakazky, v ktorom mu
oznami, ze splnil poziadavky na predmet zakazky a je povinny pInit predmet zakazky v sulade s ramcovou dohodou,

b) ak objednavatel na zaklade dodavatelom predlozenych dokladov vyhodnoti, Zze dodavatel nesplnil poziadavky na predmet
zakazky, ukon¢&i s nim zmluvny vztah v sulade s OPET z dévodu podstatného porusenia povinnosti dodavatela.

Nazov Upresnenie

2.4 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

Priloha &. 1 - Specifikacia predmetu zakazky.xlsx Priloha ¢&. 1 - Specifikacia predmetu zakazky.xlsx
Priloha €. 2 - Sortiment ponukaného tovaru.xIsx Priloha €. 2 - Sortiment ponukaného tovaru.xIsx
Priloha €. 3 - Kalkulacia ceny.xlsx Priloha &. 3 - Kalkulacia ceny.xlsx

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Banskobystricky
Okres: Banska Bystrica
Obec: Banska Bystrica
Ulica: Cesta k nemocnici 1

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:

12
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3.3

3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Maximalne Objednavatelom pozadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: celok

Pozadované maximalne

5 . 1,0000
mnozstvo:

Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronického trhoviska verzia 3.7, u€inna zo dnia 2.8.2021 , ktoré tvoria neoddelitelnu
prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova maximalna cena plnenia podla ramcovej dohody bez DPH: 105 018,18 EUR
Sadzba DPH: 10,00
Celkova maximalna cena plnenia podfa ramcovej dohody vratane DPH: 115 520,00 EUR

V. Zaverec¢né ustanovenia

Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronického trhoviska verzia 3.7, G¢inna zo dfia 02.08.2021, ktoré tvoria jej prilohu ¢&. 1.

Tato Zmluva nadobuda platnost driom jej uzavretia a Ucinnost za podmienok definovanych v Obchodnych
podmienkach elektronického trhoviska uvedenych v bode 5.1 tejto zmluvy.

Tato Zmluva vratane jej priloh predstavuje Uplnd dohodu zmluvnych stran o jej predmete. VedlajSie dohody k tejto
zmluve neexistuju.

Tato Zmluva je vyhotovend v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri zmlav trhoviska.

Tuto Zmluvu bude mozné menit a dopliat za podmienok stanovenych prislusnymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaného dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronického trhoviska verzia 3.7, 4€inna zo dia 02.08.2021,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 22022192

V Bratislave, dria 28.01.2022 15:34:01

Objednavatel:
Stredoslovensky ustav srdcovych a cievnych choréb, a.s.
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
ADYTON medical devices SK s. r. 0.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 22022192

Zakazka

Identifikator 72022192

Nazov zakazky Systém pre uzaver uska lavej predsiene

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/319290
Dodavatel

Obchodny nazov ADYTON medical devices SK s. r. 0.

ICO 45849765

Sidlo Stupavska 14, Bratislava, 83106, Slovenska republika
Datum a Cas predlozZenia 18.1.2022 8:17:38

Hash obsahu navrhu pinenia JSQ9xViDzT+Y3ZGnFif0VJy8sB4doQNnNZ3lsaQwqas=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

1.1 Priloha &. 1 - Specifikacia predmetu zakazky.pdf (Priloha &. 1 - Specifikacia predmetu zékazky)
1.2 Priloha €. 2 - Sortiment ponukaného tovaru.pdf (Priloha €. 2 - Sortiment ponukaného tovaru)
1.3 brozura.pdf (Prospektovy material)

1.3 prezentacia.pdf (Prospektovy material)

2.1 ES vyhlasenie o zhode.pdf (ES vyhlasenie o zhode)

2.1a Podklady k ES vyhlaseniu o zhode.pdf (Podklady k ES vyhlaseniu o zhode)

2.1b Podklady k ES vyhlaseniu o zhode.pdf (Podklady k ES vyhlaseniu o zhode)

3.1 Priloha €. 3 - Kalkulacia ceny.pdf (Priloha €. 3 - Kalkulacia ceny)








Priloha €. 3
Kalkulacia ceny

Nazov predmetu zakazky:
Systém pre uzaver uska Favej predsiene

KALKULACIA CENY

Tymto potvrdzujem, Zze vSetky uvedené informacie si pravdivé.

Obchodny nazov uchadzaca:

Sidlo uchadzaca:

V: Bratislave
Dna: 18.01.2022

ADYTON medical devices SK s.r.o.

Stupavska 14, 831 06 Bratislava - mestska ¢ast Raca

Podpis a peciatka:

Meno a priezvisko opravnenéj osoby na podpisovanie: Vitézslav Bures

Por. €. |Nazov polozky Mer. Predpokladané Jednotkova cena za MJ Celkova cena za MJ
jed. mnozstvo MJ
(MJ)
bez DPH DPHv % s DPH bez DPH s DPH
1. 2. 3. 4. 5. 6. i 8 9
1. |System pre uzaver uska favej predsiene na ks 80 1312,73€  10% 1444,00 € 105 018,18 € 115 520,00 €
otvorenom hrudniku
SPOLU za predmet zakazky: 115 520,00 €

S ska-€asy Raca

: ??é{«,u
dyt

s’ 1C0: A5849765
Tel.: +421 905 477 43/, fax: +421/233 204 812









AtriC

7555 Innovation Way
Mason, OH 45040

EU Declaration of Conformity CEM-044.V

Manufacturer:

AtriCure, Incorporated
7555 Innovation Way
Mason, OH, 45040
Tel: (513) 755-4100
Fax: (513) 755-4108

Product Information:

European Representative:

AtriCure Europe B.V.

De Entrée 260

1101 EE Amsterdam
The Netherlands

Tel: +31 20 7005560
Email: ear@atricure.com

Product Codes Product Name/Description

LAA035, LAA040, LAAO45, AtriClip Long Gillinov-Cosgrove LAA Exclusion System
LAA0S50 35mm, 40mm, 45mm, 50mm

ACH135, ACH140, ACH145, | AtriClip Standard Gillinov-Cosgrove LAA Exclusion
ACH150 System 35mm, 40mm, 45mm, 50mm

PRO135, PRO140,
PRO145, PRO150

AtriClip PRO Gillinov-Cosgrove LAA Exclusion System
35mm, 40mm, 45mm, 50mm

ACH235, ACH240, ACH245,
ACH250

AtriClip FLEX Gillinov-Cosgrove LAA Exclusion System
35mm, 40mm, 45mm, 50mm

PRO235, PRO240,
PRO245, PRO250

AtriClip PRO2 Gillinov-Cosgrove LAA Exclusion System
35mm, 40mm, 45mm, 50mm

PROV35, PROV40,
PROV45, PROV50

AtriClip PROV LAA Exclusion System
35mm, 40mm, 45mm, 50mm

ACHV35, ACHV40,
ACHV45, ACHV50

AtriClip FLEXV LAA Exclusion System
35mm, 40mm, 45mm, 50mm

Classification:

Class Ill, according to Annex IX, Rule 8, Medical
Devices Directive 93/42/EEC

Conformity Assessment:

Annex Il of the Council Directive 93/42/EEC Product
Design Dossier Examination by a Notified Body

GMDN Code:

35649, Ligation clip, metallic

Notified Body:

BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9

1066 EP Amsterdam

The Netherlands

CE No. 2797

(+31 20 346 0780)

Original Date of CE Mark :

CE 553714: 24 September 2009

Full Quality Assurance
System Certificate:

Full Quality Assurance System CE 542647
Expiry : 17 March 2024

First Issue:

18 March 2009

Page 1 of 2 Form 515.A







Atrl e 1T C 7555 Innovation Way
' AL N Mason, OH 45040

EU Declaration of Conformity CEM-044.V

We herewith declare that the above-mentioned products meet the provisions of the following EC
Council Directives and Standards which apply to them, and conform to applicable applied harmonized
standards, national standards or other normative documents referenced in Essential Requirements
Checklist Document # CEM-045.

All supporting documentation is retained under the premises of AtriCure, Incorporated.

Robert Cantn ‘Nov 8,2021

Signature: Robert Cantu (Nov 8,2021 15:06 EST) Dat

Name: Rob Cantu

Position: Vice President, Quality, AtriCure

Revision History

Revision DCN Changes

U N/A Updated to new format due to
update to European
Representative

Page 2 of 2 Form 515.A
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CEM-044.V AtriClip

Final Audit Report 2021-11-08
Created: 2021-11-08
By: Brenda Bagby (bbagby@atricure.com)
Status: Signed
Transaction ID: CBJCHBCAABAABMwB6ptRA0STIFVVWQoyWwPyXu3k4iNC

"CEM-044.V AtriClip" History

9 Document created by Brenda Bagby (bbagby@atricure.com)
2021-11-08 - 7:34:36 PM GMT- IP address: 35.138.166.69

£3 Document emailed to Robert Cantu (rcantu@atricure.com) for signature
2021-11-08 - 7:34:53 PM GMT

£% Email sent to Brenda Bagby (bbagby@atricure.com) bounced and could not be delivered
2021-11-08 - 7:42:20 PM GMT

™ Email viewed by Robert Cantu (rcantu@atricure.com)
2021-11-08 - 8:06:06 PM GMT- IP address: 74.85.220.221

95(3 Document e-signed by Robert Cantu (rcantu@atricure.com
y
Signature Date: 2021-11-08 - 8:06:39 PM GMT - Time Source: server- IP address: 4.7.157.186

@ Agreement completed.
2021-11-08 - 8:06:39 PM GMT

Adobe Sign








						2021-11-08T12:06:41-0800


			Agreement certified by Adobe Sign
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 542647

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

In respect of:

Design, development and manufacture of cardiothoracic electrosurgical ablation systems,
including RF generators, sterile instruments, dissectors, implantable clip systems for LAA
exclusion and cryosurgical systems including cryosurgical consoles, sterile probes, disposable
sterile non-implantable and reusable non-implantable cardiovascular surgical devices, with
associated accessories, and surgical coagulation systems including electrodes for direct
cardiac contact and sterile suture delivery systems and guide cannulas.

Those aspects of Annex II related to securing and maintaining sterility in the design and
manufacture of RF cables and suture tighteners.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

chw\ C_ el

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2009-03-18 Date: 2020-04-03 Expiry Date: 2024-03-17

..making excellence a habit”
Page 1 of 4

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.







bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 542647

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Number | Device Name | Intended purpose per IFU
Class III
N/A AtriClip LAA Exclusion System See certificate CE 553714

(ACH1, ACH2, LAAO, PRO1,
PRO2, ACHV, PROV)

N/A cryolICE Cryoablation Probe See certificate CE 542648
(CRYO2, CRYQ3, CRYOF)
N/A Cobra Fusion 50 and 150 See certificate CE 619503

Ablation Systems and Fusion
Magnetic Retriever System

N/A EpiSense and Numeris See certificate CE 649868
Coagulation Devices

N/A Isolator Synergy Clamps (OLL2, | See certificate CE 547040
OSL2, EMR2, EML2, EMT1)

N/A Isolator Pens, CoolRail Pen See certificate CE 570241

(MAX3, MAX5, MLP1, MCR1)

First Issued: 2009-03-18 Date: 2020-04-03 Expiry Date: 2024-03-17

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 542647

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Number | Device Name | Intended purpose per IFU
Class ITb
GMDN 60784 Ablation Sensing Unit The AtriCure Ablation Sensing Unit, along with
NBOG MD 1104 (ASU3) the Switch Matrix, is intended to supply controlled

RF energy to the electrodes of the AtriCure RF
Clamps and Pens.

RF Generator Model CS-3000 | The nContact Surgical, Inc. Model CS — 3000
(CSK-310) Radiofrequency Generator Unit is used to transmit
radiofrequency (RF) energy for localized tissue
heating resulting in tissue coagulation.

GMDN 60784 AtriCure Switch Matrix The AtriCure Ablation Sensing Unit, along with
NBOG MD 1104 (ASB3) the Switch Matrix is intended to supply controlled
RF energy to the electrodes of the AtriCure RF
Clamps and Pens.

GMDN 60784 Electrosurgical Units (604- The Estech ESU is intended to supply controlled
NBOG MD 1104 4811B, 604-4811BR) RF energy to the electrodes of Estech RF Ablation
Probes
GMDN 60721 cryolCE Cryosurgical The ACM is a non-sterile, reusable device
NBOG MD 1104 Console (AtriCure Cryo intended for use in the cryosurgical treatment of
Module) (ACM2) cardiac arrhythmias.
First Issued: 2009-03-18 Date: 2020-04-03 Expiry Date: 2024-03-17

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 542647

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Number | Device Name | Intended purpose per IFU
Class I1a
NBOG MD 1104 AtriCure Lumitip dissector --
(MID1/GPD1)
NBOG MD 0104 AtriClip Selection Guide --
(CGG100)
NBOG MD 0106 AtriCure Glidepath tape =
(GPT100/200/300)
NBOG MD 0106 CSK-6130 30cm Cannula --
with Guide
NBOG MD 0106 CSK-6140 40cm Cannula --
with Guide
NBOG MD 0106 SureCUT Suture Cutter (50- --
01)
NBOG MD 0106 SofTIP Guide Cannula (60- --
02)
Class I sterile
NBOG MD 1104 RF Cables =
NBOG MD 0106 TenSURE Suture Tightener --

First Issued: 2009-03-18 Date: 2020-04-03 Expiry Date: 2024-03-17

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Subcontractor: Service(s) supplied
Apical Instruments Inc Manufacture
2971 Spring Street
Redwood City
California
94063
USA
ATL Technology DG Limited Assembly
Kang Le Road Packaging

Xitou Village Houjie Town
Dongguan City

523952

China

AtriCure Europe B.V. EU Representative
De Entrée 260

1101 EE Amsterdam Z.0.

The Netherlands

..making excellence a habit”

Page 1 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Subcontractor: Service(s) supplied

AtriCure, Inc. Design
130 Cheshire Lane

Suite 250

Minnetonka

Minnesota

55305

USA

AtriCure, Inc. Manufacture
7697 Innovation Way

Mason

OH 45040

USA

Confluent Medical Technologies Inc Manufacture
60 Commerce Drive

Warwick

RI

02886

USA

..making excellence a habit”

Page 2 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Subcontractor: Service(s) supplied
Cosmed Group Inc. ETO Sterilization
2205 East 33rd Street
Erie
Pennsylvania
16510
USA
Emergo Europe EU Representative

Prinsessegracht 20
2514 AP The Hague
The Netherlands

Isomedix Operations, Inc. Gamma Sterilization
2500 Commerce Drive

Libertyville

Tllinois

60048

USA

..making excellence a habit”

Page 3 of 6

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Subcontractor: Service(s) supplied
Isomedix Operations, Inc. Gamma Sterilization
4405 Marketing Place
Groveport
Ohio
43125
USA
SentreHEART, Inc. Design
300 Saginaw Drive Manufacture
Redwood City
California 94063
USA
Stellartech Research Corporation Manufacture
560 Cottonwood Drive
Milpitas
California 95035
USA

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Subcontractor: Service(s) supplied

Sterigenics US, LLC ETO Sterilization
5725 West Harold Gatty Drive

Salt Lake City

Utah

84116

USA

Sterigenics US, LLC Gamma Sterilization
1148 Porter Avenue

Haw River

North Carolina

27258

USA

Sterigenics US, LLC ETO Sterilization
4900 Gifford Avenue

Los Angeles

California

90058

USA

..making excellence a habit”
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Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Subcontractor: Service(s) supplied
The Secant Group, LLC. Crucial Supplier
195 O'Neill Drive
Quakertown
Pennsylvania
18951
USA
Vesta, Inc Manufacture
9900 South 57th Street
Franklin
Wisconsin
53132
USA
Xeridiem Medical Devices Manufacture
4700 South Overland Drive
Tucson
AZ 85701-3430
USA
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Ref
Date ererence Action
Number
18 March 2009 7328361 First issue. Transfer from another Notified Body. Addition of
cryosurgical systems
24 June 2009 7389849 Addition of sterile cryo surgical probes, clarification of sterile
electrosurgical instruments and dissectors.
Addition of ‘Steris Isomedix Services’ as a sterilization sub-
contractor
07 October 2009 7445423 Certificate re-issue due to the addition of implantable clip
systems for LAA exclusion to scope
04 June 2010 7533810 Certificate re-issue due to change of address from ‘6033
Schumacher Park Drive’ to ‘6217 Centre Park Drive'.
12 March 2014 8094167 Certificate re-issue due to renewal and change of address of
subcontractor from ‘AtriCure Inc., 6209 Centre Park Drive’ to
‘AtriCure Inc., 2948 Crescentville Rd." for Manufacture.
Change of address of subcontractor from ‘AtriCure Inc., 6211
Centre Park Drive’ to ‘AtriCure Inc., 2952 Crescentville Rd.” for
Distribution. Removal of subcontractor ‘AtriCure Inc., 6215
Centre Park Drive’ for Design. Addition of subcontractor
‘Stellartech Research Corp., 560 Cottonwood Drive, Milpitas, CA
95035’ for Contract and Manufacture. Addition of subcontractor
‘Steris Isomedix, North Facility, 1880 Industrial Drive,
Libertyville, IL 60048, USA’ for Sterilization.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Ref
Date ererence Action
Number
26 March 2015 8215214 Extension to scope adding the product scope from ESTECH FQA
CE 85765 as ESTECH was acquired by Atricure and will become
the new legal manufacturer for these ESTECH products.
Addition of Significant Subcontractors from the ESTECH FQA.
Addition of Secant Medical as a crucial supplier.
03 November 2015 | 8416350 Change of name of subcontractor from Ethox International to
iuvo BioScience, LLC for Sterilization.
17 March 2016 8433508 Addition of AtriCure Inc, located at Mason, Ohio and AtriCure

Inc located at Minnetonka Minnesota as significant
subcontractors. Deletion of AtriCure Inc, 2948 Crescentville
Road, West Chester, Ohio and AtriCure Inc, 2952 Crescentville
Road, West Chester, Ohio.

09 August 2016 8560302 Addition of The Secant Group, LLC. located at Quakertown

Pennsylvania as a significant subcontractor.

Change of name of a subcontractor from Secant Medical Inc. to
The Secant Group, LLC. located at 700 Park Ave Perkasie.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Date Reference Action
Number
31 October 2016 8603839 Addition of ‘Design’ to the services supplied by AtriCure, Inc.
located at Mason, Ohio. Extension to scope to i) add the
products previously under the scope of CE 508275 (surgical
coagulation systems including electrodes for direct cardiac
contact and Class I sterile RF cables) and ii) list six related
significant subcontractors (Apical Instruments Inc; AtriCure,
Inc., 1001 Aviation Parkway, Suite 400, Morrisville, North
Carolina 27560, USA, (formerly nContact Surgical, Inc.);
Sterigenics US, LLC; Technical Precision Plastics, Inc. (TPP);
VESTA Inc; Xeridiem Medical Devices).

5 June 2017 8674039 6217 Centre Park Drive, West Chester, Ohio scope reduction
from design and manufacture etc to Labelling and Inspection.
Legal manufacturer address changed from 6217 Centre Park
Drive, West Chester, Ohio, 45069, USA to 7555 Innovation Way,
Mason, Ohio, 45040, USA, removed subcontractor AtriCure Inc
located at 1001 Aviation Parkway, Morrisville, North Carolina”.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Reference
Date Action
Number

18 March 2019 7782080 Traceable to NB 0086.

Administrative Subcontractor Service wording update for
Iuvo BioScience LLC, Pennsylvania 16510, USA

from 'Sterilization' to 'ETO & Gamma Sterilization'
McFarlane Medical Inc, Geneva, IL 60134, USA

from 'Sterilization' to 'Control of Sterilization'

Steris Corporation Isomedix Services, IL 60048, USA
from 'Sterilization' to 'Gamma Sterilization'

Steris Isomedix Services, Ohio 43125, USA

from 'Sterilization' to 'Gamma of Sterilization'
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03
Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA
Date s Action
Number
05 April 2019 9721642 Renewal.
Remove subcontractors: ARMM, Inc.; AtriCure Inc. (West
Chester); McFarlane Medical, Inc.; Technical Precision Plastics;
The Secant Group, LLC (Perkasie) and Hantel Technologies. Add
subcontractor: AtriCure, Inc. (Mason). Modify name of
subcontractors: from iuvo BioScience, LLC to Cosmed Group,
Inc.; from Steris Corporation Isomedix Services to Steris Applied
Sterilization Technologies IsoMedix Operations, Inc.; from Steris
Isomedix Services to Steris Applied Sterilization Technologies
IsoMedix Operations, Inc.; Removed Reusable Cardiac Probes
(3004, 3011, 3014,3015) from the scope of the certificate.
31 May 2019 9714914 Added crucial supplier Confluent Medical Technologies Inc
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 542647
Date: 2020-04-03

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Date Reference Action
Number

Current 3106868 Added the Class III devices "ACHV” and “"PROV” to the product
information table.

Addition of “sterile suture delivery systems and guide cannulas.”
and “and suture tighteners.” to certificate scope.

Added devices “TenSURE Suture Tightener”, “SureCUT Suture
Cutter” and “Sof TIP Guide Cannula” to the product information
table; traceable to CE 536320.

Added subcontractors SentreHEART, Inc. for design and
manufacture, Sterigenics US, LLC (Los Angeles, CA) for ETO
Sterilization and Emergo Europe as the EU Representative for
the “TenSURE Suture Tightener”, “*SureCUT Suture Cutter” and
“SofTIP Guide Cannula” devices.

Removed Koentges SPRL as EU Representative for remaining
products and added AtriCure Europe B.V., as EU Representative.
Removal of subcontractor Sterigenics, US LLC (Hayward, CA
location).

Removal of subcontractor AtriCure, Inc (7555 Innovation Way,
Mason, Ohio 45040 USA) as this site is the legal manufacturer.
Added EU product code (CSK-310) to the RF Generator CS-3000
to match formatting of other products.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
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EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

By Royal Charter

No. CE 553714

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

In respect of:

Implantable Clip System for LAA Exclusion

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

(v C-Roelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
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EC Design-Examination Certificate

Supplementary Information to CE 553714

Issued To:

AtriCure, Inc.
7555 Innovation Way

Mason
Ohio
45040
USA

By Royal Charter

Device Name Device Intended Purpose | Classification
Model Number .
Description per IFU
LAAO35 AtriClip Long LAA 35mm AtriClip LAA Exclusion Class III
LAAO40 Ex_clusion System 40mm System is indica_lted Implant
with Pre-Loaded for open occlusion of
LAA045 Gillinov-Cosgrove Clip | 45mm the heart’s left atrial
LAAOS0 50mm appendage (LAA)
ACH135 AtriClip Standard LAA | 35mm
Exclusion System
ACH140 with Pre-Loaded 40mm
ACH145 Gillinov-Cosgrove Clip | 45mm
ACH150 50mm
ACH235 AtriClip Flex LAA 35mm
Exclusion System
ACH240 with Pre-Loaded 40mm
ACH245 Gillinov-Cosgrove Clip | 45mm
ACH250 50mm
PRO135 AtriClip PRO LAA 35mm
Exclusion System
PRO140 with Pre-Loaded 40mm
PRO145 Gillinov-Cosgrove Clip | 45mm
PRO150 50mm
First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.
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EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 553714

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Device Name Device Intended Purpose | Classification
Model Number o
Description per IFU
PRO235 AtriClip PRO2 LAA 35mm AtriClip LAA Class III
Exclusion System with Exclusion System is Implant

PRO240 Pre-Loaded Gillinov- 40mm indicated for the
PRO245 Cosgrove Clip 45mm occlusion of the

heart’s left atrial
PRO250 50mm

appendage (LAA)
ACHV35 AtriClip FLEXV LAA | 35mm
ACHV40 Exclusion System 40mm
ACHV45 45mm
ACHV50 50mm
PROV35 AtriClip PROV LAA 35mm
PROV40 Exclusion System 40mm
PROV45 45mm
PROV50 50mm

First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.
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EC Design-Examination Certificate

Supplementary Information to CE 553714

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Certificate History

Reference .
Date Number Action

24 September 2009 10109453 First Issue

4 June 2010 10116739 Certificate re-issue due to change of address from ‘6033
Schumacher Park Drive’ to ‘6217 Centre Park Drive'.

20 December 2010 10118391 Add the ACH135, ACH140, ACH145 and ACH150 codes to the
certificate.

12 December 2012 10137842 Add the PRO135, PRO140, PRO145 and PRO150 codes to the
certificate.
Correction to certificate history page to include dates of
previous issues.

17 September 2014 10150138 Certificate renewal

09 October 2014 10151240 Change review to assess changes to the suture material (silk to
polyester), shaft lubricant (use of McLube to reduce user
perception of force), and Nitinol springs (revised tolerances to
avoid interference during assembly).

26 March 2015 10154150 Add the ACH235, ACH240, ACH245 and ACH250 codes to the
certificate.

22 January 2016 10159091 Tyvek manufacturing change, from legacy material to new
‘latest flash-spinning technology’.

First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.
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EC Design-Examination Certificate

Supplementary Information to CE 553714

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Date Reference Action
Number

03 June 2016 10161944 Add the PRO235, PRO240, PRO245, and PRO250 codes to the
certificate.

28 November 2016 10159209 Manufacturing site re-location from “6217 Centre Park Drive,
West Chester, OH 45069” to the new site located at “7555
Innovation Way, Mason, OH 45040".

08 May 2017 10169705 Minor design and component change to the LAA clip applier
tool.
05 June 2017 10168790 Legal manufacturer address changed from 6217 Centre Park

Drive, West Chester, Ohio, 45069, USA to 7555 Innovation Way,
Mason, Ohio, 45040, USA. Removed subcontractor AtriCure Inc
located at 1001 Aviation Parkway, Morrisville, North Carolina.

18 March 2019 8749715 Traceable to NB 0086.

31 May 2019 9683204 Addition of alternate clip fabric and spring component suppliers.
New low-stretch suture, packaging update for PRO1XX and
articulation cable anchor redesign.

10 September 2019 3056062 Certificate Renewal. Removal of models CGC135, CGC140,
CGC145, CGC150. Administrative update to device table format.
30 September 2019 9643550 Addition of the PROV and FLEXV devices to the certificate in the

sizes of 35, 40, 45, and 50mm for each device.

First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 553714

Issued To: AtriCure, Inc.
7555 Innovation Way
Mason
Ohio
45040
USA

Date Reference .

Current 3299179 “Review and approval of For AOD2 clips, Confluent Medical
Technologies Inc. plans to use a laser cutting process for providing
the same knit braid polyester fabric.”

“Review and approval of use R&R Tool to cut and process titanium
rolled tubes to meet the current AtriCure specifications for the
titanium component of the AtriClips.”

First Issued: 2009-09-24 Date: 2020-11-18 Expiry Date: 2024-05-26
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ATRICLIP FLEX FEATURES™

Flexible Shaft

LAYERS OF THE ATRICLIP

Woven Polyester
Fabric Covering

............................ Titanium Tube
-------------- Nitinol Spring

The Only Complete
LAA Exclusion Solution

*The AtriClip FLEX Features image above shows the device with the shaft in a
bent position. AtriClip FLEX devices come packaged in a straight position.

ATRICURE®, INC.

6217 Centre Park Drive

West Chester, Ohio 45069
Customer Service: 1-866-349-2342
customerservice@atricure.com
www.atricure.com

ATRICURE® EUROPE B.V.
Schiphol Boulevard 127

1118 BG Schiphol

The Netherlands

Tel: +31 (0) 20-7005560

Fax: +31 (0) 20-7005561
customerserviceeurope@atricure.com

YA

] ) ®
AtrlChp/ The Only Complete
LAA Exclusion Solution

This material is intended to provide general information, including opinions
and recommendations, contained herein for educational purposes only. Such
information is not intended to be a substitute for professional medical advice,
diagnosis or treatment. The material is not intended to direct clinical care in any
specific circumstance. The judgment regarding a particular clinical procedure or
treatment plan must be made by a qualified physician in light of the clinical data
presented by the patient and the diagnostic and treatment options available.

Please review the Instructions for Use for a complete listing of indications,
contraindications, warnings, precautions and potential adverse events prior to
using these devices.

US Only: The AtriClip® LAA Exclusion System is indicated for the occlusion of the
left atrial appendage, under direct visualization, in conjunction with other open
cardiac surgical procedures.

Europe Only: The AtriClip LAA Exclusion System is used for open occlusion of the
heart’s left atrial appendage.

Non-European International: See www.atricure.com or Instructions for Use for
a full listing of indications.

Risk and Safety Concerns: Possible complications related to surgical LAA
exclusion, apart from those that may occur as a result of surgical/ mechanical
manipulation of the target tissues, include, but are not limited to: tissue
trauma, dehiscence, tissue tearing, displacement,lack of desired homeostasis.

Rx Only.

MKT-1862A-G

AtriCure

AtriClip® FLEX

A MORE FLEXIBLE SOLUTION FOR THE MOST WIDELY
PLACED LAA EXCLUSION DEVICE IN THE WORLD

WWW.ATRICURE.COM

/ Your Partner
in Afib Solutions





http://www.atricure.com





Why Use the AtriClip®
Left Atrial Appendage Exclusion
System by AtriCure®?

1/ LAAISOLATION

In preclinical and clinical studies, the AtriClip device
securely sealed the LAA orifice resulting in a smooth
endothelial tissue surface within 90 days.n3*

This result is achieved through consistent force that is
equalized over tissue variations and trabeculations using
parallel titanium crossbars that apply adequate pressure
without crushing or damaging tissue. In addition, the
AtriClip® device’s low-profile design allows for precise
placement at the base of the LAA.

2 / NON-PIERCING

Non-piercing application occludes the LAA. Woven
polyester fabric covering (used extensively in cardiac
implants) promotes tissue ingrowth and has shown to
achieve complete encapsulation in 180 days from implant,
without erosion to adjacent structures.*®

3 / CUSTOM FIT TO SPECIFIC ANATOMY

AtriClip® devices are custom fitted to the LAA anatomy
and are available in four sizes, including 35 mm, 40 mm,
45mm and 50 mm.®

(1) Salzberg S, et al. Enr J. Cardiothorac. Surg 2008; 34: 766 -770.

(2) Salzberg S, et al. J Thorac Cardiovasc Surg 2010; 139: 1269 - 74.

(3) Starck C, et al. Interactive Cardiovascular and Thoracic Surgery 2012: 1-3.
(4) Fumoto H, et al. J Thorac Cardiovasc Surg 2008; 136: 1019 -27

(5) Kamohara K, et al. J Thoracic Cardiovasc Surg 2005; 130: 1639 - 44

(6) AtriCure data on file. AtriClip IFU: P000727E

CT confirmation scan at three months

Sealed LAA Orifice (endo)

ceceee
cecccee
cecceee

Endocardial View after implantation

MEASURING THE LAA AND PLACING THE CLIP ®

FLEX

35mm AtriClip
ACH 235

40 mm AtriClip
ACH 240

STANDARD

35mm AtriClip
ACH 135

40 mm AtriClip
ACH 140

PRO

35mm AtriClip
PRO 135

40 mm AtriClip
PRO 140

LONG

35mm AtriClip
LAAO035

40 mm AtriClip
LAAQ4OQ

AtriClip® Gillinov-Cosgrove
LAA Exclusion System Devices

45 mm AtriClip
ACH 245

50 mm AtriClip
ACH 250

45 mm AtriClip
ACH 145

50 mm AtriClip
ACH 150

45 mm AtriClip
PRO 145

50 mm AtriClip
PRO 150

45 mm AtriClip
LAAO4S

50 mm AtriClip
LAA0D50









(bend) the staple wire, they have nothing to do with
the proper force to approximate tissue. Staplers

generate in excess of 60 Ibs of clamping force Pressure Varies with Tissue thickness between 2-8 psi

which gets translated directly to and through the
tissue. ~60 psi

The clip generates only enough clamp force needed to

approximate tissue which is specific to the length

of the appendage. Clip forces have been derived

from multiple chronic animal studies and further

validated by human studies verifying acute and

chronic closure by TEE and CT scan. 2-8 psi

Why is this Important: AtriClip Stapler

The LAA often is composed of friable tissue. High

Force on Tissue at Deployment!

clamping forces pose two risks:

1. the risk of tissue tearing due to initial
compression

2. the risk of weakening tissue and perforation if the

device needs to be repositioned. ®
AtriCure

MKT-1542B-G









Priloha ¢. 1
Specifikacia predmetu zakazky

Nazov predmetu zakazky:
Systém pre uzaver uska lavej predsiene

Specifikacia predmetu zakazky

Pozadované minimalne technické vlastnosti, parametre a hodnoty Dodavatel uvedie informacie, i nim pontkany produkt spliia, resp. nespliia
predmetu zakazky objednavatefom definované poziadavky na predmet zakazky
(v pripade, ak pontkany produkt nespifia definované poziadavky uvedie ekvivalentn hodnotu
nim pontkaného produktu) a zaroveii uvedie nazov predlozeného dokladu, prostrednictvom
ktorého preukazuje splnenie poziadaviek na predmet zakazky

spliia / nespliia hodnota pontkaného nazov predlozeného dokladu
ekvivalentného produktu (u kazdej poziadavky
samostatne), prostrednictvom
ktorého preukazuje dodavatel
splnenie prislusnej poziadavky
na predmet zakazky
(napr. prospektovy
materiél/strana ¢. 15)

1. PoloZka - Systém pre uzaver uska l'avej predsiene na otvorenom hrudniku

. Svorka na uzaver uska lavej predsiene spifia brozura/strana ¢.1
2 Rézne velkosti klipu 35, 40, 45, 50 mm spifia brozura/strana ¢.2
3 Svorka pozostava z titinovej rarky, nitinolovej pruziny, obalena spifta brozuralstrana &.1
polyesterovou tkaninou
4 Nitinolovou konstrukciou zaruena konzistentna pritlaéna sila 2- spifia rezentacialstrana &1
: 8 psi (podra hrabky tkaniva) P P :
5. Aplikuje sa epikardiaine spifia brozura/strana ¢.2
6. Cirkularne uzavretie uska lavej predsiene spifia brozura/strana ¢.2
7 MozZnost repozicie po naloZeni spifia brozuralstrana ¢.2
8. Len pre operacie na otvorenom hrudniku spifia broZura/strana ¢.2
9. Sterilné meradlo na uréenie velkosti bazy uska spifia brozura/strana ¢.2

Tymto potvrdzujem, ze vSetky uvedené informacie su pravdivé.

Obchodny nézov uchadzada:
chodny nazov uchadzaca ADYTON medical devices SK s.r.o.

Sidlo uchadzaca: Stupavska 14, 831 06 Bratislava - mestskéa ¢ast Raca
ICO: 45849765
DIC: 2023403998

Opravnena kontaktna osoba pre ticely zasielania informacii tykajucich sa predmetnej zakazky a overovanie spravnosti v
prilohach uvedenych udajov:

Meno, priezvisko, titul: Ing. David Cerny

Pracovna pozicia: Klinicky a aplikacny $pecialista
Telefénne &islo: +420 602 511 292

E-mail: dcerny@adyton.org

Opravnena kontaktna osoba pre ucely plnenia zmluvy na predmetnt zakazku:

Meno, priezvisko, titul: Vitézslav Bure$
Pracovna pozicia: Konatel
Telefénne Eislo: +420 226 517 471
E-mail: infosk@adyton.org
) ADYTON medical devices SK s.r.o
V: Bratislave X
Dria: 18.01.2022 831 06 Br,

Email: ady

o Tel: +421 908 477 4341, fax. +421 £33 204 812
Podpis a peciatka:

Meno a priezvisko opravnenéj osoby na podpisovanie: Vitézslav Bures

Poznamka:
- povinné udaje vyplni uchadzaé










Priloha €. 2
Sortiment pontikaného tovaru

Nazov predmetu zakazky:
Systém pre uzaver uska lavej predsiene

Polozka ¢.1 - Systém pre uzaver uska Favej predsiene na otvorenom hrudniku

Sortiment pontikaného tovaru

Por. ¢€.|Obchodny nazov ponukaného produktu Vyrobca pontikaného produktu Katalogové Gislo SUKL Kategorizaény Cislo rozhodnutia Merna Jednotkova cena za MJ Predpokladané
oo ’ JMJ bez DPH DPH Vv % DPH RAOZS1Y0.
() z v S zmluvné obdobie
1 2. 3. 4. 5. 6. 7. 8. 9. 10. 13 12.
1. |Svorka AtriClip FLEX AtiiCure Inc. ACH235 P8062 ofien s 08 B e 131273 € 10% 144400€
2. [Svorka AtriClip FLEX AtriCure Inc. ACH240 P89062 X01181 S10365-OKCLP- 1ks 1312,73 € 10% 144400 €
2012-1804 80 ks
3. |Svorka AtriClip FLEX AtriCure Inc. ACH245 P89062 X01181 il 226152-_?;;’_’1 1ks 1312,73 € 10% 1444,00 €
4. |Svorka AtriClip FLEX AtriCure Inc. ACH250 P89062 X01181 Si g%iz:?g&LP‘ 1ks 131273 € 10% 1444,00 €

Tymto potvrdzujem, Ze vSetky uvedené informacie su pravdivé.

Obchodny nazov uchéadzada:

Sidlo uchadzaca:

¥ Bratislave
Dna: 18.01.2022

Poznamka:
- povinné udaje vypini uchadzac

ADYTON medical devices SK s.r.o.

Stupavska 14, 831 06 Bratislava - mestska ¢ast Rata

Meno a priezvisko opravnenéj osoby na podpisovanie: Vitézslav Bures

Podpis a peciatka:
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