1.1

1.2

2.2

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Kupna zmluva €. 2202311066 _Z

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

l. Zmluvné strany

Narodny ustav srdcovych a cievnych choréb, a.s.

Pod Krasnou hérkou 1, 83348 Bratislava, Slovenska republika
35971126

2022105107

SK2022105107

IBAN: SK9702000000000026330112

+421 259320629

A care, s.r.o.

Sladkovicova 10, 92101 PieStany, Slovenska republika
35724609

2020241817

SK2020241817

IBAN: SK4675000000000384602763

0917336088

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:

Klacové slova:
CPV:

Druhly:

Specialny zdravotnicky material na odstranenie &erstvych méakkych embodlii a trombov z
periférnych ciev arterialneho a ven6zneho systému a na lie¢bu plucnej embolie

embodlia, trombus, aspiracia

33000000-0 - Zdravotnicke vybavenie, farmaceuticky material a vyrobky osobne;j
starostlivosti; 33140000-3 - Zdravotnicky spotrebny material

Tovar

Funkéna a technicka $pecifikacia predmetu Zmluvy:

Zoznam poloZiek:

Polozka ¢. 1:

1. Aspiracny katéter

2. Separator
3. Kanister

Aspiracny katéter

Aspiracny katéter je uréeny na na odstranenie erstvych makkych embdlii a trombov z periférnych ciev arterialneho a
venodzneho systému a na lieCbu plicnej embdlie, umoznuje pocitacom podporované mechanické odsavanie pomocou
kompatibilnej pumpy.

Vnutorny priemer katétra F 7 12
Dizka katétra cm 100 130
Kompatibilita s vodiacim drotom inch 0,014 0,038

Zahnutie katétra

Hi torque, Extra torque

Strana1z5




Polozka ¢. 2: Separator

Umozniuje predistenie Ustia katétra pri obturacii trombom.

Dizka cm 150 190
Distalny vonkajsi priemer mm 1,83 2,79
Polozka €. 3: Kanister

Kanister je ur€eny na zachytavanie odsatej krvi a trombov.

S integrovanym sitkom na zachytenie trombov ano

2.3 Osobitné poziadavky na plnenie:

Zmluva sa uzatvara na dohodnuté zmluvné obdobie, resp. do doby naplnenia zmluvného finanéného objemu podra toho, ktora
z uvedenych skuto¢nosti nastane skér.

Pozaduje sa poskytovanie plnenia vo viacerych ucelenych €astiach, a to na zaklade pisomnych Ciastkovych objednavok s
periodicitou a v minimalnych objemoch podla jeho aktualnych prevadzkovych potrieb.

Pozaduje sa dodanie tovaru do 24 hodin od doruenia pisomnej objednavky dodavatelovi, v pracovnych drioch v ¢ase medzi
7.00 - 15.00 hod (do terminu sa nezapocitavaju dni pracovného volna, pracovného pokoja a Statne sviatky) (dodavatel sa
zavazuje v pripade omeskania s dodanim tovaru pisomne alebo telefonicky poziadat kupujiceho o prediZzenie terminu
dodania tovaru s uvedenim doévodov, ktoré mu branili dodat tovar véas).

PoZaduje sa dodanie tovaru na dohodnuté miesto plnenia a zodpovednej osobe objednavatela (podrobnosti o mieste plnenia a
zodpovednej osobe objednavatela budu dodavatelovi upresnené bezprostredne po ucéinnosti zmluvy.

Pozaduje sa dodanie tovaru s dodacim listom, ktory musi obsahovat’ okrem povinnych naleZitosti aj Cislo objednavky, Cislo
zmluvy, SUKL kéd (ak je to relevantné), kéd MZ SR (ak je to relevantné), jednotkovt cenu prislusnej polozky bez DPH, s DPH,
sadzbu DPH, celkovu cenu prisluSnej polozky bez DPH, s DPH, katalégové Cislo/referenéné Cislo (ak je relevantné), vyrobné
Cislo/Sarzu (ak je relevantné), datum exspiracie.

Pozaduje sa dodanie dodacieho listu a faktury v elektronickej podobe PharmNetu, ale nie je to podmienkou ucasti.

V pripade, ak je dodavany tovar z krajiny EU (okrem SR), je dodavatel povinny uviest v dodacom liste, aj idaje o krajine
pbévodu tovaru, kde bol tovar vyrobeny, kéd tovaru podla platného colného sadzobnika.

V pripade, ak dodavatel doruci objednavatelovi tovar v kvalite a/alebo v mnozZstve nezodpovedajucom poziadavkam
objednavatela, je objednavatel opravneny v lehote do 3 pracovnych dni od dodania tovaru poziadat dodavatela o dodanie
tovaru zodpovedajuceho jeho poziadavkam. Dodavatefl je povinny nahradit’ reklamovany tovar tovarom v kvalite a v mnozstve
zodpovedajucom poziadavkam objednavatela, a to v lehote najneskér do 7 pracovnych dni odo dfia oznamenia poziadavky
objednavatela podla predchadzajucej vety. VSetky vzniknuté naklady spojené s reklamaciou objednavatela znasa v plnom
rozsahu dodavatel.

Objednavatel si vyhradzuje pravo na vratenie tovaru v pripade nepouzitia, ak tovar bol dodany v lehote ohrozenej doby
pouzitelnosti. Lehoty podla doby pouZitelnosti tovaru si nasledovné: a) pri dobe pouZzitelnosti 3-5 rokov: - vratenie tovaru
dodaného 6 mesiacov pred koncom doby pouzitelnosti, b) pri dobe pouzitelnosti tovaru 2 roky: - vratenie tovaru dodaného v
obdobi 3 mesiace pred koncom doby jeho pouzitelnosti, ¢c) pri dobe pouzitelnosti tovaru 1 rok: - vratenie tovaru dodaného v
obdobi 1 mesiac pred koncom doby jeho pouZitelnosti.

Pozaduje sa v zmysle § 340b ods. 5 zakona €. 513/1991 Z.z. Obchodného zakonnika v zneni neskorsich predpisov splatnost
faktary v lehote 60 dni odo dna jej doru€enia objednavatelovi. Dodavatel je povinny vystavit faktdru za dodavku tovaru v
sulade s ustanovenim §73 zakona €. 222/2004 Z. z. o dani z pridanej hodnoty, najneskér vSak do piateho pracovného dna v
mesiaci, nasledujuceho po dni dodania tovaru. Dodavatel je povinny k fakture vzdy prilozit kopiu objednavky objednavatela
ako povinnu prilohu faktury. Dodavatel je rovnako povinny k fakture priloZit képiu dodacieho listu .

Dodavatel tovaru je povinny vystavit faktiru za dodavku tovaru najneskdr do 5. pracovného dria v mesiaci, nasledujuceho po
dni dodania tovaru.
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Pozaduje sa, aby dodavatelom poskytovany predmet plnenia 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 pomécok a dietetickych potravin na zaklade verejného zdravotného
poistenia a 0 zmene a doplneni niektorych zakonov, c) s aktualne platnym Zoznamom liekov s Uradne uréenou cenou, dalej
len "legislativna zmena ceny", d) s aktualne platnym Zoznamom kategorizovanych $pecialnych zdravotnickych materiélov.

e) aktudlne platnym Zoznamom kategorizovanych Specialnych zdravotnickych materialov s maximalnou vySkou uhrady, f)
aktualne platnym Zoznamom nekategorizovanych Specialnych zdravotnickych materidlov s maximalnou vySkou uhrady.

V pripade, ak zmluvna cena bude vysSia ako je maximalna cena uhrady zdravotnej poistovne uvedena v zozname zdravotnej
poistovne, je dodavatel povinny, najneskér vSak 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 po uzatvoreni tejto zmluvy preukaze, Ze na relevantnom trhu existuje cena (dalej tiez ako "nizSia cena") za
rovnaké alebo porovnatelné plnenie ako je obsiahnuté v tejto zmluve a dodavatel uz preukazatelne v minulosti za takuto nizsiu
cenu plnenie poskytol, resp. eSte stale poskytuje, priom rozdiel medzi nizSou cenou a cenou podla tejto zmluvy je viac ako
5% v neprospech ceny podla tejto zmluvy,

zavazuje sa dodavatel poskytnut’ objednavatelovi pre takéto plnenie objednané po preukazani tejto skuto€nosti dodatocnu
zlavu vo vySke rozdielu medzi nim poskytovanou cenou podla tejto zmluvy a nizSou cenou.

Dodavatel je povinny bezodkladne, najneskdr vSak do 5 pracovnych dni od preukazania skuto€nosti uvedenej v
predchadzajucej vete, dorucit’ objednavatelovi dodatok, predmetom ktorého bude upravena cena zistena podla tejto zmluvy.

V pripade, ak sa zmluvné strany podla predchadzajucej vety nedohodnu na spoloénom navrhu dalSieho postupu, objednavatel
si vyhradzuje pravo zmluvu vypovedat s vypovednou dobou 1 mesiac. Vypovednd doba zacina plynut od prvého dra
kalendarneho mesiaca nasledujiceho po doruc€eni vypovede a skonéi sa uplynutim posledného dria prisluS§ného kalendarneho
mesiaca.

Zmluvné strany sa dohodli, Ze pohladavky, ktoré vznikni dodavatelovi z tohto zmluvného vztahu, dodavatel nie je opravneny
postupit tretim osobam bez predchadzajiceho suhlasu objednavatela. Postiupenie 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.

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): - idajov tykajlcich sa tovaru (napr. zaradenie/vyradenie tovaru do/zo Zoznamu
kategorizovanych SZM, zmena SUKL koédu, zmena nazvu tovaru a pod.), - ceny vyvolanej zmenou jednotlivych regulaénych
cenovych predpisov a zoznamov.

PoZaduje sa, aby dodavatel v €ase predloZenia ponuky a zaroveri po€as trvania zmluvy bol opravneny na poskytnutie plnenia
predmetu zakazky.

PoZaduje sa, aby uchadzac bol zapisany v Zozname hospodarskych subjektov.

Objednavatel ma pravo odstupit’ od zmluvy uzavretej s uchadzacom, ktory nebol v €ase uzatvorenia zmluvy zapisany v registri
partnerov verejného sektora, alebo ak bol vymazany z registra partnerov verejného sektora, ak je takato podmienka
relevantna.

Objednavatel je opravneny odstupit od zmluvy, ak je dodavatel v €ase plnenia zmluvy zaradeny do Zoznamu negativne
hodnotenych dodavatelov trhoviska.

Osobné udaje dotknutych osob, ktoré su sucastou tohto procesu verejného obstaravania, su spraclivané verejnym
obstaravatelom na vopred vymedzeny ucel v stlade 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 0 zmene a doplneni niektorych zakonov.

Dodavaterl je povinny podla nariadenia Eurépskeho parlamentu a Rady (EU) 2016/679 o ochrane fyzickych os6b pri
spracuvani osobnych udajov a o volnom pohybe takychto udajov, ktorym sa zruSuje smernica 95/46/ES (vSeobecné
nariadenie o ochrane Udajov) dodrziavat ml¢anlivost o osobnych tdajoch, ako aj o vSetkych skuto¢nostiach o ktorych sa
dozvedel pri vykonavani €innosti vyplyvajucich z uzatvorenej ramcovej zmluvy. Zaroven je povinny o tejto povinnosti
preukazatelne poucit’ aj svojich zamestnancov.

Zmluvné strany sa dohodli, Ze su zbavené zodpovednosti za Ciastoéné alebo Uplné neplnenie zmluvnych povinnosti podfa
tohto zmluvného vztahu v pripade, Ze toto neplnenie je v dosledku vyssej moci. Pre ucely tohto zmluvného vztahu sa za
vysSiu moc povazuju pripady, ktoré nie su zavislé, ani ich nemdzu ovplyvnit zmluvné strany, a to najma podla Ustavného
zakona €. 227/2002 Z. z. o bezpecnosti Statu v Case vojny, vojnového stavu, vynimocného stavu a nudzového stavu.

Ta zmluvna strana, ktora sa odvola na vy$Siu moc, je povinna to oznamit druhej zmluvnej strane najneskoér do 5 (piatich)
kalendarnych dni od vzniku tejto skutoénosti a méze poziadat’ o pripadnu Upravu podmienok zmluvy. Na poziadanie zmluvnej
strany, ktorej boli avizované okolnosti vy$$ej moci, je povinny oznamovatel predloZit hodnoverny dokaz. ak neddjde k dohode,
ma zmluvna strana, ktora sa odvolala na vy$Siu moc, pravo odstupit od tejto zmluvy. UCinky odstupenia nastanu dfiom
doru€enia oznamenia druhej zmluvnej strane.

Pokial sa zmluvné strany s poukazom na ,vis maior” okolnosti dohodnu v priebehu platnosti ramcovej zmluvy na jej zmene,
dohoda musi mat formu pisomného Dodatku k tejto zmluve s uvedenim pravne vyznamného ddévodu. Dodatok musi byt
opatreny datumom, €islom a podpismi oséb opravnenych k tomuto pravnemu ukonu za prislusnd zmluvnu stranu.
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Preukazania spinenia predmetu zakazky: - Vlastny navrh plnenia - v ramci ponuky, ktort dodavatel predklada v lehote na
predkladanie ponuk: Dodavatel preukaze spinenie predmetu zakazky prostrednictvom vlastného navrh plnenia zakazky, ktory
predlozeni do kontraktacnej ponuky v lehote na predkladanie ponuk. Sucastou vlastného navrhu plnenia bude Priloha €. 1
_Strukturovany rozpocet ceny predmetu zakazky - podla vzoru uvedeného v prilohe tohto opisného formulara, prospektovy
material (alebo iny ekvivalentny doklad) vSetkych ponukanych produktov.

Prospektovy material (resp. iny ekvivalentny doklad) vSetkych ponukanych produktov uvedenych v prilohe tohto
objednavkového formularu. Prospektovy material musi obsahovat popis funkcii a technickych parametrov ponukaného
produktu tak, aby na zaklade nich mohol objednavatel jednozna&ne posudit’ spinenie vSetkych poZadovanych minimalnych
technickych vlastnosti, parametrov a hodnét v sulade s opisnym formularom.

Zo Strukturovaného rozpocCtu ceny predmetu zakazky musi jednoznacne vyplynut, Ze vSetky ponukané produkty k prislusne;
polozke predmetu zakazky splfaju objednavatelom pozadované minimalne technické vlastnosti, parametre a hodnoty
prisludnej 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.

Vyhodnotenie vlastného navrhu plnenia zakazky: Objednavatel vyhodnoti dodavatelov vlastny navrh plnenia z hfadiska
splnenia poziadaviek na predmet zakazky. Splnenie poziadaviek dodavatela na predmet zakazky sa bude posudzovat v
sulade s tymto OF a z dokumentov predlozenych podla poziadaviek objednavatela. Objednavatel mdze pisomne poziadat
dodavatefa o vysvetlenie predlozenych dokumentov a ak je to potrebné, aj o predlozenie dokazov.

Oznamenie o vysledku vyhodnotenia vlastného navrhu plnenia a splnenia podmienok Ucasti: ak objednavatel na zaklade
dodavatefom predloZzenych dokumentov vyhodnoti, Ze dodavatel spinil poZiadavky na predmet zakazky, oznami dodavatefovi,
Ze akceptuje jeho vlastny navrh plnenia predmetu zakazky. Dodavatel nasledne predlozi objednavatelovi aktualizovanu
prilohu €. 1 na zaklade vysledku elektronickej aukcie predmetu zakazky elektronicky na mail objednavatela do 2 pracovnych
dni vo forme naskenovaného originalu, vo formate pdf. Dodavatel je povinny pinit predmet zakazky v sulade so zmluvou.

Ak objednavatel na zaklade dodavatefom predlozenych dokumentov vyhodnoti, Ze dodavatel nesplinil poziadavky na predmet
zékazky v zmysle OF, oznami dodavatelovi, Ze neakceptuje jeho vlastny navrh pinenia a odstupi od zmluvy v zmysle OPEP.

Objednavatel je opravneny odstupit od zmluvy ak je dodavatel v €ase plnenia zmluvy zaradeny do Zoznamu negativne
hodnotenych dodavatefov trhoviska a aj v pripade, kedy na zozname negativne hodnotenych dodavatelov je aj niektory z
¢lenov skupiny dodavatelov.

Nedodrzanie ktorejkolvek poZiadavky objednavatela uvedenej v tomto opisnom formulari sa bude povazovat za podstatné
poruSenie zmluvnych povinnosti dodavatela, priom objednavatef:

- ukonéi s dodavatelom zmluvny vztah v sulade s OPEP z dovodu, Ze dodavatel podstatne porusil svoje povinnosti,

- vystavi dodavatelovi negativnu referenciu v EKS,

- vystavi dodavatelovi negativnu referenciu pre Urad pre verejné obstaravanie, v ktorej objednavatel Gradu pre verejné
obstaravanie oznami, ze doSlo k pred€asnému ukon&eniu zmluvného vztahu z dévodu podstatného porusenia povinnosti
dodavatefom.

Nazov Upresnenie
Aspiracny katéter 28 ks
Separator 28 ks
Kanister 28 ks

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

Strukturovany rozpodet ceny predmetu zakazky.xls Strukturovany rozpodet ceny predmetu zakazky.xls

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:
Stat: Slovenska republika
Kraj: Bratislavsky
Okres: Bratislava Ill
Obec: Bratislava - mestska ¢ast’ Nové Mesto
Ulica: Pod Krasnou hérkou 1

3.2  Cas/lehota plnenia zmluvy:

20.10.2023 00:00:00 - 20.10.2024 00:00:00
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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

Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: podla rozpisu vyssie/jednotka ks spolu
PoZadované mnozstvo: 84,0000

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronickej platformy
verzia 1.2, uc¢inna odo dna 3. 11. 2022 , ktoré tvoria neoddelitefnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 213 290,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 255 948,00 EUR

V. Zaverec¢né ustanovenia

Tato Zmluva bola uzavretd automatizovanym sp6sobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.2, u¢inna odo dfia 03.11.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost diiom jej uzavretia a ucinnost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy 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 vyhotovena 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 dopliiat 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 elektronickej platformy verzia 1.2, G€inna odo dna 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 2202311066

V Bratislave, drna 13.10.2023 09:38:02

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

Dodavatel:
A care, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 2202311066

Zakazka

Identifikator  [Z202311066

Nazov Specialny zdravotnicky material na odstranenie &erstvych mékkych embodlii a trombov z
zakazky periférnych ciev arteridlneho a ven6zneho systému a na lieCbu pldcnej embolie
Vfarejny detail https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/346021

zakazky

Dodavatel

Opchodny A care, s.r.o.

nazov

ICO 35724609

Sidlo Sladkovi¢ova 10, Piestany, 92101, Slovenska republika

Datum a €as | 4,14/5023 10:45:02 AM

predloZenia

Hash obsahu

navrhu XpBfLAgmgIToa6h34h0LiQupwf1tMNEIOPASWoMQbDO0=

plnenia

Dodéavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

IndigoSystem__
IndigoSystem__

Lightning7_Brochure (1).pdf (Lightning 7 brozudra)
Lightning12_Brochure (3).pdf (Lightning 12 brozura)

Strukturovany rozpodet zakazky.pdf (Rozpodet)








Struktarovany rozpotet ceny predmetu zakazky

Nazov predmetu zakazky: Specialny zdravotnicky materiél na odstranenie Eerstvjch mékkych embolii a trombov z periférnych ciev arteriaineho a venézneho systému a na lietbu pficnej embélie

Obchodné meno uchadzata : Acare, 5.1.0.
Sidlo uchadzata : Hrani¢na 5, 922 10 Trebatice
10 uchadzaca : 35724609
Zastapeny : Mgr. Andrej Filo, konatef
Imeno a priezvisko $tatutarneho zastupcu/ :
z Predpokladané Celkova cena za Celkové cena za
Vyrobca Jednotkova 3 A %
Cislo A 2 noistvo pocas Sadzba | VyskaDPHv | Jednotkova cena predy predp é
polozky polozky SUKL k6 | Ked NZ BR | ponikmutndho trvania zmluvy v Com e el DPHv % euro vratane DPH v eurc| mnozstvo bez DPHv | mnoistvo vratane
produku v euro
ks euro DPH v euro
1 Systém aspiraény INDIGO s prislus LIGHTNING 12 KATETER / 7 KATETER Pg3760 X05500  |Penumbra, inc. 28 5040,00 € 20 118800 € 7128,00€ 166 320,00 € 199 584,00 €
2 Systém aspiraény INDIGO s prisludenstvom LIGHTNING 12 SEPARATOR /7 SEPARATOR|  P93760 X05501  |Penumbra, inc. 28 158417 € 31683 € 1901,00€ 44 356,76 € 53 228,00 €
3 Kanister PB84308 X03448  |Penumbra, inc. 28 93,33 € 20 18,67 € 112,00 € 2613,24€ 3136,00€
Celkova cena: 213 290,00 € 255948,00 €

COrEe. ...
19,922 10 Trebatice
20241817

20241817

V Trebaticiach dfa 10.10.2023 Mgr. Andrej Filo, konatel
meno,priezivisko,funkcia, podpis*

*podpis uchadzata, jeho Statutarneho organu alebo iného zastupeu uchadzada, ktory je opravneny konat v mene uchadzaca v zavéizkovych vztahoch v silade s dokladom

o opravneni podnikat,
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Lightning

Intelligent Aspiration

When the Indigo System is in thrombus, aspiration is continuous.
When in patent flow, aspiration is intermittent.

Designed for
Blood Loss Reduction

a

Clot Detection

18:1 fluid loss reduction with

Designed to help operator
Lightning vs. Dynamic Tubing

identify thrombus location

Lightning Dy
in bench top testing Aspiration Tubing

in bench top testing

Intraprocedural
audio-visual cues

POS—

Microprocessor with
proprietary thrombus
removal algorithm

Closed valve Open valve

Dual pressure
sensors for real-time

Automatic valve control flow monitoring

Powered by Penumbra ENGINE

Lightning ON/OFF Switch

a. Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Tests performed using water.
Renderings for illustrative purposes only.

Indigo System | Mechanical Thrombectomy

CAT12

Maximised Thrombus Engagement

Size and sweep enables
operator to engage and

remove thrombus Circumferential Sweep”®

35.4 mm 50 mm
CAT12 XTORQ CAT12 HTORQ

Multi-pitch, laser-cut,
stainless steel hypotube
for 1:1 torque transfer
and advanced deliverability

Proprietary Separator™ technology

b. Measurements calculated using tip angle and length. Data on file at Penumbra, Inc.
Photographs taken by and on file at Penumbra, Inc.







Ordering Information

Indigo™ System Lightning" Kits

o . . e Working Length ~ Wire Platform Compatible
Catalog Number Description Proximal OD Distal OD Compatibility i) (i) (1) D e e
Indigo 12 HTORQ Tip + 12F 12F .014-.038 o
LITNG12HTORQ115 - Now! Lightning Aspiration Tubing (4.04 mm) (4.04 mm) 12F Sheath 115 (.36-.97) Separator™ 12
Indigo 12 HTORQ Tip + 12F 12F .014-.038
LITNG12HTORQ100 - Now! (LA e At fm T (4.04 mm) (4.04 mm) 12F Sheath 100 (.36-.97) Separator 12
Indigo 12 XTORQ Tip + 12F 12F .014-.038
LITNG12XTORQ100 - Now! Lightning Aspiration Tubing (4.04 mm) (4.04 mm) 12F Sheath 100 (.36-.97) Separator 12
Indigo Separators Accessories
e Distal OD  Total Length Compatible P Compatible
Catalog Number Description (6 () () ey Catalog Number Description Dy
SEP12 - Now! Separator 12 110 (2.79) 150 CAT™2 PMXENGN Penumbra ENGINE™ Penumbra ENGINE Canister
IAPS3 Penumbra ENGINE Canister Penumbra ENGINE

Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings,
precautions, potential adverse events, and detailed instructions for use.

INDIGO Aspiration System with LIGHTNING Aspiration Tubing - Indication for Use

INDIGO Aspiration Catheters and Separators: As part of the INDIGO Aspiration System, the INDIGO Aspiration
Catheters and Separators are indicated for the removal of fresh, soft emboli and thrombi from vessels of the peripheral
arterial and venous systems, and for the treatment of pulmonary embolism

INDIGO Aspiration Tubing: As part of the INDIGO Aspiration System, the INDIGO Sterile Aspiration Tubing is indicated
to connect the INDIGO Aspiration Catheters to the Penumbra Aspiration Pump.

Penumbra Aspiration Pump: The Penumbra Aspiration Pump is indicated as a vacuum source for Penumbra
Aspiration Systems.

Contraindications There are no known contraindications.

Warnings « Do not use the INDIGO Aspiration System with a pump other than a Penumbra Aspiration Pump. « Use

of LIGHTNING Aspiration Tubing adjacent to other equipment should be avoided because it could result in improper
operation. If such use is necessary, LIGHTNING Aspiration Tubing and the other equipment should be observed to verify
that they are functioning properly. « Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 12 inches (30 cm) to any part of LIGHTNING Aspiration
Tubing. Otherwise, this could result in degradation of the performance of this equipment.

Precautions « The device is intended for single use only. Do not resterilize or reuse. « Do not use kinked or damaged
devices. Do not use open or damaged packages. Return all damaged devices and packaging to the manufacturer/
distributor. « Use prior to the “Use By” date. » When performing aspiration, ensure that the INDIGO Aspiration Tubing
is open for only the minimum time needed to remove the thrombus. Excessive aspiration or failure to close the INDIGO
Aspiration Tubing when aspiration is complete is not recommended. « Do not use in the presence of a flammable
anesthetic mixture with air or nitrous oxide. * Do not use in oxygen rich environment.

Potential Adverse Events Possible complications include, but are not limited to, the following: allergic reaction and
anaphylaxis from contrast media; acute occlusion; air embolism; arrhythmia/fibrillation; arteriovenous fistula; death;
device malfunction; distal embolization; emergent surgery; false aneurysm formation; hematoma, hemorrhage, or
blood loss at access site; hematoma, hemorrhage, or blood loss; hypotension; inability to completely remove thrombus
or control blood flow; infection; ischemia; kidney damage from contrast media; myocardial infarction; neurological
deficits including stroke; respiratory failure; thromboembolic events; vascular complications (including vessel spasm,
thrombosis, intimal disruption, dissection, or perforation).

INDIGO Aspiration System — Indication for Use

INDIGO Aspiration Catheters and Separators: As part of the INDIGO Aspiration System, the INDIGO Aspiration
Catheters and Separators are indicated for the removal of fresh, soft emboli and thrombi from vessels of the peripheral
arterial and venous systems, and for the treatment of pulmonary embolism

INDIGO Aspiration Tubing: As part of the INDIGO Aspiration System, the INDIGO Sterile Aspiration Tubing is indicated
to connect the INDIGO Aspiration Catheters to the Penumbra Aspiration Pump.

Penumbra Aspiration Pump: The Penumbra Aspiration Pump is indicated as a vacuum source for Penumbra
Aspiration Systems.

Contraindications Not for use in the coronaries or the neurovasculature.

Warnings « The INDIGO Aspiration-System should only be used by physicians who have received appropriate training
in interventional techniques. « Do not advance, retract or use any component of the INDIGO System against resistance
without careful assessment of the cause using fluoroscopy:.If the cause cannot be determined, withdraw the device or
system as a unit. Unrestrained torquing or forced insertion of the.catheter.or SEPARATOR against resistance may result
in damage to the device or vessel. = Do not use the INDIGO Aspiration System with a pump-other than the Penumbra
Aspiration Pump. « Placing guidewire too distal in the pulmonary vasculature or excessive maniputation of aspiration/
guiding catheter in the smaller, peripheral, and segmental pulmonary artery branches can result in vessel-perforation.

— By,

Penumbra, Inc. USA
One Penumbra Place
Alameda, CA 94502
USA
1.888.272.4606
T1.510.748.3200

™ F 1.510.748.3232
order@penumbrainc.com
info@penumbrainc.com

Penumbra C

Precautions + The device is intended for single use only. Do not resterilize or reuse. « Do not use kinked or damaged
devices. Do not use open or damaged packages. Return all damaged devices and packaging to the manufacturer/
distributor. « Use prior to the “Use By” date. « Use the INDIGO Aspiration System in conjunction with fluoroscopic
visualization. « Maintain a constant infusion of appropriate flush solution. « When performing aspiration, ensure that the
INDIGO Aspiration Tubing is open for only the minimum time needed to remove thrombus. Excessive aspiration or failure
to close the INDIGO Aspiration Tubing when aspiration is complete is not recommended. « Hemoglobin and hematocrit
levels should be monitored in patients with >700 mL blood loss from the clot aspiration procedure. « The INDIGO
SEPARATOR is not intended for use as a guidewire. If repositioning of the INDIGO Aspiration Catheter is necessary
during the revascularization procedure, such repositioning should be performed over an appropriate guidewire using
standard catheter and guidewire techniques. « Do not use automated high-pressure contrast injection equipment with
the INDIGO Aspiration Catheter because it may damage the device.

Potential Adverse Events Possible complications include, but are not limited to, the following: allergic reaction and
anaphylaxis from contrast media; acute occlusion; air embolism; arrhythmia; arteriovenous fistula; cardiac injury;
cardio-respiratory arrest; death; device malfunction; distal embolization; emboli; excessive blood loss; false aneurysm
formation; hematoma or hemorrhage at access site; inability to completely remove thrombus; infection; hemorrhage;
ischemia; kidney damage from contrast media; neurological deficits including stroke; vessel spasm, thrombosis,
dissection, or perforation; intimal disruption; myocardial infarction; emergent surgery; fibrillation; hypotension;
hemoptysis; respiratory failure; thromboembolic events.

PENUMBRA ENGINE - Indication for Use

The PENUMBRA ENGINE is indicated as a vacuum source for Penumbra Aspiration Systems.

Contraindications There are no contraindications.

Warnings/Precautions « The canister is intended for single use only. Do not reuse. Reuse may result in canister cracking
or vacuum filter blockages, which may result in the inability to aspirate. * Do not block bottom air vents. Unit may overheat
and shut off or fail to restart if run for extended periods of time without airflow. < To avoid the risk of electrical shock, this
equipment must only be connected to a supply mains with protective earth. » Do not position the PENUMBRA ENGINE

so that it is difficult to remove the power cord. The means of mains disconnect is to remove the power cord. « Only use
replacement fuse with correct rating (see Table 1 for fuse rating).  Remove and service the PENUMBRA ENGINE if liquids
or solids have been drawn into the PENUMBRA ENGINE. « Do not use in the presence of a flammable anesthetic mixture
with air or nitrous oxide. « Do not use in an oxygen rich environment. « To prevent fire or shock hazard, use a replacement
power cord of equal rating. « Do not re-infuse blood or fluid from the canister back into the patient. « Do not use petroleum
based compounds, acids, caustics, or chlorinated solvents to clean or lubricate any parts. It will reduce the service life of
the PENUMBRA ENGINE. Use only water-based solvents for cleaning. « Use of this equipment adjacent to or stacked with
other equipment should be avoided because it could result in improper operation. If such use is necessary, this equipment
and the other equipment should be observed to verify that they are operating normally. « Portable RF communications
equipment (including peripherals such as antenna cables and external antennas) should be used no closer than 12 inches
(30 cm) to any part of the PENUMBRA ENGINE. Otherwise, this could resultin-degradation of the performance of this
equipment.  Common emitters (such as RFID emitters,’security systems, diathermy equipment, and portable transmitters)
should not be used in close proximity to the PENUMBRA ENGINE as they can interfere with-and result in degradation of the
performance of the equipment. « Equipment is not safe forMR use. « No modification of this equipment is allowed.

Penumbra Latin America
Distribuidora de Equipamentos
e Produtos Médicos Ltda
Avenida Brigadeiro Luis Antonio
3421 ¢j 201 CEP 01401-001
Séo Paulo, Brazil
T5511.2883.5825
order.la@penumbrainc.com

Penumbra Europe GmbH
Am Borsigturm 44

13507 Berlin

Germany

T +49 30 2005 676-0

F +49 30 2005 676-10
de-order@penumbrainc.com
de-info@penumbrainc.com

Penumbra Neuro Australia Pty Ltd
Suite 3, Level 5, 1 Oxford Street
Darlinghurst NSW 2010

Australia

T +61-1300 817 025

F +61-1300 817 026
order.anz@penumbrainc.com

Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Renderings for illustrative purposes only. Photographs taken by and on file at Penumbra, Inc.

Product availability varies by country. Please contact your local Penumbra representative for more information.

Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Lightning, Indigo, CAT, Separator, and Penumbra ENGINE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries.
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Ordering Information

Indigo™ System Lightning™ Kit

e . . e Working Length Wire Platform Compatible
Catalog Number Description Proximal OD Distal OD Compatibility () (6w () Do D
LITNG7XTORQ130 - Now!  Indigo 7 XTORQ Tip + Lightning Aspiration Tubing ~ 7F(23mm)  7F (2.3 mm) 7F Sheath 130 ?;ngif Separator™ 7
Indigo Separators Accessories

e Distal OD  Total Length Compatible e Compatible
Catalog Number Description (67 (G (cm) D T Catalog Number Description D [
SEP7 — Now! Separator 7 .072 (1.83) 190 Lightning 7 PMXENGN Penumbra ENGINE™ Penumbra ENGINE Canister

IAPS3 Penumbra ENGINE Canister Penumbra ENGINE

Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings,
precautions, potential adverse events, and detailed instructions for use.

INDIGO Aspiration System with LIGHTNING Aspiration Tubing - Indication for Use

INDIGO Aspiration Catheters and Separators: As part of the INDIGO Aspiration System, the INDIGO Aspiration
Catheters and Separators are indicated for the removal of fresh, soft emboli and thrombi from vessels of the peripheral
arterial and venous systems, and for the treatment of pulmonary embolism.

INDIGO Aspiration Tubing: As part of the INDIGO Aspiration System, the INDIGO Sterile Aspiration Tubing is indicated
to connect the INDIGO Aspiration Catheters to the Penumbra Aspiration Pump.

Penumbra Aspiration Pump: The Penumbra Aspiration Pump is indicated as a vacuum source for Penumbra
Aspiration Systems.

Contraindications There are no known contraindications.

Warnings « Do not use the INDIGO Aspiration System with a pump other than a Penumbra Aspiration Pump. « Use

of LIGHTNING Aspiration Tubing adjacent to other equipment should be avoided because it could result in improper
operation. If such use is necessary, LIGHTNING Aspiration Tubing and the other equipment should be observed to verify
that they are functioning properly. « Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 12 inches (30 cm) to any part of LIGHTNING Aspiration
Tubing. Otherwise, this could result in degradation of the performance of this equipment.

Precautions + The device is intended for single use only. Do not resterilize or reuse. * Do not use kinked or damaged
devices. Do not use open or damaged packages. Return all damaged devices and packaging to the manufacturer/
distributor. « Use prior to the “Use By” date. « When performing aspiration, ensure that the INDIGO Aspiration Tubing
is open for only the minimum time needed to remove the thrombus. Excessive aspiration or failure to close the INDIGO
Aspiration Tubing when aspiration is complete is not recommended. « Do not use in the presence of a flammable
anesthetic mixture with air or nitrous oxide. « Do not use in oxygen rich environment.

Potential Adverse Events Possible complications include, but are not limited to, the following: allergic reaction and
anaphylaxis from contrast media; acute occlusion; air embolism; arrhythmia/fibrillation; arteriovenous fistula; death;
device malfunction; distal embolization; emergent surgery; false aneurysm formation; hematoma, hemorrhage, or
blood loss at access site; hematoma, hemorrhage, or blood loss; hypotension; inability to completely remove thrombus
or control blood flow; infection; ischemia; kidney damage from contrast media; myocardial infarction; neurological
deficits including stroke; respiratory failure; thromboembolic events; vascular complications (including vessel spasm,
thrombosis, intimal disruption, dissection, or perforation).

INDIGO Aspiration System — Indication for Use

INDIGO Aspiration Catheters and Separators: As part of the INDIGO Aspiration System, the INDIGO Aspiration
Catheters and Separators are indicated for the removal of fresh, soft emboli and thrombi from vessels of the peripheral
arterial and venous systems, and for the treatment of pulmonary embolism.

INDIGO Aspiration Tubing: As part of the INDIGO Aspiration System, the INDIGO Sterile Aspiration Tubing is indicated
to connect the INDIGO Aspiration Catheters to the Penumbra Aspiration Pump:

Penumbra Aspiration Pump: The Penumbra Aspiration Pump is indicated as a vacuum source for Penumbra
Aspiration Systems.

Contraindications Not for use in the coronaries or the neurovasculature
Warnings - The INDIGO Aspiration System should only be use
in interventional techniques. * Do not advan a

xho have recelved appropriate training

guiding catheter i in the smaller, penpheral and segmental pulmonary artery branches can result in vessel perforatlon

Penumbra, Inc. USA
One Penumbra Place
Alameda, CA 94502
USA
1.888.272.4606
T1.510.748.3200

™ F 1.510.748.3232
order@penumbrainc.com
info@penumbrainc.com
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Precautions - The device is intended for single use only. Do not resterilize or reuse. « Do not use kinked or damaged
devices. Do not use open or damaged packages. Return all damaged devices and packaging to the manufacturer/
distributor. « Use prior to the “Use By” date. « Use the INDIGO Aspiration System in conjunction with fluoroscopic
visualization. « Maintain a constant infusion of appropriate flush solution. « When performing aspiration, ensure that
the INDIGO Aspiration Tubing is open for only the minimum time needed to remove thrombus. Excessive aspiration

or failure to close the INDIGO Aspiration Tubing when aspiration is complete is not recommended. « Hemoglobin

and hematocrit levels should be monitored in patients with >700 mL blood loss from the clot aspiration procedure.

« The INDIGO SEPARATOR is not intended for use as a guidewire. If repositioning of the INDIGO Aspiration Catheter

is necessary during the revascularization procedure, such repositioning should be performed over an appropriate
guidewire using standard catheter and guidewire techniques. « Do not use automated high-pressure contrast injection
equipment with the INDIGO Aspiration Catheter because it may damage the device.

Potential Adverse Events Possible complications include, but are not limited to, the following: allergic reaction and
anaphylaxis from contrast media; acute occlusion; air embolism; arrhythmia; arteriovenous fistula; cardiac injury;
cardio-respiratory arrest; death; device malfunction; distal embolization; emboli; excessive blood loss; false aneurysm
formation; hematoma or hemorrhage at access site; inability to completely remove thrombus; infection; hemorrhage;
ischemia; kidney damage from contrast media; neurological deficits including stroke; vessel spasm, thrombosis,
dissection, or perforation; intimal disruption; myocardial infarction; emergent surgery; fibrillation; hypotension;
hemoptysis; respiratory failure; thromboembolic events.

PENUMBRA ENGINE - Indication for Use

The PENUMBRA ENGINE is indicated as a vacuum source for Penumbra Aspiration Systems.

Contraindications There are no contraindications.

Warnings/Precautions « The canister is intended for single use only. Do not reuse. Reuse may result in canister
cracking or vacuum filter blockages, which may result in the inability to aspirate. « Do not block bottom air vents. Unit
may overheat and shut off or fail to restart if run for extended periods of time without airflow. « To avoid the risk of
electrical shock, this equipment must only be connected to a supply mains with protective earth. « Do not position the
PENUMBRA ENGINE so that it is difficult to remove the power cord. The means of mains disconnect is to remove the
power cord. « Only use replacement fuse with correct rating (see Table 1 for fuse rating). « Remove and service the
PENUMBRA ENGINE if liquids or solids have been drawn into the PENUMBRA ENGINE. « Do not use in the presence
of a flammable anesthetic mixture with air or nitrous oxide. « Do not use in an oxygen rich environment. « To prevent
fire or shock hazard, use a replacement power cord of equal rating. « Do not re-infuse blood or fluid from the canister
back into the patient. Do not use petroleum based compounds, acids, caustics, or chlorinated solvents to clean

or lubricate any parts. It will reduce the service life of the PENUMBRA ENGINE. Use only water-based solvents for
cleaning. « Use of this equipment adjacent to or stacked with other equipment should be avoided because it could result
in improper operation. If such use is necessary, this equipment and the other equipment should be observed to verify
that they are operating normally. « Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 12 inches (30 cm) to any part of the PENUMBRA ENGINE.
Otherwise, this could result in degradation of the performance of this equipment. « Common emitters (such as RFID
emitters, security systems, diathermy equipment, and portable transmitters) should not be used in close proximity to
the PENUMBRA ENGINE as they can interfere with and result in degradation of the performance of the equipment.

« Equipment is not safe for MR use. « No modification of this equipment is allowed.

Penumbra Latin America
Distribuidora de Equipamentos
e Produtos Médicos Ltda
Avenida Brigadeiro Luis Antonio
3421 ¢j 201 CEP 01401-001
Séo Paulo, Brazil
T5511.2883.5825
order.la@penumbrainc.com

Penumbra Europe GmbH
Am Borsigturm 44

13507 Berlin

Germany

T +49 30 2005 676-0

F +49 302005 676-10
de-order@penumbrainc.com
de-info@penumbrainc.com

Penumbra Neuro Australia Pty Ltd
Suite 3, Level 5, 1 Oxford Street
Darlinghurst NSW 2010

Australia

T +61-1300 817 025

F +61-1300 817 026
order.anz@penumbrainc.com

Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Renderings for illustrative purposes only. Photographs taken by and on file at Penumbra, Inc. Images used with
permission. Consents on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors

Product availability varies by country. Please contact your local Penumbra representative for more information.

Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Lightning, Indigo, Penumbra ENGINE, CAT, and Separator are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries.
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