1.1 Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:
Telefén:

1.2 Dodavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:
Telefon:

Ramcova dohoda €. 22024378 Z

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

TIMED, s.r.o.

Trnavska cesta 112, 82101 Bratislava, Slovenska republika
00602175

2020459067

SK2020459067

IBAN: SK4081300000002103860002

+421248209511

Il. Predmet zmluvy

21 VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klacové slova:

CPV:
Druhly:

Systém stimula¢ny bezelektrédovy pre transkatétrovi implantaciu vratane zavadzacieho
katétra, zavadzacieho puzdra s hydrofilnou vrstvou a katétrovej sluc¢ky

katéter, zavadzaci katéter, transkatétrova implantacia, zavadzacie puzdro, katétrova slucka,
kardiostimulator, bezelektrodovy

33141200-2 - Katétre; 33182200-1 - Srdcovostimulaéné pristroje
Tovar

2.2 Funkéna a technicka Specifikacia predmetu Zmluvy:

Zoznam polozZiek:

1. 1. Bezelektrédovy kardiostimulator so zavadzacim katétrom, zavadzacie puzdro s hydrofilnou vrstvou

2. Intrakardialna a intravazalna katétrova slucka

Polozka €. 1: 1. Bezelektrédovy kardiostimulator so zavadzacim katétrom, zavadzacie puzdro s hydrofilnou

vrstvou

Programovatelné srdcové zariadenie, ktoré monitoruje a reguluje srdcovu frekvenciu pacienta poskytovanim
antibradykardickej stimulacie v zavislosti od frekvencie. Bezelektrodovy kardiostimulator s moznostou jednodutinove;j
(komorovej) alebo atrioventrikularnej synchrénnej stimulacie.

PoZadované mnoZstvo ks 6
Hmotnost kardiostimulatora g 1,75
Objem kardiostimulatora cm3 0,8
VonkajSi priemer zavadzacieho katétra Fr 23
Pracovna dizka zavadzacieho katétra cm 105

Vnutorny priemer zavadzacieho puzdra s hydrofilnou Fr 23
vrstvou
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Vonkajsi priemer zavadzacieho puzdra s hydrofilnou Fr 27
vrstvou

Pracovna dizka zavadzacieho puzdra s hydrofilnou cm 56

vrstvou

FixaCny mechanizmus kardiostimulatora nitinolové FlexFix rozvinutelné vybezky

Celotelova MRI kompatibilita kardiostimulatora 1,53T

Polozka €. 2: Intrakardialna a intravazalna katétrova slucka

Intrakardialna a intravazalna katétrova slu¢ka uréena pre pripad extrakcie bezelektrédového stimulaéného systému

Pozadované mnozstvo ks 2
Priemer slucky mm 2 8

Dizka slu¢ky cm 175

Priemer Fr 3,2

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 skor.

PoZaduje sa poskytovanie plnenia vo viacerych ucelenych Castiach, a to na zaklade pisomnych &iastkovych objednavok s
periodicitou a v minimalnych objemoch podla jeho aktualnych prevadzkovych potrieb.

PoZaduje sa dodanie tovaru do 24 hodin od doru€enia pisomnej objednavky dodavatelovi, v pracovnych dfioch 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 kupujuceho o predizenie terminu
dodania tovaru s uvedenim dévodov, 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 uc€innosti 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), jednotkovti cenu prislusnej polozky bez DPH, s DPH,
sadzbu DPH, celkovu cenu prislusnej polozky bez DPH, s DPH, katalégové Cislo/referencné 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 tidaje o krajine
pbévodu tovaru, kde bol tovar vyrobeny, kéd tovaru podla platného colného sadzobnika.

V pripade, ak dodavatel doruéi 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. Dodavatel je povinny nahradit' reklamovany tovar tovarom v kvalite a v mnozstve
zodpovedajucom poziadavkdm objednavatela, a to v lehote najneskdr do 7 pracovnych dni odo diia 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 podl'a doby pouzitelnosti tovaru su nasledovné: a) pri dobe pouzitelnosti 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
faktury v lehote 60 dni odo dia jej doru€enia objednavatelovi. Dodavatel je povinny vystavit faktiru 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 .
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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, ktord 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

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

Struktirovany rozpodet ceny.xls Struktarovany rozpodet ceny.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 horkou 1

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

3.3 Maximalne Objednavatelom poZzadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: celok
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3.4

4.1

5.1

5.2

5.3

5.4

5.5

5.6

Pozadované maximalne

mnozstvo: 1,0000

Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronickej platformy verzia 1.2, i¢€inna odo dfia 3. 11. 2022 , ktoré tvoria neoddelitelnu
prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 52 276,38 EUR

V. Zaverecné ustanovenia

Tato Zmluva bola uzavreta automatizovanym spdsobom v rdmci Elektronického kontraktacného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.2, u¢inna odo dria 03.11.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost driom jej uzavretia a U¢innost 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 zmluv Trhoviska.

Tuto Zmluvu bude mozné menit a doplfiat za podmienok stanovenych prislu§nymi véeobecne zavaznymi pravnymi
predpismi len vo forme pisomného a Cislovaneho dodatku podpisaného oboma zmluvnymi stranami.

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.2, u¢inna odo dfia 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 22024378

V Bratislave, dna 01.02.2024 10:38:00

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

Dodavatel:
TIMED, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 22024378

Zakazka

Identifikator

22024378

Nazov zdkazky

Systém stimulaény bezelektrodovy pre transkatétrovi implantaciu vratane
zavadzacieho katétra, zavadzacieho puzdra s hydrofilnou vrstvou a katétrovej slucky

Verejny detail

https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/349982

zakazky

Dodavatel

Obchodny TIMED, s.r.0.

nazov

ICO 00602175
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EN Snare
Endovascular Snare System








EN Snare

Endovascular Snare System

The only delivery catheter with reinforced
strain-resistant hub and peel-away insertion tool
on the market.

EN Snare” loop tips stay as much as 58% closer /
to vessel walls than the competition.' . /

Embedded Radiopaque P ﬁ‘ﬁbi
Marker Band e
identifies the snare
delivery catheter’s precise
location under imaging Interlaced Nitinol Loops
designed to resist prolapse and
improve capture by allowing the
snare to move as a single-unit
through the vessel
@)
Improved Vessel Navigation
facilitated by 15 degree
curved tip on 6F and 7F snare Enhanced Visualization
delivery catheters provided by platinum strands

incorporated into the loops

High Performance

Snare Delivery Catheter
designed for strength and
to minimize the potential for
kinking and buckling

REINFORCED CATHETER HUB EN Snare®

y 1.9X more buckle force?
NEW flexible, reinforced, >
strain relief hub designed :

to reduce buckling. 4 \ / //,,IIJ

ONE Snare®
2.4X more buckle force'

r








ONE Snare

Endovascular Snare System

ONE Snare” delivery catheter
provides 2.4X greater buckling
resistance force than the
competition.'

Designed for Better
Foreign Body Capture
with 90 degree angle loop

Excellent Support
from Nitinol core wire that
provides shape-memory

*®

Kink Resistant Catheter —— O
designed to improve strength

Ve

Nitinol & Gold-Plated Tungsten Loop
retains snare’s circular shape to support
capture of foreign bodies, while allowing

superior visibility.

UNIQUE peel-away insertion tool for quick and efficient
snare loading with EN Snare® and ONE Snare.®

ONE Snare

High Visibility Peel-Away insertion tool ‘
under fluoroscopy due to
gold-plated tungsten loop

Competitor’s non-peelable {
introducer








EN Snare

Endovascular Snare System EN SNARE ORDERING INFORMATION
Catalog Number Loop Diameter Snare Length Catheter Size Catheter Length
Standard Snare Kit
EN2006010 6-10 mm 120 cm 6F 100 cm
EN2006015 9-15 mm 120 cm 6F 100 cm
EN2006020 12-20 mm 120 cm 6F 100 cm
EN2007030 18-30 mm 120 cm 7F 100 cm
EN2007045 27-45 mm 120 cm 7F 100 cm
Mini Snare Kit
EN1003004 2-4 mm 175 cm 32 150 cm
EN1003008 4-8 mm 175 cm 3.2F 150 cm
ONE Sn(]re ONE SNARE ORDERING INFORMATION
Catalog Number Loop Diameter Snare Length Catheter Size Catheter Length

Endovascular Snare System

Standard Snare Kit

P ONE500 5 mm 120 cm 4F 100 cm
> ONE1000 10 mm 120 cm 4F 100 cm

ONE1500 15 mm 120 cm 6F 100 cm

! ONE1501" 15 mm 80 cm 4F 65 cm
ONE2000 20 mm 120 cm 6F 100 cm
ONE2500 25 mm 120 cm 6F 100 cm
ONE3000 30 mm 120 cm 6F 100 cm
ONE3500 35 mm 120 cm 6F 100 cm
Petite Snare Kit
ONE1001 10 mm 65 cm 4F 48 cm
ONE2501 25 mm 65 cm 6F 48 cm
Microsnare Kit
ONE200 2 mm 175 cm 2.3-3F 150 cm
ONE201 2 mm 200 cm 2.3-3F 175 cm
ONE400 4 mm 175 cm 2.3-3F 150 cm
ONE401 4 mm 200 cm 2.3-3F 175 cm
ONE700 7 mm 175 cm 2.3-3F 150 cm
ONE701 7 mm 200 cm 2.3-3F 175 cm
Snare Replacement Catheters
ONE4000 - - 4F 100 cm
ONE6000 - - 6F 100 cm

*Not CE marked
Footnotes:

' Data on file, Merit 2012.
2Data on file, Merit 2014.

Before using, refer to Instructions for Use for indications, contraindications, warnings, precautions, and directions for use.

Merit Medical Systems, Inc. Merit Medical Europe, Middle Merit Medical Ireland Ltd.

MERIT 2D 1600 West Merit Parkway East & Africa (EMEA) Parkmore Business Park West
South Jordan, Utah 84095 Amerikalaan 42, 6199 AE Galway, Ireland

Understand. Innovate. Deliver.™ 1.801.253.1600 Maastricht-Airport +353(0) 91 703 733
1.800.35.MERIT The Netherlands

merit.com +31433588222

402780001_007 ID 072122









Micra™ AV

Transcatheter Pacing System

MC1AVR1

PRODUCT SPECIFICATIONS

Physical characteristics

Volume

Length

Outer diameter
Mass

Materials in chronic contact
with human tissue?

Steroid
Fixation mechanism
Nominal pacing cathode

Minimum pacing anode

Cathode to anode spacing

0.8 cc

25.9 mm

6.7 mm (20.1 Fr)
1759

Titanium, titanium nitride,
parylene C, primer for
parylene C, PEEK siloxane,
nitinol, platinum, iridium, liquid
silicone rubber, and silicone
medical adhesive

Dexamethasone acetate,
<1.0mg, MCRD release
mechanism

Nitinol FlexFix™ Tines

2.5 mm?, Pt sintered,
TiN coated

22 mm?, TiN coated

18 mm

’ These materials have been successfully tested for the ability to avoid biological
incompatibility. The device does not produce an injurious temperature in the

surrounding tissue during normal operation.

Battery characteristics

Manufacturer
Model
Chemistry

Initial voltage
Mean usable capacity

Estimated time from
RRT to EOS

Replacement indicators

Medtronic Energy and
Component Center

M957651A001

Lithium-hybrid CFx silver
vanadium oxide

3.2V
120 mAh

6 months (180 days)

Recommended Replacement
Time (RRT)

Elective Replacement
Indicator (ERI)

End of Service (EOS)

6 months (180 days)
before EOS

3 months (90 days) after RRT

< 2.5V on 3 consecutive daily
automatic measurements

1. Medtronic Micra™ AV MC1AVR1 Reference Manual. January 2020.
2. Pender J, Whiting J. Micra AV Battery Longevity. January 2020. Medtronic data on file
3. Medtronic Micra™ AV MC1AVR1 Device Manual. January 2020

" Designed to provide AV Synchrony

(VDD)!

= Approved for 1.5T and 3T MRl use

= 8-13 year battery longevity*?

Medtronic







Longevity

Projected service life in years*

Rate Histogram data

Rate histogram data is available to view on the programmer
and print as a printed report. The Rate histogram data
shows the percent of total time for atrial mechanical
sensed-ventricular paced (AM-VP) events, atrial mechanical
sensed-ventricular sensed (AM-VS) events, ventricular
sensed (VS) only events, and ventricular paced (VP) only
events. This data also shows the distribution of AM-VP
events, AM-VS events, VS only events, and VP only events
recorded since the last patient session.

Device parameters
Emergency VVI settings

Pacing Amplitude Pacing Impedance Predicted
Rate Service Life
Pulse width  Pulse width
0.24ms 0.4ms
VDD, 0% 1.5V 60 bpm 500 ohms 15.1 15.1
VDD, 5% 1.0V 60 bpm 500 ohms 14.8 14.7
1.5V 60 bpm 500 ohms 14.6 14.4
20V 60 bpm 500 ohms 14.3 14.0
VDD, 50% 1.0V 60 bpm 500 ohms 11.9 11.2
1.5V 60 bpm 500 ohms 10.8 9.7
20V 60 bpm 500 ohms 9.5 8.1
VDD, 1.0V 60 bpm 500 ohms 10.2 9.2
100% 1.5V 60 bpm 500 ohms 8.6 7.3
20V 60 bpm 500 ohms 6.9 5.4
25V 60 bpm 500 ohms 5.8 4.3
VDD, 1.5V 60 bpm 400 ohms 8.1 6.7
100% 1.5V 60 bpm 600 ohms 9.0 7.7
VDD, 1.5V 70bpm 500 ohms 8.0 6.7
100% 1.5V 100bpm 500 ohms 6.8 55
VDD, 2.5V 60 bpm 600 ohms 6.3 4.8
100% 35V 60 bpm 500 ohms 3.7 2.5
50V 60 bpm 500 ohms 2.0 1.4

*Projected service life estimates are based on accelerated battery discharge data and
device modeling as specified. Do not interpret these values as precise numbers.

Note: The longevity projections are based on typical shelf storage time.
Assuming worst-case shelf storage time (18 months), longevity is reduced by
approximately 5.8%.

Stored data and diagnostics

Battery and device measurement data

The device automatically and continuously monitors its
battery, pacing, and sensing performance throughout the
life of the device. You can view the following data on the
programmer screens and print reports:

Battery and Device Measurements: Battery Voltage,
Remaining Longevity, Sensing Integrity Counter, Electrode
Impedance, Capture Threshold, Sensing Electrode
Impedance Trend, Capture Threshold Trend, R-Wave
Amplitude Trend, A4 Amplitude Trend, Rate Histogram
(Ventricular, Atrial Ventricular)

Device performance trend data

The device stores the daily measurements for 15 days.
After 15 days, the device stores the weekly high and low
measurements up to 80 weeks. Beyond 80 weeks, the data
is maintained on a first collected, first-deleted basis.

Electrode Impedance Trend, Capture Threshold Trend,
R-Wave Amplitude Trend, A4 Amplitude Trend

Parameter Selectable values
Mode VVI

Lower Rate 70 bpm
Sensitivity 20mV

Amplitude 5V

Pulse Width 1ms

Blank Post VP 240 ms

Blank Post VS 120 ms

Rate Hysteresis Off

Pacing parameters

Modes, rate, and intervals

Parameter Programmable values

VDD @; VDI; VVIR; VVI; VOO;

Mode ODO; OVO; Device Off

30;35;40...50® 55; 60; 70;

ab.c
Lower Rate 75;80;90...170bpm

80; 90;95; 100; 105 @; 110;

Upper Tracking Rate 115 bpm

Activity Mode Switch On®; Off

AV Conduction Mode Switch  On ®; Off

@ The corresponding pulse interval can be calculated as follows: pulse interval
(ms) = 60,000/Lower Rate.

®The escape interval is within —10/+25 ms of the programmed rate, measured
inaccordance with ISO 14708-2:2012 (Clause 6.1.5).

¢ Programmable values for Lower Rate do not include 65 bpm.







Atrial parameters

Parameter

Programmable values

A. Sensing Vector

1:2:3,1+2®;1+3; 2+3; 1+2+3

Live Waveform Display

Rectified ®; Vector 1 Source;
Vector 2 Source; Vector 3
Source

1.0;12;1.4..409;45,50 ..

@ Carefully evaluate the possibility of increased susceptibility to EMI and
oversensing before changing the sensitivity threshold to its minimum (most
sensitive) setting. When susceptibility to interference is tested under the
conditions specified in1ISO 14708-2 clause 27.4 and EN 45502-2-1 clause
27.5.1, the device may sense the interference if the sensitivity threshold
is programmed to the minimum value. The device complies with the
requirements of 14708-2 clause 27.4 and EN 45502-2-1 clause 27.5.1 when
the sensitivity threshold is programmed to 0.6 mV or higher.

® Patients who require the lowest sensitivity threshold (0.45 mV) should be

under medical direction.

A3 Threshold .
10.0; Max m/s? RV Capture Management™ parameters
Auto On ®; Off
Parameter Programmable values
A3 Window End 600:625...775@... 1000 ms RV Capture Management Adaptive €; Monitor; Off
Auto On@: Off RV Amplitude Safety Margin  0.25;0.50€...1.50V
Min Auto A3 Window End 600; 625 ... 750 ®; 775; 800 ms
Max Auto A3 Window End  650;675...900#:925..1000ms ~ —nate Response parameters
Ae-nNa 10 . . Parameter Programmable values
A4 Threshold? O.7tO.8,0.9, 1.0; 12.2 @®1.4..30;
3.5:4.0..80m/s Rates
Auto On®; Off ADL Rate 60;65..95® ... 160 bpm
Min Auto Ad Auto Threshold 0.7,0.89;0.9;1.0;1.2; 1.4, Upper Sensor Rate 80;90...120® ... 170 bpm

1.6m/s?

Sensed AV (AM-VP)

209;30...200ms

PVAB 450; 500; 550 €; 600 ms
PVARP Auto ©; 500; 550...750 ms
Max PVARP 500; 550; 600® ... 750 ms

Rate Smoothing

On ®; Off

Smoothing Delta

50; 100 ®; 150; 200 ms

Tracking Check®

On ®; Off

Tracking Check Rate

90; 100 ¢; 110 bpm

Atrial Sensing Setup®

On/Restart; Off/Complete ®

 The range of values for this parameter can also be considered the atrial

sensitivity range for the device.

® Tracking Check will extend PVARP and limit tracking when programmed to On.

¢ Check atrial sensing parameters after atrial sensing setup has completed.

RV parameters

Parameter Programmable values
0.13;0.25;0.38;0.50; 0.63;
0.75;0.88;1.00; 1.13; 1.25;
1.38;1.50€;1.63;1.75;1.88;

) 2.00;2.13;2.25;2.38; 2.50;

RV Amplitude 2.63:2.75 2.88:3.00;3.13:
3.25:3.38:3.50;3.63;3.75;
3.88:4.00;4.13;4.25; 4.38;
4.50;4.63;4.75,4.88;5.00V

RV Pulse Width 0.09;0.15;0.24 ©;0.40; 1.00 ms

RV Sensitivity 0.45;0.60;0.90; 1.50; 2.00®,

2.80;4.00;5.60;8.00; 11.30 m\~°

Acute Phase Remaining

Device Repositioned
(112 days) @; Off

RV Blanking
Blank Post VP 150;160...240®; ...450 ms
Blank Post VS 120®;130...350ms

Rate Profile Optimization

On®; Off

Adjust Rate Response

ADL Response

12,39, 4,5

Exertion Response

12,39, 4,5

Rate Response Additional Parameters?®

Activity Acceleration

15;30®;60s

Activity Deceleration

Exercise ®; 2.5; 5; 10 min

° The following parameters and their programmed values are shown in the
Rate Response Additional Parameters window, but they must be adjustedin
the Tests - Exercise screen: Activity Vector, LR Setpoint, ADL Setpoint, UR
Setpoint. Tap Tests > Exercise to access these parameters.

MRI SureScan parameters

Parameter Programmable values
MRI SureScan On; Off
MRI Pacing Mode VOO; OVO

MRI Pacing Rate

60; 70; 75; 80;90... 120 bpm

Additional pacing features

Parameter

Programmable values

Rate Hysteresis®

Off ®; 30; 40 ...80 bpm

2 The programmed value for Rate Hysteresis must be lower than the Lower
Rate value unless Rate Hysteresis is programmed to Off.

Data collection parameters

Data collection parameters

Parameter

Programmable values

Device Date/Time?

(enter current date and time)

Holter Telemetry

Off®,0.5;1;2;4;8;,16; 24; hr

? The times and dates stored in episode records and other data are determined by the

Device Date/Time clock.







System test parameters

System test parameters

Nonprogrammable parameters

Nonprogrammable parameters

Parameter

Selectable values

Parameter

Selectable values

Pacing Threshold Test parameters

Pacing rate limit

Capture Management® (runtavvgy p)acing rate 195 bpm

Threshold Test Amplitude — Auto protection
Decrement Minimum input impedance 150k Q)

Decrement after 2:3...15pulses Pacing output capacitance 2.2 uF

Mode® (RV test) VVI; VOO

Lower Rate 3035 .. 60:70:75:80. Manual atrial mechanical test parameters
90...170 bpm

Amofitude 0.13:0.25:0.38: 0.50: Manual Atrial Mechanical test parameters

P 0.63..5.00V Parameter Selectable values
Pulse Width 0.09;0.15;0.24;0.40; Temp. Mode VDD:; VDI; ODO

1.00 ms

V. Pace Blanking

150;160...450ms

Sensing test parameters

Temp. Lower Rate

30; 35;40...60; 70; 75; 80; 90
..170bpm

Temp. A Sensing Vector

1:2:3,142;1+3: 2+3; 1+2+3

Mode VVI; OVO
Lower Rate 30; 35 ...60; 70; 75; 80;
90...170 bpm

Temp. A3 Threshold

1.0;1.2;1.4..40;45,50...
10.0; Max m/s?

Exercise test parameters

Temp. A3 Window End

600; 625; 650 ... 1,000 ms

Temp. A4 Threshold

0.7;0.8;09;1.0;1.2;1.4..30;
3.5:4.0..8.0m/s?

Duration 5min; 20 min

Activity Vector® Vector 1; Vector 2; Vector 3
LR Setpoint* 0;1;2..40;42...50

ADL Setpoint® 5,6...40;42...80;85...100
UR Setpoints 15;16...40; 42 ...80;

85...200

?|f the permanently programmed pacing mode is VOO, Capture Management is not

available for selection.

° The selectable test values for this parameter depend on the permanently programmed

pacing mode.

¢These are the rate response additional parameters; however, they can only be
programmed from the Tests — Exercise screen. To see these parameters in the Rate
Response Additional Parameters window, tap Params > Rate Response... > Additional

Parameters....

Temporary test parameters

Temporary test parameters

Parameter Selectable values

Mode VVIVOO; OVO

Lower Rate 30;35;40...60; 70; 75; 80;
90...170 bpm

. 0.13;0.25;0.38;0.50;

Amplitude 063..500V

Pulse Width 0.09;0.15;0.24;0.40;
1.00ms
0.45;0.60; 0.90; 1.50;

Sensitivity 2.00; 2.80; 4.00; 5.60;

8.00;11.30mV








See the device manual for detailed information regarding the instructions for use, the
implant procedure, indications, contraindications, warnings, precautions, and potential
adverse events. If using an MRI SureScan® device, see the MRI SureScan® technical
manual before performing an MRI. For further information, contact your local Medtronic
representative and/or consult the Medtronic website at medtronic.eu.

For applicable products, consult instructions for use on  www.medtronic.com/manuals.
Manuals can be viewed using a current version of any major internet browser. For best
results, use Adobe Acrobat® Reader with the browser.

Important Reminder: This information is intended only for users in markets where
Medtronic products and therapies are approved or available for use as indicated within
the respective product manuals. Content on specific Medtronic products and therapies
is notintended for users in markets that do not have authorization for use.

Medtronic

Europe United Kingdom/Ireland

Medtronic International Trading Sarl. Medtronic Limited

Route du Molliau 31 Building 9

Case postale Croxley Park

CH-1131 Tolochenaz Hatters Lane

www.medtronic.eu Watford

Tel: +41(0)21 802 70 00 Herts WD18 8WW

Fax:+41(0)21 802 79 00 www.medtronic.co.uk
Tel: +44(0)1923 212213 UC202003944EE © Medtronic 2020.
Fax: +44(0)1923 241004 Allrights reserved.

medtronic.eu















Micra™

Transcatheter Pacing System

MC1VRO1

PRODUCT SPECIFICATIONS

Physical characteristics

Volume 0.8 cc

Length 259 mm

Outer diameter 6.7 mm (20.1 Fr)
Mass 1.75g

Materials in chronic
contact with human
tissue?

Titanium, titanium nitride,

parylene C, primer for L
parylene C, PEEK siloxane,

nitinol, platinum, iridium,

liquid silicone rubber, and

silicone medical adhesive

= MR Conditional
= Single Chamber

Steroid Dexamethasone acetate,

<1.0mg, MCRD release
mechanism

Nitinol FlexFix™ Tines

Lithium-hybrid CFx silver
vanadium oxide

Fixation mechanism

= SureScan™ Technology (VVIR)
Battery

2.5 mm?, Pt sintered,
TiN coated

22 mm?, TiN coated

Cathode to anode spacing 18 mm

® These materials have been successfully tested for the ability to avoid biological
incompatibility. The device does not produce an injurious temperature in the
surrounding tissue during normal operation.

Nominal pacing cathode

Minimum pacing anode

Battery characteristics

Manufacturer
Model
Chemistry

Initial voltage
Mean usable capacity

Estimated time from
RRT to EOS

Replacement indicators

Medtronic Energy and
Component Center

M957651A001

Lithium-hybrid CFx silver
vanadium oxide

3.2V
120 mAh

6 months (180 days)

Recommended
Replacement Time (RRT)

Elective Replacement
Indicator (ERI)

End of Service (EOS)

201504899cEE_Micra Specs.indd 1

6 months (180 days)
before EOS

3 months (90 days) after
RRT

< 2.5V on 3 consecutive
daily automatic
measurements

Medtronic

8/29/16 12:56 PM ‘







Longevity

Projected service life in years*

Device parameters
Emergency VVI settings

VVIR Amplitude Pacing Impedance Longevity
or VVI Rate in Years
pacing %

Pulse Pulse

width width
0.24ms 0.4ms

Parameter Selectable values
Mode VVI

Lower Rate 70 min
Sensitivity 2.0mV

Amplitude 5V

Pulse Width 1ms

Refractory Off

Blank Post VP 240 ms

Blank Post VS 120 ms

Rate Hysteresis Off

Pacing parameters

Modes, rates, and intervals

0% 15V 60 min! 50002 14.6 145
50% 1.0V 60 min! 500 Q2 13.3 12.5
1.5V 60 min! 5000 11.7 10.4
20V 60 min™! 500Q) 9.6 8.1
100% 1.0V 60 min’! 50002 11.8 10.5
15V 60 min’! 5000 9.6 8.0
20V 60 min! 5000 7.1 5.5
2.5V 60 min! 5000 5.8 4.3
100% 1.5V 60 min! 4000 9.0 7.4
15V 60 min’! 600 Q) 10.0 8.4
100% 1.5V 70min’! 500Q) 9.1 7.5
1.5V 100 min™ 5000 8.0 6.4
100% 25V 60 min’! 600 Q) 6.3 4.7
35V 60 min! 500 Q2 3.6 2.4
50V 60 min! 5000 1.8 1.2

Parameter Programmable values

VVIR ®; VVI VOO; OVO;

Mode Device Off

*Projected service life estimates are based on accelerated battery discharge
data and device modeling as specified. Do not interpret these values as precise
numbers.

Note: The longevity projections are based on typical shelf storage
time. Assuming worst-case shelf storage time (18 months), longevity is
reduced by approximately 5.4%.

Stored data and diagnostics

Battery and device measurement data

30;35;40...60® ...80;

ab.c
Lower Rate 90 .. 170 min'! (+ 4%)

Off ®;160;170...330 ...
Refractory? 500 ms
(+4% +10ms)/ (=4%—25ms)

The device automatically and continuously monitors its
battery, pacing, and sensing performance throughout
the life of the device. You can view the following data on
the programmer screens and print reports:

Battery and Device Measurements: Battery Voltage,
Remaining Longevity, Sensing Integrity Counter,
Electrode Impedance, Capture Threshold, Sensing
Electrode Impedance Trend, Capture Threshold Trend,
R-Wave Amplitude Trend, Rate Histogram

? The corresponding Lower Rate Interval can be calculated as follows:

Lower Rate Interval (ms) = 60,000/Lower Rate.

® Programmable values for Lower Rate do not include 65 min~'.
¢If an EMI source interferes with the R-wave detection, the device starts pacing at

the programmed lower rate in the VVImode and at the programmed lower rate
or sensor rate in the VVIR mode. When measured according to the standard ISO
14708-2:2012, clause 6.1.5, the escape interval is within—=10 and 25 ms of the
programmed lower rate interval.

9 Blank Post VP and Blank Post VS parameters must be programmed to values lower

than the programmed value for Refractory. If Refractory is programmed to Off, the
refractory period is determined by the programmed value for Blank Post VP or Blank
Post VS.

RV sensing and pacing parameters

Device performance trend data

The device stores the daily measurements for 15 days.
After 15 days, the device stores the weekly high and
low measurements up to 80 weeks. Beyond 80 weeks,
the datais maintained on afirst collected, first-deleted
basis.

Electrode Impedance Trend, Capture Threshold Trend,
R-Wave Amplitude Trend

Rate Histogram data

Parameter Programmable values
0.13;0.25(+0.06 V);
Amplitude 0.38;0.50;0.63;0.75;0.88;
P 1.00;1.13..1.509 ..5.00 V
(£ 15%)
0.09;0.15;0.24 ®;0.40
Pulse Width (+0.025 ms);
1.00 ms (+ 0.04 ms)
0.45; 0.60; (£ 50%);
Sensitivityeh 0.90; 1.50; 2.00 ©; 2.80;
y 4.00;5.60;8.00; 11.30 mV
(£ 30%)
Sensing Assurance Off ®;On

Rate histogram data is available to view on the
programmer and print as a printed report.

The Rate Histogram data shows the percent of total
time for ventricular pacing and sensing. This data also
shows the distribution of ventricular rate for paced and
sensed events recorded since the last patient session.
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® This setting applies to all sensing for bradycardia pacing operations.
>With a 40 ms sine? waveform. When using the waveform, according to the standard

ISO 14708-2:2012, clause 6.1.3, the sensing threshold value is 1.5 times the sine?
sensing threshold.
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RV Capture Management™ parameters

Parameter Programmable values

Capture Management Adaptive €®; Monitor; Off

0.25;0.50®;0.75; 1.00;

Amplitude Safety Margin® 1.25:1.50V

Off; Device Repositioned

RV Acute Phase Remaining (112 days) &

@ Amplitude safety marginis 1.5V during RV Acute Phase

Blanking periods

Parameter Programmable values

150;160...240® ...450 ms

V. Blank Post VP (+4% +10 ms)/(~4%—25 ms)

120©;130...350 ms

V. Blank Post VS@ (+4% +10 ms)/(~4%—25 ms)

#Blank Post VP and Blank Post VS must be programmed to values lower than the
programmed value for the Refractory parameter. If Refractory is programmed to
Off, the refractory periodis determined by the programmed value for Blank Post
VP or Blank Post VS.

Rate response pacing parameters

Parameter Programmable values
B 80;90;100...120#® ...
Upper Sensor Rate 170 min L (+ 4%)
60;65..95® ..160min!
ADL Rate (+ 49%)
Rate Profile Optimisation On ®; Off
ADL Response 1,2,3®;4,5
Exertion Response 1,2,3®;,4;5
Activity Acceleration 15;30®;60s

Activity Deceleration Exercise ®; 2.5;5; 10 min

Exercise test parameters®

Activity Vector Vector 1; Vector 2; Vector 3
LR Setpoint 0;1;2..40;42...50

ADL Setpoint 5,6...40;42...80;85...100
UR Setpoint 15;16...40; 42 ...80; 85 ...

200

? If Rate Response is enabled, the Upper Sensor Rate must be greater than the ADL
Rate, which must be greater than the Lower Rate.

b Exercise test parameters, Activity Vector and rate-response setpoints, can be
programmed only from the Exercise test screen.

MRI SureScan parameters

Parameter Programmable values

MRI SureScan On; Off

MRI Pacing Mode VOO; OVO

MRI Pacing Rate 60;70; 75;80;90... 120 min™

Additional pacing features

Parameter Programmable values

Rate Hysteresis® Off ©;30; 40 ...80 min™

 The programmed value for Rate Hysteresis must be lower than the Lower Rate
value unless Rate Hysteresis is programmed to Off.
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Data collection parameters

Data collection parameters

Parameter Programmable values

Device Date/Time® (enter current date and time)

Holter Telemetry Off ®;0.5;1;2;4;8;16; 24; hr

? The times and dates stored in episode records and other data are determined by
the Device Date/Time clock.

System test parameters

System test parameters

Parameter Selectable Values

Pacing Threshold Test parameters

Capture Management®

Threshold Test Amplitude — Auto
Decrement

Decrement after 2;3...15pulses

Mode® (RV test) VVI; VOO

Lower Rate 30;35...60;70; 75; 80;
90...170min™*

) 0.13;0.25;0.38;0.50;

Amplitude 0.63..5.00V

Pulse Width 0.09;0.15;0.24;0.40;
1.00ms

V. Pace Blanking® 150;160...450 ms

Sensing test parameters

Mode VVI; OVO
Lower Rate 30;35...60; 70; 75; 80;
90...170min™*

Exercise test parameters

Duration 5 min; 20 min

Activity Vector Vector 1; Vector 2; Vector 3
LR Setpoint 0;1;2..40;42..50

ADL Setpoint 5:6...40;42...80; 85 ...100
UR Setpoint 15;16...40; 42 ... 80;

85...200

? If the permanently programmed pacing mode is VOO, Capture Management is not
available for selection.

° The selectable test values for this parameter depend on the permanently
programmed pacing mode.

¢ The selectable values for V. Pace Blanking depend on the programmed value for
the Refractory parameter.

Temporary test parameters

Temporary test parameters

Parameter Selectable values

Mode VVI; VOO; OVO

Lower Rate 30; 35;40...60; 70; 75; 80;
90...170 min™!

. 0.13;0.25;0.38;0.50;

Amplitude 0.63..500V

Pulse Width 0.09;0.15;0.24;0.40;
1.00ms

Refractory Off; 250; 260; 270 ... 500 ms
0.45;0.60; 0.90; 1.50;

Sensitivity 2.00; 2.80; 4.00; 5.60;

8.00;11.30mV
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Nonprogrammable parameters

Nonprogrammable parameters

Parameter

Value

Pacing rate limit
(runaway pacing rate
protection)

195 min™ (+ 8%)

Minimum input impedance

150k Q

Pacing output capacitance

2.2 uF (£ 15%)

Brief Statement

See the device manual for detailed information regarding the implant procedure,

indications, contraindications, warnings, precautions and potential adverse events.

BH

www.medtronic.com/manuals

Consultinstructions for use on this website.
Manuals can be viewed using a current version
of any major Internet browser. For best results,
use Adobe Acrobat® Reader with the browser.
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