SMLOUVA O ZRIZENI A PROVOZOVANI KONSIGNACNIHO SKLADU

Fakultni nemocnice Hradec Kralové

se sidlem: Sokolskd 581, 500 05 Hradec Kralové — Novy Hradec Kralové
ICO 00179906

DIC CZ-00179906

zastoupend: prof. MUDr. Vladimirem Palickou, CSc., dr. h. c., feditelem
bank. spoj. : Ceskd narodni banka

¢. uctu: 24639511/0710

(dale jen ,,odbératel*)

a

BIOTRONIK Praha spol. s r.o.

se sidlem: Doudlebska 1699/5, 140 00 Praha 4

ICO 16191242

DIC CZ16191242

bank. spoj. : KB a.s., Praha 4

¢. uctu: 257546041/0100

reg. v OR: vedeném M¢&stskym soudem v Praze, oddil C, spis.zn. 2104
(dale jen dodavatel)

uzaviraji tuto smlouvu o zi'izeni a provozu konsigna¢niho skladu

L
Ucel smlouvy

Ucelem této smlouvy je ziizeni a provoz konsignaéniho skladu ve zdravotnickém zafizeni
odbératele z divodu urychleni dodavek, zajiSténi okamzité dostupnosti a pouzitelnosti
zdravotnickych prostfedkl dle aktudlnich potieb odbératele pfi poskytovani zdravotnich sluZeb.

Tato smlouva se uzavird v souladu se zaddvaci dokumentaci odbératele ze dne 18.6.2018, a to
na zaklad¢ vysledku nadlimitni vefejné zakazky s nizvem ,,Kardiovertry - ICD* ¢ast 2 (dale
jen ,,vetejnd zakazka*), zadané v otevieném fizeni dle § 56 zdkona €. 134/2016 Sb., o zaddvani
vefejnych zakézek, v platném znéni, pod evidencnim Cislem: Z2018-017099 a déle v souladu s
nabidkou dodavatele ze dne 29.10.2018, ktera je nedilnou soucasti této smlouvy.

IL.
Predmét smlouvy
Predmétem této smlouvy je ziizeni a provoz konsignaéniho skladu zdravotnickych prostiedki
(dale jen ,konsignacni sklad®) a uprava prav a povinnosti dodavatele a odbératele pii
dodavkach zdravotnickych prostiedkli realizovanych prostfednictvim konsigna¢niho skladu
(déle jen ,,zboZi*).



Dodavatel se zavazuje beziplatné ziidit a beziplatné provozovat konsigna¢ni sklad v
prostordch vymezenych odbératelem. Odbératel je oprdvnén odebirat zboZi z konsignacniho
skladu v souladu s touto smlouvou pro vlastni potiebu a je povinen za takto odebrané zboZzi
zaplatit dodavateli dohodnutou kupni cenu. MnozZstvi odebraného zboZi bude zdviset na skladbé
pacientli odbératele.

Pro konsignaéni sklad zfizovany touto smlouvou ptenechdva odbératel dodavateli k dispozici
vyhrazenou ¢4st prostoru specifikovaného v piiloze €. 1 této smlouvy.

Podrobnd specifikace zboZi uloZeného v konsignaénim skladu je uvedena v piiloze €. 2 této
smlouvy, ktera je jeji nedilnou soucasti. Dodavatel neni opravnén vést v konsigna¢nim skladu
jiné zboZi a vyddvat toto zboZi pro jind mista plnéni, nezZ je stanoveno touto smlouvou.

Predmétem této smlouvy je déle:

- Dbezplatny klinicky a technicky servis dodaného zboZi, v¢etné néstupu dodavatele na
odstranéni vad zboZzi nejpozdé€ji do 6-ti hodin po telefonickém nahldSeni vad zboZzi
odbératelem (v ¢eském jazyce),

- bezplatné zaSkoleni persondlu odbératele tak, aby byla splnéna podminka dle ustanoveni
§ 59 odst. 1 pism. c) zdkona €. 268/2014 Sb., v platném znéni,

- zajiSténi bezplatné pritomnosti aplika¢niho specialisty dodavatele pfi implantacich a
reimplantacich systému a pii jejich ambulantnich kontrolach,

- zajisténi pravidelné aktualizovaného jmenného seznamu aplikacnich specialistl ze strany
dodavatele. Aplikacni specialisté jsou vazani povinnou mlcenlivosti o vSech citlivych
udajich, o kterych se na pracoviSti odbératele v prubéhu asistence u poskytovani
zdravotnich sluzeb dozvi.

- zajisténi bezplatného dodani ti{ kusii programétord po dobu platnosti této smlouvy a poté
minimdalné dvanéct let po jejim ukoncent,

- Dbezplatnd a nepretrziti moZznost piimé telefonické konzultace klinického nebo
technického problému v ¢eském jazyce

- bezplatné dodani informac¢niho materidlii odbérateli, a to pro pacienty v ¢eském jazyce.

I11.
Misto plnéni
Mistem plnéni je Fakultni nemocnice Hradec Kralové, pracovist€ Invazivni elektrofyziologie a
kardiostimulace I. interni kliniky, Sokolskd 581, 500 05 Hradec Kralové — Novy Hradec
Kralové (ddle jen ,,pracoviSte*).

Iv.
Prava a povinnosti dodavatele
Dodavatel je povinen ve vymezeném prostoru, prostfednictvim odpovidajicich opatifeni, zajistit
na své vlastni ndklady, v rozsahu odsouhlaseném odbératelem, zabezpeCeni tadného,
bezpecného a oddéleného uloZeni zboZi tak, aby nedoslo k jeho poSkozeni, zameén¢, zniceni Ci
odcizeni. Dodavatel se zavazuje ziidit konsignacni sklad nejpozdéji do 5 pracovnich dnii ode
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dne nabyti ucinnosti této smlouvy.

Dodavatel neni oprdvnén pfenechat konsigna¢ni sklad nebo jeho €ast do podndjmu ¢i uzivani
Jiné osobé, nebo uzivat konsignacéni sklad k jinému tcelu, nez je stanoveno v této smlouve.
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Za spravu a hospodareni konsigna¢niho skladu je odpovédny dodavatel. Dodavatel je povinen
v souladu s podminkami uvedenymi v této smlouvé mit v konsigna¢nim skladu dostate¢nou
zasobu zboZi pro zajiSténi neomezeného provozu pracovisté, a to v odpovidajici jakosti a
provedenti, jeZ se hodi pro tcel stanoveny v této smlouvé (véetné dokumentace nutné k jeho
uzivani). Stav zdsob konsignacniho skladu se nesmi v prib¢hu provozu snizit pod minimalni
stav, ktery je sjednédn a zachycen v piiloze €. 2 této smlouvy.

V pfipadé mimotddnych potieb odbératele se dodavatel zavazuje dodat do konsignac¢niho
skladu zboZi nejpozdéji do 24 hodin od jeho objednédni odbératelem.

Dodavatel se zavazuje ptedat odbérateli informace potiebné pro bezpecné a spravné pouZiti
zboZzi. V kazdém baleni musi byt ndvod k pouZiti v ¢eském jazyce.

Dodavatel je povinen po celou dobu trvani této smlouvy mit platné pojiSténi své odpovédnosti
za pripadnou Skodu nebo zniceni zboZi v konsignacnim skladu v dusledku Zivelni udalosti a
v piipadé odcizeni zboZi zplusobem, pii kterém dojde k pfekondni bezpecnostnich opatieni
dodavatele chranicich zboZi pfed odcizenim. Odbératel za piipadné Skody, zniCeni anebo
odcizeni zboZi z konsigna¢niho skladu neodpovidd ani neruci s vyjimkou piipadu, kdy ke
Skod€, zniceni nebo odcizeni zboZi z konsigna¢niho skladu dojde v disledku poruSeni
povinnosti na stran¢ odbératele, jezZ jsou nezdvislé na vili dodavatele.

Pro tucely zajiSténi provozu konsigna¢niho skladu v prostorach odbératele uzavie dodavatel
s osobou spravujici konsignacni sklad piisluSnou smlouvu a dohodu o hmotné odpovédnosti za
zbozi umisténé v konsignacnim skladu. Osoba spravujici konsigna¢ni sklad bude stanovena po
dohod¢ smluvnich stran. Dodavatel se zavazuje, Ze vySe odmény osoby spravujici konsignacni
sklad, bude-li sjednédna, bude stanovena mésicni pausalni c¢astkou, bez naroku na jakékoli dalsi
odmény. Tato ¢astka bude stanovena v piislusné smlouvé uzaviené mezi dodavatelem a osobou
spravujici konsignacni sklad. Kopie téchto smluv, vcetné jejich zmén, je dodavatel povinen
postoupit vedoucimu pracovisté odbératele, pro které je konsignacni sklad ztizen.

Dodavatel je povinen zajistit fddny provoz konsigna¢niho skladu, vcetné jeho fddné a uUplné
skladové evidence. Dodavatel je povinen zajistit, aby zboZi z konsignacniho skladu bylo
dodavano vylu¢né pro pracovisté na zaklad¢ jednostrannych ptikazi opravnénych zaméstnanci
odbératele. Osoba spravujici konsignacni sklad neni oprdvnéna vydavat za odbératele piikazy
k vydéni zboZi z konsigna¢niho skladu.

Dodavatel je povinen zajistit, aby v konsigna¢nim skladu nebylo skladovdno zddné zboZi majici
vady branici jeho pouziti. Dodavatel odpovida za to, Ze zboZi umisténé v konsigna¢nim skladu
je vdobé vydani ze skladu zpisobilé k uziti pti poskytovani zdravotnich sluzeb v souladu
s platnou pravni tipravou na tizemi CR a je u ného podle pravnich piedpisti posouzena shoda
jeho vlastnosti se zdkladnimi poZadavky na zdravotnické prostfedky s ptihlédnutim k uréenému
ucelu pouziti (tzn., Ze je vydano prohlaSeni o shod¢€); jinak odpovidd za vSechny Skody z toho
vzniklé.

Dodavatel je povinen zajiStovat spravu konsigna¢niho skladu tak, aby bylo zajiSténo plynulé
vydavani zboZzi z konsigna¢niho skladu dle aktualnich potfeb odbératele po celou provozni
dobu pracoviste.
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Dodavatel je povinen uklddat zboZi pouze ve vymezeném prostoru a zietelné jej oznacit jako
zbozi dodavatele. Dodavatel je povinen vést o zboZi umisténém v konsigna¢nim skladu
prikkaznou evidenci v informac¢nim systému odbératele. Dodavatel souhlasi s tim, Ze odbératel
m4 pravo kdykoli nahliZet do skladové evidence zdsob.

Dodavatel je povinen zajistit takové podminky transportu a skladovani zboZi (dle pokyni
vyrobce zboZi), aby nedoslo k jeho znehodnoceni.

Nejpozdéji jednou za kalendaini Cctvrtleti vyhotovi dodavatel souhrnny ptehled zboZzi
odebraného odbératelem z konsignacniho skladu, nedohodnou-li se smluvni strany jinak. Takto
vyhotoveny souhrnny piehled odebraného zboZi postoupi dodavatel ke schvdleni vedoucimu
pracovisté odbératele, pro které je konsignacni sklad ztizen.

Ptipadné zniceni nebo odcizeni zboZi z konsigna¢niho skladu zavinéné odbératelem nebo jinym
subjektem je dodavatel povinen ihned po zjiSténi nahlésit odbérateli a doloZit to zdpisem o
vzniku a rozsahu Skody.

V.
Prava a povinnosti odbératele
Odbératel je povinen zaskolit dodavatele z hlediska evidence zbozi uloZeného v konsignacnim
skladu v informanim systému odbératele a umoZnit dodavateli do tohoto informacniho
systému piistup.

Odbératel se zavazuje po pfedchozi dohodé umoZznit dodavateli pfistup do prostor
konsigna¢niho skladu (zejména pro ucely dopliiovani zdsob, inventuru aj.) v pracovni dny od
8:00 do 15:30 hod., nedohodnou-li se smluvni strany jinak. Dodavatel je povinen v rdmci svého
prdva vstupu do prostoru konsigna¢niho skladu respektovat provozni podminky a pokyny
daného pracoviSt€¢ a neomezovat jeho provoz. Odbératel md pridvo v navaznosti na aktualni
provozni podminky odmitnout, omezit ¢i prerusit dohodnuty pfistup do prostor konsigna¢niho
skladu, a to na dobu nezbytn€ nutnou.

Pro ucely vydavani zbozi z konsignaCniho skladu se odbératel zavazuje umoznit osobé
spravujici konsignac¢ni sklad pfistup do prostor konsigna¢niho skladu po celou provozni dobu
pracoviste.

Odbeératel se zavazuje bezprostiedné informovat dodavatele o piipadnych technickych potizich,
které maji na provoz konsignacniho skladu vliv. O planovaném dlouhodobém pteruseni
provozu pracoviSté¢ nebo planovanych opravach, které se vztahuji k prostoram konsignac¢niho
skladu, je odbératel povinen informovat dodavatele v dostatecném casovém piedstihu (min. 1
meésic). Dodavatel je povinen poskytnout odbérateli pfipadnou soucinnost.

Odbeératel se zavazuje bez zbytecného odkladu po predlozeni souhrnného prehledu odebraného
zbozi dodavatelem ovéfit a potvrdit jeho spravnost.

Odbeératel si vyhrazuje pravo odebrat pouze nékteré z komponent systému pro tzv. reimplantaci.



VL
Ostatni prava a povinnosti
Smluvni strany se dohodly, Ze za tcelem ovéfeni napliiovani povinnosti vyplyvajicich z této
smlouvy je odbératel oprdvnén provadét namdtkovou kontrolu konsigna¢niho skladu. O
zahdjeni kontroly informuje odbératel osobu spravujici konsignac¢ni sklad. Dodavatel je
povinen umoznit odbérateli piistup do konsignacniho skladu a byt mu ndpomocen.

Odbératel neni oprdvnén uplatiiovat zadrZzovaci pravo na uskladnéném zboZi v konsigna¢nim
skladu a ani toto zboZi zatiZit zastavnim pravem ve svlij prospéch nebo ve prospéch teti osoby.

Smluvni strany se zavazuji poskytnout si navzdjem nezbytnou soucinnost k zajiSténi fadnych
podminek pro evidenci a provozovani konsignaniho skladu, a to s ohledem na provozni
podminky odbératele.

VIIL.
Cena za ziizeni a provozovani konsigna¢niho skladu a cena zbozi.
Veskeré ndklady souvisejici se ziizenim a provozem konsigna¢niho skladu nese dodavatel.

Kupni cena zbozi byla smluvnimi stranami sjedndna v ptiloze €. 3, kterd je nedilnou soucasti
této smlouvy. Kupni cena zboZi je v ptiloze ¢. 3 uvedena vcetné DPH. Kupni cena uvedend
v priloze €. 3 je maximdlni, nejvySe piipustna a obsahuje veSkeré ndklady dodavatele spojené s
realizaci ptedmétu smlouvy véetné dopravného, balného, ndkladi na pojisténi, aj.

V ptipadé, Ze dojde ke sniZzeni vySe thrady za zboZi zdravotni pojiStovnou, je dodavatel
povinen bezodkladné& proporciondlné sniZit kupni cenu zboZi a postoupit odbérateli novy cenik
zbozi v elektronické podobé. V piipadé poruseni této povinnosti si odbératel vyhrazuje pravo
jednostranné proporciondlné snizit kupni cenu zboZi. V tomto piipadé zmeéna ceny zbozi
nastdva k datu d¢innosti zmény thrady zboZi zdravotni pojiStovnou.

Uhrada kupni ceny zboZi bude odbératelem provadéna bezhotovostnimi pievody na bankovni
ucet dodavatele, a to na zdkladé¢ danového dokladu - faktury vystavené dodavatelem dle
odbératelem potvrzeného souhrnného piehledu odebraného zboZi z konsignacniho skladu.
Fakturace je dodavatel povinen provést nejpozdéji do 2. pracovniho dne po potvrzeni a predani
souhrnného piehledu odebraného zbozi ze strany odbératele.

Dodavatel a odbératel se dohodli, Zze veSkeré faktury — danové doklady, vystavované,
resp. pfijimané jimi na zdkladé¢ této smlouvy, si budou zasilat, resp. tyto pfijimat,
prostiednictvim elektronické poSty (ddle jen ,elektronickd faktura®), a to za podminek
uvedenych v ¢l. VIII této smlouvy.

Dodavatel je povinen vystavit a pfedat kupujicimu dodaci list v elektronické podobé vhodny
pro zpracovani v informac¢nim systému (formét LEKIS v.5).

Danovy doklad - faktura musi obsahovat veSkeré nélezitosti stanovené zdkonem ¢. 235/2004
Sb., o dani z pfidané hodnoty, v platném znéni, a dal$imi platnymi dafiovymi a dcetnimi
predpisy, véetné § 435 odst. 1 zdkona ¢. 89/2012 Sb., obCanského zakoniku, v platném znéni.
Na faktufe musi byt mimo jiné uveden odkaz na tuto smlouvu, ndzev vefejné zakdzky a
evidencni Cislo verejné zakdzky; prohlaSeni prodavajiciho, Ze ke dni vystaveni faktury neni
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veden v registru nespolehlivych platct dané z ptidané hodnoty; soupis piiloh; kontaktni tdaje
osoby, kterd danovy doklad vystavila.

Dodavatel se zavazuje vystavit pro kazdy souhrnny piehled odebraného zboZi jednu
samostatnou elektronickou fakturu.

Splatnost elektronické faktury €ini 30 dnli a poc¢ind béZet nédsledujicim kalenddinim dnem po
dni doruceni odbérateli. Platebni povinnost odbératele se povaZzuje za splnénou dnem, kdy je
piislusna castka odepsdna z uictu odbératele ve prospéch uctu dodavatele.

V ptipadé, Ze dodavatelem vystavend elektronickd faktura bude obsahovat nespravné ¢i nedplné
udaje nebo bude-li trpét jinymi vadami, je odbératel takovou fakturu opravnén ve lhuté
splatnosti dodavateli vratit. Nova lhlta splatnosti, co do poctu dnl nikoli krat§i nez lhita
puvodni, po¢ne béZzet od data prokazatelného doruceni opravené ¢i noveé vystavené faktury
odbérateli.

Veskeré platby mezi smluvnimi stranami se uskuteciiuji prostiednictvim bankovniho spojeni
uvedeného v zdhlavi této smlouvy. Dodavatel prohlasuje, Ze uvedené cCislo jeho bankovniho
uctu spliiuje pozadavky dle § 109 zdkona ¢. 235/2004 Sb., o dani z pfidané hodnoty, v platném
znéni, a jednd se o zvefejnéné Cislo Uctu registrovaného plitce dané€ z pridané hodnoty.

Dodavatel prohlaSuje, Ze ke dni uzavieni této smlouvy neni veden v registru nespolehlivych
platct dané z pfidané hodnoty a ani mu nejsou zndmy Zadné skute¢nosti, na zakladé¢ kterych by
s nim sprdvce dan¢ mohl zahgjit fizeni o prohldsSeni za nespolehlivého platce dané dle § 106a
zékona €. 235/2004 Sb., o dani z pfidané hodnoty, v platném znéni.

Odbératel, jako pfijemce zdanitelného plnéni, je oprdvnén, v piipadé, Ze dodavatel je
v okamZiku uskutecnéni zdanitelného plnéni veden v registru nespolehlivych platci dané
z piidané hodnoty, uhradit ¢astku odpovidajici vySi dané z piidané hodnoty na tucet spravce
dan¢ za dodavatele. Uhrazeni ¢astky odpovidajici vysi dan¢ z pfidané hodnoty na dcet spravce
dané za dodavatele bude povazovano v tomto rozsahu za splnéni zdvazku odbératele uhradit
sjednanou cenu dodavateli.

VIII.
Elektronické faktury
Pro ucely dle ¢l. VII. odst. 6 této smlouvy bude odbératelem pouzivdna vyhradné e-mailova
adresa: ozmks @fnhk.cz

Pro tucely dle ¢l. VII. odst. 6 této smlouvy bude dodavatelem pouZivdna vyhradné e-mailova
adresa: objednavky@biotronik.com

Odbeératel se zavazuje piijeti e-mailu s elektronickou fakturou od dodavatele bezodkladné
potvrdit, a to prostiednictvim elektronické poSty na e-mailovou adresu dodavatele dle ¢l. VIIL.
odst. 2 této smlouvy. Nesplni-li odbératel svou povinnost dle tohoto odstavce, nebude to mit
zadny vliv na jeho povinnost k thrad¢ dorucené elektronické faktury ve 1hité€ jeji splatnosti.
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Jakékoli elektronickd faktura odeslana z odlisné e-mailové adresy, resp. pfijatd na odliSnou e-
mailovou adresu, neZ je uvedeno v této smlouvé, nebude povazovdna za fakturu dle této
smlouvy a odbératel nebude povinen k jeji thrade¢.

IX.
Prechod vlastnického prava ke zbozi
Do okamziku odbéru zboZi z konsignacniho skladu odbératelem je zboZi majetkem dodavatele,
ktery nese veSkerd stim spojend rizika. Vlastnické prdvo ke zboZi pfechdzi na odbératele
okamzZikem vydéni zboZi z konsigna¢niho skladu.

X.
Smluvni sankce
Dostane-li se dodavatel do prodleni s doddnim zboZi dle ¢l. IV odst. 4 této smlouvy, anebo
odstranénim vad zboZi je odbératel oprdvnén uctovat dodavateli smluvni pokutu ve vysi
50.000,-- K¢ za kazdy 1 zapocaty kalendaini den prodleni.

Klesne-li objem/pocet zbozi v konsignacnim skladu pod minimalni stav dle ¢l. IV odst. 3 této
smlouvy je odbératel oprdvnén uctovat dodavateli smluvni pokutu ve vysi 50.000,-- K& za
kazdy 1 zapocaty kalendairni den prodleni.

V piipadé¢, Ze dodavatel bude vést v konsigna¢nim skladu jiné zboZi anebo vydavat toto zboZzi
pro jind mista plnéni, nez je stanoveno touto smlouvou nebo nebudou ze strany dodavatele
vytvoreny dostateCné podminky pro provedeni kontroly, méd odbératel nirok na uhradu smluvni
pokuty ve vysi 50.000,- K¢ za kazdé jednotlivé poruSeni zvlast€. Timto neni dotéeno pravo
dodavatele stdhnout zboZi z konsignacniho skladu s koncici expiraéni dobou, pfi zméné
minimdlniho stavu zdsob, pfi vyfazeni zbozi z aktudlni produktové nabidky nebo pfi
mimoradnych situacich.

V piipad€ poruSeni povinnosti souvisejicich s vyuctovanim odebraného zbozi z konsigna¢niho
skladu ze strany dodavatele je odbératel opravnén uctovat dodavateli smluvni pokutu ve vysi
500,-- K¢ za kazdy jednotlivy ptipad zvlaste.

V piipadé prodleni odbératele se zaplacenim kupni ceny zboZzi je dodavatel opravnén uctovat
odbérateli trok z prodleni ve vysi 0,025 % z dluzné ¢astky za kazdy i zapoc€aty den prodleni.

Smluvni pokuta bude vyidctovana samostatnym dokladem (fakturou), splatnost smluvni pokuty
¢ini 30 dni ode dne doruceni faktury povinné smluvni strané.

Narok smluvni strany na ndhradu Skody v celém jejim rozsahu neni vyuctovanim smluvni
pokuty dotcen.

XI.
Vady zbozi, odpovédnost za vady a zaruky
Na zboZi odebrané z konsigna¢niho skladu dle této smlouvy je dodavatelem poskytnuta zarucni
doba v délce min.7,5 rokd. Zaru¢ni doba zacind béZet dnem vydani zboZi z konsigna¢niho
skladu. U takto dodaného zbozi musi byt po celou dobu ziruky zachovéna kvalita a jakost
stanovend touto smlouvou.



Za vadu zbozi se povazuje i dodani jiného zbozi, nez je odbératelem v souladu s touto
smlouvou poZadovano, jakoZ i vady v pfiloZené dokumentaci.

Dodavatel odpovida za vadu zboZi, kterou mé zboZi v okamZziku prechodu vlastnického prava
na odbératele, i kdyZ se vada stane zjevnou azZ po této dobé, ledaZze by se prokdzalo, Ze k vadé
zbozi doSlo po jeho ptfevzeti z konsigna¢niho skladu pti neodborném zachédzeni ze strany
odbératele nebo pacienta. Stejnym zplUsobem a za stejnych podminek odpovidd dodavatel
rovnéZ za vadu zboZi, kterd vznikne po pfechodu vlastnického prava ke zboZi na odbératele, a
to kdykoli v prib¢hu zdrucni doby.

Odbératel je povinen zboZi pii pievzeti z konsignacniho skladu prohlédnout s ndleZitou
odbornou péci za ucelem zjiSténi zjevnych vad.

Odbeératel je povinen uplatnit neprodlené po zjisténi vady reklamaci telefonicky nebo pisemné,
a to 1 prostfednictvim elektronické poSty na kontaktni ddaje uvedené v ¢l. XII. Uplatnéni vad
bude ze strany odbératele povazovano za vcéas provedené i v piipad¢, kdy odbératel uplatni
vady zboZzi, které zjistil v posledni den zdrucni doby, a to nejdéle do 5 pracovnich dnl po
skonceni zaru¢ni doby.

V ptipadég, Ze organ statnitho dohledu nafidi staZeni dodaného zboZi z pouZzivani, je dodavatel
povinen toto zboZi od odbératele odebrat zpét na vlastni ndklady a cenu tohoto zboZi odbérateli
uhradit, ptipadné po dohod¢ s odbératelem dodat zboZi ndhradni.

V ptipadé€, Ze bude nutné reimplantovat zbozi, a to pfed uplynutim zaru¢ni doby, zavazuje se
dodavatel uhradit odbérateli veSkeré ndklady na zdravotnické prostiedky spojené
s reimplantaci.

Odbératel ma vici dodavateli tato prava z odpovédnosti za fddné reklamované vady zboZi:
a) pravo na bezplatné odstranéni reklamovanych vad zbozi,

b) pravo na vyménu vadného zboZi,

¢) pravo na poskytnuti pfimétené slevy z ceny odpovidajici rozsahu reklamovanych vad zbozi.

Dodavatel je povinen fadné reklamované vady zboZi odstranit anebo vymeénit vadnou dodavku
zboZi do 12 hodin od nahldSeni reklamace, nedohodnou-li se smluvni strany jinak.

XII.
Kontaktni adaje

Kontaktnimi udaji dodavatele jsou:

- pfijimani mimofddnych objedndvek a reklamaci:
e e-mail: office@biotronik.cz
o tel: 267 913 962, fax: 267 913 013

- technickd podpora: tel: 267 913 962 email: office@biotronik.cz

- informacni servis: tel: 267 913 962 email: office@biotronik.cz

- smluvni podminky: tel: | NS email:



Kontaktnimi tdaji odbératele jsou:
- pro

smluvni podminky:
.
e Ing.

- pro ostatni a fakturaci
e e-mail: ozmks@fnhk.cz,
o tel: 495 83 4332, fax: 495 83 3014

XIII.
Zmény smlouvy
1. Vpribéhu trvani této smlouvy je dodavatel s pisemnym souhlasem odbératele opravnén
doddvat do konsignac¢niho skladu i zboZi, které pfedstavuje inovovany produkt, jsou-li zaroven
splnény tyto podminky:
a) zboZi vykazuje shodnou ¢i vySssi kvalitu nez zboZi nahrazované,
b) nedojde ke zvySeni ceny zboZi oproti cené nahrazovaného zboZi.

2. Veskeré zmény této smlouvy musi byt provedeny ve formé pisemnych vzestupné Cislovanych
dodatkli podepsanych opravnénymi zdstupci obou smluvnich stran, pokud tato smlouva
nestanovi jinak

3. Vpiipadé¢ nahodilé (Casové omezené) nedostupnosti zbozi na trhu je dodavatel,
s prokazatelnym souhlasem odbératele, opravnén doddvat do konsigna¢niho skladu po ¢asové
omezenou dobu 1 zboZi, kterym je doCasné€ nahrazeno zboZi nedostupné. Toto zboZi musi byt
shodné ¢i vyssi kvality neZ zboZi nahrazované a doddvdno minimélné za stejnych podminek,
jako zboZzi nahrazované. V tomto pfipadé se nejedna o zménu sortimentu zboZi.

XIV.
Zavérecna ujednani
1. Tato smlouva nabyva platnosti dnem jejtho podpisu opravnénymi zdstupci obou smluvnich
stran a ucinnosti dnem jejtho zvefejnéni v registru smluv dle zdkona ¢. 340/2015 Sb., v platném
znéni.

2. Tato smlouva se uzavird na dobu urcitou, a to na dobu Ctyft let.

3. Tuto smlouvu muze kterdkoli smluvni strana vypovédét, a to i bez udani divodu, pisemnou
vypoveédi. Vypoveédni doba Cini 2 mésice a zacind beéZet prvnim dnem mésice ndsledujiciho po
doruceni vypovédi druhé smluvni strang. V piipad€ podstatného porusSeni smluvnich podminek
muze jakdkoli smluvni strana od smlouvy pisemné odstoupit. Odstoupeni od smlouvy nabyva
ucinnosti doruenim jeho pisemného ozndmeni druhé smluvni strané. Ukoncenim platnosti
smlouvy nejsou dotéena prava smluvnich stran na ndhradu ptipadné Skody.

4. V piipadé ukonceni platnosti této smlouvy se dodavatel zavazuje odvést na své naklady veskeré
zboZi umisténé v konsigna¢nim skladu a uvést prostor konsigna¢niho skladu do piivodniho
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stavu, nedohodnou-li se smluvni strany jinak. Odbératel se zavazuje v takovém piipad¢ zaplatit
ve stanovené splatnosti veSkeré jiZ dodané a pouZzité zboZi.

5. K datu nabyti G¢innosti této smlouvy dojde dle ujedndni smluvnich stran k ukonceni platnosti
smlouvy, resp. vSech ujedndni a zdvazkd, jejichZ pfedmét je shodny s predmétem této smlouvy
a které byly mezi smluvnimi stranami dojedndny pfed nabytim Gc¢innosti této smlouvy.

6. Dodavatel neni opravnén postoupit pohleddvku plynouci z této smlouvy tfeti osobé bez
pisemného souhlasu odbératele.

7. Dodavatel bere na védomi a souhlasi s tim, aby byla tato Smlouva v celém jejim rozsahu
(v€etné ptiloh) odbératelem uveifejnéna v registru smluv ve smyslu a podle zdkona ¢. 340/2015
Sb., o zvlastnich podminkdch wc¢innosti nékterych smluv, uvefejiiovini téchto smluv a o
registru smluv (zdkon o registru smluv), v platném znéni.

8. 'V pfipad¢, Ze mezi smluvnimi stranami dojde v souvislosti s touto smlouvou ke sporu, zavazuji
se smluvni strany k jeho feSeni smirnou cestou. Pokud tim nedojde k vyfeseni sporu, bude spor
feSen u vécné a mistné prislusného soudu v Ceské republice.

9. Smlouva a vSechny vztahy sni souvisejici se fidi Ceskym pravem, zejména zdkonem
¢. 89/2012 Sb., obcanskym zdkonikem, v platném znéni.

10. Tato smlouva se vyhotovuje ve 2 stejnopisech, z nichz kazdd smluvni strana obdrzi 1
vyhotoveni.

11. Smluvni strany prohlasuji, Ze si smlouvu pfecetly, s jejim znénim souhlasi a na dikaz toho
piipojuji jejich opravnéni zastupci své podpisy.

Ptiloha: 1) specifikace prostoru ur¢eného pro provoz konsigna¢niho skladu

2) podrobna specifikace zbozi ulozeného v konsigna¢nim skladu

3) cenova nabidka ze dne 29.10.2018
V Hradci Kralové 16.5.2019 V Praze 23.4.2019
Fakultni nemocnice Hradec Kréalové BIOTRONIK Praha spol. s r.o.
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Priloha ¢. 1 — Specifikace prostoru uré¢eného pro provoz konsignac¢niho skladu

podlahové/regélova plocha: 2 m2(bm)

mistnost €.: 4

budova ¢.: 10

nazev kliniky: I. Interni kardioangiologick4 klinika
nazev oddéleni: Kardiostimulace

aredl: Fakultni nemocnice Hradec Kralové, Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Kralové.



Pfiloha &. 2 - Podrobna specifikace zboZi ulozeného v konsignaénim skladu

Jednodutinové ICD

Intica 7 VR-T DX

MR kompatibilni jednodutinove ICD

s kompletni diagnostikou sini

Informace o produktu

= Complete atrial diagnostics
Umoznuje kompletni nahravani vsech sinovych udalosti

diky DX elektrodé.

= Closed Loop Stimulation [CLS)
Unikatni fyziologickd modulace srdelni frekvence
béhem fyzického a emocionalniho napéti.

= BIOTRONIK Home Monitoring®

Efektivni vzdalené sledovdani srdec¢niho selhani. Systém je
zaloZen na automatickych bezdratovych dennich
pfenosech. Umoznuje dfivéjsi zasah a vzdalené kontroly
jsou schvaleny U.S. FDA a CE notifikovanym orgdnem.

Informace k objednani

Model Konektory

Objem/véha

!\. Py
_ L8 ) al
Intica 7 VR-TOX

VVENDDR  Hame Monitering

| 1
Y wifoels
n:i@;‘ £ Lonuassl

'“-“:“W-‘ //

3

= ProMR|®")
UmoZnuje pacientdm podstoupit vySetfeni v magnetické
rezonanci za specifickych podminek.

= MRI AutoDetect
Zlepsuje diskriminaci SVT, aby se zabranilo neadekvatnim
terapiim. Nabizi moznost nastaveni citlivosti

diskriminacnich kritérii.

= MorphMatch

Improves SVT discrimination to prevent unnecessary
therapies and provides insight into discrimination
decision.

= Capture Control
Zvysuje bezpecnost pacientl a prodluzuje Zivotnost
pfistroje automatickou Upravou stimulacni amplitudy.

1] Pro jednotlivé kombinace MR zaFizeni si prosim prectéte manual “ProMRI® MR kompatibilni
zatizeni”

Rozméry Objednaci ¢islo

Intica 7 VR-T DX DF-1(2x), 1S-1 [2x

33 cm¥82 g

65 mm x 55 mm x 11 mm 404633

2> BIOTRONIK
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Intica 7 VR-T DX

Technical Data

Therapy and monitoring zones

Pacing parameters

Bradycardia

30 (5 .. 100 . (10) .. 160 bpm

AT/AF 100 ... (10) ... 250 bpm

VT1 OFF; 270 ... (10 ... 600 ms
VT2 OFF; 270 ... (10 ... 500 ms
VF OFF; 240 ... (10] ... 400 ms

Ventricular arrhythmia detection and redetectiol

n

Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensing (A] Std.; OFF

Sensor Accelerometer

MRI program OFF; ON; AUTO

VT detection criteria

Interval; SMART detection; Onset; Stability; MorphMatch

(if SMART: OFF); Sustained VT

Detection counter VT1 and VT2

For VT1:10... (2) ... 100; For VT2: 10 ... (2) ... 80

Expiration date (for AUTO)

Diagnostic functions

Adjustable to today’s date + 14 days

Redetection counter VT1 and VT2

ForVT1: 10 ... (2) ... 50; For VT2: 10 ... (2] ... 40

Recording episodes For AT/AF OFF; ON; Advanced ON

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30; 30 out of 40

Recording episodes For SVT OFF; ON

Recording episodes For nsVT OFF; ON

Periodic recording OFF; 30... (30) ... 120; 180 days (if Home Monitoring: OFF)

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

|EGM Holter 3 x 56 min (Far-field, Aand RV)

Fixed: 30 s; 5 s [when onset was fulfilled or at induced
episodes); 1 min for AT/AF episode if Advanced ON was

Length of prehistory

rogrammed

Onset [TSMART - OFF- OFF, 4 (4] . 32% oo

£ SMART = ON: 4 ... (4) .. 32 % Thorécnmmpedance (T OFF; ON
Stability [TSMART = OFF: OFF; £ 8 .. (4] .. 48 ms and Ehysicalparametens

+8 .. [4) .. £48% Telemetry RF (SafeSync), programming head

If SMART =ON: + 8... (4) .. £ 48 % Material Titanium
MorphMatch OFF; Monitoring; ON Battery 3.2V; 1520 mAh
MorphMatch threshold Std.; Low; High Longevity 9.2 years'!
Sustained VT OFF; 1...(1)...3;5; 10 ... (10) ... 30 min 1) RV: 2.5 /0.4 ms, 60 bpm, 500 Q; RV pacing: 15 %; 4 max. energy shocks/year;
SMART detection OFF; ON Home Monitoring: ON (daily transmission); diagnostics: ON
Tachycardia therapy (VT1/VT2 zone) Tests
Attempts OFF. 1..(1)..10 Different tests for Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),

B T S— Retrograde conduction, Rapid ventricular pacing
ATP type Burst; Ramp
Program sets

Number S1 1..01)...15
RST interval 70 (5] . 85.88.90. 95 % Programs Standard program; ProgramConsult; Individual program

ATP optimization

OFF; ON

Minimum ATP interval
Tachycardia therapy (VF zone)

200 ms (fixed)

ATP type [ATP One Shot]

OFF; Burst; Ramp

(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK Home Monitoring®

Early ATP delivery OFF; ON

Stability criterion 12 % [fixed)

Number S1 1..01)...15

R-S1 interval 70...(5) ... 85: 88; 90; 95 %

Cardioversion/defibrillation therapy

Transmitted data AF diagnostics; Heart Failure Monitor diagnostics;
Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;

ICD program parameters

ge types

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Trend message Triggered automatically once every 24 hours

Confirmation (in VT1, VT2, VF)

OFF; ON

Event message Triggered automatically after certain cardiac events

Polarity (in VT1, VT2, VF)

Normal; Reversed; Normal = alternating;
Reversed — alternating

Test message
Programmer settings

Triggered manually via programmer

Waveform (in VT1, VT2, VF]

Biphasic; Biphasic 2; Biphasic - alternating;
Biphasic 2 - alternating

Shock path (in VT1, VT2, VF)

RV - SVC+Can; RV - Can; RV - SVC

Home Monitoring OFF; ON
IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes OFF; ON

Energy of 1st shock
Energy of 2nd shock

OFF;2...(2) ... 20 ... (5) ... 40 J
OFF; 4 ...(2) ... 20 ... (5) ... 40 J

Ongoing atrial episode
Home Monitoring-supported follow-up

OFF; 6h:12h; 18 h

Post-shock mode

VI if permanent: WI(R), WI-CLS, OFF
VDI if permanent: VDD(R), VDI(R)

Remote Scheduling Enable; Disable

Post-shock pulse amplitude

7.5VI(RV)

Post-shock duration
Closed Loop Stimulation

OFF; 10°s; 30 s; 1 min; 2 min; 5 min; 10 min

HM follow-up intervals/alignment Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day

alignment

CLS mode

WI-CLS

Max. CLS rate

80 ... [10] ... 160 bpm

Intermediate HM follow-up Can be requested at any time via the Home Monitoring

Service Center

Extended CLS settings

= CLS response

Very low; Low; Medium; High; Very high

Transmitted data Periodic IEGM; Rate histogram (A, V]; Device settings and

statistics

m CLS resting rate control

OFF; +10 ... (10] ... +50 bpm

= Vp required
Pacing parameters

Yes; No

Mode

WI-CLS; WIR; WI; VDDR; VDIR; VDD; VDI; OFF; V0O

Pulse amplitude (RV)

05..(0.25..4.0..(05)..6.0;7.5V

Pulse width [RV)

0.4;05..(0.25] ... 1.5ms

Capture control [RV)

OFF; ATM; ON

Basic rate

30...(5)...100 ... (10) ... 160 bpm

u Rate hysteresis OFF; -5 . [-5) . -25 _(-20] .. 65 bpm
= Scan/Repetitive OFF; ON

 Night rate OFF; 30.... (5] ... 100 bpm

AV dynamics Low; Medium; High; Fixed; Individual

AV delay after sensing

15; 40 ... (5] ... 350 ms

AV hysteresis mode

OFF; Positive; Negative; IRSplus

= AV hysteresis mode (IRSplus) 400 ms (fixed)

u AV hysteresis mode [Positive) OFF; ON

Rate fading OFF; ON

Upper rate [UTR] 90 ...(10) ... 160 bpm

Mode switching (Mode)

VDI, VDIR if permanent: VDDR

= Intervention rate

OFF; 120 ... (10] ... 200 bpm

= Change of basic rate during MS

OFF; +5 ... (5] ... +30 bpm

= Post mode switching rate

OFF; +5 ... (5] ... +50 bpm

» Post mode switching duration 1...(1)...30 min

= Onset criterion/Resolution criterion 3..(1)...80outof 8

= Rate stabilization during mode switching OFF; ON

PVARP AUTO; 175 ... (25) ... 600 ms,
PMT detection/termination OFF; ON

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information.
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= Closed Loop Stimulation (CLS) = MorphMatch

= BIOTRONIK Home Monitoring®
= Capture Control

= MRI AutoDetect
I

Intica 7 VR-T DF-1(2x), 1S-1 [1x) 33cm3/82 g 65 mm x 55 mm x 11 mm 404634

Intica 7 VR-T DF4 (LLHH] (1x) 31cm3/81g 65 mm x b4 mm x 11 mm 404635
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Intica 7 VR-T

Technical Data

Therapy and monitoring zones

BIOTRONIK Home Monitoring®

Bradycardia

30 (5 .. 100 . (10) .. 160 bpm

V11 OFF; 270 ... (10 ... 600 ms
VT2 OFF; 270 ... (10) ... 500 ms
VF OFF; 240 ... (10] ... 400 ms

Ventricular arrhythmia detection and redetectiol

n

Transmitted data

Message types

Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;
ICD program parameters

Trend message

Triggered automatically once every 24 hours

VT detection criteria

Interval; Onset; Stability; MorphMatch; Sustained VT

Event message

Triggered automatically after certain cardiac events

Detection counter VT1 and VT2

For VT1: 10 ... (2) ... 100; For VT2: 10 ... (2] ... 80

Redetection counter VT1 and VT2

For VT1: 10 ... (2) ... 50; For VT2: 10 ... (2] ... 40

Test message
Programmer settings

Triggered manually via programmer

Detection counter VF 6 out of 8; 8 out of 12; 10 out of 14; 12 out of 1¢; Home Monitoring OFF: ON
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30; |IEGM for therapy episodes OFF; ON
24 out of 30; 30 out of 40 IEGM for monitoring episodes OFF; ON

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

Home Monitoring-supported follow-up

Remote Scheduling

Enable; Disable

Onset OFF; 4. [4)..32%
Stability OFF;+8..[4)..+48msand +8..(4) .. £48%
MorphMatch QFF; Monitoring; ON

MorphMatch threshold

Std.; Low; High

HM follow-up intervals/alignment

Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day
alignment

Sustained VT
Tachycardia therapy (VT1/VT2 zone)

OFF; 1...(1)...3; 5,10 ... (10) ... 30 min

Intermediate HM follow-up

Can be requested at any time via the Home Monitoring
Service Center

Transmitted data

Periodic IEGM; Rate histogram [V); Device settings and
statistics

Attempts OFF;1..(1)..10

ATP type Burst; Ramp

Number S1 1..00..15

R-S1 interval 70... (5] ... 85; 88; 90; 95 %
ATP optimization OFF; ON

Minimum ATP interval 200 ms (fixed)

Tachycardia therapy (VF zone)

ATP type (ATP One Shot]

OFF; Burst; Ramp

Early ATP delivery OFF; ON
Stability criterion 12 % [fixed)
Number S1 1..01)..15

R-STinterval
Cardioversion/defibrillation therapy

70 ... (5) ... 85; 88; 90; 95 %

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Confirmation (in VT1, VT2, VF)

OFF; ON

Polarity (in VT1, VT2, VF]

Normal; Reversed; Normal — alternating;
Reversed —> alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2; Biphasic - alternating;
Biphasic 2 - alternating

Shock path (in VT1, VT2, VF)

RV — SVC+Can; RV — Can; RV - SVC

Energy of 1st shock
Energy of 2nd shock

OFF;2...(2) .20 ... (5) ... 40 J
OFF; 4 ...(2) ... 20 ... (5) ... 40 J

Post-shock mode

VI if permanent: WI(R), WI-CLS, OFF

Post-shock pulse amplitude

75VI(RV)

Post-shock duration
Closed Loop Stimulation

OFF; 10°s; 30 s; 1 min; 2 min; 5 min; 10 min

CLS mode

WI-CLS

Max. CLS rate

80 ... (10) ... 160 bpm

Extended CLS settings

= CLS response

Very low; Low; Medium; High; Very high

= CLS resting rate control

OFF; +10 ... (10] ... +50 bpm

= Vp required
Pacing parameters

Yes; No

Mode

WVI-CLS; WIR; WI; OFF; VOO

Pulse amplitude [RV]

05..(0.25)...40..(05) ... 6.0; 7.5V

Pulse width [RV]

0.4;05...(0.25) ... 1.5 ms

Capture control [RV]

OFF; ATM; ON

Basic rate

30...(5)..100...(10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... (-20] ... -65 bpm

w Scan/Repetitive OFF; ON

= Night rate OFF; 30 ... (5] ... 100 bpm

Rate fading OFF; ON

Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensor Accelerometer

MRI program OFF; ON; AUTO

Expiration date [for AUTO]
Diagnostic functions

Adjustable to today's date + 14 days

Recording episodes For SVT

OFF; ON

Recording episodes For nsVT

OFF; ON

Periodic recording

OFF; 30 ... (30] ... 120; 180 days (if Home Monitoring: OFF]

IEGM Holter

2 x 56 min (Far-field, RV]

Length of prehistory

Fixed: 30 5; 5 s (when onset was fulfilled or at induced
episodes)

Thoracic impedance [TI)
Physical parameters

OFF; ON

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1520 mAh

Longevity 10.1 years!

1] RV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV pacing: 15 %; 4 max. energy shocks/year;
Home Monitoring: ON [daily transmission]; diagnostics: ON

Tests

Different tests for

Program sets

Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),

Rapid ventricular pacing

Programs

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

Standard program; ProgramConsult; Individual program

(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information.
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Intica 7 VR-T

Technical Data

Therapy and monitoring zones

BIOTRONIK Home Monitoring®

Bradycardia

30 (5 .. 100 . (10) .. 160 bpm

V11 OFF; 270 ... (10 ... 600 ms
VT2 OFF; 270 ... (10) ... 500 ms
VF OFF; 240 ... (10] ... 400 ms

Ventricular arrhythmia detection and redetectiol

n

Transmitted data

Message types

Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;
ICD program parameters

Trend message

Triggered automatically once every 24 hours

VT detection criteria

Interval; Onset; Stability; MorphMatch; Sustained VT

Event message

Triggered automatically after certain cardiac events

Detection counter VT1 and VT2

For VT1: 10 ... (2) ... 100; For VT2: 10 ... (2] ... 80

Redetection counter VT1 and VT2

For VT1: 10 ... (2) ... 50; For VT2: 10 ... (2] ... 40

Test message
Programmer settings

Triggered manually via programmer

Detection counter VF 6 out of 8; 8 out of 12; 10 out of 14; 12 out of 1¢; Home Monitoring OFF: ON
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30; |IEGM for therapy episodes OFF; ON
24 out of 30; 30 out of 40 IEGM for monitoring episodes OFF; ON

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

Home Monitoring-supported follow-up

Remote Scheduling

Enable; Disable

Onset OFF; 4. [4)..32%
Stability OFF;+8..[4)..+48msand +8..(4) .. £48%
MorphMatch QFF; Monitoring; ON

MorphMatch threshold

Std.; Low; High

HM follow-up intervals/alignment

Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day
alignment

Sustained VT
Tachycardia therapy (VT1/VT2 zone)

OFF; 1...(1)...3; 5,10 ... (10) ... 30 min

Intermediate HM follow-up

Can be requested at any time via the Home Monitoring
Service Center

Transmitted data

Periodic IEGM; Rate histogram [V); Device settings and
statistics

Attempts OFF;1..(1)..10

ATP type Burst; Ramp

Number S1 1..00..15

R-S1 interval 70... (5] ... 85; 88; 90; 95 %
ATP optimization OFF; ON

Minimum ATP interval 200 ms (fixed)

Tachycardia therapy (VF zone)

ATP type (ATP One Shot]

OFF; Burst; Ramp

Early ATP delivery OFF; ON
Stability criterion 12 % [fixed)
Number S1 1..01)..15

R-STinterval
Cardioversion/defibrillation therapy

70 ... (5) ... 85; 88; 90; 95 %

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Confirmation (in VT1, VT2, VF)

OFF; ON

Polarity (in VT1, VT2, VF]

Normal; Reversed; Normal — alternating;
Reversed —> alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2; Biphasic - alternating;
Biphasic 2 - alternating

Shock path (in VT1, VT2, VF)

RV — SVC+Can; RV — Can; RV - SVC

Energy of 1st shock
Energy of 2nd shock

OFF;2...(2) .20 ... (5) ... 40 J
OFF; 4 ...(2) ... 20 ... (5) ... 40 J

Post-shock mode

VI if permanent: WI(R), WI-CLS, OFF

Post-shock pulse amplitude

75VI(RV)

Post-shock duration
Closed Loop Stimulation

OFF; 10°s; 30 s; 1 min; 2 min; 5 min; 10 min

CLS mode

WI-CLS

Max. CLS rate

80 ... (10) ... 160 bpm

Extended CLS settings

= CLS response

Very low; Low; Medium; High; Very high

= CLS resting rate control

OFF; +10 ... (10] ... +50 bpm

= Vp required
Pacing parameters

Yes; No

Mode

WVI-CLS; WIR; WI; OFF; VOO

Pulse amplitude [RV]

05..(0.25)...40..(05) ... 6.0; 7.5V

Pulse width [RV]

0.4;05...(0.25) ... 1.5 ms

Capture control [RV]

OFF; ATM; ON

Basic rate

30...(5)..100...(10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... (-20] ... -65 bpm

w Scan/Repetitive OFF; ON

= Night rate OFF; 30 ... (5] ... 100 bpm

Rate fading OFF; ON

Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensor Accelerometer

MRI program OFF; ON; AUTO

Expiration date [for AUTO]
Diagnostic functions

Adjustable to today's date + 14 days

Recording episodes For SVT

OFF; ON

Recording episodes For nsVT

OFF; ON

Periodic recording

OFF; 30 ... (30] ... 120; 180 days (if Home Monitoring: OFF]

IEGM Holter

2 x 56 min (Far-field, RV]

Length of prehistory

Fixed: 30 5; 5 s (when onset was fulfilled or at induced
episodes)

Thoracic impedance [TI)
Physical parameters

OFF; ON

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1520 mAh

Longevity 10.1 years!

1] RV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV pacing: 15 %; 4 max. energy shocks/year;
Home Monitoring: ON [daily transmission]; diagnostics: ON

Tests

Different tests for

Program sets

Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),

Rapid ventricular pacing

Programs

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

Standard program; ProgramConsult; Individual program

(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information.
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Dvoudutinové ICD

Intica 7/ DR-T

MR kompatibilni dvoudutinové ICD

Informace o produktu

= Closed Loop Stimulation (CLS])
Unikatni fyziologickd modulace srdecni frekvence
béhem fyzického a emocionalniho napéti.

= BIOTRONIK Home Monitoring®
Efektivni vzdalené sledovani srdec¢niho selhani. Systém je

W
Intica 7 DR-T Intica 7 DR-T
VDE-DODR.  Home Monitaring VDE-DODR  Homme Menitoring
I wfoe)s = 0
§ Xijoe 5 G Lobyians *lo £ uopvanso
AL

@ X w -]

= Capture Control
Zvysuje bezpecnost pacientl a prodluzuje Zivotnost
pfistroje automatickou Upravou stimulacni amplitudy.

= Automatické sinové terapie
Automatické dodani sinovych terapii pri feseni AT/AF

zaloZen na automatickych bezdratovych dennich epizod.

prenosech. Umoznuje drivéjsi zasah a vzdalené kontroly

jsou schvaleny U.S. FDA a CE notifikovanym organem.

= ProMRI®V

UmoZnuje pacientdm podstoupit vySetfeni v magnetické

rezonanci za specifickych podminek.

= MRI AutoDetect

Pomoci automatické detekce MRI prostredi se

zjednodusuji pracovni postupy a zkracuje se Cas, po ktery

je ICD v rezimu MRI.

11 Pro jednotlivé kombinace MR zafizeni si prosim prectéte manual “ProMRI® MR kompatibilni zafizeni“

Informace k objednani
Model Konektory Objem/véaha Rozméry Objednaci ¢islo
Intica 7 DR-T DF-1(2x], 1S-1 (2x] 33cmd/82 g 5 mm =55 mm x 11 mm 404631
Intica 7 DR-T DF4 [LLHH) (1x]), 1S-1 [1x) 32cm3/82 g 65 mm x 56 mm x 11 mm 404632

@ BIOTRONIK
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Intica 7 DR-T

Technical Data

Therapy and monitoring zones

Pacing parameters

Bradycardia

30 (5 .. 100 . (10) .. 160 bpm

Vp suppression OFF or ON [only in the modes DDDR-ADIR and DDD-ADI)

AT/AF 100 ... (10) ... 250 bpm = Pacing suppression 1...(1)... 8 consecutive Vs
VT1 OFF; 270 ... (10 ... 600 ms = Pacing support 1...(1)... 4 outof 8 cycles
VT2 OFF; 270 ... (10) ... 500 ms Rate fading OFF; ON

VF OFF; 240 ... (10] ... 400 ms Upper rate (UTR) 90 ... (10 ... 160 bpm

Arrhythmia detection and redetection

Atrial upper rate OFF; 175; 200; 240 bpm

AT/AF detection criteria

Interval; Stability

Mode switching (Mode) VDI, VDIR; DDI, DDIR

VT detection criteria

Interval; Onset; Stability; MorphMatch (if SMART: OFF);

Sustained VT

= Intervention rate OFF; 120 ... (10) ... 200 bpm

Detection counter VT1 and VT2

For VT1: 10 ... (2) ... 100; For VT2: 10 ... (2) ... 80

= Change of basic rate during MS OFF; +5 ... (5) ... +30 bpm

» Post mode switching rate OFF; +5 ... (5] ... +50 bpm

Redetection counter V1 and VT2 For VT1:10 .. (2] ... 50; For VI2: 10 . (2] ... 40 = Post mode switching duration T 0. 30mn
Detection counter VF 6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16; w Onset criterion/Resolution criterion 3..(1)..80utof8
;i out 0; gg ;g out 0; ié 20 outof 26; 22 out of 30: = Rate stabilization during mode switching ___ OFF; ON
Redetect ter VF 6 Dtu‘?s 5 10:”1; 100ut of 14; 12 out of 16 PVARe AUTO 175 .. [29] . 600 me
edetection counter outor g; 5 out o H out o o out o i
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30; PMT detection/termination OFF; ON
24 out of 30 Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
Onset [FSMART = OFF: OFF: 4 . (4] . 32% \:mFaSm—eEsr\ehﬂasnrfed Z;i‘e;se\tr:\ty, Individually program-
If SMART = ON: 4 ... (4) .. 32 % s m e or
Stability If SMART = OFF: OFF; 8 ... (4] ... + 48 ms and ensing td;
8. 4) . +48% Sensor Accelerometer
If SMART =ON: + 8... (4] ... + 48 % MRI program OFF; ON; AUTO
MorphMatch OFF; Monitoring; ON Expiration date (for AUTO) Adjustable to today's date + 14 days
MorphMatch threshold Std.; Low; High Diagnostic functions
Sustained VT OFF:1..[1)...3;5:10.... (10 ... 30 min Recording episodes For AT/AF OFF; ON; Advanced ON
SMART detection OFF; ON Recording episodes For SVT OFF; ON
Tachycardia therapy (AT/AF zone) Recording episodes For nsVT OFF; ON
AT therapy OFF: Burst; Ramp Periodic recording OFF; 30 ... (30] ... 120; 180 days (if Home Monitoring: OFF]
= Backup mode OFF: Wi IEGM Holter 3 x 60 min [Far-field, A and RV)
AF therapy OFF; HF burst Length of prehistory Fixed: 30 s; 5 s [when onset was fulfilled or at induced
= Rate 10 ... (5) ... 40 Hz episodes); 1 min for AT/AF episode if Advanced ON was
= Duration 2..(1)..10s programmed
= Backup mode OFF; VOO Thoracic impedance (TI) QFF; ON
Backup stimulation OFF; 70; 90 bpm Physical parameters
Atrial therapy [NIPS] Programmed stimulation; Burst pacing Telemetry RF (SafeSync), programming head
Tachycardia therapy (VT1/VT2 zone) Material Titanium
Attempts OFF; 1..(1).. 10 Battery 3.2V; 1520 mAh
ATP type Burst; Ramp Longevity 8.5 years!)
Number S1 1..(1)..15 1) RA, RV: 2.5 V/0.4 ms, 60 bpm, 500 Q; RV pacing: 15 %, RA pacing: 50 %; 4 max. energy shocks/year;
R-S1 interval 70 ... (5) ... 85; 88; 90; 95 % Home Monitoring: ON (daily transmission); diagnostics: ON
ATP optimization OFF; ON Tests
Minimum ATP interval 200 ms [fixed) Different tests for Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),

Tachycardia therapy (VF zone)

ATP type [ATP One Shot)

OFF; Burst; Ramp

Retrograde conduction, Atrial NIPS, Rapid ventricular
pacing
Program sets

Early ATP delivery OFF; ON

Stability criterion 12 % [fixed)

Number S1 1..01)..15

R-S1interval 70 ...(5) ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Number of shocks

For VT zones: OFF; 1;2; 6 or 8
For the VF zone: 6 or 8

Programs Standard program; ProgramConsult; Individual program
(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK Home Monitoring®

Confirmation (in VT1, VT2, VF]

OFF; ON

Polarity (in VT1, VT2, VF)

Normal; Reversed; Normal = alternating;
Reversed = alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2; Biphasic —> alternating;
Biphasic 2 - alternating

Transmitted data AF diagnostics; Heart Failure Monitor diagnostics;
Detection and therapy counters; Statistics;

Lead measurement values; Battery and system status;
ICD program parameters

Message types

Shock path (in VT1, VT2, VF)

RV = SVC+Can; RV - Can; RV - SVC

Trend message Triggered automatically once every 24 hours

Energy of 1st shock
Energy of 2nd shock

OFF;2..(2)..20 ... (5)...40J
OFF; 4 ..(2)..20...(5)...40 J

Event message Triggered automatically after certain cardiac events

Test message Triggered manually via programmer

Post-shock mode WI; DDI; VDI Programmer settings

Post-shock pulse amplitude 7.5V RV, RA Home Monitoring OFF; ON
Post-shock duration OFF; 10's; 30 s; 1 min; 2 min; 5 min; 10 min IEGM for therapy episodes OFF; ON
Closed Loop Stimulation IEGM for monitoring episodes QOFF; ON

CLS mode

DDD-CLS; WI-CLS

Max. CLS rate

80 ... (10) ... 160 bpm

Ongoing atrial episode OFF; 6h;12h; 18 h

Home Monitoring-supported follow-up

Extended CLS settings

Remote Scheduling Enable; Disable

u CLS response

Very low; Low; Medium; High; Very high

= CLS resting rate control

OFF; +10 ... (10] ... +50 bpm

= Vp required
Pacing parameters

Yes; No

HM follow-up intervals/alignment Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day

alignment

Mode

DDDR-ADIR; DDD-ADI; DDD-CLS; DDDR; DDD; DDIR;
DDI; WI-CLS; WIR; WI; VDDR; VDIR; VDD; VDI; AAIR;
AAl; OFF; V0O; D00

Intermediate HM follow-up Can be requested at any time via the Home Monitoring

Service Center

Pulse amplitude (A, RV]

05..(0.25)...4.0...(0.5) ... 6.0; 7.5V

Transmitted data Periodic IEGM; Rate histogram (A, V]; Device settings and

statistics

Pulse width (A, RV)

0.4;05...(0.25) ... 1.5 ms

Capture control [A, RV]

OFF; ATM; ON

Basic rate

30...(5)...100 ... (10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... (-20) ... -65 bpm

= Scan/Repetitive

OFF; ON

= Night rate

OFF; 30 ... (5] ... 100 bpm

AV dynamics

Low; Medium; High; Fixed; Individual

AV delay after pacing and sensing

15;40 ... (5]...350 ms

Sense compensation

OFF;-5...(-5) ...-120 ms

AV hysteresis mode

OFF; Positive; Negative; IRSplus

= AV hysteresis mode [IRSplus)

400 ms (fixed)

u AV hysteresis mode [Positive)

© BIOTRONIK SE & Co. KG

All rights reserved.

Specifications are subject to modifi-
cation, revision and improvement.

OFF; ON

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information.
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Intica 7 HF-T

MR kompatibilni CRT-D

Informace o produktu

m LV VectorOpt
Umoznuje sekvencni nebo simultanni stimulaci
s rlznymi stimulacnimi vektory v levé komore.

= DX Option
Umoznuje pouziti méné intrakardialnich elektrod. Neni
nutné zavadét sifiovou elektrodu diky DX konceptu.

= Closed Loop Stimulation (CLS)
Unikatni fyziologickd modulace srde¢ni frekvence
béhem fyzického a emocionalniho napéti.

= BIOTRONIK Home Monitoring®

Efektivni vzdalené sledovani srdecniho selhani. Systém
je zalozen na automatickych bezdratovych dennich
pfenosech. UmoZniuje dFivéjsi zasah a vzdalené
kontroly jsou schvéleny U.S. FDA a CE notifikovanym
organem.

Informace k objednani

CRT-D

Intica T HF-T p Intica 7 HF-T

VOE-DOORY  Home Meritseing VDE-DODRY  Heme Monfluriog
AN ~
w08l b (o] s |
ijoo|y Easro? o | L e /
.””,o.mm . L .Mmlm“"

= ProMRI®"
UmoZnuje pacientlim podstoupit vySetreni
v magnetické rezonanci za specifickych podminek.

= MRI AutoDetect

Pomoci automatické detekce MRI prostredi se
zjednodusuji pracovni postupy a zkracuje se ¢as, po
ktery je ICD v rezimu MRI.

m Capture Control
Zvysuje bezpecnost pacientll a prodluzZuje Zivotnost
pfistroje automatickou Upravou stimulaéni amplitudy.

1) Pro jednotlivé kombinace MR zafizeni si prosim pfectéte manual “ProMRI® MR kompatibilni zaFizeni”

Model Konektory Objem/véha Rozméry Objednaci ¢islo
Intica 7 HF-T DF-1(2x], 1S-1 (3x) 34 cm3/83 g 65 mm x 58.5 mm x 11 mm 404627
Intica 7 HF-T DF4 (LLHH] (1x], 1S-1 (2x) 33cm¥/82g 65 mm x 56 mm = 11 mm 404628

> BIOTRONIK

excellence for life
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Intica 7 HF-T

Technical Data

Therapy and monitoring zones

Pacing parameters

Bradycardia

30...(5)..100 ... [10) ... 160 bpm

Rate fading

OFF; ON

AT/AF 100 ... (10) ... 250 bpm Upper rate (UTR) 90 ... (10) ... 160 bpm

VT1 OFF; 270 ... (10) ... 600 ms Atrial upper rate OFF; 175; 200; 240 bpm
VT2 OFF; 270 ... [10) ... 500 ms Mode switching (Mode) VDI, VDIR; DDI, DDIR

VF OFF; 240 ... (10) ... 400 ms = Intervention rate OFF; 120 ... (10) ... 200 bpm
Arrhythmia detection and redetection = Ventricular pacing RV; BiV

AT/AF detection criteria

Interval; Stability

= Change of basic rate during MS

OFF; +5 ... (5) ... +30 bpm

VT detection criteria

Interval; Onset; Stability; MorphMatch [if BiV: OFF,
if SMART: OFF); Sustained VT

= Post mode switching rate

OFF; +5 ... (5] ... +50 bpm

Detection counter VT1 and VT2

For VT1: 10 ... (2] ... 100; For VT2: 10.... (2] ... 80

Redetection counter VT1 and VT2

For VT1:10 ... (2) ... 50; For VT2: 10 ... (2) ... 40

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30; 30 out of 40

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

» Post mode switching duration 1..(1)...30 min

» Onset criterion/Resolution criterion 3..(1)..80utof 8

= Rate stabilization during mode switching OFF; ON

PVARP AUTO; 175 ... (25) ... 600 ms
PMT detection/termination OFF; ON

Ventricular pacing RV; BiV; LV

LV T-wave protection OFF; ON

Triggering

OFF; RVs; RVs+PVC

Maximum trigger rate (DDD-CLS; DDDI(RJ;
VDDIR))

UTR +20; 90 ... (10) ... 160 bpm

Maximum trigger rate (DDI(R); VDI(R]; WI-CLS;

90 ... (10) ... 160 bpm

WIR))

W delay after Vp 0.5 .. 100ms
Initially paced chamber RV; LV

Pacing polarity (LV) 5 vectors
Sensing polarity (LV) 2 vectors

Onset If SMART = OFF: OFF; 4 ... (4) ... 32 %
If SMART = ON: 4 ... [4) ... 32 %

Stability If SMART = OFF: OFF; + 8 ... (4] ... = 48 ms and
£8..(4) . +48%
If SMART = ON: + 8... (4) .. + 48 %

MorphMatch OFF; Monitoring; ON

MorphMatch threshold Std.; Low; High

Sustained VT OFF; 1..(1)...3;5;10...(10) ... 30 min

SMART detection OFF; ON

Tachycardia therapy (AT/AF zone)

AT therapy OFF; Burst; Ramp

w Backup mode OFF; Wi

AF therapy OFF; HF burst

= Rate 10...(5)... 40 Hz

= Duration 2..(1)..10s

= Backup mode OFF; V0O

Sensing [RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensing [LV) Std.; OFF; Individual

Sensing (A) Std.; OFF

DX sensing OFF; ON

Sensor Accelerometer

MRI program OFF; ON; AUTO

Backup stimulation

OFF; 70; 90 bpm

Atrial therapy (NIPS)
Tachycardia therapy (VT1/VT2 zone)

Programmed stimulation; Burst pacing

Expiration date (for AUTO)

Diagnostic functions

Adjustable to today's date + 14 days

Recording episodes For AT/AF

OFF; ON; Advanced ON

Recording episodes For SVT OFF; ON
Recording episodes For nsVT OFF; ON
Periodic recording OFF; 30... (30) ... 120; 180 days [if Home Monitoring: OFF)

IEGM Holter

3 x 60 min (3 channels according to IEGM configuration)

Attempts OFF;1..(1)..10

ATP type Burst; Ramp

Number S1 1..01..15

R-S1 interval 0...(5) ... 85;88; 90; 95 %
Ventricular pacing RV; LV; BiV

ATP optimization OFF; ON

Minimum ATP interval 200 ms [fixed)

Tachycardia therapy (VF zone)

Length of prehistory

Fixed: 30 s; 5 s (when onset was fulfilled or at induced
episodes); 1 min for AT/AF episode if Advanced ON was
programmed

ATP type (ATP One Shot)

OFF; Burst; Ramp

Thoracic impedance (Tl)
Physical parameters

OFF; ON

Early ATP delivery OFF; ON

Stability criterion 2 % [fixed)

Number S1 1..01..15

R-S1interval 70...(5) ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1730 mAh

Longevity 7.6 years'

7] RA, RV, LV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV pacing, LV pacing: 100 %, RA pacing

15 %; 4 max. energy shocks/year;

Home Monitoring: ON (daily transmission); diagnostics: ON

Tests

Confirmation (in VT1, VT2, VF)

OFF; ON

Polarity (in VT1, VT2, VF)

Normal; Reversed; Normal = alternating;
Reversed - alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2; Biphasic - alternating;
Biphasic 2 - alternating

Different tests for

Program sets

Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),
Retrograde conduction, Atrial NIPS, Rapid ventricular
pacing

Shock path (in VT1, VT2, VF]

RV - SVC+Can; RV - Can; RV - SVC

Programs

Standard program; ProgramConsult; Individual program
(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK Home Monitoring®

Energy of 1st shock OFF;2...(2)...20 ... 5] ... 40 J

Energy of 2nd shock OFF; 4...(2)...20 ... (5) ... 40 J

Post-shock mode WI; DDI; VDI

Post-shock pulse amplitude 7.5V [RV, RA), permanent [LV)

Post-shock duration OFF; 10's; 30 s; 1 min; 2 min; 5 min; 10 min
Post-shock ven. pacing RV; BiV

Closed Loop Stimulation

CLS mode

DDD-CLS; WI-CLS

Max. CLS rate

0 ... (10) ... 160 bpm

Transmitted data

Message types

AF diagnostics; Heart Failure Monitor diagnostics;
Detection and therapy counters; Statistics; Lead
measurement values; Battery and system status; ICD
program parameters

Extended CLS settings

Trend message

Triggered automatically once every 24 hours

u CLS response

Very low; Low; Medium; High; Very high

Event message

Triggered automatically after certain cardiac events

u CLS resting rate control

OFF; +10 ... (10) ... +50 bpm

= Vp required
Pacing parameters

Yes

Test message
Programmer settings

Triggered manually via programmer

Mode

DDDR-ADIR; DDD-ADI; DDD-CLS; DDDR; DDD; DDIR;
DDI; WI-CLS; WIR; WI; VDDR; VDIR; VDD; VDI; AAIR;
AAIl; OFF; V0O; D00

Home Monitoring OFF; ON
IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes OFF; ON

Pulse amplitude (A, RV, LV)

0.5..(0.25)...4.0...(0.5) ... 6.0; 7.5V

Ongoing atrial episode
Home Monitoring-supported follow-up

OFF; 6h;12h; 18 h

Pulse width (A, RV, LV)

0.4;05...(0.25) ... 1.5 ms

Remote Scheduling

Enable; Disable

Capture control (A, RV, LV)

OFF; ATM; ON

Basic rate

30...(5)...100 ... (10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5 ... -25 ... (-20) ... -65 bpm

w Scan/Repetitive

OFF; ON

HM follow-up intervals/alignment

Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day
alignment

Intermediate HM follow-up

Can be requested at any time via the Home Monitoring
Service Center

 Night rate OFF; 30 ... (5] . 100 bpm

AV dynamics Low; Medium; High; Fixed; Individual
AV delay after pacing and sensing 15; 40 ... [5) ... 350 ms

Sense compensation OFF; -5 ... (-5) ... -120 ms

Transmitted data

Periodic IEGM; Rate histogram (A, V]; Device settings and
statistics

AV hysteresis mode

OFF; Positive; Negative

Vp suppression

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

OFF or ON [only in the modes DDDR-ADIR and DDD-ADI)

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of

the device for further technical information.
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Informace o produktu

= LV VectorOpt = Automaticka monitorace praht
UZivatelsky pfivétivé rozhrani pro testovani LV elektrody. UmoZiuje vzdalené vyhodnocovani stimulaéni hodnoty
Zjednodusuje vybér optimalniho stimulaéniho vektoru. komorovych prahd.

= BIOTRONIK Home Monitoring® = DF-4 konektor
Efektivni vzdalené sledovani srdecniho selhani. Systém Zjednodusuje a zkracuje implanta¢ni proceduru
je zalozen na automatickych bezdratovych dennich a snizuje material v kapse pro pfistroj.

pfenosech. UmoZiuje dFivéjsi zdsah a vzdalené
kontroly jsou schvaleny U.S. FDA a CE notifikovanym
organem.

Informace k objednani

Model Konektory Objem/véaha Rozmeéry Objednaci ¢islo
Inlexa 3 HF-T DF-1(2x), 1S-1 (3x) 34 cm3/83 g 65 mm x 58.5 mm x 11 mm 404699
Inlexa 3 HF-T DF4 [LLHH] [1x), 1S-1 [2x] 33cm¥/82g 65 mm x 56 mm x 11 mm 404700

2> BIOTRONIK

excellence for life
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Inlexa 3 HF-T

Technical Data

Therapy and monitoring zones

Diagnostic functions

Bradycardia 30...(5)...100 ... (10) ... 160 bpm Recording episodes For AT/AF OFF; ON
AT/AF 100 ... (10) ... 250 bpm Recording episodes For SVT OFF; ON
VT1 OFF; 270 ... (10) ... 600 ms Recording episodes For nsVT QOFF; ON
VT2 OFF; 270 ... (10) ... 500 ms Periodic recording OFF; 30... (30) ... 120; 180 days (if Home Monitoring: OFF)
VF OFF; 240 ... (10] ... 400 ms IEGM Holter 3x 56 min (3 channels according to IEGM configuration)

Ventricular arrhythmia detection and redetection

VT detection criteria

Interval; SMART detection; Onset; Stability; MorphMatch
(if BiV: OFF, if SMART: OFF); Sustained VT

Detection counter VT1 and VT2

For VT1: 10 ... (2) ... 100; For VT2: 10 ... (2] ... 80

Fixed: 30 s; 5 s (when onset was fulfilled or at induced
episodes); 1 min for AT/AF episode if Advanced ON was
programmed

Length of prehistory

Physical parameters

Redetection counter VT1 and VT2

For VT1:10 ... (2) ... 50; For VT2: 10 ... (2) ... 40

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 1¢;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30; 30 out of 40

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1520 mAh

Longevity 6.6 years'

1] RA, RV, LV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV pacing, LV pacing: 100 %, RA pacing: 15 %; 4 max. energy shocks/year;

Home Monitoring: ON [daily transmission); diagnostics: ON
Tests

Different tests for Impedance, Sensing, Pacing threshold, DFT (EPE/ATP),

Retrograde conduction, Rapid ventricular pacing

Standard program; ProgramConsult; Individual program
(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK Home Monitoring®

Transmitted data AF diagnostics; Heart Failure Monitor diagnostics;
Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;

ICD program parameters

ge types

Trend message Triggered automatically once every 24 hours

Onset If SMART = OFF: OFF; 4 ... (4)...32 %
If SMART = ON: 4 ... (4) ... 32 %
Stability If SMART = OFF: OFF; + 8 ... (4] .. + 48 ms and Program sets
+8 .. (4) .. +48%
If SMART = ON: £ 8... [4) ... + 48 % Programs
MorphMatch OFF; Monitoring; ON
MorphMatch threshold Std.; Low; High
Sustained VT OFF; 1...(1)...3;5;10...(10) ... 30 min
SMART detection OFF; ON
Tachycardia therapy (VT1/VT2 zone)
Attempts OFF;1..(1]..10
ATP type Burst; Ramp
Number S1 1..01)...15
R-S1interval 70 ...(5) ... 85; 88; 90; 95 % i
Ventricular pacing RV; LV; BiV
ATP optimization OFF; ON
Minimum ATP interval 200 ms (fixed)

Tachycardia therapy (VF zone)

Event message Triggered automatically after certain cardiac events

ATP type [ATP One Shot)

OFF; Burst; Ramp

Test message
Programmer settings

Triggered manually via programmer

Stability criterion 12 % [fixed)
Number S1 1..01)..15
R-S1 interval 70 ... 5] ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Hore Monitoring OFF; ON
IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes OFF; ON

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Ongoing atrial episode OFF; 6h;12h; 18 h

Home Monitoring-supported follow-up

Remote Scheduling Enable; Disable

Confirmation [in VT1, VT2, VF]

OFF; ON

Polarity (in VT1, VT2, VF]

Normal; Reversed; Normal = alternating

Waveform (in VT1, VT2, VF]

Biphasic; Biphasic 2

HM follow-up intervals/alignment Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day

alignment

Shock path (in VT1, VT2, VF)

RV - SVC+Can; RV = Can; RV > SVC

Energy of 1st shock
Energy of 2nd shock

OFF;2...(2) .20 ... (5) ... 40 J
OFF; 4 ...(2) .20 ... (5) ... 40 J

Can be requested at any time via the Home Monitoring
Service Center

Intermediate HM follow-up

Post-shock mode

WI; DDI; VDI

Transmitted data Periodic IEGM; Rate histogram (A, V}; Device settings and

statistics

Post-shock pulse amplitude

7.5V [RV, RA), permanent (LV)

Post-shock duration

OFF; 10°s; 30 s; 1 min; 2 min; 5 min; 10 min

Post-shock ven. pacing

Pacing parameters

RV; BiV

Mode

DDDR; DDD; DDIR; DDI; WIR; WI; VDDR; VDIR; VDD;
VDI; AAIR; AAI; OFF; V00; D00

Pulse amplitude (A, RV, LV]

05..(0.25)...40..(05) ... 6.0; 7.5V

Pulse width [A, RV, LV]

0.4;05...(0.25) ... 1.5 ms

Capture control [A, RV, LV]

OFF; ATM

Basic rate

30...(5)..100...(10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... [-20] ... -65 bpm

w Scan/Repetitive

OFF; ON

= Night rate

OFF; 30 ... (5] ... 100 bpm

AV dynamics

Low; Medium; High; Fixed; Individual

AV delay after pacing and sensing

15;40 ... [5]...350 ms

Sense compensation

OFF;-5...(-5] ... -120 ms

AV hysteresis mode

OFF; Positive; Negative

Upper rate [UTR]

90...(10] ... 160 bpm

Atrial upper rate

QFF; 175; 200; 240 bpm

Mode switching (Mode)

VDI, VDIR; DDI, DDIR

= Intervention rate

OFF; 120 ... (10] ... 200 bpm

m Ventricular pacing

RV; BiV

= Change of basic rate during MS

OFF; +5 ... (5] ... +30 bpm

= Post mode switching rate

OFF; +5 ... [5) ... +50 bpm

= Post mode switching duration

1...(1)...30 min

w Onset criterion/Resolution criterion

3..(1)..80outof 8

PVARP

AUTO; 175 ... [25] ... 600 ms

PMT detection/termination OFF; ON
Ventricular pacing RV; BiV; LV
LV T-wave protection QOFF; ON

Triggering

OFF; RVs; RVs+PVC

W delay after Vp

0..(5)...100 ms

Initially paced chamber RV; LV
Pacing polarity [LV] 5 vectors
Sensing polarity [LV] 2 vectors

Sensing [RV] Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensing [LV] Std.; OFF; Individual

Sensing (A] Std.; OFF

Sensor Accelerometer

© BIOTRONIK SE & Co. KG

All rights reserved.

Specifications are subject to modifi-
cation, revision and improvement.

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information
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Jednodutinové ICD

Inlexa 3 VR-T

Jednodutinové ICD
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Informace o produktu

= BIOTRONIK Home Monitoring® = Automatické monitorace praht
Efektivni vzdalené sledovani srde¢niho selhani. Systém je Umozriuje vzdalené vyhodnocovani stimulaéni hodnoty
zaloZen na automatickych bezdratovych dennich komorovych praha.

pfenosech. Umoznuje dfivéjsi zasah a vzdalené kontroly

jsou schvaleny U.S. FDA a CE notifikovanym organem. = DF-4 konektor

Zjednodusuje a zkracuje implantacni proceduru
- - a snizuje material v kapse pro pfistroj.

= MorphMatch

ZlepSuje diskriminaci SVT, aby se zabranilo neadekvatnim

terapiim. Nabizi moZnost nastaveni citlivosti

diskriminacnich kritérii.

Informace k objednani

Model Konektory Objem/véaha Rozméry Objednaci ¢islo
Inlexa 3VR-T DF-1(2x), 1S-1 [1x) 33cm%/82 g 55 mm x 55 mm x 11 mm 404703
Inlexa 3 VR-T DF4 [LLHH) (1x) 31 cm¥/81g 65 mm x 54 mm x 11 mm 404704

2> BIOTRONIK

excellence for life
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Inlexa 3 VR-T

Technical Data

Therapy and monitoring zones

BIOTRONIK Home Monitoring®

Bradycardia

30 (5 .. 100 . (10) .. 160 bpm

V11 OFF; 270 ... (10 ... 600 ms
VT2 OFF; 270 ... (10) ... 500 ms
VF OFF; 240 ... (10] ... 400 ms

Ventricular arrhythmia detection and redetectiol

n

Transmitted data

Message types

Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;
ICD program parameters

Trend message

Triggered automatically once every 24 hours

VT detection criteria

Interval; Onset; Stability; MorphMatch; Sustained VT

Event message

Triggered automatically after certain cardiac events

Detection counter VT1 and VT2

For VT1:10... (2) ... 100; For VT2: 10 ... (2) ... 80

Redetection counter VT1 and VT2

For VT1: 10 ... (2) ... 50; For VT2: 10 ... (2] ... 40

Test message
Programmer settings

Triggered manually via programmer

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30; 30 out of 40

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

Home Monitoring OFF; ON
|IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes QOFF; ON

Home Monitoring-supported follow-up

Remote Scheduling

Enable; Disable

HM follow-up intervals/alignment

Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day
alignment

Intermediate HM follow-up

Can be requested at any time via the Home Monitoring
Service Center

Transmitted data

Periodic IEGM; Rate histogram [V); Device settings and
statistics

Onset OFF; 4..[4) ..32%

Stability OFF; +8..(4) ..+ 48msand +8 .. (4)..+48%
MorphMatch OFF; Monitoring; ON

MorphMatch threshold Std.; Low; High

Sustained VT OFF; 1...(1) ... 3; 5,10 ... (10) ... 30 min
Tachycardia therapy (VT1/VT2 zone)

Attempts OFF; 1..(1)...10

ATP type Burst; Ramp

Number S1 1..01)..15

R-S1 interval 70 ... (5) ... 85; 88; 90; 95 %

ATP optimization OFF; ON

Minimum ATP interval 200 ms (fixed)

Tachycardia therapy (VF zone)

ATP type [ATP One Shot)

OFF; Burst; Ramp

Stability criterion 12 % fixed)
Number S1 1..01)..15
R-S1interval 70 ...(5) ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Confirmation (in VT1, VT2, VF]

OFF; ON

Polarity (in VT1, VT2, VF]

Normal; Reversed; Normal - alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2

Shock path [in VT1, VT2, VF)

RV > SVC+Can; RV - Can; RV 5 SVC

Energy of 1st shock
Energy of 2nd shock

OFF;2..(2)..20 ... (5) .40 J
OFF; 4 ..(2)..20 ... (5)...40 J

Post-shock mode

WI if permanent: WIR], OFF

Post-shock pulse amplitude

75VIRV)

Post-shock duration

Pacing parameters

OFF; 10'5; 30 s; 1 min; 2 min; 5 min; 10 min

Mode

WVIR; VVI; OFF; VOO

Pulse amplitude (RV)

0.5..(0.25)...4.0...(0.5) ... 6.0, 7.5V

Pulse width [RV)

0.4;0.5...(0.25] ... 1.5ms

Capture control [RV)

OFF; ATM

Basic rate

30...(5)...100 ... (10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... (-20) ... -65 bpm

= Scan/Repetitive

QOFF; ON

= Night rate OFF; 30 ... (5) ... 100 bpm

Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensor Accelerometer

Diagnostic functions

Recording episodes For SVT OFF; ON

Recording episodes For nsVT OFF; ON

Periodic recording

OFF; 30 ... (30] ... 120; 180 days (if Home Monitoring: OFF]

IEGM Holter

2 x 56 min (Far-field, RV)

Length of prehistory

Physical parameters

Fixed: 30 s; 5 s (when onset was fulfilled or at induced
episodes)

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1520 mAh

Longevity 10.1 years!

1] RV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV pacing: 15 %; 4 max. energy shocks/year;
Home Monitoring: ON (daily transmission]; diagnostics: ON

Tests

Different tests for

Program sets

Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),

Rapid ventricular pacing

Programs

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

Standard program; ProgramConsult; Individual program

(1-3, individually programmable); First interrogated
program; Safe program

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information.
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Dvoudutinové ICD

Inlexa 3 DR-T

Dvoudutinové ICD

Informace o produktu

= BIOTRONIK Home Monitoring®

Efektivni vzdalené sledovani srde¢niho selhani. Systém je
zaloZen na automatickych bezdrdtovych dennich
prenosech. Umoznuje drivéjsi zasah a vzdalené kontroly
jsou schvaleny U.S. FDA a CE notifikovanym organem.

Informace k objednani

Inlexa 3DRT
VVE-DDDR  Home Menitoring
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Inlexa 3 DR-T
VVE-DODR  Home Monitacing
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= Automaticka monitorace praht

UmoZfuje vzdalené vyhodnocovani stimulacni hodnoty
komorovych prah.

= DF-4 konektor

Zjednodusuje a zkracuje implantacéni proceduru
a snizuje material v kapse pro pfistroj.

Model Konektory Objem/véha Rozméry Objednaci ¢islo
Inlexa 3 DR-T DF-1(2x], 1S-1 (2x) 33cm3/82q 65 mm x 55 mm = 11 mm 404701
Inlexa 3 DR-T DF4 (LLHH] (1x], 15-1 (1x) 32cm¥/82 g 65 mm x 56 mm x 11 mm 404702

2> BIOTRONIK

excellence for life
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Inlexa 3 DR-T

Technical Data

Therapy and monitoring zones

Diagnostic functions

Bradycardia 30...(5)...100 ... (10) ... 160 bpm Recording episodes For AT/AF OFF; ON

AT/AF 100 ... (10) ... 250 bpm Recording episodes For SVT OFF; ON

VT1 OFF; 270 ... (10) ... 600 ms Recording episodes For nsVT OFF; ON

VT2 OFF; 270 ... (10 ... 500 ms Periodic recording OFF; 30 ... (30] ... 120; 180 days (if Home Monitoring: OFF)
VF OFF; 240 ... (10] ... 400 ms IEGM Holter 3x 56 min (Far-field, A and RV)

Ventricular arrhythmia detection and redetectiol

n

VT detection criteria

Interval; SMART detection; Onset; Stability; MorphMatch

(if SMART: OFF); Sustained VT

Detection counter VT1 and VT2

For VT1:10... (2) ... 100; For VT2: 10 ... (2) ... 80

Fixed: 30 s; 5 s (when onset was fulfilled or at induced
episodes); 1 min for AT/AF episode if Advanced ON was
programmed

Length of prehistory

Physical parameters

Redetection counter VT1 and VT2

ForVT1: 10 ... (2) ... 50; For VT2: 10 ... (2] ... 40

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30; 30 out of 40

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;
16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;
24 out of 30

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1520 mAh

Longevity 8.5 years!!

1] RA, RV: 2.5 V/0.4 ms, 60 bpm, 500 Q; RV pacing: 15 %, RA pacing: 50 %; 4 max. energy shocks/year;

Home Monitoring: ON [daily transmission); diagnostics: ON
Tests

Different tests for Impedance, Sensing, Pacing threshold, DFT (EPE/ATP),
Retrograde conduction, Rapid ventricular pacing

Program sets

Programs Standard program; ProgramConsult; Individual program
(1-3, individually programmable); First interrogated

program; Safe program

BIOTRONIK Home Monitoring®

Onset If SMART = OFF: OFF; 4 ... (4)...32 %
If SMART = ON: 4 ... (4] ... 32 %

Stability If SMART = OFF: OFF; + 8 ... (4) .. + 48 ms and
+8 .. (4) .. +48%
If SMART = ON: + 8... (4] ... + 48 %

MorphMatch OFF; Monitoring; ON

MorphMatch threshold Std.; Low; High

Sustained VT OFF; 1...(1)...3;5;10 ... (10) ... 30 min

SMART detection OFF; ON

Tachycardia therapy (VT1/VT2 zone)

Attempts OFF; 1..(1)..10

ATP type Burst; Ramp

Number S1 1..01)...15

R-S1interval 70 ...(5) ... 85; 88; 90; 95 %

Transmitted data AF diagnostics; Heart Failure Monitor diagnostics;
Detection and therapy counters; Statistics;
Lead measurement values; Battery and system status;

ICD program parameters

ATP optimization

OFF; ON

ge types

Minimum ATP interval
Tachycardia therapy (VF zone)

200 ms (fixed)

Trend message Triggered automatically once every 24 hours

Event message Triggered automatically after certain cardiac events

ATP type [ATP One Shot]

OFF; Burst; Ramp

Test message
Programmer settings

Triggered manually via programmer

Stability criterion 12 % [fixed)
Number S1 1..01)...15
R-S1interval 70 ...(5) ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Home Monitoring OFF; ON
IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes OFF; ON

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Ongoing atrial episode OFF; 6h;12h; 18 h

Home Monitoring-supported follow-up

Confirmation (in VT1, VT2, VF]

OFF; ON

Remote Scheduling Enable; Disable

Polarity (in VT1, VT2, VF)

Normal; Reversed; Normal - alternating

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2

Shock path (in VT1, VT2, VF)

RV = SVC+Can; RV - Can; RV — SVC

HM follow-up intervals/alignment Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day

alignment

Energy of 1st shock
Energy of 2nd shock

OFF;2..(2)..20...(5) .40 J
OFF; 4 ..(2)..20...(5)...40 J

Intermediate HM follow-up Can be requested at any time via the Home Monitoring

Service Center

Post-shock mode

WVI; DDI; VDI

Post-shock pulse amplitude

7.5V RV, RA)

Transmitted data Periodic IEGM; Rate histogram (A, V}; Device settings and

statistics

Post-shock duration

Pacing parameters

OFF; 10°5; 30 s; 1 min; 2 min; 5 min; 10 min

Mode DDDR; DDD; DDIR; DDI; WIR; WI; VDDR; VDIR; VDD;
VDI; AAIR; AAI; OFF; VOO; DOO

Pulse amplitude (A, RV) 0.5..(0.25)...4.0...(0.5) ... 6.0, 7.5V

Pulse width (A, RV) 0.4;05...(0.25) ... 1.5ms

Capture control [A, RV) OFF; ATM

Basic rate 30...(5)...100 ... (10) ... 160 bpm

= Rate hysteresis

OFF; -5 ... (-5) ... -25 ... (-20) ... -65 bpm

u Scan/Repetitive

OFF; ON

 Night rate OFF; 30 ... (5] ... 100 bpm

AV dynamics Low; Medium; High; Fixed; Individual
AV delay after pacing and sensing 15; 40 ... (5]...350 ms

Sense compensation OFF; -5...(-5) ... -120 ms

AV hysteresis mode OFF; Positive; Negative; IRSplus

= AV hysteresis mode (IRSplus) 400 ms (fixed)

u AV hysteresis mode (Positive) OFF; ON

Upper rate (UTR]

90 ... (10) ... 160 bpm

Atrial upper rate

OFF; 175; 200; 240 bpm

Mode switching (Mode]

VDI, VDIR; DDI, DDIR

= Intervention rate

OFF; 120 . (10] ... 200 bpm

= Change of basic rate during MS

OFF; +5 ... (5) ... +30 bpm

= Post mode switching rate

OFF; +5 ... (5) ... +50 bpm

= Post mode switching duration 1..(1)..30 min

= Onset criterion/Resolution criterion 3..(1)..8outof8

PVARP AUTO; 175 ... (25) ... 600 ms
PMT detection/termination OFF; ON

Sensing (RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensing (A) Std.; OFF

Sensor Accelerometer

© BIOTRONIK SE & Co. KG
All rights reserved.
Specifications are subject to modifi-
cation, revision and improvement.

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Please refer to the technical manual of the device for further technical information
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CRT-D

Intica 7 HF-T QP

MR kompatibilni CRT-D

Informace o produktu

= Quadripoldrni LV stimulace

Nabizi Siroky vybér LV konfiguraci stimulace a snimani
signdlu pro CRT zafizeni.

= LV VectorOpt

UZivatelsky pFivétivé rozhrani pro testovani LV elektrody.
Zjednodusuje vybér optimalniho stimulacniho vektoru.

= MultiPole Pacing (MPP)
Umoznuje sekvencni nebo simultanni stimulaci
s rlznymi stimulaénimi vektory v levé komore.

= DX Option
UmozZiuje pouziti méné intrakardialnich elektrod. Neni
nutné zavadét sinovou elektrodu diky DX konceptu.

= Closed Loop Stimulation (CLS)
Unikatni fyziologickd modulace srde¢ni frekvence

béhem fyzického a emocionalniho napéti.

Informace k objednani

Model Konektory
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= BIOTRONIK Home Monitoring®

Efektivni vzdalené sledovani srdecniho selhani. Systém
je zaloZen na automatickych bezdratovych dennich
pfenosech. Umoziuje drivéjsi zdsah a vzdalené
kontroly jsou schvéleny U.S. FDA a CE notifikovanym

organem.
= ProMRI®"

Umoznuje pacientlim podstoupit vysetieni
v magnetické rezonanci za specifickych podminek.

= MRI AutoDetect

Pomoci automatické detekce MRI prostredi se
zjednodusuji pracovni postupy a zkracuje se cas, po
ktery je ICD v reZzimu MRI.

1] Pro jednotlivé kombinace MR zafizeni si prosim prectéte manudl “ProMRI® MR kompatibilni zafizeni”

Objem/véaha

Rozméry Objednaci ¢islo

Intica 7 HF-T QP DF-1 (2x), 1S-1 (2x), IS4 (LLLL) (1x)

36 cm¥86 g

65 mm x 605 mm = 11T mm 404629

Intica 7 HF-T QP DF4 (LLHH) (1x], 1S4 (LLLL) (1x], 1S-1 [1x]

36 cm¥87 g

65 mm x 585 mm =11 mm 404630

> BIOTRONIK
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Intica 7 HF-T QP

Technical Data

Therapy and monitoring zones

Pacing parameters

Bradycardia

30...(5)..100 ... [10) ... 160 bpm

Rate fading

OFF; ON

AT/AF 100 ... (10] ... 250 bpm Upper rate (UTR) 90 ... (10 ... 160 bpm

VT1 OFF; 270 ... (10) ... 600 ms Atrial upper rate OFF; 175; 200; 240 bpm
VT2 OFF; 270 ... (10) ... 500 ms Mode switching (Mode) VDI, VDIR; DDI, DDIR

VF OFF; 240 ... (10) ... 400 ms = Intervention rate OFF; 120 ... (10) ... 200 bpm

Arrhythmia detection and redetection

= Ventricular pacing

RV; BiV

AT/AF detection criteria

Interval; Stability

= Change of basic rate during MS

OFF; +5 ... (5) ... +30 bpm

VT detection criteria

Interval; Onset; Stability; MorphMatch [if BiV: OFF, if

SMART: OFF); Sustained VT

Detection counter VT1 and VT2

For VT1: 10 ... (2] ... 100; For VT2: 10.... (2] ... 80

Redetection counter VT1 and VT2

For VT1:10 ... (2) ... 50; For VT2: 10 ... (2) ... 40

Detection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;

16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;

24 out of 30; 30 out of 40

Redetection counter VF

6 out of 8; 8 out of 12; 10 out of 14; 12 out of 16;

16 out of 20; 18 out of 24; 20 out of 26; 22 out of 30;

24 out of 30

Onset

If SMART = OFF: OFF; 4 ... (4) .32 %
If SMART = ON: 4 ... [4) ... 32 %

Stability

If SMART = OFF: OFF; + 8 ... (4] ... = 48 ms and
£8..(4) . +48%
If SMART = ON: + 8... (4) .. + 48 %

MorphMatch

OFF; Monitoring; ON

MorphMatch threshold

Std.; Low; High

Sustained VT

OFF; 1..(1)...3;5;10...(10) ... 30 min

SMART detection
Tachycardia therapy (AT/AF zone)

OFF; ON

AT therapy OFF; Burst; Ramp
» Backup mode OFF; Wi

AF therapy OFF; HF burst

= Rate 10...(5)... 40 Hz
= Duration 2..(1)..10s

= Backup mode OFF; V0O

Backup stimulation

OFF; 70; 90 bpm

Atrial therapy (NIPS)
Tachycardia therapy (VT1/VT2 zone)

Programmed stimulation; Burst pacing

= Post mode switching rate

OFF; +5 ... (5] ... +50 bpm

» Post mode switching duration 1..(1)...30 min

» Onset criterion/Resolution criterion 3..(1)..80utof 8

= Rate stabilization during mode switching OFF; ON

PVARP AUTO; 175 ... (25) ... 600 ms
PMT detection/termination OFF; ON

Ventricular pacing RV; BiV; LV

LV T-wave protection OFF; ON

Triggering

OFF; RVs; RVs+PVC

Maximum trigger rate (DDD-CLS; DDDI(RJ;
VDDIR))

UTR +20; 90 ... (10) ... 160 bpm

Maximum trigger rate (DDI(R]; VDI(R); WI-CLS;

90 ... (10) ... 160 bpm

WIR))

W delay after Vp 0.5 .. 100ms
Initially paced chamber RV; LV

Pacing polarity (LV) 12 vectors
Sensing polarity (LV) 7 vectors

Sensing [RV) Std. - Standard; TWS - Enhanced T-wave suppression;
VFS - Enhanced VF sensitivity; Individually program-
mable sensing parameters

Sensing (LV) Std.; OFF; Individual

Sensing (A) Std.; OFF

DX sensing OFF; ON

Sensor Accelerometer

MRI program OFF; ON; AUTO

Expiration date (for AUTO)

Diagnostic functions

Adjustable to today's date + 14 days

Recording episodes For AT/AF

OFF; ON; Advanced ON

Recording episodes For SVT

OFF; ON

Recording episodes For nsVT

OFF; ON

Periodic recording

OFF; 30... (30) ... 120; 180 days [if Home Monitoring: OFF)

IEGM Holter

3 x 60 min (3 channels according to IEGM configuration)

Attempts OFF;1..(1)..10

ATP type Burst; Ramp

Number S1 1..01..15

R-S1 interval 0...(5) ... 85;88; 90; 95 %
Ventricular pacing RV; LV; BiV

ATP optimization OFF; ON

Minimum ATP interval 200 ms [fixed)

Tachycardia therapy (VF zone)

Length of prehistory

Fixed: 30 s; 5 s (when onset was fulfilled or at induced
episodes); 1 min for AT/AF episode if Advanced ON was

programmed

ATP type (ATP One Shot)

OFF; Burst; Ramp

Thoracic impedance (Tl)
Physical parameters

OFF; ON

Early ATP delivery OFF; ON

Stability criterion 2 % [fixed)

Number S1 1..01..15

R-S1interval 70...(5) ... 85; 88; 90; 95 %

Cardioversion/defibrillation therapy

Number of shocks

For VT zones: OFF; 1; 2; 6 or 8
For the VF zone: 6 or 8

Confirmation (in VT1, VT2, VF)

OFF; ON

Polarity (in VT1, VT2, VF)

Normal; Reversed; Normal = alternating;
Reversed - alternating

Telemetry RF (SafeSync), programming head
Material Titanium

Battery 3.2V; 1730 mAh

Longevity 7.6 years (without MPP)1

1) RA, RV, LV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV, LV pacing

6.8 years (with MPP) 2

Home Monitoring: ON [daily transmission]; diagnostics: ON
2] RA, RV, Tst LV, 2nd LV: 2.5 V/0.4 ms, 60 bpm, 500 0; RV, Tst LV, 2nd LV pacing: 100 %, RA pacing: 15 %;
4 max. energy shocks/year; Home Monitoring: ON (daily transmission]; diagnostics: ON

Tests

Waveform (in VT1, VT2, VF)

Biphasic; Biphasic 2; Biphasic - alternating;
Biphasic 2 - alternating

Shock path (in VT1, VT2, VF]

RV - SVC+Can; RV - Can; RV - SVC

Energy of 1st shock
Energy of 2nd shock

OFF;2...(2) .20 ... (5) ... 40 J
OFF; 4...(2)...20 ... [5) ... 40 )

Different tests for

Program sets

Impedance, Sensing, Pacing threshold, DFT [EPE/ATP),
Retrograde conduction, Atrial NIPS, Rapid ventricular

pacing

Post-shock mode

WI; DDI; VDI

Post-shock pulse amplitude

7.5V [RV, RA), permanent [LV)

Post-shock duration

OFF; 10's; 30 s; 1 min; 2 min; 5 min; 10 min

Post-shock ven. pacing
Closed Loop Stimulation

RV; BiV

Programs

Standard program; ProgramConsult; Individual program
(1-3, individually programmable); First interrogated

program; Safe program

BIOTRONIK Home Monitoring®

CLS mode

DDD-CLS; WI-CLS

Max. CLS rate

0 ... (10) ... 160 bpm

Extended CLS settings

u CLS response

Very low; Low; Medium; High; Very high

Transmitted data

ge types

u CLS resting rate control

OFF; +10 ... (10) ... +50 bpm

AF diagnostics; Heart Failure Monitor diagnostics;

Detection and therapy counters; Statistics;

Lead measurement values; Battery and system status;

ICD program parameters

= Vp required
Pacing parameters

Yes

Trend message

Triggered automatically once every 24 hours

Event message

Triggered automatically after certain cardiac events

Mode

DDDR-ADIR; DDD-ADI; DDD-CLS; DDDR; DDD; DDIR;
DDI; WI-CLS; WIR; WI; VDDR; VDIR; VDD; VDI; AAIR;

AAIl; OFF; V0O; D00

Test message
Programmer settings

Triggered manually via programmer

Pulse amplitude (A, RV, LV)

0.5..(0.25)...4.0...(0.5) ... 6.0; 7.5V

Pulse width (A, RV, LV)

0.4;05...(0.25) ... 1.5 ms

Home Monitoring OFF; ON
IEGM for therapy episodes OFF; ON
IEGM for monitoring episodes OFF; ON

Capture control (A, RV, LV)

OFF; ATM; ON

Basic rate

30...(5)...100 ... (10) ... 160 bpm

Ongoing atrial episode
Home Monitoring-supported follow-up

OFF; 6h:12h; 18 h

= Rate hysteresis

OFF; -5 ... (-5 ... -25 ... (-20) ... -65 bpm

Remote Scheduling

Enable; Disable

= Scan/Repetitive

OFF; ON

= Night rate

OFF; 30...(5) ... 100 bpm

AV dynamics

Low; Medium; High; Fixed; Individual

HM follow-up intervals/alignment

Individually programmable first date and repetition
intervals varying from 20-366 days; Alignment with a
specific day of the week; Only working days or no day

alignment

AV delay after pacing and sensing

15; 40 ... [5) ... 350 ms

Sense compensation

OFF; -5 ... (-5 ... -120 ms

Intermediate HM follow-up

Can be requested at any time via the Home Monitoring

Service Center

AV hysteresis mode

OFF; Positive; Negative

Vp suppression

© BIOTRONIK SE & Co. KG
All rights reserved.

Specifications are subject to modifi-
cation, revision and improvement.

OFF or ON [only in the modes DDDR-ADIR and DDD-ADI)

BIOTRONIK SE & Co. KG
Woermannkehre 1
12359 Berlin - Germany
www.biotronik.com

Transmitted data

Periodic IEGM; Rate histogram (A, V]; Device settings and

statistics

Please refer to the technical manual of the device for further technical information.

> BIOTRONIK

excellence for life

100 %, RA pacing: 15 %; 4 max. energy shocks/year-



Pfiloha ¢. 1 - Cenové nabidka

Cast €2

Primo - i Re -
Post
Predpokladany Nabidkova cena Celkova i a cena T a cena Celkova nabidkova cena y&e Ghrad Katalogové ventricular Zarare Trida mi
CAST 2 poéet baligki v K& bez DPH v K& bez DPH poéet v K& bez DPH v K& bez DPH Kéd VZP o vyKé éisli atrial v e v
za 4 roky za 1 baliéek za 4 roky re-implantaci v % za 1 baliéek za 4 roky pojl blanking
v ms
- < = « 2 420282
207 000,00 K& 1 656 000,00 K¢ 50% 207 000,00 K& 828 000,00 K¢| 194407 243 000,00 K& 420285 XXX 10,1 AIMD
Jednodutinové ICD se zékladni konfiguraci 8
- " - o . 420088
214 000,00 K& 5136 000,00 K& 16% 214 000,00 K& 821 760,00 K&| 194409 252 000,00 K& 420291 75 8,5 AIMD
Dvoudutinové ICD se zakladni konfiguraci 24
< , 420295
238 000,00 K& 7 616 000,00 K& 25% 235 000,00 K& 1880 000,00 K& 194411 270 000,00 K& 420298 75 6,6 AIMD
Biventrikulérni ICD se zakladni konfiguraci 32
420359
240 000,00 K& 15 360 000,00 K& 13% 240 000,00 K& 1996 800,00 K¢ 194296 275 568,75 K& 420362 XXX 9,2 AIMD
Jednodutinové ICD v sofistikované konfiguraci 64 420365
= < = o = 420469
245 000,00 K& 7 840 000,00 K& 13% 245 000,00 K& 1019 200,00 K& 194298 289 800,00 K& 420472 75 8,5 AIMD
Dvoudutinové ICD v sofistikované konfiguraci. 32
420475
260 000,00 K& 3120 000,00 K& 15% 260 000,00 K& 468 000,00 K¢| 194300 304 538,11 K& 420478 75 6.8 AIMD
Biventrikulérni ICD v sofistikované konfiguraci (IS-1) 12
m < . < . 422244
260 000,00 K& 7 280 000,00 K¢ 15% 260 000,00 K& 1092 000,00 K¢ 194300 304 538,11 K& 420481 75 6,8 AIMD
Biventrikularni ICD v sofistikované konfiguraci (1S-4) 28

48 008 000,00 K&

8105 760,00 K&

Celkova nabidkova cena v K¢ bez DPH/4 roky (primo-implantace + re-implantace)

56 113 760,00 K&

Pozndmka:
Ugastnik vypini pouze zelené oznadena pole.

Cenové Udaje uvadéjte s presnosti na 2 desetinna mista.
i{ é i je celkova

4 cena v K& bez DPH (Zluté pole).
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