1.1

1.2

2.2

Polozka ¢. 1:

Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Dodavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:

Telefén:

Ramcova dohoda €. 220223650_Z

l. Zmluvné strany

Stredoslovensky Ustav srdcovych a cievnych choréb, a.s.

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

2022102753

SK2022102753

IBAN: Sk59 0200 0000 0037 1089 6554

0484333137

Surgitech s. r. o.

Pri suchom mlyne 58, 81104 Bratislava, Slovenska republika
50197975

2120238736

SK2120238736

IBAN: SK68 0200 0000 0038 2699 3655, BIC: SUBASKBX
0903905316

Il. Predmet zmluvy

VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Klacové slova:
CPV:

Druhly:

Set mimotelovej membranovej oxygenacie a mechanickej podpory srdca

Podpora srdca, Ecmo, Cardiohelp, oxygenacia

33184300-6 - Umelé Casti srdca; 60000000-8 - Dopravné sluzby (bez prepravy odpadu)
Tovar; Sluzba

Funké&na a technicka Specifikacia predmetu Zmluvy:

Set mimotelovej membranovej oxygenacie a mechanickej podpory srdca

Specialny zdravotnicky material kompatibilny s riadiacou jednotkou CARDIOHELP.

Urceny pre pacientov indikovanych na kratku az stredne dlhd (az do 30 dni) podporu alebo nahradu obehovych funkciia
dychania, ktori potrebuju VAD (LVAD, PVAD, BiVAD)

Pouzitelny v oboch rezimoch V-A ECMO alebo V-V ECMO

Jednoducha manipulacia aj v mimoriadnych situaciach

Polozka €.1 - Sada centrifugalnej mechanickej podpory ks 16
srdca s oxygenatorom

Polozka €.2 - Arterialna kanyla s BIOLINE potahom ks 16
Polozka €.3 - Vénozna kanyla s BIOLINE potahom ks 16

1. Polozka €.1 - Sada centrifugalnej mechanicke;j
podpory srdca s oxygenatorom
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1.1 Specialny zdravotnicky material s prislu$enstvom
kompatibilny so systémom mechanickej podpory
CARDIOHELP, uréeny pre pacientov indikovanych na
kratkodobu az strednodobu podporu alebo nahradu
obehovych funkcii a dychania, ktori potrebuju V — A
ECMO alebo V - V ECMO, pouzitelny aj v ECMO rezime
k zabezpeceniu kardiopulmonalnej podpory, v obidvoch
rezimoch az po dobu 30 dni.

ano

1.2 Sada musi umoznovat perkutanne aj centralne

. ano
zavedenie.

1.3 Pomécky musia byt sterilné a jednorazové,
pouzitelné na operaénej aj katetrizacnej sale, JIS, ARO,
s moznostou transportu v ramci nemocnice a aj mimo
nej.

ano

1.4 Sada musi obsahovat":

1.4.1 ECMO modul s hadicovym setom ano

a) integrované senzory (3x tlak, 2x teplota, bubliny,
prietok, saturacia O2, hemoglobin, hematokrit) a ano
integrované centrifugalne ¢erpadlo;

b) dve verzie ECMO modulu (prietok krvi do 5 I/min. a do

7 lmin.); ano
c) biokom_patibilné hep?rino_\{é potiahnutie pre kompletny ano
set, u pacientov s HIT $pecialny potah bez heparinu;

d) bezpecnostné odvzduSnovacie funkcie ano
1.4.2. Periférne kanyly (arterialne a venézne). ano
2. Polozka €.2 - Arterialna kanyla s BIOLINE potahom

2.1 Zavadzacie dizky:

a)15cm (13- 23 Fr) ano
b) 23 cm (15 - 23 Fr) ano
3. Polozka ¢€.3 - Vendzna kanyla s BIOLINE potahom

3.1 Zavadzacie dizky:

a) 38 cm (19 - 25 Fr) ano
b) 55 cm (21 - 29 Fr) ano

23 Osobitné poziadavky na pinenie:

Nazov

1. Vratane dopravy na miesto plnenia

2. PoZaduje sa predlozit podrobny aktualizovany rozpocet do 7 dni od uzavretia zmluvy

3. Novy, doposial nepouzity tovar

4. Predmet plnenia (tovar): musi spifiat véetky technické vlastnosti uvedené v technickej $pecifikacii

5. Ak predmet plnenia (tovar) nebude spifiat vSetky technické poZiadavky, kupujici ma pravo odsttipit od zmluvy

6. Spbsob, ¢as a miesto dodania tovaru:

a) plnenie bude poskytnuté vo viacerych ucelenych €astiach na zaklade pisomnej alebo telefonickej objednavky kupujuceho
podla jeho aktualnych prevadzkovych potrieb,

b) termin dodania je do 48 hodin od dorucenia pisomnej objednavky dodavatelovi v pracovnych drioch v ¢ase od 7:00 hod. do
14:00 hod.,

¢) za termin doruc€enia objednavky sa povazuje potvrdenie o precitani e-mailu dodavatelom, v pripade objednavky zaslanej
e-mailom,

d) suCastou dodavky je povinne dodaci list, ktory obsahuje najmé sUpis poloZiek dodaného tovaru, jeho mnozstvo a Cislo
objednavky, SUKL kéd, X - kéd a Sarza

e) ak dodavatel z objektivne nezavinenych dévodov nema moznost dodat tovar, je opravneny po predchadzajicom pisomnom
suhlase kupujuceho dodat jeho ekvivalent, dékazné bremeno nemoznosti dodat tovar je na strane dodavatela.

7. Platobné podmienky:
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a) kupujuci uhradi kiipnu cenu na zaklade dodavatelom vystavenej faktury za prevzatu ucelenu €ast tovaru,

b) splatnost faktury je 30 kalendarnych dni odo dria doru¢enia vecne a formalne spravne vystavenej faktdry kupujucemu, ak
nie je dohodnuté inak,

c) dodavatel tovaru je povinny vystavit faktiru za dodanie tovaru najneskér do piateho pracovného dia v mesiaci,
nasledujuceho po dni dodania tovaru.

8. Trvanie zmluvy na dobu 12 mesiacov, alebo do vy€erpania finanéného limitu stanoveného pre tuto zakazku, podla toho,
ktora z tychto skuto€nosti nastane skoér

9. Verejny obstaravatel méze od dodavatela pozadovat

a) ponukovy list, v ktorom dodavatel uvedie vSetky ponikané tovary, ktoré spifiaju technickl $pecifikaciu predmetu zakazky a
budu dodané za rovnaku kupnu cenu. Kupuijuci je opravneny objednat ktorykolvek tovar z ponukového listu. Ponukovy list
musi obsahovat Udaje (za kazdy ponukany tovar samostatne):

- katalégové &islo pontkaného tovaru, nadzov pontikaného tovaru, SUKL kéd ponukaného tovaru, mernd jednotku pontkaného
tovaru, jednotkovu cenu bez DPH za MJ ponukaného tovaru, sadzbu DPH, jednotkovi cenu s DPH za MJ ponukaného tovaru.

10. Nedodrzanie ¢o i len jednej podmienky a poziadavky objednavatela uvedenych v opisnom formulari sa bude povazovat za
podstatné poruSenie zmluvnych podmienok

11. V pripade podstatného poruSenia zmluvnych podmienok si objednavatel vyhradzuje pravo odstupit od zmluvy

12. V pripade, ak sa po uzatvoreni tejto zmluvy preukaze, Ze na relevantnom trhu existuje cena za rovnaké alebo
porovnatelné plnenie ako je obsiahnuté v tejto zmluve a dodavatel uz preukazatefne v minulosti za takuto niZSiu cenu plnenie
poskytol, resp.este stale poskytuje, pri€om rozdiel medzi nizSou cenou a cenou podfla tejto zmluvy je viac ako 5% v
neprospech ceny podla tejto zmluvy, zavazuje sa dodavatel poskytnut’ objednavatelovi pre takéto pinenie objednané po
preukazani tejto skutoénosti dodatoénu zlavu vo vyske rozdielu medzi nim poskytovanou cenou podfa tejto zmluvy a nizSou
cenou.

13. Pozaduje sa, aby dodavatelom poskytovany predmet plnenia bol, v pripade ak je to relevantné, v sulade s:

- aktualnym cenovym opatrenim MZ SR, ktorym sa ustanovuje rozsah regulacie cien v oblasti zdravotnictva, s aktualne
platnym zoznamom kategorizovanych Specialnych zdravotnickych materialov,

- aktualne platnym zoznamom kategorizovanych Specialnych zdravotnickych materiadlov s maximalnou vyskou uhrady
VSeobecnej zdravotnej poistovne.

14. Zmluvné strany sa dohodli, Ze pohladavky, ktoré vzniknu dodavatelovi z tohto zmluvného vztahu, dodavatef nie je
opravneny postupit tretim osobam bez predchadzajliceho suhlasu objednavatela. Postupenie pohladavok bez
predchadzajuceho suhlasu objednavatela je neplatné. Suhlas diznika je platny za podmienky, Ze bol na takyto ukon udeleny
predchadzajuci pisomny suhlas MZ SR. Suhlas dlznika s postupenim pohladavok veritefa nie je potrebny pri postupeni
pohladavok v lehote splatnosti a 60 dni po lehote ich splatnosti.

Nazov Upresnenie

24 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

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

3.2 Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

3.3 Maximalne Objednavatefom poZadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: celok

Pozadované maximalne

mnozstvo: 1,0000
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3.4

4.1
4.2
4.3

5.1

5.2

5.3

5.4

5.5

5.6

Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronickej platformy verzia 1.1, u¢€inna odo dfia 14.4.2022 , ktoré tvoria neoddelitelnd
prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova maximalna cena plnenia podfa ramcovej dohody bez DPH: 74 632,00 EUR
Sadzba DPH: 20,00
Celkova maximalna cena plnenia podla ramcovej dohody vratane DPH: 89 558,40 EUR

V. Zaverec¢né ustanovenia

Tato Zmluva bola uzavreta automatizovanym spésobom v ramci Elektronického kontraktaéného systému a v zmysle
Obchodnych podmienok elektronickej platformy verzia 1.1, u€inna odo dfia 14.04.2022, ktoré tvoria jej prilohu &. 1.

Tato Zmluva nadobuda platnost’ dfiom jej uzavretia a u¢innost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

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

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

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

Tato Zmluva ma nasledovné prilohy:
Priloha €.1 Obchodné podmienky elektronickej platformy verzia 1.1, u€inna odo dria 14.04.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220223650

V Bratislave, dria 27.04.2022 11:08:01

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

Dodavatel:
Surgitech s. r. 0.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220223650

Zakazka

Identifikator 720223650

Nazov zakazky Set mimotelovej membranovej oxygenacie a mechanickej podpory srdca
Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/322748

Dodavatel

Obchodny nazov Surgitech s. r. 0.

ICO 50197975

Sidlo Pri suchom mlyne 58, Bratislava, 81104, Slovenska republika

Datum a Cas predlozZenia 25.4.2022 8:06:45

Hash obsahu navrhu pinenia | DCFbrcRjZ8HigzvNR3FAtOD1hpwNGiw+ebLHLvSOGW4=

Dodavatelom uvedeny popis viastného navrhu plnenia:
Suhrnny vlastny rJévrh plnenia obsahuje: brozury pre potvrdenie technickych parametrov a kalkulaciu
pre pozadovany SZM pre mimotelovi oxygenaciu a mechanicku podporu srdca.

Prilohy:

HLS kanyly_brozura.pdf
HLS set_brozura.pdf
Vlastny navrh pinenia.xlsx








Hárok1


			Vlastný návrh plnenia k zákazke č.: Z20223650


			p.č.			objednávkové číslo			obchodný názov ZP			opis položky			výrobca			kód MZ SR			kód ŠÚKL			MJ			jednotková cena v EUR bez DPH			jednotková cena v EUR s DPH			počet kusov			celková cena v EUR bez DPH			celková cena v EUR s DPH


			1.			701048127			HLS Set Advanced 5.0			ECMO modul s hadicovým setom, prietok krvi 5 l/min			Maquet Cardiopulmonary GmbH			X01235			P 89729			ks			4,070.50			4,884.60			16			65,128.00			78,153.60


			2.			701047753			HLS Set Advanced 7.0			ECMO modul s hadicovým setom, prietok krvi 7 l/min			Maquet Cardiopulmonary GmbH			X01236			P 89730			ks			4,070.50			4,884.60


			3.			701053276			HLS kanyla arteriálna			13Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00			16			3,800.00			4,560.00


			4.			701047280			HLS kanyla arteriálna			15Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			5.			701047281			HLS kanyla arteriálna			17Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			6.			701047282			HLS kanyla arteriálna			19Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			7.			701047283			HLS kanyla arteriálna			21Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			8.			701047284			HLS kanyla arteriálna			23Fr, 15cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			9.			701047285			HLS kanyla arteriálna			15Fr, 23cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			10.			701047286			HLS kanyla arteriálna			17Fr, 23cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			11.			701047287			HLS kanyla arteriálna			19Fr, 23cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			12.			701047288			HLS kanyla arteriálna			21Fr, 23cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			13.			701047289			HLS kanyla arteriálna			23Fr, 23cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02326			P 71389			ks			237.50			285.00


			14.			701047290			HLS kanyla venózna			19Fr, 38cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80			16			5,704.00			6,844.80


			15.			701047291			HLS kanyla venózna			21Fr, 38cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			16.			701047292			HLS kanyla venózna			23Fr, 38cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			17.			701047293			HLS kanyla venózna			25Fr, 38cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			18.			701047294			HLS kanyla venózna			21Fr, 55cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			19.			701047295			HLS kanyla venózna			23Fr, 55cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			20.			701047296			HLS kanyla venózna			25Fr, 55cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			21.			701047297			HLS kanyla venózna			29Fr, 55cm, s potiahnutím BIOLINE			Maquet Cardiopulmonary GmbH			X02177			P 71389			ks			356.50			427.80


			CENA CELKOM																																	74,632.00			89,558.40
















HLS Cannulae

Solutions from tip-to-tip

This document is intended to provide information to an international audience outside of the US. G E T I n G E g<







Smooth transition between introducer and cannula tip Stop ring defines maximum insertion depth

HLS Cannulae

Trusted vessel access

The HLS Cannulae are indicated for cannulation of all An excellent flow performance, a wide range of cannulae

suitable vessels (e.g. femoral vessels) and can be sizes and different coating options make it one of the

inserted percutaneously, using the Seldinger technique, most popular peripheral cannulae - the perfect choice for

orunder visual control into the previously exposed vessel.  vessel access during extracorporeal circulation.

Performance characteristics: Easy to use:

« Thin cannula walls support an excellent » Locking mechanism keeps introducer in position
pressure/flow performance during insertion

« Reinforced side holes help reduce the risk of kinking « Smooth transition from introducer to cannula to

« Versions with Bioline Coating for extended support a safe cannula insertion

respiratory and / or circulatory support o Depth marks to control insertion depth,

« Duration of use from 6 hours up to 30 days* a stop ring to define maximum insertion depth

« Selectively hardened proximal cannula body,
reduces the risk of kinking after insertion

A pair of side holes on every arterial tip Multiple drainage openings on every venous cannula

2 *HLS cannulae with Bioline Coating in combination with PLS Set, PLS Set Plus or HLS Set Advanced (all with Bioline Coating) can be used for up to 30 days in CE region.







Pressure drop for all arterial HLS Cannulae ¥/s"
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Product order details arterial HLS cannulae

Type

PAS 1315
PAS 1515
PAS 1715
PAS 1915
PAS 2115
PAS 2315
PAL 1523
PAL 1723
PAL 1923
PAL 2123
PAL 2323

4

5 6

Blood flow [I/min] (H20 room temperature)

Outer diameter

13 Fr (4.3 mm)
15 Fr (5.0 mm)
17 Fr (5.7 mm)
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
15 Fr (5.0 mm)
17 Fr (5.7 mm)
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)

One cannula per carton

Product order details venous HLS cannulae

Type

PVS 1938
PVS 2138
PVS 2338
PVS 2538
PVL 2155
PVL 2355
PVL 2555
PVL 2955

Outer diameter
19 Fr (6.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
25 Fr (8.3 mm)
21 Fr (7.0 mm)
23 Fr (7.7 mm)
25 Fr (8.3 mm)
29 Fr (9.7 mm)

One cannula per carton

Insertion length
15cm
15cm
15cm
15¢cm
15cm
15cm
23cm
23cm
23cm
23cm
23cm

Insertion length
38cm
38cm
38cm
38cm
55cm
55cm
55cm
55¢cm

4
7

Pressure drop for all venous HLS Cannulae 3/3"

Pressure drop [mmHg]
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PVS 1938

PVL 2155

PVS 2138

PVL 2355
PVS 2338

PVL 2555
PVS 2538

PVL 2955

Perforationlength Connector

lcm
Tcm
1cm
Tcm
lcm
lcm
lcm
Tcm
Tcm
Tcm

Tcm

Perforationlength
10cm
10cm
10cm
10cm
20cm
20cm
20cm
20cm

4

5

6 7

Blood flow [I/min] (H20 room temperature)

3/8" LL
3/8"LL
3/8" LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8"LL
3/8" LL

Connector
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"
3/8"

Bioline Coating
BE-PAS 1315
BE-PAS 1515
BE-PAS 1715
BE-PAS 1915
BE-PAS 2115
BE-PAS 2315
BE-PAL 1523
BE-PAL 1723
BE-PAL 1923
BE-PAL 2123
BE-PAL 2323

Bioline Coating
BE-PVS 1938
BE-PVS 2138
BE-PVS 2338
BE-PVS 2538
BE-PVL 2155
BE-PVL 2355
BE-PVL 2555
BE-PVL 2955







Percutaneous Insertion Kit

Kit to prepare for arterial or venous peripheral cannulation
of vessels for extracorporeal circulation.

The kit includes:
o 4vessel dilators: 10/12 Fr., 12/14 Fr., 14/16 Fr., 16/18 Fr.
« Guide wire for arterial cannulae 0.038" (0.097 cm) x 100 cm, J-tip

« Guide wire for venous cannulae 0.038" (0.097 cm) x 150 cm, J-tip

e Guidewire advancer

« 18 Ga (1.27 mm) puncture needle
« Miniscalpel
« 10 ml (10 cc) syringe

« Additional dilator sizes and guidewires available

Order details percutaneous insertion kits and cannulae accessories

Article No. Guide wire length Description

PIK100* 100 cm Percutaneous insertion kit for arterial HLS cannulae
PIK150* 150 cm Percutaneous insertion kit for venous HLS cannulae
PIK dilator set L** Cannulae accessories: 3 multi-step dilators,

dilator sizes 18/20 Fr., 20/22 Fr., 22/24 Fr.

PIK dilator S** Cannulae accessories: 1 multi-step dilator,
dilator size 08/10 Fr.

PIK guidewire 100** 100 cm Cannulae accessories: separate guidewires for arterial cannulae
PIK guidewire 150** 150 cm Cannulae accessories: separate guidewires for venous cannulae
*One kit per carton, sterile packed **5 pcs. per carton, sterile packed
Note

Allinformation presented in this brochure is either referenced by the below publications or is on file at Getinge.
HLS Cannulae Set: Instructions for Use - 70104.8192 - G-139 - Version 05 - NONUS - 2021-04
Percutaneous Insertion Kit- Instructions for Use - 70104.8194- G-137 - Version 06 - GLOBAL - 2020-06

This document is intended to provide information to an international audience outside of the US. The products in this brochure
may be pending regulatory approvals to be marketed in your country. Contact your Getinge representative for more information.
Refer to Instructions for Use for current indications, warnings, contraindications and precautions.

The following are registered trademarks or pending trademarks of Getinge AB, its subsidiaries or affiliates in the United States or
other countries: Getinge, Maquet Cardiohelp, Avalon Elite, Bioline Coating, Softline Coating, Rotaflow.

Manufacturer - Maquet Cardiopulmonary GmbH - Kehler Str. 31- 76437 Rastatt - Germany - +49 7222 932-0

wwgstings.com GETINGE 3¢

-05- Getinge is aregistered Trademark - Copyright 2021 by Getinge - Subject to modifications.
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This document is intended to provide information to an international audience outside of the US.














HLS Set Advanced
circulatory and/or respiratory assist

A trusted partner for hospitals and clinicians since 1838:
Maquet Cardiovascular is a leading manufacturer of prod-
ucts for the use in the fields of intensive care, emergency
medicine, cardiology and cardiac surgery. With the launch
of the CARDIOHELP System, the world’s smallest heart-
lung machine, Maquet has consolidated its position as the
innovative leader in the field of ECLS (Extracorporeal Life
Support) and has begun a new era in this sector.

The HLS Set Advanced, with the HLS Module Advanced
as its core component, represents a state-of-the-art oxy-
genator for circulatory and/or respiratory ECLS. It expands
therapy applications with a continuous use up to 30 days
as well as inter- and intra-hospital transport. Furthermore all
necessary equipment for a safe and effective patient care is
available - including a wide range of cannulae.

Maquet | The Gold Standard
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HLS Set Advanced
Integration meets innovation

The HLS Set Advanced provides complete monitoring
and is specially developed for veno-venous or veno-arterial
extracorporeal support for up to 30 days continuous use.*
Powered by CARDIOHELP, the world’s smallest heart-lung
machine, the system combines user-friendliness and patient
safety. The system also has all the necessary approvals for
the transport of patients on extracorporeal support within or
between hospitals.

The HLS Set Advanced is available in two versions: HLS Set
Advanced 5.0 with a blood flow of up to 5 I/min and HLS Set
Advanced 7.0 with a blood flow of up to 7 I/min. Both sets
have a biocompatible BIOLINE Coating. The HIT Set Ad-
vanced with SOFTLINE Coating is available for patients who
are susceptible to heparin-induced thrombocytopenia.

HLS Module Advanced mounted on the CARDIOHELP

The core of the HLS Set Advanced, the HLS Module
Advanced, is the world’s first oxygenator with an incorpo-
rated low-trauma centrifugal pump and an infrared sensor to
measure venous oxygen saturation (SvO2), hematocrit (Hct),
hemoglobin (Hb) and venous temperature (TVen). Previously
these parameters could only be measured using an external
blood gas analyzer or a sensor in the venous blood line.
Sensors to measure three pressures and the arterial temper-
ature are also integrated into the module, thus avoiding the
need for external measurements, improving accuracy and
reducing the risk of air emboli and thrombus formation.

HLS Module Advanced

*When used with HLS Cannulae with BIOLINE Coating.
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HLS Set Advanced
Benefits at a glance

Benefits

¢ Fully monitored system for added patient safety which may
lead to reduced bedside costs

¢ Due to the non-invasive integrated sensor technology
there are no hazards of air embolism, stagnant zones, clot-
ting and cavitation from external pressure sensors. There
are no pressure lines that need flushing

¢ Precise and continuous monitoring of the patient’s condi-
tion

¢ Rapid detection of cannulae misplacement and kinking by
monitoring pressure changes

e Alarms and interventions can be set in order to avoid
dangerous events such as cavitation or lesions/damage
to vessel walls

¢ Having all the necessary system transport approvals
ensures safe intra- and inter-hospital patient transport

HLS Set Advanced in an ICU environment

¢ The sterile packaging contains all the necessary compo-
nents and tubing

¢ Quick and easy set-up and priming for fast deployment in
emergency situations

e Low priming volume for less hemodilution

e Color-coded tubing for safe patient connection

¢ Integrated heat exchanger for precise temperature
management

e Special design features allow for up to 30 days continuous
use reducing the risk to patients when conventional sets
need to be exchanged during the support procedure

e The HLS Set Advanced 5.0/7.0 comes with the biocom-
patible BIOLINE Coating (HIT Set Advanced with
SOFTLINE Coating is available)
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HLS Set Advanced & CARDIOHELP
Enlarging therapy options

The CARDIOHELP System represents a user-friendly r“

platform for powering various extracorporeal circulatory

and respiratory support applications:

e CARDIOHELP is ideal for use in intensive care units, oper-
ating rooms, catheter laboratories and emergency rooms

e The CARDIOHELP is a combined drive and control unit
that comes with a compact, functional design and can
be deployed rapidly

e With just a single rotary knob and a touch screen
CARDIOHELP is very convenient to use

e CARDIOHELP is equipped with new software for more
intuitive and user-friendly handling as a result of the
“thApp” principle

e All available sets for CARDIOHELP are easily attached
to the CARDIOHELP drive

CARDIOHELP - the multi-therapy solution

With a weight of about 10 kg CARDIOHELP is the perfect

solution for intra- and inter-hospital patient transport:

e Approvals conforming to RTCA DO 160*, EN 13718 Part
1, EASA Part 21, BK117 & EC145 (air ambulance) and EN
1789 (road ambulance)

e Transport approval for selective disposables including
the HLS Set Advanced

e Secure installation in any ambulance and various
helicopter types

e Connection to the electrical system on a helicopter or
ground transport vehicle

¢ Integrated lithium-ion batteries guarantee 90 minutes
of independent operation

e Necessary equipment such as the HKH 8860 Mobile
Holder, HKH 8850 Base Plate and the CARDIOHELP Trol-
ley System is available

CARDIOHELP - a perfect solution for patient transport

*Section 4 Cat. A2, 7, 8, 15, 20 Cat. R, 21 Cat. M, 25 Cat. A (ESD)
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Cannulae & Insertion Kit
For a less traumatic vessel access

Maquet offers a range of specially developed single lu-
men cannulae for both veno-venous and veno-arterial
ECLS. The HLS Cannulae are made of highly biocompatible
polyurethane with thin walls to give the highest flows at
lowest pressure drop. They are available with various outer
diameters (from 13 to 29 Fr.) and lengths (from 15 to 55 cm).
Two special insertion kits for percutaneous cannula insertion
are also available.

HLS Cannulae

The AVALON ELITE Bi-Caval Dual Lumen Catheter is the |l
state-of-the-art catheter for veno-venous ECLS and is

now part of the Maquet product range. It is the world’s first e
percutaneous wire reinforced dual lumen catheter for extra-
corporeal life support and thus has superior kink resis-
tance. The catheter is inserted into the internal jugular vein
and matches the body’s natural flow ratios by simultaneously
removing blood from both, the superior vena cava (SVC)

and inferior vena cava (IVC) and returning blood to the right
atrium. A large family of sizes as well as the Avalon Elite
Vascular Access Kits are available.

AVALON ELITE Bi-Caval Dual Lumen Catheter

Maquet also provides special insertion kits for gentle
percutaneous vascular access. These kits are available
with different guide wire lengths and fulfill the requirements
for arterial and venous peripheral cannulation. The insertion
kits also include dilators, a puncture needle, a scalpel as well
as a syringe. This ensures that all the necessary cannula-

- ——
tion components are readily available for both routine and X - -fi_
emergency situations. = 2=
—
 mm——
] oy f

Insertion Kit
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HLS Set Advanced & CARDIOHELP device
Technical data

Technical Data HLS Set Advanced 5.0 HLS Set Advanced 7.0

Flow rates 0.5-51/min 0.5-71/min

Gas exchange surface area 1.3m2 1.8m2

Heat exchange surface area 0.3m2 0.4m2

Priming volume HLS Module Advanced 240ml 273 ml

Priming volume HLS Set Advanced with 2x 2.3 m tubing length  570ml 600ml

Gas exchange fibers Diffusion membrane (PMP) Diffusion membrane (PMP)
Duration of use with BIOLINE Coating Max. 30 days Max. 30 days

Duration of use with SOFTLINE Coating Max. 5 days Max. 5 days

Integrated venous measuring cell — oxygen saturation SvO2 - — oxygen saturation SvO2

hemoglobin (Hb)
— hematocrit (Hct)

hemoglobin (Hb)
hematocrit (Hct)

- temperature - temperature
Integrated sensors — 3 pressures — 3 pressures
(venous, arterial, internal) (venous, arterial, internal)
— arterial temperature — arterial temperature

Technical Data CARDIOHELP-i

Dimensions (HxW xD) with guard closed 315 x 255 x 427 mm (without holder/disposable)
Weight Approx. 10kg

Display 5.7" LCD touchscreen

Sensors 4 x External pressures

3x Internal pressures

2 x External temperatures

2x Internal temperatures

1x Venous oxygen saturation
1x Hemoglobin

1x Hematocrit

1 x Flow/Bubble sensor

1 x Bubble sensor

1x Level sensor

Operating voltage range 11-28 Volt DC
100-240 Volt AC/50-60Hz

Interfaces for 1 x USB port type A (for data export on USB stick)
1 x USB port type B (for data recording system and service pur-
poses)

1x Connection for alarm output (ward call)
Battery operating time Min. 90 min (fully charged batteries)
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Fully equipped Sprinter Cart XL a stable,
compact and multi-functional Workstation

Infusion pole (height-adjustable)

Handle for pulling
and pushing

Drive on holder

CARDIOHELP Emergency ; “ i i \
® . Al
4

f Gas bottle holder
* (part 1)

Electronic Gas Blender EGB40*

Top shelf kit
(height-adjustable)

Heater Unit HU 35*

Standard rail Gas bottle holder
(part 2)

Shelf kit for heater unit

(height-adjustable and extendable)
Medical isolating

transformer with
fixation system

Base tray provided with holes for mount Il‘
the isolating transformer .

Equipotential
bonding pin

Electrically conductive
wheels with parking
brakes

*These products are currently pending CE certification







This brochure contains information about products which may be
pending regulatory approval to be marketed in your country.
Contact your local Maquet representative for more information.

See instructions for use for full prescribing information, including
indications, contraindications, warnings, precautions and adverse
events.

M t Cardi | GmbH
MAQUET prt

GETINGE GROUP 76437 Rastatt, Germany
Phone: +49 7222 932-0
Fax:  +49 7222 932-1888
info.cp@magquet.com

www.maquet.com

G E TI N G E G RO U P Getinge Group is a leading global provider of products and systems

that contribute to quality enhancement and cost efficiency within
healthcare and life sciences. We operate under the three brands of
ArjoHuntleigh, Getinge and Maquet. ArjoHuntleigh focuses on patient
mobility and wound management solutions. Getinge provides
solutions for infection control within healthcare and contamination
prevention within life sciences. Maquet specializes in solutions,
therapies and products for surgical interventions, interventional
cardiology and intensive care.

This document is intended to provide information to an international audience outside of the US.

® Maquet is a registered trademark of Maquet GmbH - Catalogue, products, pictures may differentiate from the actual product appearance. Specifications are subject to change without prior notice. - MCP_BR_10039_EN_1 (as of 2015-03)
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