Kupna zmluva €. 2202125333 Z

1.1 Objednavatel:

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:
Telefén:

1.2 Dodavatel

Obchodné meno:
Sidlo:

ICO:

DIC:

IC DPH:

Bankové spojenie:
Telefén:

uzatvorend v zmysle §409 a nasl. Obchodného zdkonnika

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

MEDLINE MEDICA SLOVAKIA, s.r.o.

Kopcianska 92, 85203 Bratislava, Slovenska republika
35727578

2020210434

SK2020210434

IBAN: SK42 1100 0000 0026 2625 1177

0903 246 800

Il. Predmet zmluvy

21 VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Kracoveé slova:
CPV:

Druhly:

Autotransfuzny pristroj
autotransfuzny pristroj, transflzia, cell saver

33194210-1 - Pristroje na transfluziu krvi; 60000000-8 - Dopravné sluzby (bez prepravy
odpadu)

Tovar; Sluzba

22 Funkéna a technicka Specifikacia predmetu Zmluvy:

Polozka €. 1: Autotransfiizny pristroj

Mobilny pristroj s nizkohlukovym integrovanym regulovatelnym vakuovym systémom, pouzivany na spracovanie odsatej krvi z
operacného pola a zbytkovej naplne oxygenatora
Pristroj umoziujuci odsavanie krvi a tekutin so zbytkami tkaniv z operaénej rany po€as operacie, oddelenie erytrocytov a
vytvorenie ich koncentratu s moznostou nasledného vratenia do krvného obehu pacienta.
autotransfluizny pristroj cell saver ks 2
kompaktné rozmery - maly pddorys pristroja vratane

v m2 0,2
obrazovky a drZiakov
pocet vakuovych pump u jedného pristroja ks 1
odkladaci priestor na voziku so zabezpec€enim proti

. o ks 6
vypadnutiu - po€et vakov na roztok
moznost volby velkosti setu minimalne z rozsahu ml 55 225
schopnost produkcie kvalitnej erytrocytovej masy v .
. 2 ; min. 5

kratkom ¢asovom intervale
vystupnd hladina hematokritu % 50 65
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minimalny podtlak na odsavacke mmHg -5 -10

maximalny podtlak na odsavacke mmHg -300 -350
minimalny pocet otacok centrifugy RPM 0 1500
maximalny pocet otacok centrifugy RPM 7500 8500

Technické vlastnosti

Hodnota/Charakteristika

autotransfuzny pristroj uréeny na peri- a post-operacné

pouzitie (ako drenazny pristroj) ano
plne automaticky systém s pouzivanim jednorazovych ano
setov

bezudrzbova vakuova pumpa (netreba pravidelne ano
vymienat Ziadne komponenty/spotrebny material)

zabudovany zdroj vakua ano
farebna dotykova obrazovka nepresahujuca pédorys ano
pristroja

centralne alebo predne brzdené kolieska vozika ano
drziaky na spotrebny material na oboch stranach ano
pristroja

tlaCidlo na prerusenie chodu pristroja - automatické ano

plnenie a preplachovanie setov pristroja

moznost tvorby vlastnych protokolov

modularne parametre: rychlost plnenia/vyprazdniovania, premyvaci

objem
moznost samostatného nakupu jednotlivych
komponentov spotrebného setu (zberna ¢ast, ano
spracovavacia €ast, sacie linky)
moznost spustenia kedykolvek - funkcie nudzového ano
modu
automatické rozpoznanie vlozeného spotrebného ano

materialu

moznost volby druhu antikoagulacie

heparinova / citratova

indikacia prazdnych hadic ano
program na vz{svkavanie plazmy bohatej alebo chudobnej ano
na krvné dosticky

protokol na odstranenie tuku z autolovej krvi ano
strazenie uniku krvi zo setu pocas jej spracovania ano
meranie vstupnej a vystupnej hladiny hematokritu ano
indikacia kvality premytia ano
moznost samostatného pouZitia vakuovej pumpy aj pri ano

vypnutom pristroji

moznost uloZenia udajov na USB kfug, alebo vytlacenia

USB port, zabudovana tladiaren

numerické zobrazenie hodnét vstupného a vystupného

; ano
hematokritu
numerické zobrazenie aktualneho objemu krvi odsatej z
operacného pola a mnoZstva spracovanej erytrocytovej ano

masy

efektivne odstrariovanie jednotlivych zloZiek odsatej krvi
z operacného pola

heparin, draslik, albumin, neemulgované ¢astice tukov

kratky ¢as spracovania - u€inné programy spracovania
obsahu, reZzim na zrychlené spracovanie obsahu

ano

23 Osobitné poziadavky na pinenie:

Nazov

1. Vratane dopravy na miesto plnenia

2. Vratane instalacie na mieste plnenia a uvedenia do prevadzky
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3. Vratane zaskolenia max. 3 osbéb v rozsahu max. 1 hodiny

4. Zariadenie ma byt nové, nepouzivané a nerepasované

5. Zaruéna doba na zariadenie kompletného vybavenia je min. 24 mesiacov odo dia prevzatia pristroja

6. Predmet zakazky bude povazovany za dodany jeho doru¢enim na miesto urcenia, instalaciou, uvedenim do prevadzky a
podpisanim preberacieho protokolu

7. Dodavatel predlozenim svojej ponuky potvrdzuje, Ze v Case lehoty na predkladanie pontk spifia v&etky kvalifikacné,
odborné, technické a iné predpoklady, ma predpisané povolenia a skusky, a splfia akékolvek iné predpoklady stanovené
prislusnymi pravnymi predpismi a zavaznymi technickymi normami pre riadne poskytnutie plnenia, a zrealizuje plnenie len
prostrednictvom osdb splnajucich vSetky predmetné poziadavky pre poskytovanie pinenia.

8. Dodavatel deklaruje, Ze predmet zakazky spifia technické poZiadavky, ktoré sa na vyrobok vztahuiju v stlade so Zakonom
€. 56/2018 Z.z. o posudzovani zhody vyrobku, spristupfiovani uréeného vyrobku na trhu a o0 zmene a doplneni niektorych
zakonov.

9. Pozaduje sa v zmysle § 340 b) ods.5 zakona €.513/1991 Z.z. Obchodného zakonnika v zneni neskorsich predpisov
splatnost faktury v lehote 60 dni odo dfia poskytnutia riadneho plnenia predmetu zmluvy. Tieto platobné podmienky maju
prednost pred ustanoveniami v§eobecnych obchodnych podmienok EKS.

10. Dodavatel tovaru je povinny vystavit fakturu za dodavku tovaru najneskdr do piateho pracovného dna v mesiaci,
nasledujuceho po dni dodania tovaru.

11. V pripade dodavky tovaru zo zahranigia ( v ramci krajin EU), poZaduje sa predloZit idaje do hlasenia "INTRASTAT-SK" v
rozsahu - ¢islo colného sadzobnika, krajina pévodu tovaru, vaha tovaru (netto) 1ks, a spésob dopravy

12. Pozaduje sa predlozit podrobny aktualizovany rozpocet do 5 dni od uzavretia zmluvy

13. Pozaduje sa predlozit funkéna a technicka Specifikacia, vratane technickych listov preukazujucich spinenie minimalnych
pozadovanych parametrov predmetu zakazky s uvedenim presnych nazvov (obchodnych znaciek) nacenenych vyrobkov do 5
dni od uginnosti Zmluvy, ak neboli pozadované ako vlastny navrh plnenia zakazky pri predloZzeni ponuky

14. Pozaduje sa predlozit platny certifikat tovaru v stlade so vSeobecne zavaznymi pravnymi predpismi platnymi v Slovenske;j
republike (CE certifikat, vyhlasenie o zhode, doklad o prideleni SUKL kodu, resp. iny doklad, ktory nahradza pozadované
potvrdenie)

15. Pozaduje sa predlozit képia dodacieho listu od vyrobcu zariadenia, vratane sériového Cisla zariadenia

16. Pokial objednavatel nepotvrdi schvalenie pozadovanych dokladov, nebude mozné déjst k plneniu zmluvy

17. Dodavatel je povinny odstranit vady tovaru bez zbyto¢ného odkladu: najneskér do 48 hodin pri vade nevyzadujucej
nahradny diel, alebo najneskdr do 72 hodin pri nahlaseni vady vyzadujucej si nahradny diel. Pri nedodrzani tychto povinnosti
je dodavatel povinny zabezpecit zapoZi€anie iného pristroja s porovnatelnymi technickymi parametrami. Nahlasenie vady
pristroja objednavatelom prebehne telefonicky alebo e-mailom s uvedenim nazvu objednavatela, zodpovednej osoby,
kontaktu, datumu a €asu zavady, typu pristroja a popisu zavady.

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

19. Nedodrzanie ktorejkolvek podmienky a poziadavky objednavatela uvedenej v opisnom formulari sa bude povazovat za
podstatné porusenie zmluvnych podmienok. V pripade podstatného porusenia zmluvnych podmienok si objednavatel
vyhradzuje pravo odstupit od zmluvy.

‘ 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
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3.2

3.3

3.4

4.1
4.2
43

5.1

5.2

5.3

5.4

5.5

5.6

Cas / lehota plnenia zmluvy:
14.01.2022 07:00:00 - 25.02.2022 15:00:00

Dodavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: ks
Pozadované mnozstvo:  2,0000

Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju Obchodnymi podmienkami elektronického
trhoviska verzia 3.7, ucinna zo dha 2.8.2021 , ktoré tvoria neoddelitelnu prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova cena predmetu Zmluvy bez DPH: 61 600,00 EUR
Sadzba DPH: 20,00
Celkova cena predmetu Zmluvy vratane DPH: 73 920,00 EUR

V. Zaverec¢né ustanovenia

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

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

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

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

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

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

Priloha €.2 Vlastny navrh plnenia zakazky 2202125333

V Bratislave, dria 11.01.2022 14:58:01

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

Dodavatel:
MEDLINE MEDICA SLOVAKIA, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 2202125333

Zakazka

Identifikator 7202125333

Nazov zakazky Autotransfuzny pristroj

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/319090
Dodavatel

Obchodny nazov MEDLINE MEDICA SLOVAKIA, s.r.0.

ICO 35727578

Sidlo Kopc¢ianska 92, Bratislava, 85203, Slovenska republika
Datum a Cas predlozZenia 5.1.2022 9:33:52

Hash obsahu navrhu pinenia M9FLGhaejA0qr/3uHWhPQ2e00Bx5a80hw1n5FVZeMys=

Dodavatelom uvedeny popis viastného navrhu plnenia:
V prilohe prikladame:

1. Rozpocet "Predmetu zakazky"

2. Opis "Predmetu zakazky"

3. Katalog "Predmetu zakazky"

Prilohy:

Rozpocet PZ.PDF (Rozpocet)
Technicky popis PZ.PDF (Popis)
XTRA.pdf (Katalog)








THE EXTRAORDINARILY INNOVATIVE,
INTUITIVE AND POWERFUL ATS SYSTEM

CARDIAC SURGERY SOLUTIONS







AUTOTRANSFUSION

A KEY ROLE IN AN EFFECTIVE BLOOD MANAGEMENT STRATEGY

The risks and costs related to homologous blood transfusion and its constantly decreasing worldwide availability

have been widely documented.

Many health care providers and hospitals are now developing a Blood Management Strategy, a multidisciplinary
approach to optimize the use of blood products, aiming to reduce the need for homologous blood, improve patient

outcome and contain costs.

One of the key elements for a complete blood management strategy is autotransfusion, involving the collection,
processing, and reinfusion of the patient’s own blood that is lost during the peri-operative period at the surgical site.

Autotransfusion drives:

MAXIMUM SAFETY

It significantly reduces the demand for homologous
blood and prevents the risks involved in its transfusion:

Mistransfusion

Transfusion Related Acute Lung Injury (TRALI)
Systemic Inflammatory Response Syndrome (SIRS)
Transfusion Related Immunomodulation (TRIM)

Immunosuppression

SIGNIFICANT COST REDUCTION
FOR THE HOSPITAL

It provides fresh, autologous, vital RBCs to the patient
eliminating the costs related to bank blood tranfusion:

B The average total cost of transfusing a unit of
homologous RBCs is $1,158*

B No direct costs related to blood screening

B Indirect long-term costs reduction: several studies
show that the reinfusion of RBC's recovered with
autotransfusion improves post-operative outcome,
and decreases hospital stay and additional medical
treatments

* Shander, Aryeh, Hofmann Axel Et al. The true cost of red blood cell transfusions in surgical patients. 2008: Presented at the 50th Annual American Society of

Hematology Meeting, The Moscone Center Poster Board IlI-127







»}-SOF\’IN ‘XTRA®

THE COMPLETE SOLUTION FOR
BLOOD SALVAGE

For over 30 years, Sorin Group has treated more
than 6.5 million patients with its ATS products.

The experience and dedication towards research
of innovative solutions allows Sorin Group to be

recognized as a world leader in autotransfusion.

Sorin XTRA is the latest extraordinarily innovative,

intuitive and powerful ATS system.

It is a compact, ergonomic and robust ATS device
with an attractive design, developed by the same
designers of Sorin S5 and C5 heart lung machines.
It inspires to BRAT 2 and Electa, combining and
improving their best features, and introducing
further innovation, through S5 and C5-like design,
graphic color touch screen user interface and

advanced data management capabilities.

Sorin Xtra is the eXtraordinarily
innovative, intuitive and powerful
ATS system at your fingertips








INNOVATIVE

SORIN GROUP FAMILY DESIGN

With design characteristics similar to the world-
leading heart lung machines Sorin S5 and C5, Sorin
XTRA perfectly blends into the Sorin Group product

portfolio assuring high reliability and durability.








THE FIRST GRAPHIC COLOR
ToOUuCH SCREEN USER INTERFACE
The full-color LCD, TFT (8.4“) with a large view

area (172x130 mm) and the innovative touch screen
technology allow optimal visibility of the information
displayed and total control at your fingertips.

SORIN | XTRA

Taking inspiration from our world leading HLM
machines S5 and C5, the XTRA user interface displays
all the information you need by means of modular
displets that can be opened or closed at your desire
and offers complete control of the system throughout

extremely intuitive and easy-to-navigate menu pages.

Press | to start processing

@ INNOVATIVE








ADVANCED DATA MANAGEMENT

Experience complete control over your data.
From the tally screen you will be able to visualize case
information at anytime, print a report, or download

multiple cases on a USB memory stick.

B Internal memory capable of storing thousands

of past cases

Bl USB ports for simultaneous download of multiple
cases to be imported in Sorin ATS Data Board

B Integrated ink printer, producing a permanent case
printouts, ensuring complete traceability

B RS232 ports for external PC connection

B Functional integration with S5 and C5 thanks
to Sorin Connect

»I-SORIN|CONNECTTM

Sorin CONNECT is an innovative and
intuitive Perfusion charting system

focused on real time and retrospective
ATS DATA BOARD calculations and trending tools to assist
with data management during and after

Sorin ATS Data Board is the new PC based data CPB

management software that allows to store case
files downloaded from Sorin XTRA autotransfusion
system, easily consult and track case data and
create user defined reports.

Sorin XTRA can electronically link to
Connect to integrate all Perfusion data
into one case report.

ATS Data Board offers a series of easy and intuitive
software solutions to trace autotransfusion
patient’s case data, measure performance and use
of autologous blood products, and help monitor the
implementation of your blood management strategy.
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DUAL SENSOR TECHNOLOGY

B The Dual RBC detector technology in Sorin Xtra
is composed of two optical sensors allowing a high
filling of the bowl and thus an excellent supernatant
washout and high outlet haematocrit

@ INNOVATIVE

B TheHctsensorisanintegrated, non-invasive, optical
sensor providing information on RBC concentration of
the inlet blood during Fill phase and outlet blood during
the Empty phase

B The waste line color indicator is an optical sensor
providing on-screen information at-a-glance on the
wash quality by a visual indicator

Hct sensor

Dual RBC detector

Waste line
color indicator








INTUITIVE

ERGONOMICS

Special care was put in the design of the system
ergonomics in order to improve interaction throughout all
working phases and situations.

XTRA has a small footprint that allows the machine
to fit in narrow spaces

The four pivoting wheels coupled with the front
and rear handles ensure high maneuverability of the
system

The robust and transparent centrifuge lid protects
the machine from any fluid spillage, helps reduce
noise and allows complete visibility into the
centrifuge

The huge storage capacity of the machine allows
transportation for all the necessary disposable
to start the procedure. The cart was designed to
transport more than 6 liters of fluids and maintain
stability*

Eg: 5 | of saline bags + 1 | of anticoagulant bags + 1
Bowl Set (or Reservoir)

The IV poles offer several hooks for bags and also a
compartment for storage of caps or pens

(*= with Xvac mounted)








FAST AND INTUITIVE SETUP

Experience the easy, fast and safe disposable setup.
The newly designed XTRA top panel and disposables
allow error proof setup, in a blink of an eye.

B The XTRA BowL and the new patented centrifuge
plate ensure easy 360° mounting

B The new centrifuge arm allow one-hand arm locking/
unlocking

B The new cartridge and tubing design guarantees
a straightforward setup, with lid-driven tubing
positioning into the air sensor seat

naﬂ INTUITIVE








FULLY AUTOMATED PROCESSING

1-Touch mode and Last Bowl function provide complete automation from the beginning to the end of the procedure

_ | -ToucH

B Automatic start at target volume in the reservoir
B Continuous processing of bowls in sequence

B Automatic stop when reservoir is empty

Automatic
start

(

Automatic Start
at programmed volume

Continuous cycles
until reservoir empty

Automatic
stop

y

Reservoir empty

-

V4
~

No user intervention required

~ LAST BowL

Bl Continuous processing of bowls in sequence
B Automatic concentration, wash and empty

B Automatic RBC line emptying

Press Last Automatic Automatic Automatic
Bowl Concentration 9 bowl & RBC stop - End of
& Wash line emptying procedure
Continuous cycles - J\
until reservoir empty Reservoir >
empty & bowl Safe management of bowl washin
partially filled 9 9








OPERATING PROTOCOLS

INTRA-OPERATIVE FACTORY PROTOCOLS
PoPT

Designed to obtain:

= Very high Hct, independently from inlet Het*

- Excellent supernatant removal**

- Good processing speed**

Achieved by:

- Two step filling at different flow rates and
automated stand-by

- Dual RBC detector technology for optimal bowl
filling (active for XTRA BowL 55 and XTRA BowL 225)

PsTD

Designed to obtain:

- High processing speed (with XTRA BowL 225)**

- Good hematocrit**

- Good wash quality**

Achieved by:

- One-step automatic filling

- Possibility to adjust flows (filling, washing,
emptying)

- High wash and empty flows

PFAT

Designed to obtain:

- Removal of fat particles

- Excellent supernatant removal

- Good Hematocrit

Achieved by:

- Newly designed fat removal phase
- High wash flows

POST-OPERATIVE FACTORY PROTOCOL
PosT-OP

Designed to obtain:

- A configuration suitable for post-op
applications

Achieved by:

- Activating the same settings of the Popt
protocol

- Automatically switching to gentle aspiration
with the XVAC post-op mode

Sources:

* "Clinical evaluation of the new Sorin XTRA Autotransfusion System" - E.P.
Overdevest, H.Feron, J.W.H. van Hees, P.Lanen, M.Sahin - 10th ECOPEAT Geneve
- Switzerland, 2010

** In vitro performance evaluation study with human blood 25% Hct with XTRA Bowl
225. The result are consistent also with the other bowl sizes. Data on file at Sorin
Group.

PREOPERATIVE
SEQUESTRATION FACTORY
PROTOCOL

The preoperative sequestration
protocols enable the recovery
of plasma and platelets from the
patient whole blood into bags

naﬂ INTUITIVE

»’. somNHXTF“A

Press | | tosta

é‘Popt
Reservoir








EXTRA
QUALITY POWERFUL

A,

HicH RBC HcT AND
WASH QUALITY WITH POPT

The innovative RBC detector technology,
combined with the new Popt factory protocol
and disposable design.

HcT TIME™

60-65% =5 MINUTES

HEPARIN

PROTEIN
ALBUMIN > O5%

PoTASSIUM

REMOVAL RATE**

EXTRAORDINARILY

COMPLETE FAT REMOVAL
WITH THE NEW PFAT PROTOCOL "

The newly developed Pfat protocol will effectively
remove fat particles

FAT HecTt™
PARTICLES ~50%
REMOVAL

- §E

HEPARIN

PROTEIN
ALBUMIN > O5%

PoTASSIUM

REMOVAL RATE***








FAST HIGH VOLUME
PROCESSING WITH PSTD

Ready to meet your high volume challenges:
fast processing with the Pstd standard protocol,

turning into emergency protocol with only one touch.

HcT™
~60%

>

HEPARIN
PROTEIN
ALBUMIN
PoTAsSSIUM

Sources:

*  "Clinical evaluation of the new Sorin XTRA Autotransfusion System" - E.P. Overdevest, H.Feron, J.W.H. van Hees, P.Lanen, M.Sahin -

TIME™

LESsS THAN
4 MINUTES

EMERGENCY
~3 MINUTES

REMOVAL RATE **

> O2%

10th ECOPEAT Geneve - Switzerland, 2010

**In vitro performance evaluation study with human blood 25% Hct with XTRA Bowl 225. The result are consistent also with the other bowl sizes.

Data on file at Sorin Group.

*** "Fat removal during cell salvage — An optimized program in the XTRA® autotransfusion device" Timo Seyfried, MD, Michael Gruber, MD; Lilith Haas;

Ernil Hansen, PhD, MD 13th ECOPEAT Vienna - Austria 2013
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QUIET, POWERFUL VACUUM

XVAC is a modular vacuum pump, designed to be
extremely quiet and to deliver top performance and
maximum flexibility by working as a standalone unit or
fully integrated into the XTRA system.

When seated in its housing and connected to the
system, Sorin XVAC can be activated and operated from
a dedicated displet on the XTRA user interface. When
used standalone, the vacuum pump can be controlled
from the XvAC panel.








PP SORIN| XvAC

Sorin XVAC guarantees uncomparable flexibility
functioning in two operative modes, Intra and Post
delivering an optimized solution for perioperative blood
recovery. Moreover, XVAC can be activated right after
power-on, reacting promptly to critical emergency
situations.

The vacuum power ranges from:

B -50 to -300 mmHg (Intra-operative mode - High
vacuum capacity)

H -10 to -100 mmHg (Post-operative mode - Gentle
aspiration for wound drainage connection)

@ POWERFUL








TECHNICAL INFORMATION

XTRA

Unit Dimensions

* = with cart.

Height = 660 mm (1055 mm*) - pole lowered

Height = 1585 mm (1980 mm*) - pole completely lifted
Height = 835 mm (1230 mm?*) - display lifted

Width = 375 mm - (including the side hangers)

Width = 800 mm - with poles completely open

Depth = 500 mm - 680 mm including the front and rear handles

Cart dimensions

Height = 500 mm
Width = 480 mm
Depth = 595 mm

Unit Weight
Cart Weight
Display Type
Main Voltage
(Power Supply)
Frequency

Fuse Ratings

37 Kg (81.4 LBS)

22,5 Kg (49.5 LBS)

Graphic color LCD TFT 8.4” 172 mm x 130 mm (screen)
230V~ or100-120 V

50 - 60 Hz
2xT6.3 A

Centrifuge Speed 1500 + 5600 rpm (steps of 100 rpm)
Pump Speed 25 - 1000 ml/min (adjustable)
Xvac

Unit Weight 15Kg (33 LBS)

Functioning Range

-50 to -300 mmHg (-6.6 kPa to -40 kPa)

(steps of 10 mmHg [1.3 kPa]) - intra and pre-operatively
-10 to -100 mmHg (-1.3 to -13.3 kPa)

(steps of 10 mmHg [1.3 kPa]) — post-operatively
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COLLECTION & PROCESSING

XRES BLooOD COLLECTION
RESERVOIR

The reservoir which sets the standards of blood collection to the highest levels

HiGH CAPACITY AND EASY AND SAFE SETUP CLEAR ALL-AROUND

FILTRATION QUALITY VISIBILITY
B 4-liter capacity B New locking mechanism to W Transparent, flat body to allow
B Advanced, multi-layer filtration firmly secure the reservoir to the constant monitoring of the
system, with: holder collected blood
- Internal defoaming B 360° reservoir rotation capability —m Transparent, flat lid to allow
polyurethane layer (30 ppi) within the holder visibility inside the inner filter
- Intermediate woven, B Separate holder available for
non-woven filter (40 pm) use with IV pole and vacuum

- External screen (120 pm) regulator








BROAD FLEXIBILITY

B Three 1/4” suction ports, for the collection
of blood both intra-operatively and post-
operatively: 45° angled, to prevent occlusion
from debris produced during surgery

B One 3/8” suction port, for

procedures where a 3/8”

anticoagulation line is used

One filtered and one non-filtered luer lock port, for

blood transfer or drugs administration

intra-operative
aspiration and

SAFETY FEATURES

B Self regulated pressure relief valve
B Safe overflow level valve
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TWO CONFIGURATIONS AVAILABLE

B XREes T Blood Collection Reservoir
- Top outlet connection to the bowl
Quick reinfusion port for immediate
transfusion of non-processed blood
in case of extreme emergency

B XREes B Blood Collection Reservoir
Bottom outlet connection to the bowl
Pre-connected outlet clamp

= Also Available with 120pm gross filter

COLLECTION

& PROCESSING








COLLECTION & PROCESSING

XTRA BowL

M
U

N

BROAD FLEXIBILITY

The most complete range of processing bowl sizes to face all operational situations

XTRA BowL 55
The smallest bowl! for minimal bleeding

Minimal Bleeding Orthopedic Surgery
Small Size Patients
Pre-operative Sequestration (PPP/PRP)

XTRA BowL 125

The standard bowl for low bleeding

Orthopedic Surgery (Total Joint Replacement)
Obstetric Surgery
Pre-Operative Sequestration (PPP/PRP)

XTRA BowL 175

The intermediate bowl for medium bleeding

High Bleeding Orthopedic Surgery (Revisions)
Low Bleeding Cardiac Surgery (Mini-Bypass)
Cardiovascular Surgery

XTRA BowL 225
The largest bowl for high bleeding

Cardiovascular Surgery (Bypass, Abdominal Aortic
Aneurysm)

Emergency & Trauma

Transplant








EASY, FAST AND SAFE SETUP

B Innovative disposable design:

- XTrRA BowL design for quick 360° snap-in
mounting onto the centrifuge plate

= One-hand mechanism for locking/unlocking the
bowl to/from the centrifuge arm

- Cartridge and tubing design, to ensure
straightforward setup

- Lid-guided tubing positioning into seat when
closing the clamp lid

- Automatic pump loading/unloading at the
beginning/end of case

HIGH QUALITY WITH
THE OPTIMIZED PROTOCOL

B Optimized protocol (Popt), to achieve high
hematocrit, red blood cell recovery rate and waste
contaminants removal rate with the XTRA BowL 55
or XTRA BowL 225

FAST PROCESSING WITH
THE STANDARD PROTOCOL
Bl Standard protocol (Pstd), to achieve the fastest

processing times (comparable to the Baylor Bowl
250ml) with the XTRA BowL 225

COLLECTION

& PROCESSING







MODULAR & ALL IN ONE SOLUTIONS
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COLLECTION SET (TX, TX CARDIO, BX orR BX CARDIO)

Provides Xres reservoir and related items to collect blood recovered from intra-operative field or post-operative drains

CONTENT

- XRes T Blood Collection -
Reservoir (or XREs B Blood
Collection Reservoir)

- AAL Aspiration and Anti-
coagulation Line =

= VEL Vacuum Extension Line

= Cardio Kit (only in Cardio
configuration)

ADVANTAGES

Modular solution where each item
is packed and sterilized separately,
allowing a cost effective stand-by
strategy: collect first and process later

Separate holder available to use XRES
on |V pole and with vacuum regulator

Available in standard and cardio
configurations (with Cardio Kit)

INDICATIONS

- Standard configuration: ortho-
pedic surgery, spinal surgery,
other non-cardiac applications
(e.g- cardiovascular, obstetrics,
urology)

- Cardio configuration: cardiac
applications

PROCEDURE SET (TX CARDIO OR BX) (55, 125, |75 OR 225)

Provides XRes reservoir, XTRA Bowl and all the necessary components to collect and process the blood recovered from
the intra-operative field or post-operative drains

CONTENT

- Collection Set -
(TX Cardio or BX)

- Bowl Set X =
(65, 125, 175 or 225)

ADVANTAGES

All-in-one solution for blood collection
and processing

Suitable for all surgical conditions with
4-liter reservoir and 4 bowl sizes

Integrated solution to connect the
oxygenator to the XRES reservoir
with Cardio Kit (only available in
Procedure Set TX)

INDICATIONS

= Cardiac surgery

= Abdominal/aortic aneurysm
= Emergency and trauma

= Transplant







BowL SET X (55, |25,

Provides XTra BowL and related items to process the blood recovered from the intra-operative field and post-operative
drains or separate hemocomponents in pre-operative sequestration procedures

CONTENT
- XTRA BowL with pre-connected
color-coded tubing and cartridge

= Pre-connected BRB1 Blood
Reinfusion Bag (1 liter)

- Waste Bag X (10 liters)

| 75 OR 225)

ADVANTAGES

= Flexibility with 4 bowl sizes
suitable for minimal, small,
medium and high bleeding

= New bowl, tubing and cartridge
design for easy, fast and safe
setup

INDICATIONS

= Intra-operative and post-
operative processing

= Pre-operative sequestration

MODULAR &

ALL IN ONE SOLUTIONS







MISCELLANEOUS COMPONENTS

CARDIOVASCULAR SURGERY
-
CARDIO KIT

Includes all the adaptors, components and lines to connect the
oxygenator to the autotransfusion system to recover and process
the blood during and post bypass

N
-

TANDEM RESERVOIR “Y” & 2

Allows the connection of two XRES reservoirs to the XTRA system i
in procedures where large volumes of blood need to be recovered & |
and processed \ ' s

- J

ORTHOPEDIC SURGERY
e N

FLuiD COLLECTION BAG FOR ORTHOPEDICS

Designed to collect the blood lost during orthopedic operations,
such as hip replacement/revision, and transfer it to the XRES
reservoir through a preconnected aspiration and anticoagulation
line. The 45 cm long adhesive strip suits any kind of wound size

- J
4 )

4-WAY ADAPTERS*

Connect patient drain tubes of various diameters to the aspiration
& anticoagulation line during post-operative blood collection.
Available with luer-locks or with multidiameter adapters

WOUND DRAINAGE “Y” CONNECTOR

Used to connect either one or two orthopedic wound drains
(sizes 1/8”, 3/16” or 1/4”) to the suction assembly. Step-down “Y”
connector with 1/4” capped connector. Available also with pre-
connected aspiration and anticoagulation line








PRE-OPERATIVE SEQUESTRATION

SEQUESTRATION SET X o lhigy, )

Intended for pre-operative sequestration (PPP and PRP) with transfer
bag technique. To be used in combination with a Bowl Set X -

MISCELLANEOUS

AAL ASPIRATION AND ANTICOAGULATION LINE

Allows aspiration and anticoagulation of the blood coming from the
operative site, collecting it into the XRES reservoir. A double woven
non-woven layer protects the sterility when passing the line into the
sterile field. Various diameters available: 1/4”,1/4” - 3/8”, 3/8”

BRB | BLOOD REINFUSION BAG M?ﬁ‘f;\w‘(f;,‘gg{\';:\*
Designed to collect 1liter of concentrated RBCs during blood salvage \ ;\‘\‘\.\‘\\,\\.'3;\,
LANE Y St
d yd 0
procedures 8
()]
W -
ZzZ Z
< u
4
WASTE BAG X | p—— 3 0
Used in connection with the Bowl Set X, it collects up to 10 liters of ‘; \ \ \ l \Hll (3] %
i ; i ! B 0]
waste fluids during processing % i =0
- { >0

GocclA FILTERS* ﬁ e
%%

Designed to remove microaggregates and protect the patient
pulmonary micro-circulation

*not available in US and Japan
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CLINICAL APPLICATIONS

CARDIAC SURGERY J

o

INTERVENTIONS

B Concentration

of residual extra-

corporeal circulation volume during/

after bypass o
B Mini Bypass
H Off-Pump WHAT YOU NEED
W Valve Replacement B Procedure Set or Collection
B Surgical Repair of Great Vessels Set (TX Cardio or BX Cardio)
B Suction Blood Washing + Bowl Set X
H 20/40pum Microaggregate
Goccia Filter*
*not for US and Japan
(W |
~ 7
- -—
/7

SORIN XTRA ADVANTAGES

S5- and C5-like touch screen user interface, ensuring a
straigthforward learning curve for all operators already familiar
with Sorin Group heart-lung machines

Functional integration with S5 and C5 through Sorin Connect
Perfusion Charting System

High quality or fast processing by simply selecting the
appropriate protocol, either the optimized protocol (Popt) or the
standard protocol (Pstd)

Cardio Kit, for direct access to the oxygenator during and
after bypass

Broad spectrum of bowl sizes, to address different levels of
bleeding







HiIGH BLEEDING SURGERY
/ EMERGENCY J

o

INTERVENTIONS

B Cardiovascular Surgery

Organ Transplant

|
B Trauma Surgery o
|

Obstetric Surgery

WHAT YOU NEED

B Procedure Set or Collection Set (TX or BX)
+ Bowl Set X
B 20/40pm Microaggregate Goccia Filter*
B Additional Components:
- Tandem Reservoir “Y”
- BRB1 Blood Reinfusion Bag
- Waste Bag X

*not for US and Japan

SORIN XTRA ADVANTAGES

Live on-screen indication of critical data: volume and
hematocrit of the fluid collected from the field, as as well as of
the red blood cells recovered after processing

Powerful and silent blood aspiration with the integrated Xvac
vacuum pump

Immediate aspiration, independent from the Xtra system
boot-up time, by powering Xvac on from the control panel

Fast processing with the standard protocol (Pstd)

Dedicated Emergency button available in all screens to face
critical situations

Bowl Set X/225, to meet high volume challenges







CLINICAL APPLICATIONS

ORTHOPEDIC SURGERYJ

o

INTERVENTIONS:

B Primary Hip and Knee

Replacement

(o)

B Hip and Knee Revision WHAT YOU NEED:

Bl Spine Surgery

B Procedure Set or Collection Set (TX or
BX) + Bowl Set X

B 20/40um Microaggregate Goccia
Filter*

B Additional Components:
- Intra-operatively: Fluid Collection
Bag for Orthopedic
- Post-operatively: 4-Way Adapter* or
Wound Drainage “Y” Connector

*not for US and Japan

P, SORIN XTRA ADVANTAGES

Option to mount the Xres reservoir on an IV pole by means of the
separate holder, and connect it to the Xvac vacuum pump used
in stand-alone mode, to easily move between ICU beds when
collecting blood from post-operative wound drains

Reduced footprint, to allow processing of the blood collected
post-operatively from wound drains also in the narrow spaces
of the ICU

Dedicated post-operative protocol (Post-Op), assuring the
same high quality setting of Popt protocol and turning the Xvac
into a gentle mode to be safely connected to wound drains

Dedicated fat protocol (PFat) assuring complete removal
of lipid particles

Modular disposable solutions, to allow collection first

and process when enough blood has been shed

Small to intermediate bowl sizes, to face minimal bleeding
orthopedic surgery as well as joint replacements

and revisions







PRE-OPERATIVE
SEQUESTRATION

o

INTERVENTIONS:

B All cases where bleeding

may occur during the o
post-operative course WHAT YOU NEED:
H Bowl Set X
B 20/40um Microaggregate Goccia
Filter*

B Additional Components:
- Sequestration Set X

*not for US and Japan

/ SORIN XTRA ADVANTAGES
B Full on-screen description of the actions to be performed, to
guide the operator throughout the entire procedure
B Broad spectrum of pre-operative sequestration protocols:
B PPP (for collection of platelet poor plasma in a single bag),

B PRP1 (for collection of both platelets and plasma in a
single bag)
B  PRP2 (for collection of platelet poor plasma in one bag and
platelet rich plasma in a separate bag)
B Easy and quick conversion from pre-operative sequestration
to intra-operative collection and processing by using the same
Bowl Set X
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IDENTIFICATION CODE DESCRIPTION QuANTITY / Box
XTRA 75220 XtrRA Equipment 230V 50Hz Version 1
75221 XtrRA Equipment 110V 50Hz Version 1
28020 Country Box "I" 1
28021 Country Box "F" 1
Xrra Country Box 28022 Country Box "E" 1
28023 Country Box "D - A" 1
28024 Country Box "GB - IRL" 1
28025 Country Box "NL - B - CH" 1
Xvac 75306 Xvac Vacuum Pump 220V Version 1
75307 Xvac Vacuum Pump 110V Version 1
65643 Printer Cartridge & Paper Roll Kit 1+4
65696 Centrifuge Well Fluid Container 1
XTRA Accessories 65666 Vinyl Cover For XTra 1
65714 Xvac Trap 1
63056 Xtra USB Memory Stick 1

TYPE ITEM DESCRIPTION QUANTITY / BOx
04254 Procedure Set Tx/55 3
04255 Procedure Set Tx/125 3
04256 Procedure Set Tx/175 3
Procedure Sets 04257 Procedure Set Tx/225 3
04261 Procedure Set Bx/65 3
04262 Procedure Set Bx/125 3
04263 Procedure Set Bx/175 3
04264 Procedure Set Bx/225 3
04258 Xres T Blood Collection Reservoir 6
04259 Xres B Blood Collection Reservoir 6
) ) 04260 Collection Set Tx 6
)é:felzl?:ndsi (:(Islectlon Reservoirs, 04266 Collection Set Tx Cardio 6
04265 Collection Set Bx 6

& Holders ) .

04267 Collection Set Bx Cardio 6
04268 BRB1 Blood Reinfusion Bag X, 1 Liter 50
04272 Xres Blood Collection Reservoir Holder 1
04250 Bowl Set X/55 6
Bowl Sets 04251 Bowl Set X/125 6
04252 Bowl Set X/175 6
04253 Bowl Set X/225 6
Sequestration Sets 04015 Sequestration Set X 40
. . i 04270 Reservoir Outlet Clamp Xres B 12
2:’5‘:‘?;1’:"""9 Kits For Quality 74 Reservoir outlet "Y" Xres B 12
007016000 Blood access sampling adapter 25
04128* 4-Way Multidiameter Adapter 20
. 5 04059* 4-Way Adapter With Luer Lock 20
Wound Drainage Kits 007115000 Wound Drainage "Y" Connector 25
007116000 Wound Drainage "Y" Connector With Dual Lumen Suction Line 10
Suction Assemblies 04137 AAL Aspiration And Anticoagulation Line 4" 10
04196 AAL Aspiration And Anticoagulation Line %4”-3/8” 10
04197 AAL Aspiration And Anticoagulation Line 3/8” 15
04269 Waste Bag X 10
Miscellaneous Processing 04133 Cardio Kit 60
Components & Adapters 04028 VEL Vacuum Extension Line 50
04129 Bag Adapter 80
04152 Fluid Collection Bag For Orthopedics 12
04058 Tandem Reservoir “Y” 20
09085 40Um Goccia Filter 12
Microaggregate Filters* 09086 20Um Gooc?a F?Iter . . . 12
09087 20Um Goccia Filter With Infusion Line 6
09088 40Um Goccia Filter With Infusion Line 6

*Not Available In US And J

The Sorin Group ltalia Quality

(4 : :
CERTIFIED
Qb c € 0123 According to Annex I (Full Quality System) of
Licensed by Eucomed MDD 93/42/EEC as amended by directive 2007/47/EEC

SORIN

AT THE HEART OF MEDICAL TECHNOLOGY









Autotransfizny pristroj XTRA

Mobilny pristroj s nizkohlukovym integrovanym regulovatelnym vakuovym systémom,
pouzivany na priebeZné spracovanie krvi z oxygenatora a odsévanej krvi z operaéného pola
pocas a po mimotelovom obehu.

V kratkom ¢asovom intervale (max do pdt’ minut) je schopny vyprodukovat’ kvalitni
erytrocytovii masu s pozadovanym hematokritom do 65 %.

Pristroj vyuziva hematokritovy senzor, ktory detekuje a zobrazuje na dotykovom farebnom
display hodnotu vstupného hematokritu, aj hematokritu vyprodukovanej erytrocytovej masy.
Taktiez zobrazuje méd v akom pracuje, nastavenu kvalitu spracovania krvi, Gdaje o mnoZstve
odsatej krvi a vyprodukovanej erytrocytovej masy, mnozstve roztoku na prepieranie a historiu
jednotlivych cyklov.

V3etky udaje je mozné ukladat’ na USB klu¢, alebo vytlacit'.

Pristroj je mozné pouzivat podl'a potreby
e v predoperatnom obdobi - sekvestracia plazmy a trombocytov
e intraoperacnom obdobi — kardiochirurgicky vykon
e pooperacnom obdobi - hrudna drendz

Efektivita odstrafiovania zloziek ako heparin, bielkoviny a draslik je viac ako 95 %.
Efektivita odstrafiovania tukovych Castic pri pouZiti zvlastneho protokolu je 99%.

Pristroj je schopny pracovat’ v manualnom aj v automatickom made.

Systém je zloZeny z pristroja, vakuovej odsavacky a jednordzového setu v Styroch velkostiach
od 55-225 ml volite'nych podl'a poziadaviek pracoviska.

V Bratislave, dria 05.01.2022

Medline Medica Slovakia sx0.
Koptianska 92

Zdenck Bott
Konatel’ spolo¢nosti
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