Kdpna zmluva ¢. 220239152_Z2

uzatvorend v zmysle §409 a nasl. Obchodného zédkonnika

l. Zmluvné strany

1.1 Objednavatel:
Obchodné meno: Narodny ustav srdcovych a cievnych choréb, a.s.
Sidlo: Pod Krasnou hérkou 1, 83348 Bratislava, Slovenska republika
ICO: 35971126
DIC: 2022105107
IC DPH: SK2022105107
Bankové spojenie: IBAN: SK9702000000000026330112
Telefén: +421 259320629
1.2 Dodavatel:
Obchodné meno: TIMED, s.r.o.
Sidlo: Trnavska cesta 112, 82101 Bratislava, Slovenska republika
ICO: 00602175
DIC: 2020459067
IC DPH: SK2020459067
Bankové spojenie: IBAN: SK4081300000002103860002
Telefén: +421248209511
Il. Predmet zmluvy
21 VSeobecna Specifikacia predmetu Zmluvy:
Nazov: Monitor pre cielenu perfaziu — GDP
Klacové slova: monitor, mimotelovy obeh, cielena perfluzia, akutne zlyhanie obliiek
CPV: 33195000-3 - Systém monitorovania pacientov
Druhly: Tovar
22 Funkéna a technicka Specifikacia predmetu Zmluvy:
Polozka €. 1: 1. Monitor pre cielenu perfuziu pri mimotelovom obehu krvi — 1 ks
Funkcia

VSeobecna Specifikacia predmetu: Uréeny vyrobok (vid §4 Zakona €. 56/2018 Z. z. o posudzovani zhody vyrobku,

spristupfiovani uréeného vyrobku na trhu) — zdravotnicka pomécka (vid &lanok 2 Nariadenia EP a rady (EU) 2017/745 o
zdravotnickych poméckach). Elektricky napajané zariadenie so zaloznou batériou, uréené na nepretrzité meranie a

zobrazovanie krvnych plynov a dalSich parametrov, ked krv cirkuluje mimo tela v uzavretom systéme.

Funkéna a technicka Specifikacia predmetu: Monitor sa pouziva s vhodne uloZzenymi senzormi uréenymi na meranie
parametrov, ako je parcialny tlak kyslika (PO2), parcialny tlak oxidu uhli¢itého (PCO2), pH, teplota, hemoglobin (Hb) a

hematokrit (Hct), prietok krvi, prietok plynu, tlaky plynu a.i. Typicky sa pouziva so systémom mimotelového obehu

—kardiopulmonalneho bypassu pri operacii srdca (ECC) alebo pri 16Zku u pacienta s respiracénym zlyhanim (ECMO).

Funk&né moznosti monitora pre cielent perfuziu — GDP (z angl. Goal Directed Perfusion) umozriuju vedenie mimotelového
obehu tak, aby boli €o najviac zniZzené jeho negativne dopady — naj¢astejSie akutne zlyhanie obliciek. Negativhe dopady
nezavisia len od doby trvania kardiopulmonalnehoho bypassu, nizkeho perfuzneho tlaku, nizkeho arterialneho prietoku,
vyznamnej hemodilucie (nizkeho hematokritu).

Je ddlezité optimalizovat aj dodavku kyslika do tkaniv po€as mimotelovej perfuzie, sledovat aj jeho spotrebu a produkciu oxidu

uhli¢itého (zvySena produkcia oxidu uhli¢itého je ukazovatel uz nedostato¢nej renalnej funkcie).

Pristroj na monitorovanie priebehu ECC pre kontinualny monitoring vybranych hematologickych, biochemickych a fyzikalnych

parametrov a vypocet dalSich veli¢in a indexov.

Technické vlastnosti

Jednotka Minimum Maximum

Presne

Art. strana: realny prietok krvi (hadica 3/8"x3/32") I/m -8 8
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Art. strana: saturacia kyslika % 20 100
Art. strana: parcialny tlak kyslika mmHg 50 300
Art. strana: parcialny tlak oxidu uhli¢itého mmHg 10 100
Ven. strana: saturacia kyslika % 20 100
Teplota krvi °C 15 40
Hematokryt % 15 45
Mnozstvo hemoglobinu v krvi g/dl 5 15
Dodavka kyslika /DO2/ ml/min 50 1500
Spotreba kyslika /VO2/ ml/min 20 400
Produkcia oxidu uhli¢itého /VCO2/ ml/min 0 1000
Prietok plynu I/min 0,05 10
Frakcia privadzaného O2 do oxygenatora % 0 100
Frakcia privadzaného CO2 do oxygenatora % 0 10
Frakcia vystupného CO2 % 0 10

Technické vlastnosti

Hodnota/Charakteristika

Monitoring arteridlnej aj vendznej strany mimotelového

obehu. ano
Kontinualne meranie a monitorovanie parametrov. ano
Vypocet dalSich parametrov s pomocou meranych podfa ano
klinicky prijatych vzorcov.

Predikcia hodnét aj na zaklade softwarovych algoritmov. | @no
Prehladné zobrazovanie hodnét. ano
Moznost prevedenia vysledkov do grafov a trendov. ano
Ukladanie udajov do vstavaného systému spravovania ano
udajov.

Export ulozenych Udajov aj prostrednictvom ano
paméatového média.

Jednoduché a intuitivne ovladanie. ano
Jednoduché pripojenie meracich komponentov do ano
okruhu ECC.

Rozmery a hmotnost pristroja umoZfiujuce instalaciu ano
monitora na bezné ECC pristroje.

Sucastou dodavky musi byt aj kompletné prislusenstvo
potrebné na prevadzku pristroja (vid ¢lanok 2 bod 2. ano
Nariadenia EP a rady (EU) 2017/745 o zdravotnickych
pomdckach).

Sucastou dodavky musia byt aj pomécky na jedno

pouzitie (vid ¢lanok 2 bod 8. Nariadenia EP a rady (EU) ano
2017/745 o zdravotnickych pomébckach), potrebné na

5-ro€nu prevadzku pristroja pre 200 pacientov ro¢ne.

Sucastou uvedenia pristroja do prevadzky musi byt aj
zasSkolenie personalu na pracovisku, kde sa pristroj uz ano

rutinne vyuziva.

2.3 Osobitné poziadavky na plnenie:

Nazov

Pozaduje sa dodat zariadenie nové, nepouZzité a nerepasované.

Pozaduje sa dodavka vratane dopravy na miesto plnenia, vratane inStalacie, uvedenia do prevadzky, odskusania funkénosti a

prevadzky schopnosti prvkov systému a zaskolenia zamestnancov objednavatela na obsluhu a udrzbu.

Pozaduje sa zaru¢na lehota v trvani min. 24 mesiacov odo diia uvedenia pristroja do prevadzky.
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Nastup servisného technika do 24 hod. (v pracovnych dnoch) od nahlasenia poruchy. V pripade neodstranenia poruchy do 48
hod. od jej nahlasenia, pozaduje objednavatel zapozi€at porovnatelné zariadenia po dobu opravy, pre zabezpecenie
kontinualnej funkcie pracoviska.

Odborna udrzba, servis a opravy, musia byt vykonavané v zaru¢nej dobe bezplatne.

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

Dodavatefl predlozenim svojej ponuky potvrdzuje, Ze v Case lehoty na predkladanie ponuk spifia vetky kvalifikadné, odborné,
technické a iné predpoklady, ma predpisané povolenia a skusky, splfia akékolvek iné predpoklady stanovené prislusnymi
pravnymi predpismi a zavaznymi technickymi normami pre riadne poskytnutie pinenia, a zrealizuje plnenie len prostrednictvom
0s0b splfiajucich vSetky predmetné poziadavky pre poskytovanie pinenia.

Preukazania splnenia predmetu zakazky - Vlastny navrh plnenia: PoZaduje sa v lehote na predkladanie ponuk predlozit
vyplneny podrobny rozpocet na celkové plnenie predmetu Zmluvy v polozkovitej Specifikacii ( Priloha ¢.1), v pripade
uspesného Dodavatela, ten predlozi do 2 pracovnych dni odo dia uzatvorenia zmluvy aktualizovanu Prilohu €.1.

Preukazania splnenia predmetu zakazky - Vlastny navrh plnenia: Uspe$ny Dodavatel predloZi do 2 pracovnych dni odo diia
uzatvorenia zmluvy elektronicky Objednavatelovi presny technicky a funkény popis predmetu zmluvy/zékazky, na zaklade
ktorého bude predmet jasne identifikovatelny - Produkt data sheet.

Preukazania splnenia predmetu zakazky: platny SUKL kéd pre predmet zakazky.

Preukazanie splnenia predmetu zakazky - Vlastny navrh plnenia: Uspe$ny Dodavatel predloZi do 2 pracovnych dni odo diia
uzatvorenia zmluvy elektronicky Objednavatelovi vyhlasenie o zhode v zmysle §23 Zakona ¢&. 56/2018 Z. z. o posudzovani
zhody vyrobku, spristupriovani uréeného vyrobku na trhu; rovnako v zmysle &lanku 5 Rozhodnutia eurépskeho parlamentu a
rady €. 768/2008/ES z 9. jula 2008 o spolo¢nom ramci na uvadzanie vyrobkov na trh.

Prospekty tovarov, katalégy ktoré su predmetom z&kazky a ktoré preukazuju poZzadované technicko - medicinske parametre.
Informacie musia byt uvedené v takom rozsahu, aby bolo mozné posudit spinenie vSetkych poziadaviek na predmet zakazky v
sulade s poziadavkami OF. Prospekty, alebo katalogy mézu byt predlozené aj v anglickom jazyku.

Vyhodnotenie vlastného navrhu pinenia zakazky: Objednavatel vyhodnoti Dodavatelov vliastny navrh pinenia z hladiska
splnenia poziadaviek na predmet zakazky. Splnenie poziadaviek dodavatela na predmet zadkazky sa bude posudzovat v
sulade s tymto OF a z dokumentov predloZenych podla poziadaviek objednavatela. Objednavatel méze pisomne poziadat
dodavatela o vysvetlenie predlozenych dokumentov a ak je to potrebné, aj o predlozenie dékazov.

Vysledok vyhodnotenia vlastného navrhu pinenia a splnenia podmienok ucasti: ak Objednavatel na zaklade Dodavatelom
predlozenych dokumentov vyhodnoti, Ze dodavatel spinil poziadavky na predmet zakazky, oznami dodavatelovi, Zze akceptuje
jeho vlastny navrh plnenia predmetu zakazky. Dodavatel je povinny plnit predmet zakazky v sulade so zmluvou.

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

Pozaduje sa, aby dodavatel v Case predlozenia ponuky a zarover pocas trvania zmluvy bol opravneny na poskytnutie plnenia
predmetu zakazky.

Pozaduje sa, aby v momente uzatvorenia zmluvy mal dodavatel ako aj vSetky zuCastnené osoby na strane dodavatela, ktorym
to vyplyva zo zékona €. 315/2016 Z. z. u€inného od 1. februara 2017 zapis v registri partnerov verejného sektora v zmysle
novely zakona o verejnom obstaravani. Objednavatel ma pravo odstupit od zmluvy uzavretej s dodavatelom, ktory nebol v
Case uzatvorenia zmluvy zapisany v RPVS, alebo ak bol zapis vymazany.

PoZzaduje sa aby uchadzac bol zapisany v Zozname hospodarskych subjektov.

PoZaduje sa v zmysle § 340b ods. 5 zédkona €. 513/1991 Z.z. Obchodného zakonnika v zneni neskorsich predpisov splatnost
faktury v Styroch splatkach po dobu 12 kalendarnych mesiacov. Kazda splatka (1.-4.) bude splatna kvartalne v lehote
splatnosti do 14 dni vzdy od prvého dna nasledujiceho mesiaca po skonceni kvartalu. Tieto platobné podmienky maju
prednost pred ustanoveniami vSeobecnych obchodnych podmienok EKS.

Zmluvné strany sa dohodli, Ze pohladavky, ktoré vznikni dodavatelovi z tohto zmluvného vztahu, dodavatel nie je opravneny
postupit tretim osobam bez predchadzajiceho suhlasu objednavatela. Postipenie pohladavok bez predchadzajuceho suhlasu
objednavatela je neplatné. Suhlas diznika je platny za podmienky, Ze bol na takyto Ukon udeleny predchadzajuci pisomny
suhlas MZ SR.

V pripade, ak sa po uzatvoreni tejto zmluvy preukaze, Ze na relevantnom trhu existuje cena (dalej tiez ako ,nizSia cena®) za
rovnaké alebo porovnatelné plnenie ako je obsiahnuté v tejto zmluve a dodavatel uz preukazatelne v minulosti za takuto nizSiu
cenu plnenie poskytol, resp. eSte stale poskytuje, priom rozdiel medzi nizSou cenou a cenou podla tejto zmluvy je viac ako
5% v neprospech ceny podla tejto zmluvy, zavazuje sa dodavatel:

- poskytnut objednavatelovi pre takéto plnenie objednané po preukazani tejto skuto€nosti dodatoénu zfavu vo vySke rozdielu
medzi nim poskytovanou cenou podla tejto zmluvy a nizSou cenou, alebo méze od zmluvy odstupit.

Platba: Bezhotovostnym platobnym stykom.

Ak je Dodavatel identifikovany pre DPH v inom &lenskom $tate EU a tovar bude do SR prepraveny z iného &lenského $tatu
EU, tento Dodavatel nebude pri plneni Zmluvy fakturovat DPH. Vo svojej Kontraktaénej ponuke v&ak musi uviest prislusni
sadzbu a vysku DPH podla zakona €. 222/2004 Z.z. a cenu vratane DPH. Objednavatel nie je zdanitelnou osobou a v tomto
pripade je/bude registrovany pre DPH podla § 7 zakona &. 222/2004 Z.z. a bude povinny odviest DPH v SR podfa zakona €.
222/2004 Z.z.
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Zmluvné strany sa vzajomne zavazuju, ze zachovaju mi¢anlivost o vSetkych informaciach akejkolvek povahy, s ktorymi sa
oboznamia s plnenim tejto Zmluvy a Ze v pripade kontaktu s osobnymi udajmi fyzickych osdb budu postupovat v zmysle
zakona € 122/2013 Z. z. o ochrane osobnych udajov a o zmene a doplneni niektorych zakonov a su¢asne sa zavazuju, ze
zaistia dodrziavanie tohto zavazku svojimi pracovnikmi.

Osobné udaje dotknutych osob, ktoré su sucastou tohto procesu verejného obstaravania, su spraclivané verejnym
obstaravatelom na vopred vymedzeny ucel v stlade s Nariadenim Eurépskeho parlamentu a Rady (EU) 2016/679 o ochrane
fyzickych oséb pri spracuvani osobnych udajov a o vofnom pohybe takychto udajov a zakona NR SR €. 18/2018 Z. z. o
ochrane osobnych udajov a 0 zmene a doplneni niektorych zakonov.

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

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

Pokial sa zmluvné strany s poukazom na vy$Siu moc dohodnu v priebehu platnosti zmluvy na jej zmene, dohoda musi mat
formu pisomného Dodatku k tejto zmluve s uvedenim pravne vyznamného dévodu. Dodatok musi byt opatreny datumom,
Cislom a podpismi 0os6b opravnenych k tomuto pravnemu ukonu za prislusnd zmluvnu stranu.

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

Nazov Upresnenie

2.4 Prilohy opisného formulara Zmluvy:

Popis Nazov suboru

Priloha &. 1_Strukturovany rozpoget ceny.xlsx Priloha &. 1_Strukturovany rozpodet ceny.xlsx

lll. Zmluvné podmienky

3.1 Miesto plnenia Zmluvy:

Stat: Slovenska republika

Kraj: Bratislavsky

Okres: Bratislava lll

Obec: Bratislava - mestska ¢ast’ Nové Mesto
Ulica: Pod Krasnou horkou 1

3.2  Cas/lehota plnenia zmluvy:
13.09.2023 00:00:00 - 13.11.2023 23:59:00

3.3 Dodéavané mnozstvo/ rozsah zmluvného plnenia:

Jednotka: ks
Pozadované mnozstvo: 1,0000

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

IV. Zmluvna cena
4.1 Celkova cena predmetu Zmluvy bez DPH: 101 982,40 EUR
4.2 Sadzba DPH: 20,00
4.3 Celkova cena predmetu Zmluvy vratane DPH: 122 378,88 EUR

V. Zaverecné ustanovenia
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5.1

5.2

5.3

5.4

5.5

5.6

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

Tato Zmluva nadobuda platnost’ 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 1.2, G€inna odo dna 03.11.2022,
https://portal.eks.sk/SpravaOpet/Opet/VerejnyDetail/

Priloha €.2 Vlastny navrh plnenia zakazky 220239152

V Bratislave, dna 31.08.2023 09:38:01

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

Dodavatel:
TIMED, s.r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220239152

Zakazka

Identifikator 720239152

Nazov zakazky Monitor pre cielenu perfuziu — GDP

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/344107
Dodavatel

Obchodny nazov TIMED, s.r.o.

ICO 00602175

Sidlo Trnavska cesta 112, Bratislava, 82101, Slovenska republika
Datum a Cas predlozZenia 8/24/2023 8:21:19 AM

Hash obsahu navrhu pinenia XyH4Ybe+03TwbgrGQpaNzWqql3Rwxg3hmVIzN6cW5zc=

Dodavatelom uvedeny popis viastného navrhu plnenia:

Prilohy:

Priloha &. 1_Strukturovany rozpoget ceny.pdf

CE Cert Pump Console 1434-MDD-170_2021.pdf
1434-MDD-223_2021.pdf

SDS-30010005_v12a DoC - QWS & Product Description (Signed).pdf
SDS-30010074_v9a DoC - QDM & Product Description (Signed).pdf
SUKL kéd.pdf

Workstation brochure.pdf
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The Quantum Workstation

The revolutionary new range of Quantum Perfusion Systems being
developed by Spectrum Medical will enhance patient and clinician
safety during Cardiopulmonary Bypass and ECMO procedures. With

a pioneering dedication to system modularity, Spectrum Medical will
provide advanced customized Perfusion Systems for today’s clinical best
practice and the new best practices of the future.

The Quantum Workstation is your “flight
deck” for the management of the advanced
Quantum Perfusion System. When available,
the integrated solutions and
system modularity expands
the functionality of the
Workstation to include patient
ventilation, the delivery of
cardioplegia and complete
Perfusion Systems. Third
generation propriety software
and a 15" high-resolution
portrait touch screen provides a unique user
experience that is easily adapted into clinical
practice.

As a standalone system the Quantum
Workstation is the world’s first Patient Monitor
designed specifically for the safe delivery of
extracorporeal circulation. Manufactured from
medical grade aluminum materials, with the
latest touch-screen technologies and a 2 hour
battery life, the Quantum Workstation complies
with the latest medical and safety regulations in
accordance with I1SO 62304 and 1SO 60601.

Perfusion Data Management:

Recognized as the leading provider of integrated
Data Management, Spectrum Medical now

Quantu

Perfusion

Your “flight deck”
into Perfusion
Management.

includes the “vendor neutral” VIPER Data
Management Software as an optional feature
on the Quantum Workstation. As a fully HL7
compliant system, Spectrum’s
EMR technology allows for
the integration of third party
devices, the real-time bi-
directional flow of discreet
HL7 data with the hospital’s
EHR provider and optional
pdf(s) at the conclusion of the
case.

Integrated Non-Invasive Diagnostics:

Using Spectrum Medical’s unique non-invasive
and real-time diagnostic technologies, the
Quantum Workstation provides an entry level
package of patient diagnostics that include
Sa0,, SvO, and Hb/Hct.

3rd Party Device Connectivity:

With the integration of Spectrum Medical’s
proven 3rd party device connectivity software,
the Quantum Workstation can interface in real-
time to all Patient Monitors, Cerebral Oximetry
Monitors and many other 3rd party devices
using LAN, USB, RS232/485 and WiFi (802-11

a/b/g/h).







Central Display System

Y]

Building Your Future

Ventilation and Vacuum Management ©

Cardioplegia Management >

Heart Lung Systems »

ECMO Systems ©

Central Display System:

The conduct of extracorporeal
support requires primary focus
on patient care and immediate
access to critical clinical data
with minimal distraction

from either the patient or the
bypass circuit.

Typically, important clinical
data is found on a range of
monitors from different vendors in a variety of

locations, the Quantum Workstation using a world first
Central Display System eliminates these potentially unsafe
distractions and the need for a secondary monitor.
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Non-Invasive Measurement of SaO_, SvO,
& Hemoglobin

The Measurement of Sa0, and SvO, The Measurement of Hematocrit and

The Measurement of O, saturation is achieved by Hemoglobin

analyzing a specific region of the oxy-hemoglobin  Spectrum Medical again uses non-invasive
absorption curve. The use of this non-invasive technology for a continuous reading of Hematocrit

optical shape recognition technology ensures (15 to 50%) and Hemoglobin (5 to 17g/dl).
the measurement of O, is highly accurate

and extremely repeatable to its pre-shipped
calibrations over the lifetime of the product.

Infrared light from an LED is passed through a
flowing tube of blood. A photodiode detects a
receiving light level and converts the resultant

Using a miniature scanning spectrometer and light energy into a proportional electrical output.
infrared LED, the system measures the reflected

amplitude of light at 100 discrete wavelengths. The sensors are delivered pre-calibrated with

a high and low concentration value. Software

A specifically developed algorithms linearize
. . 1,000,000 e .
algorithm derives the this relationship

relative contributions and convert the
from both the fully incoming signal
oxygenated and the to an actual value
reduced oxygenated of Hemoglobin
absorption curves to and a calculated
calculate an actual O, measurement of

Hematocrit.

100,000

10,000

1,000

concentration.

Molar Extinction Coefficient (cm-1M)

100

200 400 600 800 1,000

. Wavelength
Sensor Sizes avelength (nm)

Sensors - Hb/ SO, Tube Internal Tube Wall Venous Tubing Clip
Part Number DIETEES Thickness Size (Tube OD)








Total Customer Support

With an absolute dedication to customer support and a total solutions
approach to maximizing equipment availability within the hospital,

Spectrum Medical has designed a two-tier customer support program
called Sentinel Total Care and Vigilance Total Care.

Sentinel Total Care:

Extended Warranty Full warranty on your
Quantum Perfusion System including Associated
Accessories (sensors, cable assemblies) for its
10-year life at no cost to the customer. Quantum
products beyond economic repair will be
replaced with latest “new build” technologies.

Annual Servicing Includes all required servicing
visits performed by dedicated Spectrum
Medical’s service personal and the cost of all
servicing items.

Accidental Damage Accidental damage
including accessories (sensor, cable assemblies)
for the 10-year life of your Quantum Product at
no cost to the customer.

Emergency Loan Equipment Loan equipment
provided if the defective equipment cannot be
rectified within 24 hours of being returned to
Spectrum Medical.

Annual Software Updates During the service
visit the Quantum Software will be maintained
to latest standards including changes to

user functionality, updates to enhance
maintainability, reliability and protocol changes
to third party device driver software at no cost to
the customer. Software deployment is subject
to prior customer approval and training via
webinar or in-house at Spectrum Medical is
included free of charge.

Telephone Support Within standard working
hours.

Vigilance Total Care: additional
support when using Spectrum
Medical’s VIPER and VISION Data
Management System.

Vigilance Server Vigilance Server is a revolution
in customer support and uses current
technology developed for Spectrum Medical’s
Perfusion Management System. Integrated
within the VISION Server System the Vigilance
maintenance application provides for the pro-
active, real-time monitoring and reporting of
electronic and functional

sub-systems, real-time fault diagnosis,
deployment of system wide software updates,
and on-line system support. With access to

a private VPN, this diagnostic information

is communicated in real-time to Spectrum
Medical.

Quantum Instant Access To maximize
operational up time of the Quantum Perfusion
System Spectrum Medical will, and at its
discretion, deploy a “bonded inventory” of
critical Quantum modules within a secure
hospital location. Customers will have
immediate 24-hour access to this bonded stock
and more importantly prior approval from
Spectrum Medical will not be required.

Spectrum Medical must be notified as soon as
practically possible that the bonded stock has
been used.

Sentinel and Vigilance Total Care programs define the
standards by which other providers are measured!







Perfusion Data Management
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From VIPER to VISION and LIVE VUE

VISION is a sophisticated server application LIVE VUE is Spectrum Medical’s web-based near
that is the hub of Spectrum Medical’s EMR real-time remote access tool. System privileges

technology. VISION automates the system- allow for the remote viewing of live clinical data,
wide maintenance of software, the creation while hardware configuration supports detailed

and transfer of patient records, the storage and  and simultaneous viewing of multiple patients.

retrieval systems for complex clinical data sets.

USA and Canada:
Call 800-265-2331

SpeCtrum ed, Ca/ ussales@spectrummedical.com
Safer Solutions EU and ROW:

Call +44 1242.650.120
eusales@spectrummedical.com

www.spectrummedical.com

MEDICAL ELECTRICAL EQUIPMENT
WITH RESPECT TO ELECTRICAL SHOCK, FIRE AND MECHANICAL HAZARDS ONLY

IN ACCORDANCE WITH UL 60601-1/CAN/CSA C22.2 No. 601.1

SPECTRUM MEDICAL LIMITED
Registered to:
1S09001:2008
1S013485:2003 .
File No. At4s54 SMM-004 version 3
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CERTIFICATE

EC Certificate No. 1434-MDD-170/2021

Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Spectrum Medical Ltd.

Harrier 4
Meteor Business Park
Cheltenham Road East
Gloucestershire GL29QL UNITED KINGDOM

for the design, manufacture and final inspection of medical devices, class: Class IIb

Products list in attachments: 1

complies with requirements of Annex Il (excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 15.04.2021 to 27.05.2024
The date of issue of the Certificate: 15.04.2021
The date of the first issue of the Certificate: 11.04.2019

C € 1434

Issued under the Contract No. MD-157/2020
An na Elektronicznie

Application No: 61 1/2020 podpisany przez Anna
Certificate bears the qualified signature. Matgorzata  Mmatgorzata Wyroba
Warsaw, 15/04/2021 Wyroba e 00
Module H2/3/4/5 Vice-President
FBM-26-E_9

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pchc@pcbc.gov.pl







ANNEX 1 TO THE CERTIFICATE

VALID ONLY WITH CERTIFICATE
No 1434-MDD-170/2021

List of medical devices covered by the certificate:

Product Family

Product Sub-Group

Model/Type

Quantum Perfusion
System

Quantum Diagnostic Module

Quantum Diagnostic Module (QDM)

Quantum Pump Console

Centrifugal Pump Drive (QCD)

Quantum Pump Console consists of
Quantum Pump Frame (QPF),
Quantum Power Supply (QPS),
Quantum Roller Pumps (QRP) and
Quantum Pump Console Module

(QCM)

Quantum Smart Occluder

Quantum Smart Occluder (QSO)

1434

Issued under the Contract No. MD-157/2020

Application No: 611/2020,

Certificate bears the qualified signature.

Warsaw, 15/04/2021

Anna Elektronicznie
podpisany przez Anna

Mafgorzata Matgorzata Wyroba
Data: 2021.04.15

Wyroba 11:35:26 40200

Vice-President

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl







			1434-MDD-170_2021-sgn.pdf


			1434-MDD-170_2021_ann 1-sgn.pdf
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CERTIFICATE

EC Certificate No. 1434-MDD-223/2021

Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Spectrum Medical Ltd.

Harrier 4
Meteor Business Park
Cheltenham Road East
Gloucestershire GL29QL UNITED KINGDOM

for the design, manufacture and final inspection of medical devices, class: Class IIb

Blood parameter monitoring equipment and equipment for
extra-corporeal circulation systems

The list of medical devices covered by this certificate is provided in the Annex No. 1

complies with requirements of Annex Il (excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 06.05.2021 to 27.05.2024

The date of issue of the Certificate: 06.05.2021
C € 1434

The date of the First issue of the Certificate: 08.01.2020

Issued under the Contract No. MD-145/2020 Anna Efg;‘s’;‘r'f;;'fzez Anna
Application No: 637/2020 Ma}gorzata Malgorzata Wyroba
Certificate bears the qualified signature. Data: 2021.05.06
Warsaw, 06/05/2021 Wyroba 15:52:04 +02'00'
Module H2/3/4/5 Vice-President
FBM-26-E_9

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl







ANNEX 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-MDD-223/2021

List of medical devices covered by the certificate:

Product Family Product Sub-Group | Model/Type
Quantum Heater Quantum Heater Cooler
Cooler (QHQ)

Quantum Mobile

System Quantum Mobile System

Quantum Ventilation Module

Quantum Perfusion (QVM2)

System Quantum Mini Ventilation Module
(QVM3)
Quantum Platform

Quantum Ventilation Lite Module

(QVM4)

Quantum Workstation

(QWS12E, QWS15E QWS15L, QWS15S)
Issued under the Contract No. MD-145/2020 Anna Elegtr‘onicznie R
Application No: 637/2020 podpisany przez Anna
Certificate bears the qualified signature. Matgorzata g::ggé;?:gﬁba
Warsaw, 06/05/2021 Wyroba 15:51:21 +02'00'

Vice-President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pchc.gov.pl









Spectrum edical

Spectrum Medical

Quantum Workstation

Declaration of Conformity (DoC)

Document Number; SDS-30010005
Version: 12a

Prepared by: Scott Drain

Date: 15-Nov-22

Version Prepared by Reviewed by Approved by SCO Number

12a Print: Scott Drain Print: Colleen Pﬁuell Print: MarlDrain ECO-000879
Sign:s. pre~m Sign:C} e, foel) | SE ) SPR-00011301
Date: 15-Nov-22 Date: 29-Nov-22 Date: 01-Dec-2022

© 2022 Copyright in this document belongs to Spectrum Medical Ltd. The information contained herein which is confidential belongs to
Spectrum Medical Ltd. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical Ltd.







Manufacturers Name:

Manufacturers Address:

Authorized Representative

Spectrum

edical

Declaration of Conformity

Spectrum Medical Ltd

Harrier 4,

Meteor Business Park,

Cheltenham Road East,

Gloucester, GL2 9QL, United Kingdom

Spectrum Medical Europe

Address: Via di Mezzo 23,

41037

Mirandola (MO)

Italy

Product Name GMDN Classification Rule

Quantum Workstation (QWS) 37238 ilb 10
Extracorporeal blood gas/pH monitor
Quantum Workstation 15” Elite (QWS15E) 37238 Itb 10
Extracorporeal blood gas/pH monitor
Quantum Workstation 15” (QWS15S) 37238 lib 10
Extracorporeal blood gas/pH monitor
Quantum Workstation 12.1” Elite (QWS12E) 37238 lib 10
Extracorporeal blood gas/pH monitor
Quantum Workstation 15” Lite (QWS15L) 37238 ilb 10
Extracorporeal blood gas/pH monitor

Device Product(s):
Notified Body Name:
Notified Body Address:

Notified Body Identification
Number:

Conformity Assessment Route
(Qws):

Conformity Assessment Route:

CE Certificate Expiry Date:

See attached list

Polish Centre for Testing and Certification

469 Pulawska Street, PL-02-844 Warsaw, Poland
1434

Spectrum Medical Ltd uses the following procedures for the
CE-labeling of their products according to the EC Directive
93/42/EEC: No. 1434-MDD-170/2021;

Class Iib: Annex Il (excluding Section 4) of EC Directive

93/42/EEC

Spectrum Medical Ltd uses the following procedures for the
CE-labeling of their products according to the EC Directive
93/42/EEC: No. 1434-MDD-223/2021;

Class lib: Annex Il (excluding Section 4) of EC Directive

93/42/EEC
27 May 2024

SDS-300100005_v12a Page 1 of 4

© Copyright in this document belongs to Spectrum Medical. The information contained herein which is confidential belongs to Spectrum
Medical. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical.








Spectrum edical

This declaration of conformity is issued under the sole responsibility of Spectrum Medical Lid. We
hereby declare that the medical device(s) specified above meet the provision of:

The (EU) EC Directive 93/42/EEC for medical devices and the following union legislation;

EN ISO 13485: 2016

EN SO 14971:2012

EN 60601-1: 2006 / A1:2013
EN 60601-1-2:2015

EN 60601-1-6:2010

EN 60601-1-8:2007 / A11:2017
EN 60601-2-49:2001

EN 62304:2006

EN 62366:2008

ENISO 15223-1:2016

EN 1041:2008

The RoHS Directive 2011/65/EU
* ENIEC 63000: 2018

The WEEE regulations 2013. Reg No. WEE/GC5510UY
This declaration is supported by the Quality System approval to ISO 13485 issued by UL LLC.

All supporting documentation is retained at the premises of the manufacturer.

Signature: p Place and date (dd.mm.yyyy) of issue:
V. i

Colleen Powell
Director of Regulatory Affairs

......... 0/.1)6.\“2..02—(

File No. A14554

SDS-300100005 vi2a Page 2 of 4

© Copyright in this document belongs to Spectrum Medical. The information contained herein which is confidential belongs to Spectrum
Medical. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical.








Spectrum

edical

Product description and accessories

GMDN Code 37238
GMDN Term Extracorporeal blood gas/pH monitor
Classification lib Rule 10
Description Part No. GTIN EU Class
Quantum Workstation 15" Elite (QWS15E) 51-000100-00 05060434422521 ilb
Quantum Workstation 15” (QWS15S) 51-000093-00 05060434422293 b
Quantum Workstation 12.1” Elite (QWS12E) 51-000094-00 05060434422309 b
Quantum Workstation 15” Lite {QWS15L) 51-000080-00 05060434422026 iib
Quantum Workstation 51-000001-00 05060434420008 lb
Accessories
Description Part No. GTIN EU Class
Hb/SO2 Twin -Tube ID 3/8" x Wall3/32" 51-000037-00 05060434420602 lib
{OD 9/16") 2m
Hb/S0O2 Twin -Tube ID 1/4" x Wall3/32" 51-000038-00 05060434420619 lib
{OD 7/16") 2m
Hb/SO2 Twin -Tube ID 1/4" x Wall1/16" 51-000039-00 05060434420626 b
(0D 3/8") 2m
Hb/SO2 Twin -Tube ID 3/16" x Wall1/16" 51-000040-00 05060434420633 b
(0D 5/16") 2m
Hb/S02 Twin -Tube ID 3/8" x Wall3/32" 51-000041-00 05060434420640 I1b
(OD 9/16") 1.3m
Hb/S02 Twin -Tube ID 1/4" x Wall3/32" 51-000042-00 05060434420657 llb
(OD 7/16") 1.3m
Hb/SO2 Twin -Tube ID 1/4" x Wall1/16" 51-000043-00 05060434420664 b
(0D 3/8") 1.3m
Hb/SO2 Twin -Tube ID 3/16" x Wall1/16" 51-000044-00 05060434420671 b
(0D 5/16") 1.3m
Hb/SO2 Twin QTS Sensor ID 3/8" x Wall 3/32" 51-000120-00 05060434422989 Itb
(0D 9/16")
Hb/SO2 Twin QTS Sensor ID 1/4" x Wall 3/32" 51-000121-00 05060434422996 b
(0D7/16")
Hb/SO2 Twin QTS Sensor ID 1/4" x Wall 1/16" 51-000122-00 05060434423009 b
(0D3/8")
Hb/SO2 Twin QTS Sensor ID 3/16" x Wall 1/16" 51-000123-00 05060434423016 b
(0D 5/16")
Hb/SO2 Twin Sensor 3003-001-010 5060434420237 b
Quantum Flow Sensor - 1D 3/16” x Wali 1/16” 51-000064-00 05060434421845 b
{(OD 5/16”) 2.00m
Quantum Flow Sensor - ID 1/4" x Wall 1/16” 51-000065-00 05060434421852 ib
(OD 3/8”) 2.00m
Quantum Flow Sensor - ID 1/4" x Wall 3/32” 51-000066-00 05060434421869 b
(OD 7/16”) 2.00m
Quantum Flow Sensor - [D 3/8” x Wall 3/32” 51-000067-00 05060434421876 Ib
(OD 9/16") 2.00m
Quantum Flow Sensor —1D 1/2" x Wall 3/32" 51-000068-00 05060434421883 b
(OD 11/16") 2.00m
Quantum Flow Sensor - ID 3/16” x Wall 1/16” 51-000075-00 05060434421975 b
{(OD 5/16") 0.75m :
Quantum Flow Sensor - ID 1/4" x Wall 1/16” 51-000076-00 05060434421982 Ib
(OD 3/8”) 0.75m
SDS-300100005_v12a Page 3 of4

© Copyright in this document belongs to Spectrum Medical. The information contained herein which is confidential belongs to Spectrum
Medical. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical.








Spectrum edical
Quantum Flow Sensor - ID 1/4" x Wall 3/32” 51-000077-00 05060434421999 b
(OD 7/16”) 0.75m
Quantum Flow Sensor - ID 3/8" x Wall 3/32" 51-000078-00 05060434422002 b
{OD 9/16") 0.75m
Quantum Flow Sensor —ID 1/2" x Wall 3/32" 51-000079-00 05060434422019 b
(OD 11/16") 0.75m
Quantum Flow Sensor - ID 3/16” x Wall 1/6” 51-000083-00 05060434422088 Ib
(0D 5/16”) 3.00m
Quantum Flow Sensor - 1D 1/4" x Wall 1/16" 51-000084-00 05060434422095 b
(OD 3/8”) 3.00m
Quantum Flow Sensor - ID 1/4” x Wall 3/32” 51-000085-00 05060434422101 IIb
(0D 7/16”) 3.00m
Quantum Flow Sensor - ID 3/8” x Wall 3/32” 51-000086-00 05060434422118 b
(0D 9/16”) 3.00m
Quantum Flow Sensor - 1D 1/2" x Wall 3/32” 51-000087-00 05060434422125 b
(OD11/16") 3.00m
Quantum Flow Sensor - 1D 3/16" x Wall 1/16" 51-000132-00 05060434423238 iIb
(0D 5/16") 1.2m
Quantum Flow Sensor - 1D 1/4" x Wall 1/16" 51-000133-00 05060434423245 b
(OD 3/8") 1.2m
Quantum Flow Sensor - 1D 1/4" x Wall 3/32" 51-000134-00 05060434423252 Itb
{OD 7/16") 1.2m
Quantum Flow Sensor - ID 3/8" x Wall 3/32" 51-000135-00 05060434423269 b
(0D 9/16") 1.2m
Quantum Flow Sensor - ID 1/2" x Wall 3/32" 51-000136-00 05060434423276 Itb
(OD11/16") 1.2m
Document History
Document Issue Date Description of Change
Version
v12a See page 2 Updated to remove Transonic flow sensors that are no longer being supplied to
customers. Also to add the conformity assessment route for the Quantum
Workstation (QWS).
vlla See page 2 Updated to correct the issuer of the 1ISO 13485 cert {to UL LLC)
v10a 7 Jul 2021 Updated to list the correct accessories and to add an expiry date of the MDD CE
certificate
v9a 24 May 2021 Updated to align with MDR requirements on information to be included on the
DoC and to add flow sensors {accessories to Workstation Elite)
v8a 10 Dec 2020 Updated to add Workstation Elite
SDS-300100005 _v12a Page 4 of 4

© Copyright in this document belongs to Spectrum Medical. The information contained herein which is confidential belongs to Spectrum
Medical. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical.
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Spectrum edical

Spectrum Medical

Quantum Diagnostic Module

Declaration of Conformity (DoC)

Document Number: SDS-30010074
Version: 9a

Prepared by: Scott Drain

Date: 15-Nov-22

Version Prepared by Reviewed by Approved by SCO Number
9a Print: Scott Drain Print: Col}een Powvell Print: Mark Drain ECO-000879
Sign: s. 0o Sign: ( PY/oN IMNU'( Sign: [ SPR-00011301
Date: 15-Nov-22 Date: 29-Nov-22 Date: 01-Dec-2022

© 2022 Copyright in this document belongs to Spectrum Medical Ltd. The information contained herein which is confidential belongs to
Spectrum Medical Ltd. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical Ltd.







Spectrum

edical

Declaration of Conformity

Manufacturers Name:

Manufacturers Address:

Authorized Representative
Address:

Spectrum Medical Ltd

Harrier 4,
Meteor Business Park,
Cheltenham Road East,

Gloucester, GL2 9QL, United Kingdom

Spectrum Medical Europe

Via di Mezzo 23,

41037

Mirandola (MO)

Italy

Product Name GMDN Classification Rule

Quantum Diagnostic Module (QDM1}): 37238 b 10
Extracorporeal blood gas/pH monitor
Quantum Diagnostic Module {(QDM2) No Gas: 37238 ilb 10
Extracorporeal blood gas/pH monitor

Device Product(s):
Notified Body Name:
Notified Body Address:

Notified Body ldentification
Number:

Conformity Assessment Route:

CE Certificate Expiry Date:

See attached list

Polish Centre for Testing and Certification

469 Pulawska Street, PL-02-844 Warsaw, Poland

1434

Spectrum Medical Ltd uses the following procedures for the
CE-labeling of their products according to the EC Directive
93/42/EEC: No. 1434-MDD-170/2021

Class llb: Annex I! (excluding Section 4} of EC Directive

93/42/EEC
27 May 2024

SDS-30010074_v9a

Page 1 0of4

© Copyright in this document belongs to Spectrum Medical. The information contained herein which is confidential belongs to Spectrum
Medical. This document is not to be used for any purpose whatsoever without the prior written consent of Spectrum Medical.








Spectrum edical

This declaration of conformity is issued under the sole responsibility of Spectrum Medical Ltd. We
hereby declare that the medical device(s) specified above meet the provision of:

The (EU) EC Directive 93/42/EEC for medical devices and the following union legislation;

e ENISO 13485: 2016

e ENISO 14971:2012

EN 60601-1: 2006 / A1:2013
EN 60601-1-2:2015

EN 60601-1-6:2010

EN 60601-1-8:2007 / A11:2017
EN 60601-2-49:2001

EN 62304:2006

e EN62366:2008

e ENISO 15223-1:2016

e EN 1041:2008

The RoHS Directive 2011/65/EU
e ENIEC 63000: 2018

The WEEE regulations 2013. Reg No. WEE/GC5510UY
This declaration is supported by the Quality System approval to ISO 13485 issued by UL LLC.

All supporting documentation is retained at the premises of the manufacturer.

Signature: Place and date (dd.mm.yyyy) of issue:

(/MQMM ......... ol Dec...2028...

Colleen Powell
Director of Regulatory Affairs

C € 1434

SDS-30010074_v9a Page 2 of 4
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Product description and accessories

GMDN Code 37238

GWVIDN Term

Extracorporeal blood gas/pH monitor

Classification Itb Rule 10
Description Part No. GTIN EU Class
Quantum Diagnostic Module (QDM1) 51-000023-00 05060434420701 Ib
ﬁgaG”::m BiagnastieModile(QomM2) 51-000032-00 05060434420695 lib
Accessories
Description Part No. GTIN EU Class
Blood Pressure Sensor 43-000918-00 05060434420886 lIb
Quantum Pressure Sensor - 0.75m 51-000088-00 05060434422231 lib
Quantum Pressure Sensor - 2.0m 51-000097-00 05060434422354 1Ib
Reservoir Level Sensor 43-000889-00 05060434420893 Itb
Quantu "1' /Fl'g,,w((s)%";‘/’; 6';3 ;’(/);6" Xiail 51-000064-00 05060434421845 llb
Q”a"tu:}:é?,"{gg':‘/olz,;g‘t/:]" gl 51-000065-00 05060434421852 b
Q“a"t”?/; ;"{g‘;r;s/irsj,;gz/r:" gl 51-000066-00 05060434421869 Iib
Q”a"t”;?z‘.’."{os; nQS/olrfS:';DZ.B())/ni" e 51-000067-00 05060434421876 lib
Q“a”t”3”;3F2',‘."("(’)‘c’De2i7£é.,';) z%éi; xwall 51-000068-00 05060434421883 itb
Q”a"t”:};‘.’,"z’gs r'ss‘/‘;%'..;%i/slrg" xiall 51-000075-00 05060434421975 b
Q”a"tulr;'l'zf’ ‘("élsbegjfg..‘)'g%ﬁ: xiwall 51-000076-00 05060434421982 llb
Q“a”t”3”;3gf’ ‘("éf)e;';‘fg,])'g_ %?n Xl 51-000077-00 05060434421999 il
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Document History

Document Issue Date Description of Change

Version

v9a See page 2 Updated to remove Transonic flow sensors, no longer being supplied to
customers.

v8a See page 2 Updated to correct the issuer of the ISO 13485 cert (to UL LLC)

v7a 7 July 2021 Updated to list the correct accessories and to add an expiry date of the MDD CE
certificate

véa 24 May 2021 Updated to align with MDR requirements on information to be included on the
DoC
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Detail zdravotnickej pomdcky | SUKL https://www.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-stranky/d...

SUKLED

(https://www.sukl.sk/)

DETAIL ZDRAVOTNICKE] POMOCKY

@ Stanica pracovna Quantum (QWS)

Kéd: P 96745

Nazov: Stanica pracovna Quantum (QWS)

Doplnok: k perfuznemu systému na monitorovanie krvnych parametrov
Trieda ZP: llb

Vyrobca skratka: SU|

Vyrobca: Spectrum Medical Ltd.
Harrier 4, Meteor Business Park, Cheltenham Road East

Gloucestershire
Spojené kralovstvo Velkej Britanie a Severného irska

'a (https://www.facebook.com/sukl.sr) l@l (https://www.instagram.com/sukl_sr/)

m (https://www.linkedin.com/company/sukl/)

TlaCena verzia stranky : https://www.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-stranky
/detail-zdravotnickej-pomocky?page_id=1377
www.sukl.sk © 2023
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