Ramcova dohoda C. 220247542 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:
Telefon:

l. Zmluvné strany

Detska fakultna nemocnica s poliklinikou Banska Bystrica

Namestie L.Svobodu 4, 97409 Banska Bystrica , Slovenska republika
37957937

2021928150

nie je platitel DPH

IBAN: SK76 8180 0000 0070 0028 0745

00421484726500

Euromedical spol. s r.o.

Rozynova 12, 16900 Praha 6, Ceska republika
41192923

CZ41192923

CZ41192923

IBAN: CZ9503000000000222007128, BIC: CEKOCZPP
+420606020445

Il. Predmet zmluvy

21 VSeobecna Specifikacia predmetu Zmluvy:

Nazov:
Krucové slova:

CPV:

Druhly:

Spotrebny material pre priru¢ny koagulometer

kyveta do priruéného koagulometra, meranie aktivovaného ¢asu zrazania krvi, point of
carediagnostika

33124130-5 - Diagnosticky spotrebny material; 60000000-8 - Dopravné sluzby (bez
prepravy odpadu)

Tovar; Sluzba

2.2 Funkéna a technicka Specifikacia predmetu Zmluvy:

Zoznam polozZiek:

1. Testy ACT-LR pre priru¢ny koagulometer

2. Testy APTT pre priru¢ny koagulometer

Polozka ¢. 1: Testy ACT-LR pre priruény koagulometer

analyticky rozsah merania ACT sekunda 65 400

rozsah koncentracie heparinu u/ml 0 2,5

potrebné mnozstvo krvi pre vykonanie testu mikroliter 15
dovolena teplota chladenia °C 2 8

moznost uskladfovania pri izbovej teplote °C 15 30

teplota kyvety pri merani °C 36 38

dizka expiracie pri teplote nad 15°C tyzden 12

Predpokladany pocet na 12 mesiacov ks 90

*

jednorazova kyveta do priru¢ného koagulometra
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jednorazovy spotrebny material pre priru¢ny
koagulometer

point-of-care monitoring aktivovaného ¢asu zrazania krvi

typ vzorky Cerstva necitratovana heparinizovana plna krv

typ aktivatora kaolin Celite

opticky na baze fyzikalnej detekcie fibrinovej mikrozrazeniny

princip detekcie True-Endpoint-Clotting

Polozka €. 2: Testy APTT pre priruény koagulometer

analyticky rozsah merania ACT sekunda 20 399

rozsah koncentracie heparinu u/ml 0 1,5

potrebné mnozstvo krvi pre vykonanie testu mikroliter 15
dovolena teplota chladenia °C 2 8

moznost uskladfovania pri izbovej teplote °C 15 30

teplota kyvety pri merani °C 36 38

dizka expiracie pri teplote nad 15°C tyzden 12

Predpokladany pocet na 12 mesiacov ks 405

jednorazova kyveta do priru¢ného koagulometra

jednorazovy spotrebny material pre priru¢ny
koagulometer

point-of-care monitoring aktivovaného parcialneho
tromboplastinového ¢asu zrazania krvi

typ vzorky Cerstvéa necitratovana heparinizovana plna krv

typ aktivatora kaolin kaolin a fosfolipidy

opticky na baze fyzikalnej detekcie fibrinovej mikrozrazeniny

princip detekcie True-Endpoint-Clotting

23 Osobitné poziadavky na plnenie:

1. Novy, doposial nepouzity tovar.

2. Vratane dopravy na miesto plnenia.

3. Vratane zaSkolenie obsluhy.

4. Pozaduje sa predlozit rozpis sadzby DPH a ceny s DPH alebo bez DPH, ktora ako udaj v zmluve chyba v pripade plnenia
zahffajuce rézne sadzby DPH do 3 dni od uzavretia zmluvy.

5. Predmet plnenia (tovar) musi spifat v3etky technické poziadavky uvedené v technickej $pecifikacii.

6. Mnozstvo uvedené v zmluve je predpokladanym mnozstvom na obdobie 12 mesiacov.

7. PInenie bude poskytnuté vo viacerych ucelenych €astiach na zdklade pisomnej objednavky objednavatela podla jeho
aktualnych prevadzkovych potrieb;

- dodavatel sa zavazuje dodavat objednavatelovi tovar, ktory bol objednany jednotlivymi pisomnymi objednavkami
objednavatela, v lehote do 5 dni od uzavretia Ciastkovej kiipnej zmluvy, pokial sa zmluvné strany v jednotlivej Ciastkovej
kupnej zmluve nedohodnu inak;

- zmluvné strany sa dohodli, Ze dodavatel pri odovzdani tovaru odovzda objednavatelovi dodaci list. Opravneny zastupca
objednavatela potvrdenim dodacieho listu potvrdi prevzatie tovaru.

8. Objednavatel si vyhradzuje pravo zmenit (zvysit, znizit) predpokladané mnozstvo tovaru pri jednotlivych polozkach pri
dodrzani jednotkovych cien a celkovej ceny predmetu zakazky.
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9. Pozaduje sa predlozit vyhlasenie o zhode, t.j. funkéna a technicka Specifikacia, vratane technickych listov preukazujucich
splnenie minimalnych pozadovanych parametrov predmetu zakazky s uvedenim presnych nazvov (obchodnych znaciek)
nacenenych vyrobkov do 3 pracovnych dni od u€innosti Zmluvy, ak neboli pozadované ako vlastny navrh plnenia zékazky pri
predlozeni ponuky.

10. Ak predmet plnenia nebude spifiat v&etky technické poZiadavky, kupuijtici ma pravo od zmluvy odstipit.

11. Verejny obstaravatel moze pozadovat predloZenie bezplatnych skigobnych vzoriek spifiajucich technické $pecifikacie
vybraného materialu, a to eSte pred za¢atim plnenia zmluvy, najneskér do 5 pracovnych dni od datumu ucinnosti zmluvy.
Dodavatel sa zavazuje k dodavaniu tovaru totozného so vzorkami pocas celej doby trvania zmluvy, v opacnom pripade si
verejny obstaravatel vyhradzuje pravo odstupit od zmluvy. Verejny obstaravatel si vyhradzuje pravo odstipit od zmluvy aj v
pripade, ak vyhodnoti minimalne u jedného parametra, Ze predloZzena vzorka nevyhovuje zmluvnym

podmienkam, podmienkam stanovenym prisluSnymi pravnymi predpismi a platnymi normami zavaznymi pre takéto pinenie
(tovar).

12. Dodavatel sa zavazuje dodavat objednavatelovi tovar podfa tejto zmluvy vylu€ne v originalnych baleniach a s dokladmi
zodpovedajucimi podmienkam stanovenych v prislusnych pravnych predpisoch a rozhodnutiach prislusnych organov verejnej
spravy upravujucich uchovavanie a ochranu tovaru podfa tejto zmluvy.

13. Dodavatel sa zavazuje dodavat tovar, ktory v €ase dodania nema uplynutych viac ako 75% vyrobcom stanovene;j
expiratnej doby a pocas stanovenej expiracnej doby bude mat’ vlastnosti stanovené kvalitativnymi a technickymi parametrami.

14. Faktdra musi obsahovat odvolanie na ¢islo zmluvy z EKS, rozpis poloziek a ich jednotkovych cien vztahujucich sa ku
kazdej polozke plnenia a celkovu cenu za polozku.

15. Kazda dodavka bude fakturovana samostatne s lehotou splatnosti faktur 60 dni odo dfa doruc¢enia faktary kupujucemu.

16. Kupujuci zaplati predavajucemu kupnu cenu za predmet kiipy na zaklade faktury, ktort predavajaci vystavi najskér po
dodani tovaru a po doru€eni zastupcom kupujuceho podpisaného dodacieho listu preukazujuceho dodanie tovaru
kupujucemu. Dodavatel tovaru je povinny vystavit fakturu za dodavku tovaru najneskér do piateho pracovného dna v mesiaci
nasledujuceho po dni dodania tovaru.

17. Dodavatel do svojej ponuknutej ceny zahrnie vSetky naklady spojené s dodanim predmetu zakazky a to najma: dopravné
naklady, naklady na manipulaciu, balenie, nakladanie, vykladanie, kontrolu a v8etky dalSie naklady, ktoré sa mézu vyskytnut v
suvislosti s plnenim predmetu zmluvy.

18. Dodavatel berie na vedomie, Ze jednostranné zapocitanie pohfadavok nie je mozné. Zapocitanie pohfadavok
objednavatela je mozné v zmysle ust. § 8 zak. €. 374/2014 Z.z. o pohladavkach $tatu v zneni neskorSich predpisov len na
zaklade pisomnej dohody o zapocitani pohladavok statu. Dodavatel neprijme vyhlasenie podla ust. § 303 a nasl. zakona €.
513/1991 Zb. Obchodného zakonnika v zneni neskorSich predpisov. V pripade ak Dodavatel prijme vyhlasenie v rozpore s
predchadzajucou vetou objednavatel je opravneny uplatnit si voci dodavatelovi zmluvni pokutu vo vyske 2% z istiny
pohladavky,

na ktoru sa vyhlasenie vztahuje.

19. V pripade, ak sa po uzatvoreni tejto zmluvy preukaze, Ze na relevantnom trhu existuje cena (dalej len nizSia cena) za
rovnakeé alebo porovnatelné plnenie ako je obsiahnuté v tejto zmluve a dodavatel uz preukazatelne v minulosti za takuto cenu
plnenie poskytol, resp. este stale poskytuje, pricom 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 skutocnosti dodatoénu zlfavu vo vyske rozdielu

medzi nim poskytovanou cenou podla tejto zmluvy a niZSou cenou. Zmluvné strany su opravnené znizit jednotkovu cenu
tovaru (alebo jeho ¢asti), pisomnym dodatkom k tejto ramcovej dohode. Navrh na uzatvorenie dodatku vypracuje objednavatel
a predlozi ho dodavatelovi.

20. V pripade kategorizovaného $pecialneho zdravotnickeho materialu (5ZM) nesmie jednotkova cena Specialneho
zdravotnickeho materialu pocas celej doby platnosti zmluvy prekro¢it maximalnu cenu zdravotnickej pomécky, SZM uréenu
pre poskytovatela zdravotnej starostlivosti Ministerstvom zdravotnictva SR.

21. Ramcova dohoda sa uzatvara na dobu urcitl - 12 mesiacov odo dfia nadobudnutia G€innosti zmluvy, alebo do vy€erpania
celkoveho finanéného objemu tejto ramcovej dohody v zavislosti od toho, ktora situacia nastane skor.

22. Zmluvné strany sa dohodli, Ze veritel nemodze postupit pohladavky voci diznikovi tretej osobe, podia § 524 a nasl. zak. €.
40/1964 Zb. Obcianskeho zékonnika v zneni neskorSich predpisov (dalej len ,Obciansky zakonnik®), bez predchadzajuceho
suhlasu dIZznika. Pravny ukon, ktorym veritel postupi pohfadavky voci diZznikovi tretej osobe bez predchadzajuceho suhlasu
diznika, je podla § 39 Obcianskeho zakonnika neplatny. Veritel berie na vedomie, ze suhlas diznika je platny len za
podmienky, Ze bol na takyto ukon udeleny predchadzajici pisomny suhlas MZ SR.

23. Zmluvné strany sa tymto v sulade s ¢l. 18.1 platnych OPEP dohodli, Ze ktorakolvek zo zmluvnych stran méze vypovedat
zmluvu aj bez uvedenia dévodu. Vypovedna doba je dva mesiace od doru€enia vypovede druhej zmluvnej strane.

‘ Nazov Upresnenie

24 Prilohy opisného formulara Zmluvy:

‘ Popis Nazov suboru
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5.1

5.2

5.3

5.4

5.5

5.6

lll. Zmluvné podmienky

Miesto plnenia Zmluvy:

Stat: Slovenska republika
Kraj: Banskobystricky
Okres: Banska Bystrica
Obec: Banska Bystrica
Ulica: Nam. L. Svobodu 4

Cas / lehota platnosti ramcovej dohody v mesiacoch:
12

Maximalne Objednavatefom pozadovatelné mnozstvo/rozsah zmluvného plnenia ramcovej dohody:

Jednotka: podla rozpisu poloziek

Pozadované maximalne

5 . 1,0000
mnozstvo:

Tato zmluva ma charakter ramcovej dohody. Prava a povinnosti zmluvnych stran podla tejto Zmluvy sa spravuju
Obchodnymi podmienkami elektronickej platformy verzia 1.2, 4¢€inna odo dfia 3. 11. 2022 , ktoré tvoria neoddelitelnu
prilohu tejto Zmluvy.

IV. Zmluvna cena
Celkova maximalna cena plnenia podla ramcovej dohody bez DPH: 5 035,00 EUR
Sadzba DPH: 20,00
Celkova maximalna cena plnenia podfa ramcovej dohody vratane DPH: 6 042,00 EUR

V. Zaverec¢né ustanovenia

Tato Zmluva bola uzavretd automatizovanym sp6sobom 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 diiom jej uzavretia a ucinnost za podmienok definovanych v Obchodnych
podmienkach elektronickej platformy uvedenych v bode 5.1 tejto zmluvy.

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

Tato Zmluva je vyhotovena v elektronickej podobe v Styroch vyhotoveniach, po jednom pre kazdu zmluvnu stranu,
jedno vyhotovenie bude zaslané na zverejnenie v Centralnom registri zmliv Uradu vlady Slovenskej republiky a jedno
bude zverejnené v Centralnom registri 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 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 220247542

V Bratislave, dna 13.09.2024 10:38:00

Objednavatel:
Detska fakultna nemocnica s poliklinikou Banska Bystrica
konajuci prostrednictvom osoby poverenej zastupovat Objednavatela v ramci elektronického trhoviska

Dodavatel:
Euromedical spol. s r.o.
konajuci prostrednictvom osoby poverenej zastupovat Dodavatela v ramci elektronického trhoviska
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Vlastny navrh plnenia zakazky 220247542

Zakazka

Identifikator 220247542

Nazov zakazky Spotrebny material pre priru¢ny koagulometer

Verejny detail zakazky https://portal.eks.sk/SpravaZakaziek/Zakazky/Detail/357146
Dodavatel

Obchodny nazov Euromedical spol. s r.o.

ICO 41192923

Sidlo Rozynova 12, Praha 6, 16900, Ceska republika

Datum a Cas predlozZenia 9/12/2024 11:12:44 AM

Hash obsahu navrhu pinenia dth704DZjp+yftUQXnHCFHb6IkZSX30jQYYZ4X0SxSM=

Dodavatelom uvedeny popis viastného navrhu plnenia:
Predkladame naSu ponuku na plnenie predmetu zakazky: Spotrebny material na prirucny
koagulometer.

Prilohy:

Funk&na a technicka Specifikacia predmetu zakazky.pdf
Vyhlasenie o zhode_testy ACT-LR_APTT.pdf
Prospekt_Hemochron testy.pdf








Hemochron®
SIGNATURE ELITE

Whole Blood Microcoagulation System

Reliable Results inany POC Setting

Any dosage, any patient, any operator.

Accriva

This is not just any POC coag device. diagnostics







Different devices may give different results

Standardize your POC coagulation testing on the Hemochron® Signature Elite
Whole Blood Microcoagulation System and get results you can count on from the
market leader.

Health systems have relied on the accuracy
) of the Hemochron Gold-Standard Point-of-
A“Y PO( SEttl “g (are (POC) system for over 40 years.

e CVOR

e Cardiac Cath Lab e Regardless of sample type or clinical

e ECMO setting, Hemochron provides fast,

e Emergency Department accurate and reproducible results for
e Critical Care Units clinical decision making

e Dialysis

e Neonatal e Cuvette-based technology that's easy
e Surgical Unit to learn and use, and measures to the
* Anticoagulation Clinic laboratory standard of fibrin formation

e We designed the Hemochron to be the
only point-of-care coagulation system you
need in your facility, by offering a broad
test menu that includes ACT+, ACT-LR, PT,
Citrate PT, APTT, and Citrate APTT

e Full features for compliance and
connectivity to maximize efficiency and

ease regulatory challenges








Any Dosage

Hemochron Signature Elite provides fast, accurate data in both high and low heparin ranges. In some
applications, such as the CVOR, the need for fast, accurate results is critical. Fortunately, the Hemochron’s
ACT+ with proprietary RapidCount technology achieves a true fibrin clot faster than any other system.

e Our ACT+ with RapidCount technology e Accurately measures heparin effects from 1.0 to
expedites the endpoint, saving time-to-result 6.0 u/mL of blood
and getting patients on pump sooner
® Results are dependent on actual fibrin clot
formation, not thrombin generation

Another unique assay, the low-range Activated
Clotting Time (ACT-LR), is optimized to report ACT
results on samples at or below 2.5 heparin
units/mL of blood.

e Sensitive to low doses of heparin
(0.0 to 2.5 u/mL of blood)

® The only low-range POC assay
indicated for use during Extracorporeal
Membrane Oxygenation, Hemodialysis
and Percutaneous Transluminal
Coronary Angioplasty







For diagnostic applications or monitoring, Hemochron Signature Elite offers the broadest menu for rapid
point-of-care hemostasis tests in the Emergency Room.

e Hemochron performs both a Prothrombin
Time (PT) and an Activated Partial

Thromboplastin Time (APTT) to check From the ER to the clinic, Hemochron
both lation path . :
Ofh coaguiation pathways Signature Elite accurately assesses
e Uses citrated whole blood or a hemostatic status.

fingerstick sample

Hemochron Signature Elite offers
you flexible options for warfarin
monitoring.

® Improves patient care with immediate
results for on-the-spot dosage
adjustments

® Reports INR, plasma-equivalent
seconds and whole blood seconds, with
an effective INR range of 0.8 to 10.0

* Uses a fingerstick or venous sample

*  Maximizes efficiency, with connectivity
to all major anticoagulation clinic
patient management programs








Any Operator

Hemochron Signature Elite addresses your compliance and connectivity needs, regardless of operator.

Enhance your efficiency, data management and compliance with Hemochron Signature Elite’s robust feature sets.

Improves safety and security.

Integrated barcode scanner can eliminate
transcription errors, while providing an audit trail
and traceability

Ability to scan cuvette and QC lot information,
patient identification (PID) and operator ID (OID)

Cuvettes comply with OSHA guidelines
(29 CFR 1910.1030) to protect against blood-
borne pathogens

Integrates data management/connectivity.

Direct connection to Ethernet

POCT-1A compliant device meets
industry standard

Connectivity to major
information systems

Enhances compliance.

Automatic internal electronic quality
control (EQQC)

Quality control (QC) lockout including cuvette
and QC expiration lockout

Operator tracking and lockout based on
operator certification

Complies with Joint Commission Patient Safety
Goal, “Reduce the likelihood of patient harm
associated with the use of anticoagulants,”

and Patient Safety Goal 1, “To improve the
accuracy of patient identification with patient ID

bar-code scanner”








Anywhere You Need It

For diagnostic applications or monitoring, Hemochron Signature Elite offers the broadest test menu for rapid
point-of-care hemostasis management, including: ACT+, ACT-Low Range, PT, Citrate PT, APTT, Citrate APTT.

Intended Use Reporting Unit

ACT+

ACT-LR

PT

Citrate PT

APTT

Citrate APTT

Monitors moderate to high levels of heparin
(1-6 units/mL). Unaffected by aprotinin,
hypothermia and hemodilution.

Monitors low to moderate heparin doses up
to 2.5 units/mL of blood. Used in procedures
such as cardiac catheterization, Extracorpore-
al Membrane Oxygenation (ECMO), dialysis
and Percutaneous Transluminal Coronary
Angioplasty.

For performing a quantitative, one-stage
Prothrombin Time.

For performing a quantitative,one-stage
Prothrombin Time.

For performing a quantitative, one-stage
APTT. For evaluation of low-dose heparin
anticoagulation (up to 1.5 units/mL of blood).

For performing a quantitative, one-stage
APTT. For evaluation of low-dose heparin
anticoagulation (up to 1.5 units/mL of blood).

Whole blood

Whole blood

Venous or fingerstick
samples

Citrated whole
blood

Whole blood

Citrated whole
blood

Celite Equivalent
Seconds

Celite Equivalent
Seconds

International Normalized
Ratio (INR), plasma-
equivalent seconds and
whole-blood seconds

International Normalized
Ratio (INR), plasma-
equivalent seconds and
whole-blood seconds

Plasma-equivalent
seconds and whole
blood seconds

Plasma-equivalent
seconds and whole
blood seconds
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Emergency

Ambulatory
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Ordering Information

ELITE Hemochron Signature Elite Whole Blood Microcoagulation System

ELITEINT Hemochron Signature Elite Whole Blood Microcoagulation System (International)
JACT+ ACT+ test cuvette — Silica and kaolin based Activated Clotting Time test cuvette*
JACT-LR ACT-Low Range test cuvette — Celite® based Activated Clotting Time test cuvette®
J201 PT test cuvette — Prothrombin Time test cuvette* (venous or fingerstick sampling)
J201C Citrate PT test cuvette — Prothrombin Time test cuvette**

J103 APTT test cuvette — Activated Partial Thromboplastin Time test cuvette*

J103C Citrate APTT test cuvette — Activated Partial Thromboplastin Time test cuvette**

* for use with fresh whole blood  ** for use with citrated whole blood

Find out More
Hemochron Signature Elite is the comprehensive point-of-care coagulation monitoring system. Ideal for the
wide variety of applications found in today’s busy health care facilities.

To learn more, visit www.accriva.com
Customer Service: +1858.263.2501
intlcustomerservice@accriva.com

\N le\

\
"’—/

—
&Dvm 7
.
ACC Fiva Accriva Diagnostics, Inc. | 6260 Sequence Drive | San Diego, CA 92121 USA

diagnostics Tel: +1858.263.2300 | www.accriva.com
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Funkéna a technicka $pecifikacia predmetu zakazky

Technicky list pre testy ACT - LR pre priru¢ny koagulometer
Kyveta ACT-LR pre POCT koagulometer Hemochron

Technické vlastnosti minimum |maximum presne jednotka
analyticky rozsah merania ACT 65 400 sekunda
rozsah koncentracie heparinu 0 25 u/ml
potrebné mnoZstvo krvi pre vykonanie testu _15 mikroliter
~ dovolena teplota chladenia 2| 8 1€ '
moznost’ uskladriovania pri izbovej teplote 15 30 €
teplota kyvety pri merani 36 38 o
dizka expiracie pri teplote nad 15°C 12 tyzden
Predpokladany pocet na 12 mesiacov 100 ks

jednorazova kyveta do priru¢ného koagulometra
~ jednorézovy spotrebny material pre priru¢ny koagulometer
point-of-care monitoring aktivovaného Casu zrdzania krvi
~ typ vzorky| Eerstva necitratovana heparinizovana pina krv
typ aktivatora Celite ‘

opticky na baze fyzikéalnej detekcie fibrinovej mikrozrazeniny True-Endpoint-

incip detekci
princip detekcie Clotting

Technicky list pre testy APTT pre prirucny koagulometer
Kyveta APTT pre POCT koagulometer Hemochron

Technické vlastnosti minimum | maximum presne 1jednotka
analyticky rozsah merania APTT-plazmovy ekvivalent 20 399 sekunda
rozsah koncentréacie heparinu 0 1,5 u/ml
potrebné mnozstvo krvi pre vykonanie testu 15 mikroliter
dovolena teplota chladenia 2 8 e
moznost uskladfiovania pri izbovej teplote 15 30 €
teplota kyvety pri merani 36 38 C
dizka expirécie pri teplote nad 15°C 12 tyzden
S ~ Predpokladany potetna 12 mesiacov]  400lks

jednorazova kyveta do priru¢ného koagulometra
jednorazovy spotrebny material pre prirucny koagulometer
point-of-care monitoring aktivovaného parcialneho tromboplastinového casu zrazania krvi
typ vzorky|&erstva necitratovana heparinizovana pina krv
typ aktivatora kaolin a fosfolipidy

opticky na béze fyzikalnej detekcie fibrinovej mikrozrazeniny True-Endpoint-

il datekes
princip detekcie Clotting

Vyhlasenie o zhode a prospektovy material je prilohou tejto Specifikacie

V Prahe dna 12.09.2024

y Account Manager
OMEDICAL spol. s r.o.










ACCriva

diita g nl e s e s

EC DECLARATION OF CONFORMITY

Manufacturer: Accriva Diagnostics, Inc.
6260 Sequence Drive
San Diego, CA 92121 USA
Tel: (858) 263-2300 Fax: (858) 875-0603

European Authorized Representative: MDSS GmbH
Schiffgraben 41
Hannover, Germany

Product Group or Family: HEMOCHRON® Microcoagulation Test System
Product Name(s): See attachment 1

Device Nomenclature: See attachment 1

Classification: “Other” In vitro diagnostic medical device

We, Accriva Diagnostics, Inc., hereby declare that the products listed in Attachment 1 are in conformity with
the In Vitro Diagnostic Medical Device Directive 98/79/EC (IVDD).

Conformity Assessment Procedure: IVDD, Annex Ill, excluding section 6
Notified Body Name: Not applicable, self-declared

Notified Body Identification Number: N/A

EC Certificate Number: N/A

EC Certificate Expiry: N/A

Additional Information: Applied Standards: See Attachment 2
Quality Management System: BSI, The Netherlands

EN ISO 13485:2016
Certificate Number: MD760572
Expiry Date: 2027-07-23

We, Accriva Diagnostics, Inc., hereby declare that Hemochron® Signature ELITE Instrument(s) listed in
Attachment 1 meet the provisions of RoHS Directive (RoHS 2): Directive 2011/65/EU.

This declaration of conformity is issued under the sole responsibility of the manufacturer,
Accriva Diagnostics, Inc.

f—Slgned by Paula Morgan

v [

\—58173F0488B04E72A1C5555FB19C184D Place San Dlego CA
(Signature)
Paula Morgan

. . . . 7/24/2024
Vice President, Quality and Regulatory Affairs Date: /247

Accriva Diagnostics, Inc.

www.accriva.com | 6260 Sequence Drive, San Diego, CA 92121 | Phone: 858.263.2300 | Toll-Free: 800.643.1640








Attachment 1

Product Name

Catalogue No. /
Ref No.

Device
Nomenclature

Device
Nomenclature
Code

Device
Nomenclature
Term

Instruments, Disposables &
Controls

ELITE, Coagulation Hardware
HEMOCHRON Signature ELITE ELITEINT, + accessories +
Instrument ELITEINTDEMO, EDMA 23071002 consumables +
ELITEINTRF software
APTT Cuvettes - HEMOCHRON Jr. Activated Partial
Activated Partial Thromboplastin J103 EDMA 1302 01 02 00 Thromboplastin Time
Time (APTT) p
Citrate APTT Cuvettes -
HEMOCHRON Jr. Citrate Activated Activated Partial
Partial Thromboplastin Time J103C EDMA 1302010200 Thromboplastin Time
(Citrate APTT)
PT Cuvette - HEMOCHRON Jr. Prothrombin Time
Prothrombin Time Test (PT) J201 EDMA 1302010100 (Quick Test)
Citrate PT Cuvette - HEMOCHRON Prothrombin Time
Jr. Citrate Prothrombin Time Test J201C EDMA 1302 01 01 00 (Quick Test)
(Citrate PT)
ACT+ Cuvette - HEMOCHRON Jr. Activated Clotting
Activated Clotting Time Plus (ACT+) JACT+ EDMA 1302010400 Time
ACT-LR Cuvette - HEMOCHRON Activated Clottin
Jr. Low Range Activated Clotting JACT-LR EDMA 1302 01 04 00 Time 9
Time (ACT-LR)
QuectCheck Abnormal Controls - peacT-a EDMA 1302500200 | Control Plasmas
directCheck Normal Controls — ACT | DCJACT-N EDMA 13 02 50 02 00 Control Plasmas
QrectCheck Abnormal Controls - | peyLR-A EDMA 1302500200 | Control Plasmas
QrectCheck Normal Controls - DCILR-N EDMA 1302500200 | Control Plasmas
directCheck Abnormal Controls - PT | DCJPT-A EDMA 13 02 50 02 00 Control Plasmas
directCheck Normal Controls — PT DCJPT-N EDMA 13 02 50 02 00 Control Plasmas
QrectCheck Abnormal Controls - | pcapTT-A EDMA 1302500200 | Control Plasmas
drectCheck Normal Controls DCJAPTT-N EDMA 1302500200 | Control Plasmas
directCheck Abnormal Controls - | pe3cApTT A EDMA 1302500200 | Control Plasmas
Citrate APTT
directCheck Abnormal Controls - | pe3ept A EDMA 1302500200 | Control Plasmas
Citrate PT
directCheck Normal Controls —
Citrate PT (Normal for Citrate DCJCPT-N EDMA 13 02 50 02 00 Control Plasmas
APTT)
Accessories
Coagulation Hardware
Report Maker (Data Management RPM-CD EDMA 2307 10 02 + accessories +
Software) consumables +
software
Coagulation Hardware
Electronic System Verification Kit HE-J04 EDMA 230710 02 * accessories +

consumables +
software








Electronic System Verification

Coagulation Hardware
+ accessories +

Cartridge -Abnormal JEA-QC EDMA 23071002 consumables +
software
Coagulation Hardware
Electronic System Verification + accessories +
Cartridge - Normal JEN-QC EDMA 23071002 consumables +
software
Coagulation Hardware
Temperature Verification Cartridge J-1001 EDMA 23 07 10 02 * accessories +

consumables +
software








Attachment 2

Standard No.

Title

EN 13612:2002

Performance evaluation of in vitro diagnostic medical devices

EN 23640:2015

In Vitro Diagnostic Medical Devices - Evaluation Of Stability Of In Vitro
Diagnostic Reagents

EN 13641:2002

Elimination or reduction of risk of infection related to in vitro diagnostic
reagents

EN 13975:2003

Sampling procedures used for acceptance testing of in vitro diagnostic
medical devices — Statistical aspects

EN ISO 13485: 2016

Medical Devices - Quality Management Systems - Requirements for
Regulatory Purposes

EN 61010-1:2010

Safety requirements for electrical equipment for measurement, control , and
laboratory use - Part 1: General requirements

EN 61010-2-101:2015

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101 :Particular requirements for in vitro diagnostic
(IVD) medical equipment

EN 61010-2-010:2014

Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-010: Particular requirements for laboratory equipment
for the heating of materials

EN ISO 14971:2019

Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15193:2009

In Vitro Diagnostic Medical Devices - Measurement of Quantities in Samples
of Biological Origin - Requirements for Content and Presentation of
Reference Measurement Procedures

EN ISO 15194:2009

In Vitro Diagnostic Medical Devices - Measurement of Quantities in Samples
of Biological Origin - Requirements for Certified Reference Materials and the
Content of Supporting Documentation

EN ISO 15223-1:2016

Medical Devices - Symbols to be used with Medical Device Labels. Labelling
and Information to be Supplied - Part 1: General Requirements

ENISO 18113-1:2011

In Vitro diagnostic medical devices -Information supplied by the manufacturer
(labelling)- Part 1: Terms, definitions and general requirements

EN ISO 18113-2:2011

In Vitro diagnostic medical devices -Information supplied by the manufacturer
(labelling) —Part 2: In vitro diagnostic reagents for professional use

EN ISO 18113-3:2011

In Vitro diagnostic medical devices -Information supplied by the
manufacturer(labelling)-Part 3: In vitro diagnostic instruments for professional
use

EN 61326-1:2006

Electrical equipment for measurement, control and laboratory use -EMC
requirements - Part 1: General requirements

EN 61326-2-6:2006

Electrical equipment for measurement, control, and laboratory use - EMC
requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD)
medical equipment
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