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OlvSmlouva 0 vypujcce

I.
Smluvni strany

Fakultni nemocnice Brno
Jihlavské 20
625 O0 Brno
zastoupené: MUDr. Romanem Krausem, MBA - Feditelem
|C; 65 26 97 05
DIC: CZ 65269705
Bankovni spojeni: KB Brno-mésto, 6. 1].: 71234621/0100
(déle jen vypfiljéitel)

8

CARDION s.r.o.
Rybnické 136
634 00 Brno
zastoupené: lng. lvo Nekudou, jednatelem spoleénosti
IC: 60719877
DIC: cz60719a77
Bankovni spojeni: CSOB Brno, é. L'1.: 8010-403073933/0300

(déle jen pfijéitel)

uzaviraji v souladu s ust. § 659 a nésl. Obc":. zék. nésledujici smlouvu:

ll
P|"edmét smlouvy

Pfijéitel pfenechévé vypfiljéiteli k bezplatnému uiivéni RADlAna|yzer Xpress
(cena pfistroje v K6 202.000,- vé. DPH/ks), obj.kéd 12711, vyrobni éislo XP 1799.
Vpfipadé, ie pfedmétem smlouvy je zdravotnicky prostfedek, pfiljéitel prohlaéuje, 2e je
zafazen v klasifikaéni tfidé llb.
Pfiljéitel souéasné prohlaéuje, ie vyée uvedeny pfistroj je zpfilsobily k Fédnému uiivéni a
jeho stav odpovidé pfisluénym pfedpisfim. Souéasné pfijéitel prohlaéuje, 2e vyrobce vydal
prohlééeni o shodé k pfedmétu smlouvy v souladu s éeskymi prévnimi pfedpisy.

Opravy, Udribu a servis pfedmétu vypfiljéky a zérovefi provédéni preventivnich prohlidek
bude provédét na své néklady pfiljéitel.
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ll.
Povinnosti vypfijéitele

Vypfljéitel je povinen uvedeny pristroj Fédné uiivat vsouladu s névodem kjeho obsluze
vyhradné pro potreby FN Brno, PMDV, IKK, NS 1062, IU 2432.
Vypfijéitel je povinen zapfljéeny pristroj chrénit pfed poékozenim, ztrétou nebo zniéenim,
nesmijej pfedat k uiivéni tretim osobém. Po skonéeni vvpfiljéky je vypfljéitel povinen pfistroj
dle él. ll. této smlouvy vrétit pfljéiteli ve stavu odpovidajicimu dobé jeho uiivéni.

IV.
Doba vypfljéky

Doba vypfinjéky je stanovena na dobu neuréitou s trimésiéni vvpovédni Ihllltou, které poéiné
béiet od prvniho dne mésice nésledujiciho po obdrieni vypovédi druhou smluvni stranou.
V pripadé, 2e by vypfijéitel uiival pristroj v rozporu stouto smlouvou, je pfiujéitel oprévnén
poiadovat jeho vréceni i pied skonéenim doby stanovené v predchézejicim odstavci tohoto
élénku.

V.
Zévéreéné ustanoveni

Smlouva nabyvé Uéinnosti dnem podpisu.
Vyhotovuje se ve dvou stejnopisech, po jednom pro kaidou smluvni stranu.
Jakékoliv zmény této smlouvy budou reéeny pisemnym dodatkem se souhlasem obou
smluvnich stran.
Zéroven prosime o zasiléni véech zmén, které se tykaji smluvnich vztahfl /zména adresy,
bankovniho spojeni, zéstupce firmy apod./.

I _; 7,1 , ;/ _
V Brné dne: 30.8.2010 V Brné dne: ‘B L A K K

Pfijéitel Vypfiljéitel

Pfiloha: Proh|é§eni 0 shodé
CE certifikét
MDD — Product list
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DECLARATION OF CONFORMITY /
DECLARATION DE CONFORMITE /
KONFORMITATSERKLARUNG /
DECLARACION DE CONFORMIDADI
DECLARACAO on CONFORMIDADEI
DICHIARAZIONE n1 CONFORMITA/
FBRSAKILAN OM 6VERENSSTAMMELSE/
CONFORMITEITS VERKLARING

Radi Medical Systems AB
Box 6350, Palmbladsgatan 10, SE-751 35 Uppsala, Sweden

Declares that the diagnostic computers
RadiAna1yzer®
RadiAnalyzer® Xpress

Will: spare parts:
RadiAnaIyzer®Xpress Remote Control
RadiAna|yzer®Remote Control
Module RadiAnalyzer Pressurcwire 1N
Module RadiAnalyzer PA IN
Module RadiAnalyzer Pressurewirc OUT
Module RadiAnalyzcr PA OUT

Accessories and cables
RadiView®Kit
RadiAnalyzer PC cable
AdapmrCabks
RadiAnalyzer® Printer Kit
RadiAnalyzer Optic cables
Cable converters
RadiAnalyzer® Multi purpose bracket
RadiAnalyzer® Power supply bracket
RadiAnalyzer®Monitor Cables
RadiAnalyzer®Xpress Monitor Cables

Diagnostic software
PhysioMon Kit
RadiView®
RadiAnalyzer Software Upgrade
RadiAnalyzer®Tl1ermo Option

12710
12711

12712
12719
12715
12716
12717
12718

12720
12721
12601-12699
12740
12741-12743
12747-12748
12777
12778
12800-12899
12900-12999

12725
12729
12730
12736

Are classified, Class Ilb, in accordance with Annex IX, Rule 10 and comply with the
full Quality Assurance System in Directive 93/-12/EEC on medical devices,
Annex II (3).
As assessed by the notified body of the European Union (Reg.No 0413) Intertek Semko
AB and signed for and on behalfofRadi Medical Systems AB

Uppsala, March 23'“, 2009

Director Quality & Regulatory Affairs Rev 06



lntertek

Certificate Number
41310597

Initial Certification Date
June 7, 2002

Certificate Valid from
March 19, 2009

Certificate Expiry Date
June 7, 2012

The certification is subject to
the organization maintaining
their system in compliance
with the regulations stated in
this certificate, allowing
regular assessments and
following the contracted
requirements of the Notified
Body.

lntertek Semko AB is a
Notified Body according to
Directive 93/42/EEC on
medical devices, with
identification number 0413.

lntertek Semko AB
Box 1103, SE-164 22 Kisla,
Sweden
Telephone +46 8 750 00 00
medtechsweden@intertek. com

EC Certificate
FULL QUALITY ASSURANCE SYSTEM
Directive 93/42/EEC on Medical Devices, Annex ll (3)

We hereby declare that an examination of the under mentioned full
quality assurance system has been carried out following the
requirements of the Swedish national legislation to which the
undersigned is subjected, transposing Annex ll (with the exemption of
section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant
provisions of the aforementioned directive, and the result entitles the
organization to use the CE 0413 marking on those products listed
below.

Organization:

Radi Medical Systems AB
Palmbladsgatan 10, Box 6350, SE-751 35 Uppsala, Sweden

Product Category:

- Dilators, catheters and guidewires for percutaneous catheterization
- Diagnostic computer
- Diagnostic software

For further identification of the products covered, see the MDD product list/product schedule.

March 19,2009
Signed date

lntertek Semko AB, Kista, Sweden
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mtertek MDD - Product List

Products included in the certificate no: 41310597
Issued to: Radi Medical Systems AB

Palmbladsgatan 10
Box 6350
SE-751 35 Uppsala
Sweden

Product category Type/Model designation Class Sterile GMDN
code

(not mandatory)
Devices for percutaneous
nephrostsomy

Invasive guidewire Duoguidel 13000 lla Yes
Catheter TaperTip 10F I 13100 lla Yes

Diagnostic computers RadiAnalyzer I 12710 llb - 10980
RadiAnalyzer Xpress I 12711 llb - 10980
Including the following
accessories and cables:
RadiView Kitl 12720
PC cablesl 12721
RadiAnalyzer Printer Kit I 12740
RadiAnalyzer Optic Cables 10m,
20m, 30m I 12741, 12742, 12743
Cable converters I 12747, 12748
RadiAnalyzerXpress Multi
Purpose bracket I 12777
RadiAnalyzerXpress Power
supply bracket! 12778
Adaptor cables I 12601 - 12699
Monitor cables I 12800 — 12899;
12900 - 12999

RadiView /12729 llb -
Radi Analyser Software Upgrade llb -
I 12730

Diagnostic software

RadiAnalyzer Thermo Option llb -
Upgrade! 12736
PhysioMon kit I 12725 llb -

Date of Issue: 19 March 2009

lntert/el; Semko AB
Notified-/Body MDD

Certification Manager MDD

This product list is only valid together with the referenced. valid EC certificate.
The GMDN codes are assi ned b the manufactur r nd nl ‘d d to 'g y e a are 0 y prov: e r convenience.

lntertek Semko AB is a Notified Body according to the Directive 93/42/EEC on
medical devices. with identification number 0413.

Product list for certificate no: 41310597
Date: 19 March 2009

lntertek Semko AB
Torshamnsgatan 43. Box 1103. SE—164 22 Kista, Sweden

Telephone +46 8 750 00 00 , Fax +46 8 750 60 30. www.sweden.interteketlsemko.com
Registered in Sweden: No SE556024059901. Registered office: As address
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