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Smiouva o vypujéce

L

Smluvni strany
Fakultni nemocnice Brno
Jihlavsk4 20
{625 00 Brno y
izastoupena: prof. MUDr. Jaroslav Stérba, Ph.D. - feditel
IC: 652 69 705
DIC: CZ65269705
Bankovni spojeni: Ceské narodni banka, &.0.: 71234621/0710
Fakultni nemocnice Brno je statni pnspevkova organizace zfizend rozhodnutim Ministerstva
zdravotnictvi. Nema zakonnou povinnost zapisu do obchodniho rejstitku, je zapsana do
#ivnostenského rejstfiku, vedeného Zivnostenskym GFadem mésta Brna.
(déle jen vypuijcitel)

a

HOSPIMED, spol. s r.o.

Malesicka 2251/51

130 00 Praha 3

zastoupena:  Bc. Jana Doubravova - jednatel

{IC: 006 76 853

'DIC:CZ00676853

Bank.spojeni: Ceska spofitelna, &.0.: 5274852/0800

Spoleé¢nost je zapsana v OR vedeného Méstskym soudem v Praze, oddil ¢, viozka 480
J(dale jen pujcitel)

uzaviraji v souladu s ust. § 2193 a nasl. zak. ¢. 89/2012 Sb. Ob¢. zak. nasledujici smlouvu:

.
Piredmét smlouvy

Pujcitel pfenechava vypuijéiteli nezuZivatelnou véc k bezplatnému uzivani

y A Cenav K& Cenav Ké
Nazev pfistroje Katalogové ¢islo Sériové Eislo
bez DPH/ks s 21 % DPH/ks
iLaparoskoplcka véz 85525942 36281122 3 500 000 4 235 000
Richard Wolf

y(dale jen pfistroj)

V pfipadé, Ze pfedmétem smlouvy je zdravotnicky prostiedek, pujéitel prohladuje, Ze je zafazen
v klasifikaéni tFidé llb.

Pdjcitel sougasné prohlasuje, Ze vySe uvedeny pristroj je zpUsobily k fadnému uzivani a jeho stav
odpovida pfislusnym predpisim. Soucasné pujcitel prohlasuje, Ze vyrobce vydal prohld$eni o shodé
k pfedmeétu smlouvy v souladu s eskymi pravnimi pfedpisy.

Veskeré opravy, Udrzbu, revize (elekirické, tlakové, plynové) a servis predmétu vypuljcky véetné
provadéni odborné Gdrzby dle § 65 zakona 268/2014 Sb., o zdravotnickych prostfedcich nebo dle
doporuceni vyrobce, kalibrace a validace bude provadét na své naklady pujcitel (v pripadé
periodickych ¢innosti bez vyzvani). Kopie protokoll o provedenych prohlidkach, servisnich zasazich,
Irevizich, kalibracich a validacich budou neprodiené zasilany vypuijéiteli.
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[
Povinnosti vypujcitele

Vypuijéitel je povinen uvedeny pfistroj fadné uzivat pfiméfené povaze véci v souladu s navodem k jeho!
obsluze vyhradné pro potfeby FN Brno, Chirurgicka klinika,

NS 4784, U 2418.

Vypijéitel je povinen zapujéeny pfistroj chranit pfed poskozenim, ztratou nebo zni¢enim, nesmi jej
pfedat k uzivani tfetim osobam. Po skon&eni vyplijcky je vypuijcitel povinen pfistroj dle &l. Il. této
smlouvy vrétit pajgiteli ve stavu odpovidajicimu dobé jeho uZivani.

Pujsitel zdravotnického prostfedku (ZP) spolu s pistrojem doda vypujciteli navod k jehv pouzivani a
veskeré informace k jeho provozu a b&Zné adrzbé v CJ. Déle doda k ZP prohlaSeni dekontaminaci a
hygienické ogistd, pokud byl tento ZP béhem predchoziho uZivéni vystaven mozné biologické,
chemické, radia¢ni a jiné kontaminaci.

Iv.
Doba vypujcky

Doba vypuijéky je stanovena na dobu 27.4.2020 — 30.4.2020. i
Smiluvni strany mohou ukonéit vyphjéku dohodou. '
V piipadé, Ze by vypuijéitel uzival pfistroj v rozporu s touto smlouvou, je pujcitel oprdvnén poZadovat
jeho vraceni i pfed skonéenim doby vypujcky.

Smluvni strany se dohodly, Ze z divodu, ktery nemohl pujcitel pfedvidat, bude na zakladé pozadavku
pujcitele pristroj pfedéasné vracen.

Pokud by vypujgitel cht&l pfistroj pfed&asné vratit a pujiteli by z toho vznikly potize, muze tak ucinit
jen se souhlasem pujcitele.

V.
Zavéreéna ustanoveni

Smlouva nabyva platnosti a uginnosti dnem podpisu obou smluvnich stran, v pfipadé&, Ze se na tuto:
smlouvu vztahuje povinnost jejiho uvefejnéni v souladu se zakonem &. 340/2015 Sb., o registru smluv,
nabyva Géinnosti dnem jejiho zvefejnéni v registru smluv.

Vyhotovuje se ve dvou stejnopisech, po jednom pro kazdou smluvni stranu.

Jakékoliv zmény této smlouvy budou feSeny pisemnym dodatkem se souhlasem obou smiuvnich;
stran. '
Smluvni strany se zavazuji, Zze sdéli ve |haté 30 dni zmény v oznadeni (nézev, sidlo, statutarni
zastupce) druhé smluvni strané.

V Praze dne V Brné dne IV 2020
Digitélné podepsal
Jana Jana Doubravova V¥
Dou bravova Datum: 2020104|23 I':?«' f‘_‘f 2 LETm
10:14:48 +01'00 / N\
Bc. Jana Doubravova prof. MUDr. Jaroslav Stérba, Ph.D.
za pljcitele za vypujcitele
|
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EC CERTIFICATE

for the Quality Assurance System

according the Directive 93/42/EEC
Annex I excludmg sectlcn (4)

As a Notified Body of the European Union, HEKRAC&MmmebH certifies tha{{f’rﬁ mmpany

Rlchard Wolf GmbH 77 Z Z

Pforzheimer Strafle 32, 75438 Kmttlingan, Germany
Certified location: o
Pforzheimer StralRe 32, 75438 Knittlingen, Germany 7

applies a quality assurance system according to the Directive 93/42/EEC Annex Il for the medical
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
50593-Z6-00, the decision dated 2017-05-17 and is only valid in connection with the successful
performance of the annual surveillance audits.

This certificate is valid from 2017-05-17 to 2020-05-16
Registration No.: 50593-16-04

i . * ** Benannt durchiDesignated by

* +* Zantra'stelle der Lander 3§
e m"‘é * for Gesundheitsschutz §
bel Arzneimitisin und §

Medizinprodukten

** * ** ZLG-B5-295.10.02

DEKRA Certification GmbH Stuttgart; 2017-05-17
Notified Body 1D-number: 0124

DEKRA Centification GmbH * Handwerkstrale 15 * D-70865 Stuttgart ™ www dekra-cerlification.de
pags 1 of 1



D DEKRA

Annex to the EC Certificate No. 50593-16-04

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate: 1

Class | s:

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of
manufacture concerned with securing and maintaining sterile conditions.

- Suction system filter, plume particulate

Class I m:

For the products listed below, the review of the Quality System refers exclusively to the aspects of
manufacture concerned with the conformity of the products with the metrological requirements. |

— Robotic surgical navigation system application software

Class Il a;

- Basic endotracheal tube, reusable
—~  Basic roller pump
- Bone punch
- Bronchoscopy tube

- Cannulated surgical drill, reusable
- Endoscope assembly adaptor
- Endoscope leak tester, mechanical
~  Endoscopic electrosurgical handplecefeiectrode blpetér mahfe A
- Endoscopic electrosurgicat handplecefelectroder moncfmtar rekzsaﬁie L
-~ Endoscopic irrigation/aspiration pump
—~ Endoscopic needle, generab;mrpose re:usabia
— ENT probe
~  Flexible fibreoptic brﬁnchoscope
- Flexible fibreoptic choledochoscope
~  Flexible fibreoptic cystourethroscope
~  Flexible fibreoptic hysteroscope

- Flexible fibreoptic nasopharyngascope
—  Flexible fibreoptic ureterorenoscope
—  Flexible video bronchoscope, reusable
- Flexible video cystoscope, reusable
- Flexible video ureterorenoscope

~  Fluted surgical drill, reusable
~  Fluted surgical drill, single use, sterile
-~ General-purpose suction system, line-powered
- Haemorrhoid ligator
- High-pressure medical gas tubing
- Laparoscopic multi-instrument access port, reusable |
- Laparoscopic multi-instrument access port, single-use
-~ Laparoscopic sleeve
~  Laser lithotripsy system
~  Line-powered surgical drilling system motor

DEKRA Certification GmbH * Handwerkstrae 15 * D-70865 Stutigart ~ www.dekra-ceriification.de
Page 10of3
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D DEKRA

Annex to the EC Certificate No. 50593-16-04

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

|Devices/device categories included in the certificate:

Class Il a;

~ Medical air low pressure tubing
- Microbial medical gas filter, sterile, single-use
~  Operating room audiovisual data/device management system application software
-~ Orthopaedic burr, reusable
-~ Orthopaedic burr, single use
— Osciliating surgical saw blade, reusable
~  Oscillating surgical saw blade, single use
—  Particulate water purification filter
—~  Proctoscope, reusable
Rectoscope
— Resectoscope
— Rigid bronchoscope
- Rigid cystourethroscope
- Rigid endoscopic cannula, reusable
- Rigid endoscopic cannula, single use
- Rigid endoscopic grasping forceps, reusable
- Rigid endoscope sheath :
~  Rigid endoscope telescope
~ Rigid endoscope working guide
- Rigid hysteroscope
~ Rigid intubation laryngoscope
- Rigid mediastinoscope
- Rigid nephroscope
- Rigid cesophagoscope
- Rigid optical laparoscope
— Rigid ureterorenoscape
- Rigid video laparoscope I
~ Sagittal surgical saw blade, reusable
- Sagittal surgical saw blade, single use
- Self-retaining surgical refraction system ring :
- Spring-loaded pneumoperitoneum needle, reusable
- Stereotactic surgery system probe, reusable
— Suction cannula, reusable
- Suction system tubing
~  Surgical drill chuck :
- Surgical fluid/smoke waste management system suction unit
- Surgical gouge
~  Surgical irrigation/aspiration handpiece, reusable
- Surgical irrigation/aspiration tubing set
~  Surgical irrigation tubing set, single-use
- Surgical power tool system control unit, line-powered
~  Surgical power tool system handpiece, rotary, pneumatic
- Surgical utensil washer/decontaminator
—  Tissue extraction bag
- Tissue morcellation system
Uterine manipulator

DEKRA Certification Gmbt * Handwerkstrale 15 * D-70565 Stutigart * www.dekra-certification. de




> DEKRA

Annex to the EC Certificate No. 50593-16-04

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class |l b:

—  Clip, surgical, suture

- Electrohydraulic lithotripsy system
—  Electromechanical orthopaedic extracorporeal shock wave therapy system
- Electrosurgical system generator

- Endoscopic electrosurgical electrode, bipolar, single-use

-~ Endoscopic electrosurgical electrode, monopolar, reusable

—  Endoscopic electrosurgical electrode, monopolar, single-use

- Endoscopic electrosurgical handpiece/electrode, bipolar, reusable

—  Endoscopic electrosurgical handpiece/electrode, monopolar, reusable

- Endoscopic electrosurgical handpiece/electrode, monopolar, single-use

- Qastrointestinal endoscopic insufflator

- Hysteroscopic irrigation/insuffiation system

—  Laser lithotripsy system

- Nasal snare, reusable o

_  Operating room audiovisual data/device management system PSPPI,
- Operating room audiovisual data/device management system application software
- Piezoelectric lithotripsy system A A A

- Polymeric ureteral stent

— Ultrasonic lithotripsy system
~  Ureteral stent-placement set

DEKRA Certification GmbH, Stuttgart, 2017-05-17
Notified Body ID-number: 0124

DEKRA Certification GmpH * Handwerkstrae 15 D-70565 Stutigart www. dekra-certification.de
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