ZMLUVA O VYPOZICKE

uzatvorend podla ust. § 659 a nasl. zdkona ¢ 40/1964 Zb. Obcianskeho zdkonnika v zneni
neskorsich predpisov (dalej aj len ,, zmluva“)

Clanok I.
Zmluvné strany

DISPOMED, s.r.o.
Sidlo: Cesta pod Hradovou 23, 040 01 Kosice
Stat. org.: MVDr. Darina Zipajova, konatel’ka
ICO: 31684432
Zapisany v: OR OS Ko#ice, oddiel: Sro, vloZka &. 4132/V
(d’alej len ,,pozifiavatel’)
a

Fakultna nemocnica s poliklinikou F.D. Roosevelta Banska Bystrica
Sidlo: Nam. L. Svobodu ¢&. 1, 975 17 Banska Bystrica
Statut. org.: Ing. Miriam Lapunikova, MBA, generélna riaditel’ka
Ing. Ivana Sklenkov4, ekonomicka riaditel’ka
ICO: 00 165 549
DIC: 2021095670
IC DPH: SK2021095670
Zriadend Zriad’ovacou listinou Ministerstva zdravotnictva SR &.1842/90-A/I1-I z 18.12.1990
v zneni neskor§ich zmien
(d’alej len ,vypoZiciavatel*)

2.1.

2.2,

2.3.

3.1

4.1

4.2

Clanok 1L
Predmet a ucel zmluvy

PoZiiavatel' prenechava vypoZiiavatelovi bezodplatne do vypoZicky predmet vypozicky
Vv stave spdsobilom na riadne uZivanie.
Predmetom vypoZi¢ky je nasledujtica vec:
2.2.1  zdravotnicky pristroj Systém laserovy Cyclo G6, 1ks, v hodnote 20.000,00 eur bez
DPH, vyrobcu IRIDEX corporation USA;
(d’alej len ,,predmet vypozicky*)

PoZiCiavatel' prenechdva vypoZi¢iavatelovi predmet vypozicky pre potreby oftalmologického
pouZitia na lieGbu glaukému na II. Oénej klinike SZU FNsP FDR BB.

Clanok IIL
Doba vypozicky
Zmluvné strany sa dohodli, Ze vypozicka sa uzatvéara na dobu urditd, a to na 30 dni odo diia
protokolarneho odovzdania predmetu vypozicky.

. Clanok IV.
Dalsie dojednania

Predmet vypozi€ky bude odovzdany do uZivania osobne poZi¢iavatelom po podpise tejto
zmluvy v sidle vypoZitiavatela.

PoZiCiavatel' vyhlasuje, Ze:



4.3

4.4
4.5

5.1
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6.1
6.2

6.3

7.1

42.1 je vyludnym vlastnikom predmetu vypoZicky aje opravneny snim disponovat bez
obmedzeni;

422  predmet vypozi¢ky nem4 faktické — technické a pravne vady, ktoré by obmedzovali
vypoZziiavatel'a v jeho riadnom uZivani;

423  vypoZi¢iavatel ma pravo vypoZianu vec uZivat’ bezplatne.

VypoZi€iavatel’ vyhlasuje Ze:

43.1 bude uzivat predmet vypozi¢ky riadne av sulade sulelom, ktory je vzmluve
dohodnuty alebo ktorému obvykle sliZi, abude predmet vypozZicky chranit’ pred
poskodenim, stratou alebo zni€enim;

43.2  neprenecha predmet vypozi¢ky na uZivanie tretej osobe;

43.3  zodpoveda za $kody na pristroji, spdsobené pouZivanim pristroja v rozpore s ndvodom
na pouZitie.

Starostlivost’ a udrZbu pristroja bude vykonavat na vlastné ndklady vypoZiciavatel'.

VypoZidiavatel nezodpovedd za S$kodu na predmete vypoZi€ky, ktord vznikla beZnym
opotrebenim alebo obvyklym uZivanim predmetu vypozicky.

Clanok V.
Zasada oddelovania

Zmluvné strany uznavaju a suhlasia s tym, Ze ciel'om vypoZi¢ky nie je:

5.1.1  pohnuitka ziskat’ alebo si udrZat’ obchod, alebo dat’ vzniknut’ akémukol'vek zavizku &i
vytvorit' akékol'vek o&akdvanie, Ze vypoZiGiavatel sa podujme zakupit® si, prenajat’ si,
odporugit’ alebo pouzivat alebo zariadit' zakupenie, prendjom, odporticanie alebo
pouzitie akékol'vek produkty alebo sluzby alebo sa inak ziastnit’ alebo ponuknut
obchodnt transakciu (teraz & v budicnosti) poZidiavatelovi alebo sfiou sdvisiacich
subjektov; alebo akymkol'vek spdsobom ovplyviiovat’ procesy alebo rozhodnutia
vypoZiiavatela v suvislosti s akymkol'vek potenciondlnym zaktpenim, prendjmonm,

5.1.2  odporudanim alebo vyuZitim produktov & sluzieb poZifiavatela vratane zmluvy
o postupe obstaravania alebo cenovej Struktire.

Zmluvné strany sthlasia s tym, Ze st nezavislé a Ze tato zmluva nema4 za ciel’ vytvorit’ akykol'vek

druh partnerstva alebo vztahu na zéklade zastipenia alebo ziskanie akejkol'vek obchodnej alebo

inej vyhody poZi¢iavatela alebo osobnej vyhody.

Clinok VI
Skoncenie zmluvy

Tato zmluva sa skonéi uplynutim éasu, na ktory bola dohodnuta.

Této zmluva sa skondi aj:

6.2.1  diiom vratenia predmetu vypoZi¢ky zo strany vypoZitiavatel'a, pri¢om vypoZiCiavatel
oznami poZi¢iavatelovi tuto skutonost’ minimélne 14 dni vopred;

6.2.2  diiom vratenia predmetu vypoZi€ky na zaklade Ziadosti poZi¢iavatel'a, a to do 14 dni
odo dfia doruéenia Ziadosti o vratenie predmetu vypoZicky;

6.2.3  dohodou zmluvnych stran ku ditu, ktory si vzdjomne dohodnd.

Po ukondeni vypoZi€ky je pozitiavatel povinny prevziat si predmet vypoZi¢ky na svoje vlastné

naklady v sidle vypoZi¢iavatela, a to najneskér do 14 dni.

Clanok VIL
Spolo¢éné a zaverefné ustanovenia

Tato zmluvu je moZné menit’ alebo dopliiat’ vyhradne na zéklade pisomného dodatku

podpisaného opravnenymi zastupcami oboch zmluvnych stran.
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7.3

7.4

7.5

7.6

Vztahy neupravené touto zmluvou sa riadia prisluSnymi ustanoveniami zdkona &. 40/1964 Zb.
Obcianskeho zdkonnika vzneni neskorSich predpisov a prisludnymi predpismi Slovenskej
republiky.

Zmluvné strany sa zavidzuju, Ze rieSenie pripadnych spornych otazok sa bude uskuto&fiovat
predovSetkym spoloénym rokovanim a vzijomnou dohodou. V pripade, ak sa vzniknuty spor
nevyriesi vzdjomnou dohodou ktordkolI'vek zo zmluvnych strén je opravnena predloZif’ tento spor
na rieSenie prislusnému sidu Slovenskej republiky.

Zmluva nadobuda platnost’ dilom podpisu zmluvy opravnenymi zastupcami oboch zmluvnych
stran a G¢innost’ ditom nasledujiicim po dni jej zverejnenia v Centralnom registri zmliv SR.
Zmluva je vyhotovena v dvoch rovnopisoch, zktorych kazdéd zmluvna strana obdrz jeden
rovnopis.

Zmluvné strany vyhlasuja, Ze si zmluvu pregitali, jej obsahu porozumeli a na potvrdenie toho, Ze
obsah tejto zmluvy zodpovedd ich skutoénej a slobodnej voli, ju vlastnoruéne podpisali.

Za vypoZitiavatel'a Za poZi€iavatela
V Banskej Bystrici, diia V Kogiciach, dta 77 & /720
Ing. Miriam [apunikova, MBA \MV5Y/ Darina Zipajové
generalna riaditel’ka konatel’ka

..............................................................

Ing. Ivana Skléhkové
ekonomicka riaditel’ka
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DISPOMED s.r.0., Cesta pod Hradovou 23, 040 01 Kosice, tel./fax: 055/ 63 21 031

ODOVZDAVACI A PREBERACI PROTOKOL a PROTOKOL O ZASKOLENI

Typ pristroja: Systém laserovy CYCLO G6 Umiestnenie pristroja: Fakultnd nemocnica s poliklinikou F. D. Roosevelta. B. Bystrica
Vyrobné Eislo: 1Q1 92838C ) Oddelenie/Pracovisko: \l. Ofna klinika SZU
Vyrobca: IRIDEX corporation, CA, USA Kontaktna osoba: Magr. Stevulova Miroslava, Veduica sestra 1. O¢nej kliniky SZU
Vykon realizovany na zdklade : Realizovany vykon*: Vykon realizoval: Ing. Jin Stefafiak
Zmluvy o vypofitke zo diia: ......cceeeneunen. Instaldcia
Skolenie Meno a priezvisko servisného technika: Ing. Jan Stefanak
Iné: Upgrade
' Oprava Zarugna Détum realizacie vykonu {odovzdanie FNsP F. D. Roosevelta):
Pozaruénd
Servis Zarucny Servisnd organizicia
* - X ozna’it realizovany vykon DISPOMED, s.r.0.
Produkt Mnoistvo odovz. Sériové Cislo Mnoistvo vratené
Systém laserovy CYCLO G6 1ks 1Ql 92838C
Ochranné okuliare 4ks
Kfué na zapnutie 1ks
Pedil 1ks
Obal proti prachu 1ks

Odovzdané dokumenty:

Navod na poufite a prirugka k pristuenstvu v SJ, CE certifikat

Poznamky:

spoloénost Dispomed s.r.o. zabezpeéila prostrednictvom svojich realizaénych pracovnikov vykonanie kontroly funkénosti a spravnosti

nastavenia vietkych parametrov Systému laserového CYCLO G6

Zoznam zaskolenych asdh:

Podpis zaskolenej osoby

Prevzal:
meno preberajiceho pracovnika:

Odovzdal za DISPOMED s.r.o.:

Fakultna nemocnica s poliklinikou F. D. Roosevelta. B. Bystrica

Podpis :

Podpis odovzdavajlceho:

Ing. Jan Stefafiak

Odovzdal:
meno odovzdavajiiceho pracovnika:

Prevzal za DISPOMED s.r.0.:

Fakultna nemocnica s poliklinikou F. D. Roosevelta. B. Bystrica

Podpis :

Datum odovzdania vo FNsP F.D.Roosevelta:..........ccoooovue.....

Datum vratenia pristroja spol. DISPOMED...................

Podpis preberajtceho:

Ing. Jan Stefardk







EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 543007

Issued To: IRIDEX Corporation
1212 Terra Bella Avenue
Mountain View
California
94043-1824
USA

In respect of:

The design and manufacture of solid-state laser systems for use in ophthalmology and ENT;
and in ophthalmology, sterile single use devices for illumination, irrigation and aspiration.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of dlass III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2008-10-10 Date: 2020-04-02 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 10

Validity of this certificate is conditional on the quality system being maintained 1o the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approvai excludes it predudts designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSL.

This certificate was issued electronically and is bound by the conditions of the conract.

Information and Contact: 8SI, Say Suilding, John M. Keynesplein ¢, 1056 =P Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264285
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 543007
Date: 2020-04-02
Issued To: IRIDEX Corporation

1212 Terra Bella Avenue
Mountain View

California
94043-1824
USA
Reference .
Date Number Action
10 October 2009 7283975 First Issue - based on certificate CE 525874
08 January 2010 7466996 Re-issue to include IQ 577 laser system on supplementary page
and EU Representative on the list of significant sub-contractors
-DCA
21 March 2010 7505188 Addition of IQS32 Laser System and 25-27 G Illuminating

Endoprobe to supplementary pages. Correction of EU
Representative to MDCI Ltd., Arundel House, 1 Liverpool
Gardens, Worthing. Correction to Parter Sterilization Services
title to match ISO 13485 certificate. Certificate re-issue.

14 October 2010 7600143 Re-issue to expand scope to include, in ophthalmology, sterile
single use devices for illumination, irrigation, aspiration and
humidification. Associated addition of subcontractors Peregrine
Surgical Ltd. and Steris Isomedix Services. Change of EU
Representative from MDCI to Emerge Europe.

30 July 2013 7973706 Re-issue to add sub-contractor for sterile manufacture Madhu
Instruments, India
Update of product list.

25 November 2013 8080122 Reissue to update the product list.

24 March 2015 8315374 Update of product list and certificate renewal.

..making excellence a habit”
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Validity of this certificate is conditional on the quality systern being maintained o the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This aporoval excludes all products desigried andfor manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the congitions of the contract.

Information and Contact: BSI, Say Building, John M, Keynesplein S, 1066 =P Amsterdam, The Netheriands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 543007
Date: 2020-04-02
Issued To: IRIDEX Corporation

1212 Terra Bella Avenue
Mountain View
California

94043-1824

USA

Reference

Date Number

Action

15 January 2016 8439291 Update of product list.

- To include Cyclo G6 Laser Console.

- Removal of 57 devices.

23 February 2018 8843601 Addition of Significant Subcontractor 'Spargtron Corporation' for
Manufacture.

Changes to the EU Rep address details

Update to the product list in CE 543007;

Removal of 8 items in the pages 5, 8 and 13

Addition of 3 items (Cyclo G6 laser console and G-Probe) in the
page 7

Removal of Peregrine Surgical Ltd., Madhu Instruments and
STERIS Applied Sterilization Technologies from the significant
subcontractor list.

Addition of part number 32000-4, OcuLight (R)TX to the list in
page 2

18 March 2019 7782034 Traceable to NB 0086.

™

..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certiticate, unless specificelly agreed with BSI.

This certificate was issuad electronically and is bound by the conditions of the contract.

Information and Contact: 8SI, Say Building, John M. Keynesplein 9, 1066 P Amsterdam, The Netherlands Tel: + 31 20 346 0780
8SI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 543007
Date: 2020-04-02
Issued To: IRIDEX Corporation

1212 Terra Bella Avenue
Mountain View

California
94043-1824
USA
Reference .
Date Number Action
Current 3159196 Renewal.
Scope reduction to remove ‘dermatology’ and *humidification”

from scope.

Addition of Significant Subcontractor Isomedix Operations, Inc
for ETO Sterilization. Addition of Significant Subcontractor
Peregrine Surgical Ltd. for Manufacture and Control of
Sterilization. Amendment of Parter Sterilization Services name.

Update of product list.
Removal of 48 products including:
-IQ 532™ XP (532nm)
-Remote Control for TX
-TxCell™ Scanning Laser Delivery System - CSO, (577 nm)
-TxCell™ Scanning Laser Delivery System - CSO, (532 nm)
-Transscleral 600u Probe (81 Onm) Vet
-MoistAir Humidifier Chamber
-GreenTip Membrane Scraper
Addition of 3 products
-1Q 532 Console
-1Q 577 Console
-MicroPulse P3 Device

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Sody. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named or this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesolein 9, 1065 &8 Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of 8SI Group of Companies.



