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Smlouva o vuicce

I.
Smluvnl' strany

Fakultnl' nemocnice Hradec Krélové

Sokolska 581, 500 05 Hradec Kralové —

Novy Hradec Kralové
Ceska republika
Zastoupena: prof. MUDr. Vladimirem

Pvalickou, CSc., dr. h. 0., feditelem

IC: 00179906
DIC: 0200179906
0. 0.: 24639511/0710
(dale jen ,,vypujéitel“)

a

IQVIA RDS Czech Republic s.r.o.

Pernerova 691/42, 186 00 Praha 8 - KarlI’n

Ceské republika
10: 247 68 651, 010: 02247 68 651
(dale jen ,,pt°ijéitel“)

uzavr’raji’ vsouladu sust. § 2193 anasl.

zékona 0. 89/2012 8b., obcansky zakonl’k

(Novy obéansky zakonik), ve znénf

pozdéjsl'ch pfedpisu nasleduji’ci smlouvu:

ll.
Predmét smlouvy

Pfijcitel pfenechava vyp jéiteli k bezplatnému

uzl’vani’ zdravotnicky prostfedek:

. EKG - Mortara ELI1500, vyrobni

cislo: {fa/2047:2127, rok vyroby:
away/now, hodnota: 3 715 USD,

spoleéné sdokumentacf uvedenou
nizeadale

o eDiére — 2 telefony Samsung J3,

vyrobni (”:islo: éd :i€'¥f€éf€£...,
J éi’é.r’§i"/.‘Z€e’.—ZKK, kazdy v hodnoté

205 USD.

Nedilnou souééstr’ vL‘Jjéky zdravotnického

Loan Agreement

I.
Contractual parties

Fakultni nemocnice Hradec Kra’lové
Sokolska 581, 500 05 Hradec Kralové —

Novy Hradec Kralové
Czech Republic
Represented by: prof. MUDr.

Palicka, CSc., dr. h. 0., Director

ID No.: 00179906
Tax ID No.: 0200179906
account no. 24639511/0710

(hereinafter referred to as “Borrower”)

Vladimir

and
1

IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42, 186 00 Prague 8 - Karli'n

Czech Republic

ID No: 247 68 651, Tax ID No: 02247 68 651
(hereinafter referred to as “Lender")

have entered into an agreement pursuant to
provisions section 2193 et seq. of the Act No.
89/2012 00“., Civil Code (the New Civil

Code), and its later amendments as follows:

ll.
Subject of the Agreement

The Lender loans to the Borrower free of

charge the following medical device:

- ECG - Mortara ELl150c machine -

3715 USD cost together with

documents listed below;

0 eDiaries — 2 Samsung J3 model
phones“ serial number:

Max fem—‘3’“ mtg/6,2322; —
205 USD replacement value for each
phone.

The following shall be provided together with
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prostfedku je:
instalacni/pfedavaci protokol,

doklad o proskoleni obsluhy,

doklady osob, které jsou

proskoleny vyrobcem nebo

osobou autorizovanou vyrobcem

k provadéni odborné Ueby (§ 65

zakona é. 268/2014 8b.,

ozdravotnickych prostfedcich),

nebude-Ii predmét vypUjéky novy

navod kobsluze zdravotnického

prostredku véeském jazyce 2x

(1x pro potfeby pracovisté

v listinné podobé, 1x pro potfeby

OZT v elektronické podobé)

ES prohlaéeni oshodé vyrobku

(EC Declaration of Conformity)

dle zakon (‘6. 22/1997 Sb.

v platném znéni; pro zdravotnické

prostfedky tfid lsterilni, lméfl'ci,

Ila, Ilb nebo Ill musi byt CE

doplnéno éislem Notifikované

osoby,

na zdravotnicky prostfedek,

pfipadné na véechny jeho

komponenty, musi byt

v prohlaéeni o shodé (eventualné

vjiném pisemne’m dokladu, ktery

bude téz souéésti vp°1jéky

abude potvrzen pujéitelem)

uvedena tfl’da zdravotnického

prostfedku,
pfesna adresa vyrobce pfedmétu

vypujcky azemé puvodu jsou

uvedeny vprohlaseni oshodé

(eventualné vjiném pisemném

dokladu, ktery bude téz soucasti

vypujcky a bude potvrzen

pujéitelem),
pokud se vypujéka sklada zvice

samostatnych komponent, jsou

jeji souéasti platna prohlaseni

o shodé na vsechny komponenty

Vi'lp iéky,
na véechny doklady pfedklédané

vjiném nez véeském jazyce je

soucasti vypujcky téz jejich cesky

pfeklad, za jehoz spravnost

odpovida pUjéitel,

platny protokol o provedené

bezpecnostné technické kontrole

vsouladu se zakonem é.

268/2014 8b., 0 zdravotnickych

the Subjectof Loan:
Installation protocol,

Certificate of training of the

Borrower’s personnel on how to

use the equipment,

Certificate that the person

providing the training has

authorization from the

manufacturer of the equipment or

its designee (Sec. 61 of Act no.

268/2014 8b., 0 on Medical

Equipment),

2 copies the Medical Equipment

manual in Czech (one hard copy

for the Institution, one electronic

copy for the Department of

Medical Equipment),

EC Declaration of Conformity in

accordance with Act no. 22/1997

8b., as amend d; for Medical

Equipment of class I sterile, class

I measuring, class Ila, llb or class

III the CE shall include the

number of the Notified body,

Declarations of Conformity (or

possibly other documents lent

together with the Medical

Equipment and authorized by the

Lender) of all equipment or, as

the case may be, its components,

must include the class of the

Medical Equipment,
Declarations of Conformity (or

possibly other documents

provided together with the

equipment and authorized by the

Lender) shall include the exact

address of the manufacturer of

the equipment and the country of

origin,
It the Subject of Loan consists of

several individual components,

Declarations of Conformity are

provided with all such

components,
Certificate of technical security

check of the equipment under Act.

No. 268/2014 8b., on Medical

Devices,
Certificate of periodic inspection

under Act. No. 268/2014 8b., on

Medical Devices,

All documents provided in other

prostfedcich, than Czech language are

— platna revize vsouladu se supplemented by Czech
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zakonem é. 268/2014
o zdravotnickych prostfedcich.

8b.,

Pfijcitel souéasné prohlasuje, 2e vyse

uvedeny pfedmét vypUjéky nemé 2adné
patentni nebo jiné pravni vady, odpovidé
vsem platnym prévnl’m pfedpis m a normém,

je podle prévnich pfedpisu zpusobily

kfadnému uil’vani nejen pfi poskytovanl’

zdravotnl’ péée. Souéasné pujéitel prohlasuje,

2e vyrobce vydal prohlasenl oshodé

kpfedmétu smlouvy vsouladu séeskymi

pravnl’mi pfedpisy.

Naklady spojené s vyménou pfedmétu

vypujéky z béinych duvodu opotfebeni bude

provédét na své néklady pujéitel.

III.
Povinnosti vyp jéitele

Vyp jcitel je povinen uvedeny pfl’stroj radné

uiivat vsouladu s navodem kjeho obsluze

vyhradné pro potfeby Fakultni nemocnice

Hradec Krélové, ato vyhradné a pouze 2a
uselem fadného provédénl’ studie é.p.

JZP080-301 snazvem ‘Dvojité zaslepené,

placebem kontrolované, multicentrické

klinické hodnoceni s randomizovanym
vysazenl'm lééby s otevfenou
bezpeénostnf pokraéovaci fazi posuzujl’ci
L’Iéinnost a bezpeénost pfl’pravku JZP-258

p|"i léébé idiopatické hypersomnie (IH)”

v souladu s Protokolem, a zavazuje se, is jej

nebude pouil’vat k 2adnym jinym ucelum.

Vypujcitel je povinen zapujéeny p ’stroj

chranit pfed poskozenim, ztratou nebo

znicenim, nesmi jej pfedat kuéivéni tfetim

osobam.

Po skonéeni vypcky je vypujcitel povinen
pfi’stroj dle cl. ||. této smlouvy vrétit pujciteli

ve stavu odpovidajl’cimu dobé jeho uél’vani.
Vypujéitel souhlasi stim, ie bude uvedeny

ph’stroj udriovat v dobrém stavu (chranit jej

a opatrovat, nad ramec béiného opotfebeni).
Pokud dojde kposkozeni nebo znicenl’

zap jéeného pfl’stroje vd sledku nedbalosti
Vypujéitele nebo amyslného poskozeni’, bude

Vypujéitel odpovfdat Pujéiteli za nahradu

translation; Lender is responsible
for the accuracy of such
translation.

Furthermore, the Lender declares that the

abovementioned equipment is fit for purpose
and free from any third-party intellectual
property rights, its condition complies with

the applicable regulations. The Lender also

declares that the manufacturer issued

a declaration of conformity of the subject of
the agreement in accordance with the Czech

legislation.

The costs associated with replacement of the
subject of the agreement due to normal wear

and tear shall be borne by the Lender.

Ill. *

Borrower’s Obligations

The Borrower shall operate the said
equipment in accordance with its operating
instructions solely for the use of Fakultnf
nemocnice Hradec Krélové and solely and
exclusively for the purpose of properly
conducting the study No JZP080-301,
entitled “A Double-blind, Placebo-

controlled, Randomized Withdrawal,

Multicenter Study of the Efficacy and
Safety of JZP-258 in the Treatment of
Idiopathic Hypersomnia (IH) with an
Open-label Safety Extension" in
accordance with the Protocol, and for no

other purposes.

The Borrower shall protect the borrowed
equipment against damage, loss or
destruction and shall not loan it to, or allow

use by, a third party.

Upon the expiry of the loan period the
Borrower shall, under section II. of this

agreement return the equipment to the

Lender in acondition appropriate to the

length of its use. The Borrower hereby

agrees to maintain the equipment in good

working order (protect and maintain it over

and above normal wear and tear). If the

equipment is damaged, or destroyed due to
Borrower’s negligence or willful misconduct,
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veskerych nakladu spojenych s vyménou

zapujéeného pfistroje a vynaloii veskeré

Lisili, aby studie byla provedena

v pfedpokladaném terminu a aby v dusledku

poskozeni nebo zniéeni zapujéeného

pfistroje nedoslo k jejimu zpoidém’.

IV.

Povinnosti p jcitele

Veskery spotfebni materia’l anéhradnl'

di’ly, které vyiaduje pfedmét vypujéky ke

svému fadnému provozu, bude zajistén

a plné hrazen pL'Jjéitelem.

Pfijéitel je povinen zajistit na své naklady

servis (vcetné bezpeénostné technické

kontroly aopravy) a/nebo revize pfedmétu

vpIjéky nebo, dohodnou-li se tak smluvnl'

strany vyslovné, je povinen nahradit

vypujciteli ucelné vynaloZené néklady na

takovy servis a/nebo revizi za podml’nky, ie

mu pCIjéitel bez zbytecného odkladu,

nejpozdéji vsak do 30 dnu od dne, kdy mu

takovéto néklady vznikly, pfedloil’ Uéetnl’

doklady prokazuji’cf vynaloienl’ téchto

nakladu.

Bude-li p jéitel zajist’ovat na své néklady

servis (véetné bezpeénostné technické

kontroly a opravy) alnebo revize pfedmétu

vyp jcky, musi tak cinit v souladu se

zakonem é. 268/2014 8b., v platném zném’

a dale pujéiteli pfedé:

- doklady osob, které jsou proskoleny

vyrobcem nebo osobou autorizovanou

vyrobcem k provadénl’ odborné Udriby

(§ 65 zakona é. 268/2014 Sb.,

0 zdravotnickych prostfedcich);
- vp padé opravy izajisténl’ odborné

Udriby: fadné citelny servisnl’

protokol/servisnl' vykaz s datem

a podpisem osoby, ktera servisnl’ likon

provedla;
— v piipadé zajisténi odborné Lieby dle

§ 65: protokol o provedeni

bezpeénostné technické

prohlidky/odborné Udriby;

Borrower shall be liable to Lender for the

replacement cost of such equipment, and

shall use its reasonable efforts to ensure that

the timeline for the performance of the study

is not delayed as a result of such damage or

destruction of the equipment.

IV.
Lender’s Obligations

All material and spare parts provided

together with the equipment will be provided

and paid for by the Lender.

The Lender is obliged to ensure, at its own

expense, all mandatory maintenance and

repairs of the equipment and mandatory

technical inspections of the equipment, or,

should the parties expressly agree so, the

Lender is obliged to reimburse the Borrower

for the costs of such repairs, inspections or

maintenance; in such acase, the Borrower

will provide the Lender with supporting

documents attesting to such costs within 30

days.

Repair and maintenance of the equipment

(including technical security checks)

and/or periodical technical inspections

carried out by the Lender must be

conducted in compliance with Act. No.

268/2014 3b., as amended, and the Lender

will provide the Borrower with:

- Certificates of persons trained by the

manufacturer or its designee in

professional maintenance of the

equipment (Sec. 65 of Act No.

268/2014 Sb., on Medical Devices);
- In case of repairs and maintenance

services: dated and signed service
certificate/service report;

- In case of maintenance under Sec. §

65: certificate of technical of

maintenance/technical security

inspection;
— in case of periodic inspections: the

respective person’s authorization to
— vph’padé revizi: doklad opravnujici perform the inspection under

osobu kprovadéni’ dané revize applicable legislation.
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v souladu s platnymi pravnimi predpisy.

Kontaktni osobou pujcitele pro vyse uvedené

1e: e-mail:

V.

Doba vypujéky

Doba vypujéky je stanovena na dobu trvani

klinického hodnoceni, é. protokolu: JZP080-

301. Pfedpokladany, avsak nezévazny

termin ukonéeni klinického hodnoceni je

Vpripadé, 2e by vypujéitel uiival pfistroj

vrozporu stouto smlouvou, je pujcitel

opravnén poiadovat jeho vraceni ipfed

skonéenim doby stanovené v pfedchazejicim

odstavci tohoto clanku.

VI.
Dodénl’ a pfevzeti pfedmétu

VVp iéky

Termin dodani pfedmétu vypujéky bude

ohlasen opravnénému zaméstnanci

vyp jéitele min. 3 pracovni dny predem.

Opravnénym zaméstnancem vypujéitele

spoleéné se zastupcem Odboru gdravotnické

techniky

VII.

Zévéreéné ustanovem’

Smlouva nabyva ucinnosti dnem

Lender’s contact person for the above is:
e—mail:

tel.:

V.

Loan Period

The loan period has been set for the duration

of the clinical trial, protocol no.2 JZPO80-301,

which is expected to be completed in

In the event that the Borrower used this

equipment inconsistently ith this agreement

the Lender shall have the right to demand its

return even before the expiry of the period

set forth in the previous paragraph of this

section.

VI.

Delivery of the Equipment

The date of delivery of the equipment will be

announced to the Borrower’s contact persons

at least 3 business days in advance. The

Borrower’s contact ersons are

VII.

Final Provisions

The agreement becomes effective on the day

uverejnénim smlouvyvregistru smluv. of its publication in the Register of

Agreements.

Smluvni strany berou na védomi’, 2e tato The Parties acknowledge that this
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smlouva bude uvefejnéna v registru smluv

v souladu se zakonem c. 340/2015 Sb.

Smluvnl’ strany se dohodly, 2e oznacené

obchodm’ tajemstvi zadavatelem, bude pred

zadém'm smlouvy do registru smluv

odstranéno a pfilohy smluv nebudou

v registru smluv uvefejr’rovany. Pfed

podpisem smlouvy pilijéitel zasle vyp jciteli

finalnl’ verzi smlouvy ve strojové citelném

formatu spodbarvenym textem smlouvy,

ktery povaiuje pl‘Jjéitel za obchodni tajemstvi.

Smlouva se vyhotovuje ve dvou

stejnopisech, po jednom pro kaidou smluvm’

stranu.

V pfl’padé rozporu mezi anglickou aceskou

verzi této smlouvy ma pfednost aje

rozhodujl’ci verze éeska.

Jakékoliv zmény této smlouvy budou feéeny

pl’semnym dodatkem se souhlasem obou

smluvnich stran.

Zéroven prosime ozasr’lani vsech zmén,

které se tykaji smluvnr’ch vztahu /zména

adresy, bankovni’ho spojenl’, zéstupce firmy

apod./.

V Praze dne:

v ..l.0..t9§'oll149

Agreement will be published in the Register

of Agreements in compliance with Act No.

340/2015 Coll.

The Parties agree that information

designated as trade secret by Borrower, will

be prior to the publication of this Agreement

in the Register of Agreements redacted and

that no annexes hereto will be published in

the Register. Prior to the execution of this

Agreement, Lender will send the Borrower

afinal version of this Agreement in

amachine-readable format with highlighted

text which the Lender considers its trade

secret.

The agreement is executed in two

counterparts, one for each contractual party.

In case of conflict betwelen the Czech and

the English version of this Agreement, the

Czech version shall prevail.

Any amendments to this agreement shall be

made in writing upon approval of both

contractual parties.

We ask herewith to be notified of all changes

pertaining to contractual relations (change of
companyaddress, bank account,

representative, etc.).
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