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Smiouva o vypujéce

I
Smluvni strany

Fakultni nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec Kralové -
Novy Hradec Kralove

Ceska republika

Zastoupena: prof. MUDr.
Palickou, CSc., dr. h. c., feditelem
IC: 00179906

DIC: CZ00179906

¢. U.: 24639511/0710

(dale jen ,vypujéitel)

Viadimirem

a

IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42, 186 00 Praha 8 - Karlin
Ceska republika

IC: 247 68 651, DIC: CZ247 68 651

(déle jen ,phjcitel”)

uzaviraji vsouladu sust. § 2193 anasl.
zakona ¢. 89/2012 Sb., ob&ansky zdkonik
(Novy obcéansky zakonik), ve znéni
pozdéjsich pfedpist nasledujici smlouvu:

1.
Predmét smlouvy

Pujcitel prenechava vypuijciteli k bezplatnému
uzivani zdravotnicky prostiedek:

e EKG - Mortara ELI150c, vyrobni
gislo: 7791000757 rok vyroby:

za;’g.fnovy, hodnota: 3715 USD,
spoleéné s dokumentaci uvedenou
nize a dale

o eDiafe - 2 telefony Samsung J3,

vyrobni  &islo: A A1 TI30EE....,
536401793248, kazdy v hodnoté
205 USD.

Nedilnou soucéasti vypujcky zdravotnického

Loan Agreement

1.
Contractual parties

Fakultni nemocnice Hradec Kralové
Sokolska 581, 500 05 Hradec Kralové -
Novy Hradec Kralové

Czech Republic

Represented by: prof. MUDr.
Palicka, CSc., dr. h. c., Director

ID No.: 00179906

Tax ID No.: CZ00179906

account no. 24639511/0710
(hereinafter referred to as “Borrower”)

Vladimir

and
i

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

ID No: 247 68 651, Tax ID No: CZ247 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 Coll.,, Civil Code (the New Civil
Code), and its later amendments as follows:

1.
Subject of the Agreement

The Lender loans to the Borrower free of
charge the following medical device:

e ECG - Mortara ELI150c machine -
serial number: 4727.£E86C. 73 7 new,
3715USD cost together  with
documents listed below;

e eDiaries = 2 Samsung J3 model

phones, serial number:
I52606 19330 6E...., WRTEI TB 4L
205 USD replacement value for each

phone.

The following shall be provided together with
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prostredku je:

- instalaéni/pfedavaci protokol,

- doklad o proskoleni obsluhy,

- doklady osob, které jsou
proskoleny vyrobcem nebo
osobou autorizovanou vyrobcem
k provadéni odborné udrzby (§ 65
zdkona & 268/2014  Sb,
o zdravotnickych  prostiedcich),
nebude-li pfedmét vypujcky novy

- navod k obsluze zdravotnického
prostfedku v ¢eském jazyce 2x
(1x pro potfeby pracoviste
v listinné podobé, 1x pro potfeby
OZT v elektronické podobé)

- ES prohlageni o shodé vyrobku
(EC Declaration of Conformity)
dle zakon ¢&. 22/1997 Sb.
v platném znéni; pro zdravotnické
prostiedky tfid | sterilni, | méfici,
la, b nebo Il musi byt CE
doplnéno  &islem  Notifikované
osoby,

- na zdravotnicky  prostiedek,
pfipadné na vSechny jeho
komponenty, musi byt
v prohlageni o shodé (eventualné
v jiném pisemném dokladu, ktery
bude téz soucasti vypujcky
abude potvrzen  pujcitelem)
uvedena tfida zdravotnického
prostredku,

- pfesna adresa vyrobce pfedmeétu
vypujécky azemé& puvodu jsou
uvedeny vprohlééem’ o shodé
(eventualng v jiném pisemném
dokladu, ktery bude téZ soucasti
vypujcky a bude potvrzen
pujcitelem),

- pokud se vypujcka sklada z vice
samostatnych komponent, jsou
jeji soucasti platna prohlaseni
o shodé na vSechny komponenty
vypujcky,

- na vSechny doklady predkladané
vijiném nez v ceském jazyce je
soucdsti vypujcky téz jejich Cesky
pfeklad, za jehoz spravnost
odpovida pujcitel,

- platny protokol o provedené
bezpeénostné technické kontrole
vsouladu se zadkonem ¢
268/2014 Sb., o zdravotnickych
prostiedcich,

- platna  revize vsouladu se

the Subject of 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 Sb., oon 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
Sb., as amended; for Medical
Equipment of class | sterile, class
| measuring, class lla, llb or class
Il 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,

- If 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 Sb., on Medical
Devices,

- Certificate of periodic inspection
under Act. No. 268/2014 Sb., on
Medical Devices,

- All documents provided in other
than Czech language are
supplemented by Czech
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zdkonem €. 268/2014 Sb,,
o zdravotnickych prostiedcich.
PuOjcitel souCasné prohladuje, Zze vyse

uvedeny predmét vypujéky nema Zzadné
patentni nebo jiné pravni vady, odpovida
véem platnym pravnim pfedpisim a normam,
je podle pravnich predpisi zpusobily
k fadnému uzivani nejen pfi poskytovani
zdravotni péce. Soucasné pujcitel prohlasuje,
ze vyrobce vydal prohldaSeni o shodé
k pfedmétu smlouvy v souladu s ¢eskymi
pravnimi predpisy.

Néklady spojené svyménou piedmétu
vypuijcky z béznych dlavodl opotfebeni bude
provadét na své naklady puijcitel.

M.
Povinnosti vypujcitele

Vyplijcitel je povinen uvedeny pfistroj radné
uzivat v souladu s navodem k jeho obsluze
vyhradné pro potifeby Fakultni nemocnice
Hradec Kralové, ato vyhradné a pouze za
Uc¢elem fadného provadéni studie &.p.
JZP080-301 s ndzvem ‘Dvojité zaslepené,
placebem kontrolované, multicentrické
klinické hodnoceni s randomizovanym
vysazenim lécby s otevienou
bezpecénostni pokracovaci fazi posuzujici
ucinnost a bezpecnost pripravku JZP-258
pfi lécbé idiopatické hypersomnie (IH)”
v souladu s Protokolem, a zavazuje se, ze jej
nebude pouzivat k Zadnym jinym uéeldm.

Vypujéitel je povinen zapUjéeny pfistroj
chranit pfed poskozenim, ztratou nebo
znicenim, nesmi jej pfedat k uZivani tfetim
osobam.

Po skonéeni vypujcky je vypujcitel povinen
piistroj dle €l. Il. této smlouvy vratit pujciteli
ve stavu odpovidajicimu dobé jeho uZivani.
Vypuijéitel souhlasi s tim, Ze bude uvedeny
pfistroj udrzovat v dobrém stavu (chranit jej
a opatrovat, nad ramec bézného opotiebeni).
Pokud dojde k poSkozeni nebo zni€eni
zapujéeného pfistroje v disledku nedbalosti
Vyplijcitele nebo imysiného poskozeni, bude
Vypujéitel odpovidat Pujciteli 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.

m.
Borrower’s Obligations

The Borrower shall operate the said
equipment in accordance with its operating
instructions solely for the use of Fakultni
nemocnice Hradec Kralové 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 Il. 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 nakladi spojenych s vyménou
zapUjéeného pfistroje a vynalozi veSkeré
usilii, aby studie byla  provedena
v pfedpokladaném terminu a aby v disledku
poskozeni nebo zni€eni zapujéeného
pfistroje nedoslo k jejimu zpozdéni.

Iv.
Povinnosti pujcitele

Veskery spotfebni material a nahradni
dily, které vyzaduje predmét vypljcky ke
svému fadnému provozu, bude zajistén
a pIné hrazen pujcitelem.

Pljcitel je povinen zajistit na své naklady
servis (véetné bezpecnostné technické
kontroly a opravy) a/nebo revize pfedmétu
vypljéky nebo, dohodnou-li se tak smluvni
strany vyslovng, je povinen nahradit
vypujciteli ucelné vynaloZzené naklady na
takovy servis a/nebo revizi za podminky, Ze
mu puljcitel bez zbyte€ného odkladu,
nejpozdéji véak do 30 dnu od dne, kdy mu
takovéto naklady vznikly, pfedlozi ucetni
doklady prokazujici vynaloZeni téchto
nakladu.

Bude-li pujéitel zajiStovat na své naklady
servis (véetné bezpetnostné technicke
kontroly a opravy) a/nebo revize predmétu
vypujéky, musi tak cinit v souladu se
zakonem &. 268/2014 Sb., v platném znéni
a dale pujciteli preda:

- doklady osob, které jsou proskoleny
vyrobcem nebo osobou autorizovanou
vyrobcem k provadéni odborné udrzby
(§ 65 =zakona ¢&. 268/2014 Sb.,
o zdravotnickych prostfedcich);

- vpfipadé opravy izajisténi odborneé

Udrzby:  fadné  citelny  servisni
protokol/servisni vykaz s datem
a podpisem osoby, ktera servisni ukon
provedia;

- v pfipadé zajisténi odborné udrzby dle
§ 65: protokol o provedeni
bezpecnostné technické

prohlidky/odborné udrzby;

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 equipmegt 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 a case, 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 Sh., 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

— v piipadé revizi: doklad opraviujici perform the inspection under
osobu kprovadéni dané revize applicable legislation.
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v souladu s platnymi pravnimi predpisy.

Kontaktni osobou pujéitele pro vySe uvedené

je: e-maik:
V.
Doba vypujcky

Doba vypujcky je stanovena na dobu trvani
klinického hodnoceni, ¢. protokolu: JZP080-
301. Predpokladany, av8ak nezavazny
termin ukonéeni klinického hodnoceni je

V ptipadé, Ze by vypuljcitel uzival pfistroj
vrozporu stouto smlouvou, je pujcitel
oprédvnén pozadovat jeho vraceni ipfed
skonéenim doby stanovené v predchazejicim
odstavci tohoto €lanku.

VL.
Dodani a prevzeti predmétu
vypujcky

Termin dodani pfedmétu vypujcky bude

ohlasen opravnénému zameéstnanci
vypujéitele min. 3 pracovni dny predem.
Opravnénym zaméstnancem  vypujcitele

spole¢né se zastupcem Odboru zdravotnicke
techniky

VIL.
Zavérecéna ustanoveni

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.: JZP080-301,
which is expected to be completed in

In the event that the Borrower used this
equipment inconsistently with 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 persons are

VIL.
Final Provisions

Smlouva nabyva ucinnosti dnem | The agreement becomes effective on the day

uverejnénim smlouvy v registru smiuv. of its publication in the Register of
Agreements.

Smiuvni strany berou na védomi, Ze tato | The Parties acknowledge that this
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I

smlouva bude uverejnéna v registru smiuv
v souladu se zakonem ¢&. 340/2015 Sb.

Smluvni strany se dohodly, Zze oznacené
obchodni tajemstvi zadavatelem, bude pred

zadanim smlouvy do registru smiuv
odstranéno  apfilohy smluv  nebudou
vregistru  smluv  uvefejiiovany.  Pred

podpisem smlouvy puijcitel zasle vypuijciteli
finalni verzi smlouvy ve strojové citelném
formatu s podbarvenym textem smlouvy,
ktery povazuje pujcitel za obchodni tajemstvi.

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

V pfipadé rozporu mezi anglickou a ¢eskou
verzi této smlouvy ma prednost aje
rozhoduijici verze Ceska.

Jakékoliv zmény této smlouvy budou feSeny
pisemnym dodatkem se souhlasem obou
smluvnich stran.

Zaroven prosime o zasilani vSech zmeén,
které se tykaji smluvnich vztaht /zména
adresy, bankovniho spojeni, zastupce firmy
apod./.

V Praze dne:

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
a machine-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 between 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
company

address, bank
representative, etc.).

account,

In Pragug on:

Vypuijcitel/Borrower

NEMOCNICE
* KRALOVE
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