Smlouva o vypijcce
uzaviend podle § 2193 a nasl. zak. ¢. 89/2012 Sb.,
obcanského zdkoniku, ve znéni pozd¢jsich
predpist,(dale jen ,,obcansky zakonik*) mezi:

MERCK SHARP & DOHME s.r.o.
se sidlem Na Valentince 3336/4, 150 00 Praha 5
zastoupend: XXX

ICO: 284 62 564, DIC: CZ28462564

zapsana v obchodnim  rejstitku  vedeném
Me¢stskym soudem v Praze pod sp. zn. oddil C,
vlozka 143294)

(dale jen ,,pujcitel®)

a

Fakultni nemocnice v Motole
statni pfispévkova organizace
se sidlem: V Uvalu 84, 150 06 Praha 5 — Motol

zastoupena XXX, na zéklad¢ povéfeni
ICO: 00064203, DIC: CZ00064203

(dale jen ,,vypujcitel)
(pujcitel a vypujcitel spoleéné dale jen ,,smluvni
strany*)

ob¢ smluvni strany prohlasuji, ze maji
pravni osobnost a po vzajemném projednani a
shod¢ uzaviely nize uvedeného dne, mésice a roku
smlouvu o vyptjéce v tomto znéni ( dale jen ,,
smlouva‘):

I

Predmét smlouvy

1.1. Smluvnimi stranami bylo ujednano, ze
pujcitel  touto  smlouvou  pfenechava

vypujciteli lednici, XXX, centrifuga, XXX,
mrazak, XXX (dale jen ,,véc*) a zavazuje se
vypuj¢iteli umoznit bezplatné docCasné
uzivani véci, a to pro potfeby vypujlitele za
ucelem provedeni nasledujiciho klinického
hodnoceni  “Mezindrodni, multicentrické,
randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze 3, jehoz

Equipment Loan Agreement
Concluded as per Section 2193 et seq. of Act No.
89/2012 Coll., the Civil Code as amended
(hereinafter referred to as the “Civil Code”)
between:

MERCK SHARP & DOHME s.r.o.
Registered office Na Valentince 3336/4, 150 00
Praha 5

Represented by: XXX

Company registration number: 284 62 564

VAT No.: CZ284 62 564

Incorporated by: the Municipal Court in Prague
Section C, File No. 143294

(The “Lender”)

and

Motol University Hospital

Government contributory organisation

Registered office: V Uvalu 84, 150 06 Praha 5 —
Motol

Represented by XXX Company registration
number: 00064203, VAT No.: CZ00064203

(The “Borrower”)

(Both the Lender and the Borrower are hereinafter
referred to as the “Contracting Parties™)

Both Contracting Parties hereby declare
that they have legal personality and that upon
mutual consideration and agreement they have
entered into this Equipment Loan Agreement
(hereinafter referred to as the “Agreement”) on the
day, month and year stated below:

L
Subject Matter

1.1.The Contracting Parties have agreed that
the Lender hereby hands over refrigerator,
XXX centrifuge, XXX, freezer, XXX
(hereinafter  referred to as  the
“Equipment”) to the Borrower and
undertakes to allow the Borrower to use
the Equipment temporarily free of charge
for the needs of the Borrower in order to
conduct the following Clinical Study , A
Phase 3, International, Multi-center,
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cilem je zkoumat ucinnost, imunogenicitu a
bezpecnost vakciny 9vHPV (multivalentni
vakcina obsahujici castice podobné virium L1)
v prevenci perzistujict ustni infekce HPV typu
16, 18, 31, 33, 45, 52 nebo 58 u dospélych
muzi ve véku od 20 do 45 let”,¢. Protokolu
V503-049 (dale jen “studie”). Hodnota véci
¢ini ,,neuvedeno,, X XX.

1.2.Vé&c bude vypujéitelem uzivana na Klinice
otorinolaryngologie a chirurgie hlavy a krku 1.
LF UK a FN Motol a bude slouzit k ucelu
stanoveném v ramci shora uvedené studie.

II.
Prava a povinnosti smluvnich stran
2.1. Pujcitel prohlasuje, Ze vyptijcena véc je
zpusobila k fadnému uzivani a jeji technicky
stav  odpovida pfisluSnym normam a
predpisim. Vyptjcitel vyptijcenou véc

prijima.
2.2. Pujcitel bere na védomi, ze Vypujcitel

neni opravnén vec pojistit, a proto si ptipadné
pojisténi veéci zajisti sam.

2.3.  Vypujcka je bezlplatna a vypujcitel neni
opravnén pienechat vypijcenou véc treti osobe.

2.4, Vypujcitel se zavazuje ponechat na
vypuj¢ené véci vSechny popisky, Stitky, sériova
Cisla a podobna oznaceni.

2.5.  Predanim véci se rozumi jeji doprava,
umisténi v prostorach vypdjéitele na pracovisti
uvedeném v ¢LI. odst. 1.2 smlouvy dle pokynt
vypujcitele, uvedeni do provozu, provedeni
instruktaze, predani navodu k pouziti a informace,
ktera se vztahuji k bezpe¢nému pouzivani, to vSe v
Ceské verzi.

2.6.
Zataji-li pajcitel vypujéiteli vadu vypujcené
véci, nepreda-li vypujciteli potfebné doklady
k vypjcené véci (uvedené v seznamu
poskytnutém s vypujCenou véci), nebo
neseznami-li vypujcitele dle predchoziho
ustanoveni s provoznimi pokyny k uzivani
vypujc¢ené véci a v disledku tohoto vznikne
vypujciteli skoda, je pujcitel povinen tuto

2.1.

“Randomized, Double-blind,  Placebo
controlled Clinical Trial to Study the
Efficacy, Immunogenicity, and Safety of
the 9vHPV Vaccine, a Multivalent LI
Virus-like Particle Vaccine, in the
prevention of oral persistent infection with
HPV Types 16, 18, 31, 33, 45, 52, or 58 in
adult males, 20 to 45 years of age”,
Protocol No .V503-049 (hereinafter
referred to as the “Study”). The
Equipments value ,,not specified,, XXX.
The Borrower shall use the Equipment at
the Department of Otorhinolaryngology
and Head and Neck Surgery, 1st Faculty
of Medicine, Charles University and
University Hospital Motol and the
Equipment shall serve solely for the
completion of the above mentioned Study.

II.
Rights and Obligations

The Lender declares that the borrowed
Equipment is fit to be used appropriately and
that its technical condition complies with the
relevant standards and regulations. The
Borrower accepts the borrowed Equipment.

2.2.The Lender acknowledges that the
Borrower is not entitled to insure the
Equipment and therefore he / she will
arrange for the eventual insurance of
the Equipment by himself.

2.3. The Equipment loan is free of charge,
and the Borrower does not have the
right to transfer the borrowed
Equipment to any third party.

2.4. The Borrower undertakes to leave all
labels, tags, serial numbers and similar
markings on the borrowed Equipment.

2.5.The Equipment handover means its
shipment, placement on the
Borrower's premises at the site
referred to in Article I (1.2) hereto as
per the Lender's instructions, putting
into operation, advising the Borrower
on how to use the Equipment, and
handing over instructions for use and
safety instruction for use both in
Czech version.

2.6.1f the Lender conceals any defect of
the borrowed Equipment or fails to

V503-049, FN Motol, XXX

Page 2 of 6




nahradit vypujciteli v plné vysi. Ztézuje-li
vada zasadnim zplisobem uzivani véci nebo
znemoziuje-li zcela uzivani, mize vypujcitel

vypovedét tuto smlouvu pujciteli bez
vypovédni doby.
2.7. Vypujcitel se zavazuje informovat
pujcitele o jakémkoli poskozeni véci bez

zbyte¢ného odkladu po okamziku, kdy se o
poskozeni dozvédél.

2.8. Pujcitel svym nakladem zajisti vesSkeré
opravy a udrzbu vypijcené véci. Pokud se jedna o
zdravotnicky prostfedek, zajisti pujcitel svym
nakladem veskeré opravy, odbornou udrzbu a ptip.
revize vypujcéené véci, a to v souladu se zakonem
¢. 268/2014 Sb., zdravotnickych prostiedcich a o
zmén¢ zadkona ¢. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozd¢&jsich piedpist.

2.9. Pokud vypgjcitel porusi podminky
uyjednané touto smlouvou, zejméne tim, ze véc
pienecha tfeti osob¢, je pujcitel opravnén tuto
smlouvu vypovédét bez vypoveédni doby.

III.

Doba uzivani
3.1. Tato smlouva se uzavira na dobu urcitou, a to
po dobu provedeni ¢elu smlouvy, k némuz se ma
vec uzivat.

3.2. Pujc¢itel mize pozadat o vraceni véci i pred
skonCenim stanovené doby uzivani dle odst. 3.1.
vyse v piipade, Ze vypujcitel uziva véc v rozporu
s uCely stanovenymi touto smlouvou.

3.3.Vypijcitel je opravnén smlouvu vypoveédét, a
to i bez uvedeni divodu. Vypoveéd je ucinna
dorucenim vypovédi druhé smluvni strang.

IV.
Zavérecna ustanoveni

4.1. Tuto smlouvu lze zménit nebo doplnit jen
vyslovnym pisemnym ujednanim, jez podepisi
opravnéni zastupci obou smluvnich stran, pfiemz
takova zména nebo doplnéni musi mit formu
ocislovaného dodatku.

hand over the necessary documents
(listed in the inventory checklist
provided with the Equipment) for the
borrowed Equipment or inform the
Borrower of the operating instructions
for the borrowed Equipment and if the
Borrower shall suffer any damage as a

result, the Lender must fully
reimburse the Borrower. If such a
defect hinders the use of the

Equipment substantially or renders its
use impossible the Borrower may
terminate this Agreement
immediately by  sending the
termination notice to Borrower.

2.7.The Borrower undertakes to inform
the Lender of any damage to the
Equipment without any undue delay
upon learning about such a damage.

2.8.The Lender shall provide all repairs
and maintenance of the borrowed
Equipment at their own cost. In case
the landed equipment is considered as
medical device, the Lender is obliged
to ensure all repairs, professional
maintenance and all revisions of the
landed equipment in compliance with
Act No. 268/2014 Coll., on Medical
Devices and with Act No. 634/2004
Coll., the Administrative Charges.

2.9.1f the Borrower breaks the terms of
this Agreement, especially
transferring the Equipment to any
third party, the Lender is entitled to
terminate this Agreement
immediately by  sending the
termination notice to Borrower.

III.

Period of Use
3.1. This Agreement is made for a fixed period, i.e.
for the period of performing the subject matter for
which the Equipment shall be used.

3.2. The Lender may request the Equipment return
before the end of the determined period of use as
per Article 3.1. above if the Borrower uses the
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4.2. Zavazky z této smlouvy se fidi pravem Ceské
republiky, vyjma jeho koliznich ustanoveni.

4.3. Pujcitel souhlasi s uvefejnénim smlouvy
vplném znéni (vCetné pripadnych pfiloh)
vypajéitelem za ucelem splnéni povinnosti
ulozenych mu platnou a u€¢innou pravni upravou, a
to zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdgjsich ptedpist, a dale
pokyny a rozhodnutimi Ministerstva zdravotnictvi
Ceské republiky. Redigovanou verzi smlouvy
poskytne vypujéiteli pujcitel, kdyZ v redigované
verzi zaslepi veSkeré osobni udaje a obchodni
tajemstvi, které tvofi detailni popis pfistroje, vc.
jeho hodnoty, jako hodnota smlouvy bude uvedeno
Lheuvedeno”“. O zvefejnéni bude Pujcitel
informovan skrze datovou schranku: Shszftn.

4.4. Pujcitel bere na védomi, ze vypujcitel jakozto
statni prispévkova organizace, je povinna na dotaz
treti osoby poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozd¢jsich predpist.

4.5 Pujcitel se zavazuje po piedani vyse uvedené¢ho
pfedmétu smlouvy poskytnout vypijciteli kopii
podepsaného  pfedavaciho  protokolu  bez
zbyte¢ného odkladu.

4.6. Pravni vztahy touto smlouvou neupravene,
jakoz i pravni poméry z ni vznikajici a vyplyvajici
se fidi pfislusSnymi ustanovenimi obcanského
zakoniku.

4.7. Piipadné spory smluvnich stran budou feSeny
smirnou cestou a v ptipade, Ze nedojde k dohod¢
budou spory feseny piislusnymi soudy Ceské
republiky.

4.8. Tato smlouva je vyhotovena jak v ¢eském, tak
anglickém jazyce. V pripad¢ jakychkoli rozportu
nebo nesrovnalosti mezi ¢eskou a anglickou verzi
této smlouvy ma Ceska verze prednost.

4.9. Smluvni strany prohlasuji, ze si tuto smlouvu
pred jejim podpisem piecetly, Ze byla ujednana
podle jejich pravé a svobodné viile, urcité, vazné a
srozumitelng. Autenti¢nost této smlouvy potvrzuji
smluvni strany svym podpisem.

Equipment in contradiction with the purposes
specified herein.

3.3. The Borrower has a right to terminate the loan
agreement without stating any reason. The notice
shall take effect by its delivery to the other
Contracting Party.

Iv.
Final Provisions

4.1. This Agreement may be amended or
supplemented only by an explicit written
agreement signed by authorised representatives of
both Contracting Parties and such an amendment
must take the form of a numbered Annex.

4.2. Obligations under this Agreement shall be
governed by the Law of the Czech Republic,
excluding its rules regarding the conflicts of law.

4.3 The lender agrees with publication of this
agreement in full wording (including annexes) and
its elements of obligatory relationship due to the
duties which come from valid and effective legal
regulation, especially Act No. 340/2015 Coll. on
Agreements Register as amended and guidance
notes and directives of Ministry of Health Czech
Republic. The edited version of the contract shall
be provided to the borrower by the lender, all
personal data and business secret (which is the
Equipment’s details including its value) will be
blinded; the value of the contract will be stated as
"not stated". The Lender will be informed about
the publication through data box: Shszftn.

4.4 The lender takes note, that borrower as
government contributory organisation is obliged
to provide information according to Act No.
106/1999 Coll., on Free Access to Information.

4.5 After the handover of the subject matter stated
above, the lender is obliged to provide a copy of
the signed transfer protocol to the borrower
without undue delay.

4.6. Contractual relations not regulated by this
Agreement and the legal relations arising
hereunder shall be governed by the relevant
provisions of the Civil Code.
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4.10. Tato smlouva byla vyhotovena ve dvou
stejnopisech, s platnosti originalu, pricemz kazda
ze smluvnich stran obdrZi po jednom vyhotoveni.

4.11. Smlouva je platna dnem podpisu obéma
smluvnimi ~ stranami a  Gcinnosti  nabyva
zvetejnénim v registru smluv, jak je uvedeno vyse.
Jestlize smlouva nepodléha zvefejnéni, pak je
smlouva G¢innd dnem platnosti a soucasné se
neuzije ust. odst. 4.3 této smlouvy.

V Praze dne
Za vypujcitele
XXX

na zakladé povéereni

Za pujcitele
XXX

4.7. Any disputes between the Contracting Parties
shall be resolved amicably and if no agreement is
reached the disputes shall be resolved by the
competent courts of the Czech Republic.

4.8. This Agreement is made both in the Czech and
English languages. In case of any conflicts or
discrepancies between the Czech and English
versions of this Agreement, the Czech version
shall prevail.

4.9. The Contracting Parties hereby declare that
they have read this Agreement before signing and
that the Agreement has been concluded according
to their true and free will, definitely, seriously and
comprehensively. The Parties confirm the
authenticity of this Agreement by their signatures

4.10. This Contract has been drawn up in two
counterparts, with the validity of the original, with
cach of the Contracting Parties receiving one
original.

4.11. The contract is valid on the date of its
signature by both parties and effective on the date
of the last signature. If the contract is not subject
to the publishing-obligation, the contract is
effective on the day of its validity and also par. 4.3.
is not used.

In Prague, dated

On behalf of Borrower
XXX
under the power of attroney

On behalf of Lender
XXX
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