SMLOUVA O VYPUICCE

F. Hoffmann-La Roche Ltd

se sidlem: Grenzacherstrasse 124, 4070 Basilej,
Svycarsko

DIC: CHE-116.267.986

zastoupena: XxXx.

jako pajcitel (dale jen ,pajcitel")

a

PPD Investigator Services LLC

se sidlem:

929 North Front St, Wilmington, NC 28401, USA
DIC: 46-2919241

zastoupena: XxXx.

(déle jen ,,CRO")

a

Vseobecna fakultni nemocnice v Praze

se sidlem: y

U Nemocnice 499/2, 128 08 Praha 2, Ceska republika
ICO: 000 64 165

DIC: CZ00064165

zastoupena: Xxx

jako vyptjcitel (dale jen ,vypajcitel")

Spolecné dale jen ,Strany"

uzaviraji dnesniho dne podle ustanoveni § 2193 a nasl.
obcanského zakoniku v platném znéni tuto
smlouvu o vyptjcce:

1. PFedmét vyphjcky

1.

Pjcitel zajistil vypljceni zdravotnického pristroje ,xxx
v hodnoté 3,102.00 USD (74.700,- K¢) (dale jen
~predmét vypijcky") Vypdjciteli.

2

Touto smlouvou pdjCitel pdjéuje uvedeny predmét
vypdjéky vypdjciteli, aby jej uzival bezplatné na své
neurologické klinice za podminek, které jsou ve smlouvée
dale uvedeny, a vyplicitel se zavazuje predmét vyplijcky
vratit pljciteli, jakmile jej nebude potfebovat nebo uplyne
doba vypUjcky, podle toho, ktera skuteCnost nastane
drive.

I1. Pfedani a doba vypijcky

1.

K pfedani pfedmétu vypdijcky a jeho prevzeti dojde na
xxx, 1. LF UK a VFN, Karlovo néam.32, Praha 2, Ceska
republika ..., ato bezprostiedné po podpisu této
smlouvy.

2.

K vraceni predmétu vyplijcky dojde ve stejném misté,
jako v predchozim bodé. Vypticitel je povinen alesponi
2 pracovni dny predem zaslat pdjciteli zpravu o tom, Ze
predmét vyplicky vrati a v jaké denni dobé. Pijcitel je
pak povinen zajistit prevzeti predmétu vyplijcky ve
stanovené dobé prostrednictvim pridéleného monitora na
misté uvedeném v odst. 1 ¢l. II této Smlouvy. Predmét
vypdjéky musi byt vracen ve stavu, vjakém byl
vypdjéitelem  prevzat, s pfihlédnutim  k obvyklému
opotrebeni.

3.
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LOAN AGREEMENT

F. Hoffmann-La Roche Ltd

Registered address: Grenzacherstrasse 124, 4070 Basel,
Switzerland

TAX ID: CHE-116.267.986

Represented by: xxx

as the Lender (hereinafter the “Lender”)

and

PPD Investigator Services LLC

Registered address:

929 North Front St, Wilmington, NC 28401, USA
TAX ID: 46-2919241

Represented by: xxx

(hereinafter "CRO")

and

Vseobecna fakultni nemocnice v Praze
Registered address:

U Nemocnice 499/2, 128 08 Praha 2, Czech Republic
ID: 000 64 165

TAX ID: CZ00064165

Represented by: xxx

as the Borrower (hereinafter the “Borrower”)
(hereinafter collectively referred to as the “Parties”)

have on this day, pursuant to Section 2193 et seq. of the
Civil Code as amended, entered into this
Loan Agreement

I. Subject of Loan

1.

The Lender has arranged for the loan of the medical
device “xxx, value 3,102.00 USD (CZzK 74,700.00)
(hereinafter the “Subject of Loan") to the Borrower.

2.

With this Agreement, the Lender shall lend the
aforementioned Subject of Loan to the Borrower for
complimentary use at their Neurology Clinic under the
conditions of this Agreement set out below, and the
Borrower agrees to return the Subject of Loan to the
Lender when it is no longer needed or when the Loan
period shall expire, whichever is earlier.

I1. Presentation and period of Loan

1.

The presentation and receipt of the Loan shall occur at
xxx at 1. LF UK a VFN, Karlovo nam.32, Prague 2, Czech
Republic, as of the date of this Agreement.

2.

The return of the loan shall be subject to the same
location as set out in the previous Article. The Borrower
is required to notify the Lender at least 2 working days in
advance of the intention to return the Subject of Loan and
at what time of day. The Lender shall make
arrangements, via assigned monitor, to have the Subject
of Loan picked up at the location identified in Article II
section 1 hereof within the stipulated time. Subject of
Loan must be returned to in the condition in which it was
received by the Borrower, taking into account normal
wear and tear.

3.
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Doba vyplijcky se sjednava na dobu urCitou ode dne
podpisu této smlouvy, ato do doby ukonceni studie
pdjcitele provadéné dle protokolu ¢.GN43271
4. Kontaktni osobou vypijitele je pracovnik
Evidence OZT, tel.:
5.  Kontaktni osobou
monitor: Xxx

XXX

pljcitele je: pridéleny

II1. Prava a povinnosti ptjcitele

1.

Pdjcitel je povinen zajistit, Ze vypdjciteli bude pfedmét
vyplijcky pfedan ve stavu zplsobilém k jeho Fadnému
uzivani. Pdjcitel prohlasuje, ze predmét vyplijcky je
pojistén obvyklym zplisobem, zejména proti Zivelnim
rizikim véetné vodovodnich $kod a proti odcizeni. Toto
pojisténi se vztahuje i na pfipady vyptjcky

Vyplijcitel neodpovida za Skodu zplisobenou v disledku
nahody, vyssi moci, predem blize nezjistitelnych pficin, Ci
v dlsledku neplnéni povinnosti pljcitele.

2.

Pred predanim predmétu vyplicky je plijcitel povinen
zajistit zaskoleni, nebo instruktaz vyplijcitele dle z. C.
89/2021 Sb., o zdravotnickych prostfedcich a seznamit
vypdjcitele s poZzadavky na pravidelnou béZnou udrZzbu
predmétu vyplijcky. Soucasti predani predmétu vypdjcky
je i instalace pfedmétu vypdjcky a predani dokumentace,
zejména navodu v Ceském jazyce v tisténé i elektronické
podobé, prohlaseni o shodé. O instruktazi, nebo zaskoleni
prislusnych zaméstnancl vyplijcitele bude proveden
pisemny zaznam, ktery bude pfipojen k dokumentaci
predmétu vyplijcky. PQjCitel dale vypIni formulaF
vypljCitele ,Seznam dodané techniky", ktery tvoii
prilohu této smlouvy. Plijcitel se zavazuje po dobu trvani
vypdjcky zajistit provedeni instruktaze (zaskoleni) novych
zaméstnancl vypdjCitele zdarma dle potfeby. Povinnost
zaskoleni se vSak bude tykat pouze zaskoleni nutnych pro
provedeni studie pdjcitele.

3.

Jestlize pajéitel zjisti, ze vypQjcitel neuziva predmét
vypljcéky fadné nebo ho uziva v rozporu s Ucelem, ke
kterému slouZi, je opravnén pozadovat vraceni predmétu
vypljéky pred skonCenim stanovené doby vypdjcky.
Vypdjéitel je vtomto pfipadé povinen vratit predmét
vypdjcky nejpozdéji do dvou pracovnich dni poté, kdy byl
plijcitelem k vraceni vyzvan. V dané souvislosti plati
clanek II., odst.2.

4,

Pljcitel se zavazuje, Ze po dobu vyplijcky zajisti
poskytnuti bezplatného servisu v¢. veskerych nahradnich
dild (nebo opravu zavady) predmétu vypdjcky do 2
pracovnich dni od pisemného ¢i telefonického nahlaseni
potieby opravy vCetné bézné udrzby dle zakona C.
268/2014 Sb. Pokud by termin pravidelné bezpecnostné
technické kontroly, nebo revize /validace/ kalibrace
predmétu vypljcky pfipadl do doby vypGjcky, zajisti
takovou kontrolu na své naklady pUijcitel.

5.

Servis predmétu vyplijcky bude pro plijcitele zajistovat
Dodavatel PGjcitele. Pdjcitel prohlasuje, Ze jeho Dodavatel
bude a nebo zajisti, Ze subdodavatel Dodavatele povéfeny
Udrzbou predmétu vyplijcky bude u SUKL registrovan
jako osoba provadéjici servis zdravotnickych prostredkd
(kde je to vyzadovano) a ma opravnéni k provadéni
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Loan period is agreed for definite period of time from the
date of signature of this Agreement until the termination
of Lender’s Study conducted under Protocol GN43271

4. The Borrower's contact person is xxx

5. The Lender's contact person is assigned monitor: xxx.

III. Rights and Obligations of the Lender

1.

The Lender is obligated to arrange for the provision of the
Subject of Loan to the Borrower in a condition fit for its
proper use. The Lender declares that the Subject of the
Loan is insured in the usual way, especially against
natural risks including water damage and against theft.
This insurance also applies to cases of borrowing. The
Borrower is not liable for damage caused as a result of an
accident, act of God, causes undetectable in advance, or
due to non-compliance of the Lender.

2.

The Lender shall arrange that the Borrower is provided
training or instructions before presentation of the Subject
of Loan, pursuant to Act No. 89/2021 Coll., on medical
devices and acquaint the Borrower with requirements for
regular, routine maintenance of the Subject of Loan.
A constituent of the handover of the Subject of Loan is
also the installation and handover of documentation,
especially instruction in Czech translation in printed and
electronic form and declaration of conformity. A written
record shall be produced on instructions or training of the
Borrower's staff, that will be attached to the
documentation of the Subject of Loan. The Lender shall
also complete a Borrower's form titled “List of supplied
medical equipment”, annexed to this Agreement. The
Lender undertakes, for the duration of the Loan, to assure
that instruction (training) is provided to the Borrower's
new employees at no charge, if necessary. The training
relates only to training that is specific to Lender’s study.
3.

If the Lender shall discover that the Borrower does not
use the Subject of Loan properly or uses it contrary to the
purpose for which it is intended, the Lender is entitled to
demand return of the Subject of Loan prior to the expiry
of the agreed Loan period. The Borrower shall be in this
case obligated to return the Subject of Loan within two
working days following the Lender's request for its return.
In this context Article II, Paragraph 2 applies.

4.

The Lender agrees, for the period of this loan, to arrange
for the provision of service including all spare parts (or
repair) to the Subject of Loan at no cost within 2 working
days of written or telephone notice of the repair
requirement including routine maintenance according to
Act No. 268/2014 Coll. If the date of regular technical
safety inspection or revision / validation / calibration of
the Subject of Loan shall fall within the loan period, the
Lender shall secure such inspection at his own expense.
5.

Maintenance of the Subject of Loan shall be ensured by
Lender’s Vendors. Lender represents that its Vendor shall
be or shall ensure that a subcontractor of Vendor
instructed to maintain such Subject of Loan shall be
registered with the State Institute for Drug Control as
a medical device maintenance provider (where required)
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servisu predmétu vypdjcky od vyrobce nebo jim
autorizované osoby. Pjcitel na zadost vyplijcitele predloZi
potvrzeni o opravnéni k servisu predmétu vypUijcky.
Zavady budou hlaseny monitorovi studie — kontakt
uveden vyse.

6.

Ustanoveni odst. 4 tohoto ¢lanku neplati pro pripad, kdy
zavadu zplsobi vyp(ijcitel poruSenim svych povinnosti
stanovenych touto smlouvou. V tomto pfipadé jdou
veskeré naklady na opravu predmétu vyplijcky na ucet
vypUicitele.

1V. Prava a povinnosti vypijcitele

1.

Po dobu, po kterou bude vypdjcitel na zakladé této
smlouvy predmét vypljcky uzivat pouze pro ucely
provedeni studie pGijcitele na zakladé protokolu ¢.
GN43271, je povinen predmét vypljcky uzivat fadné
vsouladu sdUcelem, ke kterému obvykle slouzi,
a zplisobem pfiméfenym povaze a uréeni predmétu
vypdjéky. Je povinen chranit predmét vypujcky pred
ztratou, zniCenim, poskozenim nebo znehodnocenim.

2.

Vypdjcitel neni opravnén provadét na predmétu vypljcky
jakékoli zmény a pfijme pfimérend opatfeni, aby byl
predmét vyplijcky fadné zabezpeCen aaby bylo
zabranéno jeho poskozeni, ztraté i odcizeni. VypUijcitel
bude s pfedmétem vypljcky nakladat s nalezitou péci
a bude dodrZovat veskeré pisemné pokyny picitele
tykajici se uchovavani a pouzivani predmétu vypajcky.

3.

Vypdjcitel je povinen oznamit pljciteli bez zbytecného
odkladu potfeby veskerych oprav predmétu vyplijcky.

4,

Béhem sjednané doby vyplijcky neni vyplijcitel opravnén
prenechat predmét vyplijcky k uZivani treti osobé.
Poruseni tohoto zdkazu zaklada pravo piijcitele Zadat
vraceni predmétu vypdjcky pred skoncenim stanovené
doby vyplicky. V dané souvislosti plati ¢lanek II., odst. 2.

5.

Vyplijcitel se touto smlouvou zavazuje nezajistovat servis
aopravy prostfednictvim  jiného  subjektu  nez
prostrednictvim pdjcitele. Pfi poruseni tohoto ustanoveni
je povinen naklady na servis Ci opravy hradit ze svého
a odpovidd za pFipadnou Skodu, ktera by timto na
predmétu vypdjcky vznikla.

6

Zjisti-li vypUijcitel po fadném predani predmétu vypljcky,
ze predmét vypQjcky ma vady, které brani jeho fadnému
uzZivani, je opravnén od této smlouvy odstoupit.
V takovém pfipadé je pdjCitel povinen poskytnout
vypdjciteli veskerou potfebnou soucinnost.

Vypdjcitel je povinen predmét vypjcky vratit v pfiméfené
IhGité poté, co (i) dojde k odstoupeni od této Smlouvy dle
nepotrebuje, nejpozde€ji vsak do konce stanovené doby
vypljcky.

8.

Vypdjcitel je povinen umoznit pQjciteli na jeho Zadost
danou vypdjéiteli nejméné 2 dny pfedem pfistup
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and is authorized to provide maintenance and servicing of
the Subject of Loan by the manufacturer of the Subject of
Loan or his/her designee. At the Borrower’s request, the
Lender shall provide a confirmation of the authorization
to provide maintenance of the Subject of Loan. Defects
will be reported to the study monitor - contact given
above. .

6.

Provision 4 of this article shall not apply in cases where
the defect is caused by the Borrower due to breach of
obligations as set out in this Agreement. In such case, all
costs to repair the Subject of Loan are subject to the
account of the Borrower.

1V. Rights and Obligations of the Borrower

1.

During the period in which the Borrower shall use the
Subject of Loan as set out in this Agreement and only for
Lender’s Study conducted under Protocol GN43271, the
Borrower shall be obligated to use it properly, in
accordance with the purpose which it usually serves, and
in @ manner commensurate with the nature and purpose
of the Subject of Loan. The Borrower is obligated to
protect the Subject of Loan from loss, destruction,
damage or loss of value.

2.

The Borrower shall not be entitled to make any alterations
to the Subject of Loan and shall take reasonable measures
to secure Subject of Loan and prevent any damage to and
loss or theft thereof. The Borrower shall treat the subject
of the loan with a reasonable standard of care, including
adhering to any of Lender’'s written instructions for
storage and use.

3.

The Borrower is obligated to notify the Lender without
delay of any necessary repairs to the Subject of Loan.

4.

During the agreed period of the Loan, the Borrower shall
not be entitled to grant use of the Subject of Loan to
a third party. Violation of this restriction constitutes the
right of the Lender to request the return of the Subject of
Loan prior to the expiry of the specified loan period. In
this context Article II, Paragraph 2 applies.

5.

The Borrower hereby agrees not to provide service and
repair through a different entity other than the Lender. In
the event of violation of this provision, the Borrower is
obligated to cover the costs of servicing or repairs and
shall be responsible for any resulting damage to the
Subject of Loan.

6.

If, following a proper handover, the Borrower shall
discover defects on the Subject of Loan preventing its
proper use, they are entitled to withdraw from the
Agreement. In such event, the Lender must provide the
Borrower with all necessary cooperation.

7.

The Borrower is obligated to return the Subject of Loan
as soon as is reasonably practicable following (i)
withdrawal from this Agreement under Section 6, above,
or (ii) the date which it is no longer needed, but no later
than the expiry of the stipulated loan period.

8.

At the request of the Lender, provided at least 2 days in
advance, the Borrower is obligated to allow the Lender
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k predmétu vypdjcky za ucelem kontroly, zda vyplijcitel
predmét vypdjcky uziva Fadnym zplsobem a za ucelem
pravidelné servisni prohlidky.

9.

Vyplijcitel se zavazuje seznamit se ke dni predani
predmétu vyplijcky s technickym stavem pfedmétu
vyplijcky a s pozadavky na jeho obsluhu a udrzbu.

V. Zavérecna ustanoveni

1.

Pfipadné zmény a dopliky této smlouvy mohou byt
provedeny pouze oboustranné podepsanymi pisemnymi
dodatky. Dodatky ktéto smlouvé budou Ccislovany
a fazeny chronologicky za sebou. Veskeré dodatky
a prilohy se stavaji nedilnou soucasti této smlouvy.

2.

Tuto smlouvu je dale mozno ukoncit pisemnou vypovédi,
ato jak ze strany plijcitele, tak ze strany vypUijCitele.
Vypovédni doba je 2 mésice a poCind bézet od 1. dne
nasledujiciho mésice po doruceni vypovédi.

3.

Smluvni strany prohlasuji, Ze jejich projev vile byl
svobodny a vazny a tato smlouva je pro né srozumitelna
ve vSech ustanovenich a jejich dlsledcich. Smluvni strany
se zavazuji tuto smlouvu bezvyhradné a presné dodrzovat
ana dlkaz toho stvrzuji tuto smlouvu vlastnorucnimi
podpisy.

4.

Tam, kde smlouva nestanovi jinak, pouZije se pro
posuzovani prav a povinnosti smluvnich stran obcansky
zakonik v platném znéni.

5.

Tato smlouva je vyhotovena ve dvou stejnopisech
s platnosti originalu, z nichz kazda ze smluvnich stran
obdrZi po jednom. Smlouva je sepsana v jazyce Ceském
a anglickém. V pfipadé rozporu mezi obéma jazykovymi
verzemi je rozhoduijici ¢eska verze.

6.

Smluvni strany se dohodly, Ze pravni vztah se fidi platnym
pravem Ceské republiky. Jakékoli spory vyplyvajici nebo
souvisejici s touto smlouvou budou rozhodovany
vyhradné prislusnymi soudy Ceské republiky. Mistni
prislusnost soudu bude dana sidlem Vyp(ijcitele.

7.

Smluvni strany se dohodly, Ze v rozsahu, v jakém je to
pozadovano pfislusnymi pravnimi predpisy, zejména
zakonem Ceské republiky ¢. 340/2015 Sb., o registru
smluv, bude tato smlouva uvefejnéna ve verejném
registru smluv. Smiuvni strany se dohodly, Ze vyp(ijcitel
uverejni verzi této smlouvy, kterou mu za timto Gcelem
pripravi a poskytne pdijcitel. nejpozdé&ji v den podpisu této
smlouvy, a to v strojové citelném formatu v elektronické
podobé zaslanim na emailovou adresu xxx. Notifikace
spravce registru smluv o uvefejnéni smlouvy bude
zaslana na e-mail povéfené osoby pdjcitele xxx.

8.
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access to the Subject of Loan for the purpose of
inspecting whether the Borrower is using the Subject of
Loan in a proper manner and for the purpose of regular
service inspections.

9.

Borrower also undertake to become acquainted with the
technical condition of the Subject of Loan and with the
requirements for its operation and maintenance by the
date of handover of the Subject of Loan.

V. Final Provisions

1.

Any changes and amendments to this Agreement may be
made only by amendments in writing, signed by both
parties. Amendments to this Agreement shall be
numbered and arranged in chronological order. Any
amendments and annexes shall be an integral part of this
Agreement.

2.

This Agreement may be cancelled by further written
notice, both on the part of the Lender and the Borrower.
The term of notice is two months and shall run from the
first day of the month following receipt of notice.

3.

The Contracting Parties declare that they acted with free
and solemn will and that they understand all provisions of
the Agreement and their implications. The Parties
undertake to implicitty and accurately adhere to this
Agreement and as evidence hereof they confirm this with
their handwritten signatures.

4.

Where the Agreement shall not stipulate otherwise, the
Civil Code, as amended, shall apply for assessing the
rights and obligations of the Parties.

5.

This Agreement is made in two counterparts, each with
the validity of the original, whereof each party shall
receive one. This Agreement is executed in the Czech and
English language versions. In the event of any
discrepancies between the language versions, the Czech
version shall prevail.

6.

The Parties agree that the legal relationship shall be
governed by the law of the Czech Republic. Any disputes
resulting herefrom or related hereto shall be resolved
solely before competent Czech courts. The local
jurisdiction of the competent court shall be determined by
the seat of the Borrower.

7.

The Parties agree that to the extent required by applicable
law, in particular by the Czech Act no. 340/2015 Coll., on
Agreements Register, this Agreement shall be in the
public register. The Parties agree that the Borrower shall
publish the version of this Agreement as prepared and
provided by the Lender for these purposes by the date of
execution hereof, electronically in machine-readable form
at xxx. Publication notification of the register
administrator shall be sent to the Lender’s designee at xxx
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Tato smlouva nabyva platnosti a Ucinnosti dnem jejiho  This Agreement enters into force on the day it is signed
podpisu obéma smluvnimi stranami. by both parties.
Priloha: Seznam dodané techniky Attachment: List of provided medical devices

Protocol: GN43271

Loan Agreement, VSeobecna fakultni nemocnice v Praze
Principal Investigator: xxx

Template date: 24Nov22



V Praze/ In Prague, dne/date ...

vypUijcitel/ Borrower

Datum/ date ...

Pjcitel/ Lender

Datum/ date ...

CRO/ CRO

Datum/ date ...
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