Tsm 2023/ 432/ La

LOAN AGREEMENT

Entered into pursuant to Section 2193 et seq. of
Czech Act No 89/2012 Coll., the Civil Code, as
amended

l.
The Parties

1. Lender: Biogen Idec Research Limited

Registered office: Innovation House, 70 Norden
Road, Maidenhead, Berkshire, SL6 4AY, United
Kingdom

Identification number: 503101815

Represented by: IQVIA RDS Czech Republic
s.r.o. with offices located at Pernerova 691/42,
Karlin, 186 00 Praha 8, Czech Republic,
Identification number: 247 68 651, acting on the
basis of Power of Attorney dated 30 August 2022

2. Borrower: St. Anne’s University Hospital in
Brno

an organization funded from the state budget.
Registered office: Pekarska 664/53, 602 00 Brno
Represented by: Ing. Vlastimil Vajdak, Director
Registration No. (IC): 00159816
VAT No.: CZ00159816
Bank details: Ceska narodni banka, a.s., Brno-
mésto branch
Bank account No.: 123-71138621/0710
SWIFT: CNBACZPP
IBAN: CZ37 0710 0001 2300 7113 8621
1.
Subject Matter of the Contract

The Lender through its vendor lends the
Borrower for free use for its workplace I.
Neurological Clinic (hereinafter referred to as the
“Place of Performance”) the following
instruments, which is in ownership of the Lender:

e ECG machine - quantity one, name ECG
machine, type ELI 150c, serial number
will be specified in the handover
protocol, producer Mortara, in total value
60.267,- CZK without VAT

e Tablet - quantity two, name Dell 7210,
type Dell Latitude 7210 tablet, serial
number will be specified in the handover
protocol, producer Dell, in total value
41.639,- CZK without VAT.

(hereinafter referred to as “Equipment”), for the
purpose of conducting a clinical trial entitled “A
Randomized, Double-Blind, Placebo-Controlled,
Parallel-Group Study to Assess the Efficacy,
Safety, and Tolerability of BIIBO80 in Subjects
with  Mild Cognitive Impairment Due to

SMLOUVA O VYPUJCCE

uzaviena dle § 2193 a nasl. zak. ¢.
89/2012 Sb., ob&ansky zakonik, ve znéni
pozdéjSich predpisu

l.
Smluvni strany

1. Pjcitel: Biogen ldec Research Limited

sidlo: Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, United
Kingdom

IC: 503101815

Zastoupeny: IQVIA RDS Czech Republic
s.r.o., se sidlem Pernerova 691/42, Karlin, 186
00 Praha 8, Ceska republika, IC: 247 68 651,
DIC: CZ247 68 651, povéfena k jednani na
zakladé PIné moci ze dne 30. srpna 2022

2. Vypujcitel: Fakultni nemocnice u sv.
Anny v Brné

statni pfispévkova organizace
sidlo: Pekarska 664/53, 602 00 Brno
jednajici: Ing. Vlastimil Vajdak, feditel
ICO: 00159816
DIC: CZ00159816
bankovni spojeni: Ceska narodni banka, a.s.,
pobocka Brno
¢. uctu:
CNBACZPP
IBAN: CZ37 0710 0001 2300 7113 8621
1.
Predmét smlouvy

123-71138621/0710SWIFT:

Pujcitel, prostfednictvim svého zastupce,
prenechava vypljciteli do bezplatného
uzivani pro jeho pracovisté, I. Neurologicka
klinika (dale jen ,misto plnéni“) nize uvedeny
pfistroj, jehoz je vylu¢nym vlastnikem:

e EKG — mnozZstvi jedno, nazev pfistroj
EKG, typové oznaleni ELI 150c,
vyr. €. bude uvedeno v pfedavacim
protokolu, vyrobce Mortara, v celkové
hodnoté 60.267, - KE bez DPH,

e Tablet — mnozstvi dva, nazev Dell 7210,
typové oznaceni Dell Latitude 7210
tablet, vyr. €. bude uvedeno
v pfedavacim protokolu, vyrobce Dell,
v celkové hodnoté 41.639, - KC bez
DPH.

(déale jen ,pfistroj“), a to pro ucely provadéni
klinického hodnoceni S hazvem
~,Randomizované, dvojité zaslepené,
placebem kontrolované klinické hodnoceni
s paralelnimi skupinami posuzujici ucinnost,
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Alzheimer’s Disease or Mild Alzheimer’'s Disease bezpecénost a snasenlivost pfipravku BIIBO80

Dementia”  Protocol number  247AD201 u pacientd s mirnym kognitivnim postizenim
(hereinafter referred to as “Study”). v disledku Alzheimerovy choroby nebo
s mirnou Alzheimerovou demenci”, ¢&islo

Il
Rights and obligations of the Contracting
parties

1. The Lender shall on free-of-charge basis
deliver the Equipment in operating state and
provide it to the Borrower no later than within
one month upon the Loan Agreement
execution, shall install it and put it in the
operation. Upon installation, a handover
certificate shall be executed and signed by
the Lender and, on behalf of the Borrower, by
an authorized employee of the Department of
Medical Technology (for ECG) or the
Department of Informatics (for tablet) and
representative of department where the
Equipment shall be used.

The lender shall notify on scheduled delivery
of the Equipment the representative of the
Department of Medical Technology within 3

days prior to delivery. Contact details: tel. no.
, or by
e-mail to . In the case of

Equipment that is IT technology, the Client
will notify the representative of the
Informatics Department within 3 days prior to
delivery by calling or by e-
mail . In the case of
Equipment that is technical material (does not
fall into the above-mentioned groups), the
Contracting Authority shall  notify the
representative of the Technical Material
Supply Department within 3 days prior to
delivery of the equipment at phone number

. Together with the Equipment, the Lender
shall submit to the Borrower the operating
instructions in Czech language and any other
documentation required by applicable legal
regulations, including but not limited to
declaration of conformity and the current
certificate of safety technical inspection,
unless the Equipment is brand new and up-
to-date report of the Safety Technical
Inspection (STI) in accordance with the
relevant law (proof of a valid STI).

3. At the Borrower's request, or if required by
applicable law, the Lender shall provide, by
itself or by a third party vendor, a free-of-
charge training regarding the use of the
Equipment, via an authorized person, and is

protokolu 247AD201 (dale jen ,Studie®).

M.
Prava a povinnosti smluvnich stran

1. PUjcitel se zavazuje pfistroje ve stavu
schopném bézného uzivani bezplatné
dopravit vypUjciteli do mista pInéni
nejpozdéji do jednoho mésice od podpisu
Smlouvy o vypujéce instalovat je a uvést
do provozu. Po uvedeni do provozu bude
sepsan pfedavaci protokol podepsany
puljcitelem a za vypUjc€itele opravnénym
pracovnikem Odboru zdravotnické
techniky (EKG) nebo Useku informatiky
(tablet) a zastupcem pracovisté, pro které
je pfistroj uréen. PUj¢itel uvédomi o
dodavce pfistroje pracovnika Odboru
zdravotnické techniky alespori 3 dny pred

dodanim fistroje na tel. ¢.
ﬁ I

nebo e-mailem na adresu
. V pfipadé Vybaveni,
které je IT technologii, uvédomi

Zadavatel o dodavce pracovnika Useku

informatiky alespon 3 dny pfed dodanim
vybaveni na tel. &.
nebo e-mailem

V pfipadé Vybaveni, které je technickym
materialem (nespada do vySe uvedenych
skupin), uvédomi Zadavatel o dodavce
pracovnika Odboru zasobovani
technickym materialem alespori 3 dny

Efed dodanim vybaveni na tel. &.

2. Pujcitel se zavazuje k pfistroji dodat
navod k obsluze v eském jazyce a dalsi
dokumentaci, kterou vyZaduji pravni
predpisy vztahujici se k pfistroji, zejména
prohlaseni o shodg, a v pfipadé, Ze nejde
0 UpIné novy pfistroj, aktualni protokol o

provedeni BTK ve smyslu zakona
(dolozeni platné BTK).
3. Pujcitel se zavazuje, sam nebo

prostfednictvim svého dodavatele, na

zadost vypujcitele, nebo pokud tak
vyzaduji  pravni  pfedpisy  provést
prostfednictvim opravnéné osoby
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obliged to provide at its own expense all
repairs not caused by fault of, misuse, or
mishandling by the Borrower and servicing of
the equipment, their routine maintenance and
necessary spare parts as well as all
prescribed inspections.

. The Borrower undertakes to use the
Equipment in accordance with this contract,
legal regulations and operating instructions
and is not entitled to let the Equipment into
use to a third party. The Borrower shall protect
the borrowed equipment against damage,
loss or destruction and shall not loan it to a
third party Upon the expiry of the loan period
the Borrower shall, under section 3,
paragraph 6 of this agreement return the
undamaged equipment to the Lender in a
condition appropriate to the length of its use,
with the exception of ordinary wear and tear.
The Borrower hereby agrees to protect the
Equipment and maintain it over and above
normal wear and tear.

Lender shall bear any/all costs paid in cash in
connection with supply, installation and return
of the Equipment. Lender shall ensure
acceptance and/or transport of the
Equipment from the seat of Borrower or shall
ensure its liquidation at its own costs, as soon
as practicable and appropriate. The Lender
will inform the employee of the Department of
Medical Technology about the return of the
Equipment at least 3 days before the return

of the equipment at hone number
or by e-
mail at LI it will be IT

equipment, the lender will notify the
employee of the Informatics Department
about the return of the equipment at least 3
days before the return at phone number
or by e-mail
. If it concerns Equipment
that is technical material (does not fall into the
above-mentioned groups), the lender will
notify the employee of the Technical Material
Supply Department about the return at least

3 days before returning the Equipment on
phone number NN

The Equipment will be returned in at the place
of performance on the basis of a written
protocol signed by the borrower and by an
authorized employee of the Medical
Technology Department or the Informatics
Department or the Technical Material Supply
Department, according to the type of

bezplatnou instruktaz obsluhy pfistroji a
dale je povinen zajistit na vlastni naklady
veskeré opravy, které nebyly zplsobeny
zavinénim, nespravnym  pouzivanim
nebo Spatnym zachdzenim ze strany
vypuijcitele, a servis pfistroji, jejich
béZnou udrzbu a potfebné nahradni dily,
jakoz i veSkeré predepsané kontroly,
prohlidky a revize pfistroja.

Vypljcitel se zavazuje uzivat pFistroj v
souladu s touto smlouvou, pravnimi
predpisy a navodem k obsluze a neni
opravnén prenechat pfistroj do uzivani
treti osobé. VypUljCitel je povinen
zapUjceny pFistroj chranit pred
poSkozenim, ztratou nebo zniCenim,
nesmi jej predat k uzivani tfetim osobam.
Po skonceni vypujéky je vypujcitel
povinen pfistroj dle ¢&l. Il odst., 6. této
smlouvy vratit puUjcCiteli neposkozeny ve
stavu odpovidajicimu dobé jeho uzivani,
s vyhradou opotfebeni  souvisejicimu
s béznym uzivanim. Vypujcitel souhlasi
s tim, Ze bude pfistroj chranit a opatrovat
nad ramec bézného opotiebeni.

Puajcitel ponese veSkeré vydaje v
souvislosti s dodanim, instalaci a
vracenim pfistroje. Pujcitel se zavazuije,
Ze zajisti prevzeti ¢i odvoz pfistroji od
vypujcitele ¢i zajisti jeho likvidaci na své
naklady, a to nejdfive jak to bude mozné
a vhodné. Pujcitel uvédomi o vraceni
Vybaveni pracovnika Odboru
zdravotnické techniky alespon 3 dny pred

vracenim vibavem’ na tel. ¢.

nebo e-mailem na .
Pokud se bude jednat o IT vybaveni,
pujcitel uvédomi o vraceni vybaveni
pracovnika Useku informatiky alespor 3

dn pfed vracenim na tel. ¢.
nebo e-mailem
. Pokud se bude jednat

o Vybaveni, které je technickym
materialem (nespada do vysSe uvedenych
skupin), uvédomi pujéitel o vraceni
pracovnika Odboru zasobovani
technickym materialem alespori 3 dny

pfed vracenim Vybaveni na tel. ¢&.

Vraceni pfistroje bude provedeno v misté
plnéni, kde bude =zapujéeny pfistroj
vyuzivan, na zakladé pisemného
protokolu podepsaného pujcitelem a ze
strany vypujcitele opravnénym
pracovnikem Odboru zdravotnické
techniky nebo Useku informatiky nebo
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Equipment, and a representative of the
workplace for which the Equipment is
intended.

The Borrower represents and warrants that it
has all necessary rights to all software
included in the above Equipment, and that
the Borrower may use it for the purposes of
conducting the Study.

Iv.
Loan period

The loan is arranged for a fixed period,
namely for the duration of the Study.

. This Agreement may be terminated by written
agreement of contracting parties.

This agreement may be terminated upon the
advance notice delivered by any contracting
parties, no reason required. The notice period
shall commence upon the first day of the
month following the month of receipt of notice
by other contracting party.

V.
Other Provisions

. Notwithstanding the foregoing, Lender and
CRO hereby acknowledge that the Borrower
is obliged to publish this Agreement pursuant
to Act No. 340/2015 Coll., on Agreements
Register. Any information which constitutes
trade secret of either Party is exempted from
such publication. For the purposes of this
Agreement such trade secrets include but are
not limited to the expected duration of the Trial
and any other details related to the Protocol.
Furthermore, personal data of individuals are
also exempt from such publication, unless
they have been previously published in
another public register.

As and between the Parties, Borrower agrees
to publish the Agreement pursuant to the
foregoing. The version of this Agreement
intended for publication shall be agreed upon,
promptly upon before execution of this
contract, by the Borrower and CRO and
Lender in writing, but shall, in any event,
exclude all trade secrets and personal data.
In the event the Borrower fails to publish the
Agreement terms as required within thirty (30)
days as specified in the above referenced law,
the terms of this Agreement may be published
by the CRO or Lender. The Borrower is
obliged to publish this Agreement in
accordance with the article herein above.

Odboru z4sobovani technickym
materidlem, podle typu Vybaveni, a
zastupcem pracovisté, pro které je
Vybaveni ureno.

Pujcitel prohlasuje a zarucuje, ze ma k
veSkerému software, ktery je soucasti
vySe uvedeného Vybaveni, veskera
potfebna prava, a ze jej vypujcitel maze
vyuzivat pro Ucely provadéni Studie.

V.
Doba vyptjcky

VypUijcka se sjednava na dobu uréitou, a
to na dobu provadéni Studie.

Tuto smlouvu je mozno ukongéit pisemnou
dohodou smluvnich stran.

Tuto smlouvu lze ukondit pisemnou
vypovédi kterékoli ze smluvnich stran i
bez uvedeni davodu s 1 mésicni
vypovédni lhdtou, ktera zacdina bézet
prvnim dnem meésice nasledujiciho po
doruceni platné vypovédi druhé smluvni
strané.

V.
Ostatni ujednani

Bez ohledu na vySe uvedené, pujcitel a
CRO timto berou na védomi, Ze Vypuijcitel
je povinen tuto Smlouvu uvefejnit v
souladu se zakonem ¢. 340/2015 Sb., o
registru smluv, ve znéni pozdéjSich
predpist. VeSkeré informace, které
predstavuji obchodni tajemstvi nékteré ze
Smluvnich stran, uvefejnéni nepodléhaji.
Pro uc€ely této Smlouvy k takovym
informacim patfi napfiklad pfedpokladané
trvani Klinického hodnoceni i veskeré
dalsi udaje tykajici se Protokolu.
Uvefejnéni nepodléhaji také osobni udaje
jednotlivych osob, pokud jiz nebyly dfive
zverejnény v jiném vefejném rejstiiku.

V ramci ujednani mezi Smluvnimi
stranami se Vypujcitel zavazuje uverejnit
tuto Smlouvu v souladu s vySe uvedenym.
Verze této Smlouvy uréena pro publikaci
bude pisemné odsouhlasena pred
podepsanim této Smlouvy VypUijcitelem,
CRO a pujcitelem, avSak nebude v
zadném pfipadé zahrnovat Zzadna
obchodni tajemstvi ani osobni udaje. V
pfipadé, ze VypUjcitel podminky této
Smlouvy neuverejni béhem pozadované
Ihaty tficeti (30) dnl na zakladé vyse
uvedeného zakona, mohou byt podminky
této Smlouvy uvefejnény CRO nebo
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. The Lender shall provide the inspection and
other similar authorities with all necessary
assistance and documentation for the
purpose of carrying out inspections in
connection with this Agreement.

. This Agreement does not constitute unlawful
public aid to either the Lender or the
Borrower. In the event of any ambiguity, this
Agreement shall be construed so as not to be
considered as a gift from the Lender to the
Borrower.

VI
Final provisions

. Any legal relations not provided for herein
shall be governed by applicable provisions of
Act No. 89/2012 Coll., the Civil Code, as
amended. The Parties, hereby in accordance
with prov. 558 par. 2 Act. No. 89/2012 Coll.,
the Civil Code, as amended, expressly
exclude any use of business customs in
commercial practice between them in relation
to this Agreement.

The agreement is executed in two
counterparts, one for each contractual party.
This does not apply if this contract is signed
with electronic signatures in accordance with
Act No. 297/2016 Coll., on trust-creating
services for electronic transactions, as
amended. In such a case, each contracting
party has an electronic original available.

. Parties hereby agreed that this Agreement,
constitutes the sole and complete agreement
between the Parties and replaces all other
prior written and oral agreements relating to
subject of this Agreement. Any amendments
to this agreement shall be made in writing
upon approval of both Parties.

The agreement shall be binding on the day of
the last signature of the Parties and becomes
effective on the day of its publication in the
Agreements Register.

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. All disputes arising out of
this Agreement will be resolved by the court

puijcitelem. VypUjcitel je povinen tuto
Smlouvu uvefejnit v souladu s ¢lankem
této Smlouvy vyse.

Pujcitel poskytne kontrolnim a obdobnym
organtm veskerou potfebnou soucinnost
a dokumentaci pfi vykonu Kkontrol
tykajicich se této smlouvy.

Tato smlouva nezaklada nedovolenou
vefejnou podporu pujcitele ani
vypujcitele. Pro pfipad vykladovych
nejasnosti bude tato smlouva vykladana
tak, aby nezakladala nedovolenou
vefejnou podporu pujcitele ani
vypuijcitele.

VI.
Zavérecna ustanoveni

Pravni  vztahy neupravené touto
smlouvou se fidi pfislusnymi
ustanovenimi zakona ¢. 89/2012 Sb.,
obCansky zakonik, ve znéni pozdéjSich
predpisl. Smluvni strany v souladu s §
558 odst. 2 obCanského zakoniku
vyslovné vylu€uji pouziti obchodnich
zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

Tato smlouva se vyhotovuje ve 2
stejnopisech, z nichZz kazda smluvni
strana obdrZi jedno vyhotoveni. To neplati
v pfipadé, je-li tato smlouva podepsana
elektronickymi  podpisy v souladu se
zakonem ¢. 297/2016 Sb.,
o0 sluzbach vytvafejicich davéru pro
elektronické  transakce, ve  znéni
pozdéjSich predpisu. V takovém pfipadé
ma kazda smluvni strana k dispozici
elektronicky original.

Smluvni strany se dohodly, Ze tato
Smlouva, pfedstavuje vyhradni, celistvé a
uplné ujednani Stran a nahrazuje vedkeré
ostatni pfedchozi pisemné a ustni dohody
vztahujici se k pfedmétu této Smiouvy.
Jakékoliv zmény této smlouvy budou
feSeny  pisemnym dodatkem se
souhlasem obou smluvnich stran.

Smlouva nabyva platnosti  dnem
posledniho podpisu a u&innosti dnem
uvefejnéni v registru smluv.

Tato Smlouva se Fidi a vyklada podle
platnych  zakond Ceské republiky.
VeSkeré spory z této Smilouvy budou
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of the Czech Republic of competent
jurisdiction.

6. The Agreement is drawn up in English and in 6.
Czech language versions. In case of any
dispute Czech language version shall prevail.

21.8.2023
In/V Prazeon/dne .....................

Za pujcitele:/For and on behalf of the Lender:

Ing. Eva Falbrova

Jednatelka / Managing Director
Podepsano IQVIA na zakladé pIné moci
ze dne 30. 08. 2022 / Signed by IQVIA
under power of attorney dated 30 August
2022

feSeny pred prislusnymi soudy Ceské
republiky.

Tato Smlouva je vyhotovena v anglickém
a Ceském jazykovém znéni. V pfipadé
jakéhokoli rozporu bude rozhodujici Ceska
jazykova verze.

. 25.8.2023
In/VBrnéon/dne .....................

Za vypujcitele:/For and on behalf of the
Borrower:

Ing. Vlastimil Vajdak
Reditel / Director
Fakultni nemocnice u sv. Anny v Brné
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