Tsm/2019/116/La

Smlouva o vyplijcce

l.
Smluvni strany

Fakultni nemocnice u sv. Anny v Brné,

se sidlem Pekafska 664/53, 656 91 Brno, Ceska
republika, zastoupena MUDr. Martinem Pavlikem,
Ph.D., DESA, EDIC, feditelem

ICO: 001 59 816

DIC: CZ00159816

(dale jen ,vypujcitel”)

a

Biogen Idec Research Limited,

se sidlem Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, Spojené
kralovstvi (dale jen ,pUj€itel”)

zastoupena 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 16. ledna 2018 (dale jen ,CRO")

uzaviraji v souladu s ust. § 2193 a nasl. zakona €.
89/2012 Sb., ob&ansky zakonik (Novy obc&ansky
zakonik), ve znéni pozdéjSich predpisl nasledujici
smlouvu:

Il.
Predmét smlouvy

Vramci Materialu, poskytovaného ze strany
pujcitele & CRO na zakladé podminek této
Smlouvy, zavazuje se pujcitel ¢ CRO vypujcit
vypUjCiteli do jeho bezplatného uzivani pro jeho
pracovisté: Neurologicka klinika, nasledujici
Vybaveni: 2 ks infuzni pumpa model Alaris
a dale infuzni set BD 60953V, vyrobni ¢islo:
uvedené v predavacim protokolu, ato
v priblizné hodnoté az do €astky: Infuzni pumpa
—4750.00 USD a prislusenstvi —590.00 USD
(,Vybaveni®), jejiz je vylu€nym vlastnikem, ktera je
nezbytna k fadnému provadéni Studie €. Protokolu
2521LH301, provadéné na zakladé smlouvy ze dne
6. 12. 2018, vedené pod sp. zn. KHL/2018/026/Fo
(dale jen ,Studie®), dle podminek této Smlouvy. Po

dobu trvani  Studie z0stane  Vybaveni
v postoupeném  vlastnictvi pujCitele a bude
vypUjcitelem udrZzovano v fadném

a provozuschopném stavu. V navaznosti na
ukoneni Studie ve zdravotnickém zafizeni

Loan Agreement

l.
Contractual parties

Fakultni nemocnice u sv. Anny v Brné,

located at Pekafskéa 664/53, 656 91 Brno, Czech
Republic, represented by MUDr. Martin Pavlik,
Ph.D., Director

ID number: 00159816

VAT number: CZ00159816

(hereinafter referred to as “Borrower”)

and

Biogen Idec Research Limited,

located at Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, United Kingdom
(hereinafter referred to as “Lender”)

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 16 January 2018
(the “CRO”)

have entered into an agreement pursuant to
provisions section 2193 et seq. of the Act No.
89/2012 Caoll., Civil Code (the New Civil Code), and
its later amendments as follows:

Il.
Subject of the Agreement

As part of the Material provided by Lender or CRO
under this Agreement, Lender or CRO will loan the
Borrower for its free-of-charge use at the
Neurology Clinic of Borrower with: Two Infusion
pumps model: Alaris and infusion sets BD
60953V, with manufacturing no.: stated in the
handover certificate to the approximate value of
Infusion pump - USD4750.00 and
accessories —USD 590.00 (“Equipment”), which
is in ownership of the Lender and which is required
for the proper performance of the Trial Protocol
no. 252LH301, conducted based on the clinical
trial agreement concluded on 6 December 2018,
registered by the Borrower under no.:
KHL/2018/026/Fo (hereinafter referred to as
“Study”) and the terms of this Agreement. During
the duration of the Trial the Equipment shall
remain the delegated property of Lender and shall
be maintained in good working order by the
Borrower and on termination of the Trial at the site
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provozovaném vypujCitelem bude Vybaveni
vraceno pujCiteli ¢ zmocnénému zastupci dle
pokynu pujgitele.

Pujcitel soucasné prohlasuje, Zze vySe uvedeny
pFistroj je zpusobily k fadnému uzivani a jeho stav
odpovida pFislusnym predpisim Ceské republiky.
Soucasné pujcitel prohlasuje, Ze vyrobce vydal
prohlaseni o shodé k pfedmétu smlouvy v souladu
s Ceskymi pravnimi pfedpisy.

Pujcitel se zavazuje Vybaveni ve stavu schopném
bézného uzivani bezplatné dopravit vypujciteli do
jednoho mésice od podpisu Smlouvy o vypUjcce,
instalovat jej a uvést do provozu. PUjcitel uvédomi
o planované dodavce Vybaveni pracovnika
oddéleni biomedicinského inzenyrstvi alespon 3

dni ifed dodanim ih’stro"e na ¢

tel. ¢.
nebo
Pujcitel se zavazuje kVybaveni dodat navod
k obsluze v eském jazyce a dalSi dokumentaci,
kterou vyzaduji pravni predpisy, zejména
prohlaseni o shodé dle zakona &. 268/2014 Sb.,
0 zdravotnickych prostiedcich, ve  znéni
pozdéjSich predpist a pFisluSnych provadécich
predpisi av pfipadé, Ze nejde o Uplné novy
pristroj, aktualni protokol o provedeni BTK ve
smyslu zakona (dolozeni platné BTK).

Pujcitel se zavazuje, sdm nebo prostfednictvim
svého dodavatele, na Zzadost vypuijcitele, nebo
pokud tak vyzaduji pravni predpisy provést
opravnénou osobou bezplatnou instruktaz obsluhy
pfistroje.

Naklady spojené svymeénou predmétu vypuUjcky
z béznych ddvodu opotiebeni bude provadét na
své naklady ptjcitel.

Pujcitel ponese veSkeré vydaje vyplacené
v souvislosti s dodanim, instalaci a vracenim
Vybaveni. PUjcitel se zavazuje, Ze zajisti prevzeti
¢i odvoz Vybaveni ze sidla vyp(jcitele &i zajisti
jeho likvidaci na své naklady, a to nejdfive jak to
bude mozné avhodné. Veskeré opravy a servis
zapujceného Vybaveni, jeho béznou udrzbu
a potfebné nahradni dily, jakoz ipfedepsané
kontroly, prohlidky a revize Vybaveni bude hradit
pujCitel. Pfi pfedani pfistroji vypujciteli musi byt
pritomen pracovnik Oddéleni biomedicinského
inzenyrstvi vypujCitele, kterému budou ze strany
pujCitele pfedany veSkeré souvisejici dokumenty

the Equipment shall be returned to Lender or an
authorised agent, as directed by Lender.

Furthermore, the Lender declares that the
abovementioned equipment is fit for purpose and
its condition complies with the applicable
regulations of Czech Republic. The Lender also
declares that the manufacturer issued a statement
about the compliance of the subject of the
agreement in accordance with the Czech
legislation.

The Lender shall on free-of-charge basis deliver
the Equipment in operating state and provide it to
the Borrower within one month upon the Loan
Agreement execution, shall install it and put it in
the operation. The Lender shall notify on
scheduled delivery of the Equipment the
representative of the Biomedical Engineering

Department within 3 days prior to delivery. Contact
details: tel. no.
or .

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 in
accordance with Act No. 268/2014 Coll., on
Medical Devices, as amended, and the current
certificate of safety technical inspection, unless the
Equipment is brand new.

At 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.

The costs associated with replacement of the
subject of the agreement due to normal wear and
tear shall be borne by the Borrower.

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.
Any/all repairs, inspections and maintenance of
borrowed Equipment as well as an ordinary
maintenance and necessary spare parts, and
further, the required controls, inspections and
revisions shall be covered by the Lender. At
delivery of the Equipment the Biomedical
Engineering Department must be present, who
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(napf. certifikat CE anavod kobsluze). Po
uvedeni do provozu bude sepsan predavaci
protokol podepsany puj€itelem aza vypUijcitele
opravnénym pracovnikem Oddéleni
biomedicinského inZenyrstvi a zastupcem
pracovisté, pro které je pfistroj uren.

V souladu s ¢l. 1l této Smlouvy budou vypuijciteli
pfenechany dva kusy vybaveni. Prvni kus bude
pfedan po podpisu smlouvy v souladu stimto
Clankem. A druhy kus bude pfedan pozdéji po
oznameni vypujciteli ze strany pujcitele alespon 3
dny pfedem, a to v souladu s timto &lankem.

1.
Povinnosti vypujcitele

Vypuijéitel je povinen uvedeny pfistroj fadné uzivat
v souladu s navodem k jeho obsluze vyhradné pro
potfeby Fakultni nemocnice u sv. Anny v Brné.

Vypuijéitel je povinen zapUjéeny pFistroj chranit
pred poskozenim, ztratou nebo zni€enim, nesmi
jej predat k uzivani tfetim osobam. Po skonc&eni
vypuijcky je vypuijcitel povinen pfistroj dle ¢l. II. této
smlouvy vratit pujciteli neposkozeny ve stavu
odpovidajicimu dobé jeho uzivani, s vyhradou

opotfebeni souvisejicimu s béznym uzivanim.
Vypujé¢itel souhlasi stim, Zze bude Vybaveni
chranit aopatrovat nad ramec bézného
opotfebeni.

Vraceni pfistroje bude provedeno na pracovisti,
kde bude zapuj¢eny pfistroj vyuzivan, na zakladé
pisemného protokolu podepsaného pujcitelem
a ze strany vypUjcitele opravnénym pracovnikem
Oddéleni biomedicinského inzenyrstvi.

V.
Doba vypltjcky

Doba vypujcky je stanovena na dobu trvani Studie.

V pfipadé, Ze by vypujcitel uzival pfistroj v rozporu
s touto smlouvou, je pujcitel opravnén pozadovat
jeho vraceni ipfed skonCenim doby stanovené
v pfedchéazejicim odstavci tohoto &lanku.

shall be provided with any/all related
documentation (e.g. CE certificate and operating
instructions) by Lender. Upon installation,
a handover certificate shall be executed and
signed by the Lender and, on behalf of the

Borrower, by an authorized employee of
Biomedical Engineering  Department  and
representative  of department where the

Equipment shall be used.

Pursuant to Art. Il hereof, two pieces of equipment
will be provided to the Borrower. The first piece
shall be delivered to the Borrower upon the
execution hereof in compliance with this Article.
The second piece shall be delivered to the
Borrower at a later date upon athree-day prior
notification in compliance with this Article.

[l
Borrower’s Obligations

The Borrower shall operate the said equipment in
accordance with its operating instructions solely
for the use of Fakultni nemocnice usv. Anny
v Brné.

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
2 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.

The Equipment shall be returned at the department
where the Equipment is used, on the basis of
a certificate of return executed by the Lender and,
on behalf of the Borrower, by an authorized
employee of Biomedical Engineering Department.

\VA
Loan Period

The loan period has been set for the duration of
the Study.

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.
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Tuto smlouvu je mozno ukondit
dohodou smluvnich stran.

pisemnou

Tuto smlouvu Ize ukongit pisemnou vypovédi
kterékoli ze smluvnich stran i bez uvedeni diivodu
s 1 mésicni vypovédni Ihltou, ktera zacina bézet
prvnim dnem mésice nasledujiciho po doruceni
platné vypovédi druhé smluvni strané.

V.
Zavérecna ustanoveni

Smlouva nabyva platnosti dnem posledniho
podpisu a ucinnosti dnem uvefejnéni v registru
smluv.

Bez ohledu na vyse uvedené, pujcitel a CRO timto
berou na védomi, Ze Vypujcitel je povinen tuto
Smlouvu zvefejnit v souladu se zakonem ¢&.
340/2015 Sbh., oregistru smluv. VesSkeré
informace, které predstavuji obchodni tajemstvi
nékteré ze Smluvnich stran, zvefejnéni
nepodliéhaji. Pro ucely této Smlouvy k takovym
informacim patfi napfiklad prfedpokladané trvani
Klinického hodnoceni i veskeré dalsi udaje tykajici
se Protokolu. Zvefejnéni nepodléhaji také osobni
Udaje jednotlivych osob, pokud jiz nebyly dfive
zvefejnény v jiném verejném rejstiiku.

V ramci ujednani mezi Smluvnimi stranami se
Vypuj¢itel zavazuje uverejnit tuto Smlouvu
v souladu s vySe uvedenym. Verze této Smlouvy
uréena pro publikaci bude pisemné odsouhlasena
pfed podepsanim této Smlouvy Vypujcitelem,
CRO apujcitelem, avSak nebude v zadném
pfipadé zahrnovat zadna obchodni tajemstvi ani
osobni Udaje. V pfipadé, ze Vypujcitel podminky
této Smlouvy nezverejni béhem pozadované lhuty
tficeti (30) dnd na zakladé vySe uvedeného
zadkona, mohou byt podminky této Smlouvy
zvefejnény CRO nebo pujcitelem. Vypujcitel je
povinen tuto Smlouvu uvefejnit v souladu
s ¢lankem této Smlouvy vySe.

Pravni vztahy neupravené touto smlouvou se fidi
pFisluSnymi ustanovenimi zakona ¢. 89/2012 Sb.,
ob&ansky zakonik, ve znéni pozdéjSich predpisu.

Smluvni strany timto v souladu s § 558 odst. 2
zakona ¢. 89/2012 Sb., obdanského zakoniku,
v platném znéni, vyslovné vyluCuji pouZiti
obchodnich zvyklosti ve svém pravnim styku
Vv souvislosti s touto smlouvou.

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.
Final Provisions

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.

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.

Any legal relations not provided for herein shall be
governed by applicable provisions of Act. No.
89/2012 Caoll., Civil Code, as amended.

The Parties, hereby in accordance with prov. 558
par. 2 Act. No. 89/2012 Coll., Civil Code, as
amended, expressly exclude any use of business
customs in commercial practice between them in
relation to this Agreement.
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Smlouva se vyhotovuje ve dvou stejnopisech, po
jednom pro kazdou smluvni stranu.

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

Tato smlouva a vztahy z ni vzniklé se Fidi vylucné
pravnimi pfedpisy Ceské republiky.

Smluvni strany timto souhlasi a berou na védomi,
Ze jakékoli pfipadné spory vzniklé v souvislosti
stouto smlouvou budou feSeny pfisluSnym
soudem Ceské republiky.

V pfipadé jakychkoli rozpord mezi ceskou
a anglickou verzi smlouvy ma prednost Ceska
verze.

Strany jsou navzajem povinny se informovat
o v8ech zménach, které se tykaji tohoto smluvniho
vztahu /zména adresy, bankovniho spojeni,
zastupce firmy apod./.

V Praze dne:

Podepsano spolecnosti IQVIA RDS Czech
Republic s.r.o0., na zakladé plné moci v zastoupeni
Biogen Idec

Pujcitel

Na zakladé pIné moci IQVIA RDS Czech Republic
s.r.o.

Datum: 28-3-2019

Fakultni nemocnice u sv. Anny v Brné

Vypuijcitel

MUDr. Martin Pavlik, Ph.D., DESA, EDIC, Feditel

Datum: 4.4.2019

The agreement is executed in two counterparts,
one for each contractual party.

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.

This Agreement and rights and obligations arising
from it shall be governed exclusively by applicable
legal regulations of Czech Republic.

Parties hereby agree and acknowledge, that
any/all conceivable disputes arising from this
Agreement or connected to it shall be resolved by
competent courts of Czech Republic

In case of any dispute Czech language version
shall prevail.

Parties shall be duly notified of any/all changes
pertaining to contractual relation (change of
address, bank account, company representative,
etc.).

In Prague on:

Signed by IQVIA RDS Czech Republic s.r.o.,
under a Power of Attorney, for and on behalf of
Biogen Idec

Lender

Under a Power of Attorney IQVIA RDS Czech
Republic s.r.o.

Date:  28.3.2019

Fakultni nemocnice u sv. Anny v Brné

Borrower

MUDr. Martin Pavlik, Ph.D., DESA, EDIC, Director

Date: 4-4-2019
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