Smlouva o vypiijéce zdravotnického

prostiedku
uzavicena dle § 2193 a nasl. zak. ¢. 89/2012 Sb.,
obc¢anského zakoniku, v platném znéni

Pijcitel: Biogen Idec Research Limited, se
sidlem Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, United
Kingdom, ICO: 7588215, DIC: 154 2162 36,
zastoupend na zdkladé plné moci spolecnosti
IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8- Karlin, Ceska
republika, ICO: 24768651, DIC: CZ24768651
(,,CRO")

a

Vypijéitel: Fakultni nemocnice Hradec
Kralové, se sidlem Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kréalové, ICO: 00179906,
DIC:  CZ00179906, zast.: prof. MUDr.
Vladimirem Palickou, CSc., dr. h. c., feditelem

CL I - Piedmét vypijeky

1. Pfedmétem této smlouvy je zdvazek
pujcitele prenechat vypujciteli k bezplatnému
uzivani vybaveni, dodané dodavatelem a/nebo
CRO dle povéieni Pujcitele pro tcely fadného
provedeni klinického hodnoceni ¢islo protokolu
215MS202 s ndzvem: ,Randomizované
multicentrické dvojité zaslepené placebem
kontrolované klinické hodnoceni hodnotici
ucinnost a bezpecénost pripravku BIIB033 jako

-----

modifikujici 1é¢bé u pacientii s relabujici
roztrousenou sklerézou“ (dile jen ,,Studie®):

Medical Equipment Loan

Agreement

Concluded as per Section 2193 et seq. of Act
No. 89/2012 Coll., the Civil Code as amended

Lender: Biogen Idec Research Limited, with its
registered office at Innovation House, 70 Norden
Road, Maidenhead, Berkshire, SL6 4AY, United
Kingdom, Identification number: 7588215, Tax
identification number.: 154 2162 36, represented
by IQVIA RDS Czech Republic s.r.o.., with
offices located at Pernerova 691/42, 186 00 Praha
8- Karlin, Czech Republic, Identification number:

24768651, Tax 1dentification number:
CZ24768651 (“CRO”)

and

Borrower: Fakultni nemocnice Hradec

Kralové, with its registered office at Sokolska
581, 500 05 Hradec Krilové — Novy Hradec
Kralové, Identification number: 00179906, Tax
Identification number: CZ00179906, represented
by prof. MUDr. Vladimir Palicka, CSc., dr. h. c.,
Director

Art. I — Subject of Loan

1. The subject-matter of this Agreement is
the obligation of the Lender to allow the
Borrower a free of charge use of the following
medical equipment, supplied by third party
vendor and/or CRO as authorized by the Lender,
which is required for the proper performance of
the clinical trial protocol number 215MS202,
entitled: “A Multicenter, Randomized, Double-
Blind, Placebo-Controlled Study in Subjects
with Relapsing Multiple Sclerosis to Evaluate
the Efficacy and Safety of BIIB033 as an Add-
On Therapy to Anti-Inflammatory Disease-
Modifying Therapies” (the “Trial”):

Nazev zarizeni | Cena v EUR | Pocet Equipment Price  in | Amount
Name EUR
Infusni pumpa: Infusion pump:
€3,100 1 €3,100 1
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Adaptér:

€80 1

Adapter:

€80 1

Svorka:

€80 1

€80 1

(dale jen ,,predmét vypujcky*).

2.

Nedilnou soucasti vypujcky je, pokud je

potieba:

instalacni protokol,

doklad o instruktaZi (proSkoleni) obsluhy,
doklad osoby, ktera je poucena vyrobcem k
provadéni instruktaze daného
zdravotnického prostfedku (§ 61 zdkona €.
268/2014 Sb., 0 zdravotnickych
prostedcich),

doklady osob, které jsou proskoleny
vyrobcem nebo osobou autorizovanou
vyrobcem k provadéni odborné tudrzby (§
65 zakona ¢. 268/2014 Sb.,, o
zdravotnickych prostiedcich),

navod k obsluze zdravotnického prostiedku
v Ceském jazyce 2x (1x pro potieby
pracovis§té¢ v listinné podobé, 1x pro
potteby OZT v elektronické podob¢)

ES prohlaSeni o shod¢ vyrobku (EC
Declaration of Conformity) dle zdkon ¢.
22/1997 Sb. vplatném znéni; pro
zdravotnické prostfedky tiid I sterilni, I
métici, Ila, IIb nebo III musi byt CE
doplnéno c¢islem Notifikované osoby,

na zdravotnicky prostfedek, pifpadné na
vSechny jeho komponenty, musi byt
v prohldSeni o shod¢ (eventudlné€ v jiném
pisemném dokladu, ktery bude téZ soucasti
vypljcky a bude potvrzen pujcitelem)
uvedena tfida zdravotnického prostiedku,
presnd adresa vyrobce predmétu vypujcky
a zem¢e puivodu jsou uvedeny v prohldSeni o
shodé¢ (eventudlné¢ v jiném pisemném
dokladu, ktery bude téZ soucasti vypujcky a
bude potvrzen vypujcitelem),

pokud se vypujcka skladda  zvice
samostatnych komponent, jsou jeji soucasti

(hereinafter “Subject of Loan”).

2.

The following shall be provided together

with the Subject of Loan, as applicable:

Installation protocol,

Certificate of personnel training,

Certificate that the person providing the
training has been instructed to do so by the
manufacturer of the given Medical
Equipment (Sec. 61 of Act No. 268/2014
Coll., o on Medical Equipment),

Certificate that the person providing
maintenance has been instructed to do so by
the manufacturer of another person
authorized by the Manufacturer to provide
maintenance (Sec 65 of Act No. 268/2014
Coll., on 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 Coll., as amended; for
Medical Equipment of class I sterile, class I
measuring, class Ila, IIb or class III the CE
shall include the number of the Notified
person,

Declarations of Conformity (or possibly
other documents lent together with the
Medical Equipment and authorized by the
Lender) of all Medical Equipment or, as the
case may be, its components, must include
the class of the Medical Equipment,
Declarations of Conformity (or possibly
other documents lent together with the
Medical Equipment and authorized by the
Lender) shall include the exact address of
the manufacturer of the Subject of Loan and
the country of origin,

If the Subject of Loan consists of several
individual components, Declarations of
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platnd prohldSeni o shod€ na vSechny
komponenty vypijcky,

- na vSechny doklady ptedkladané v jiném,
neZ v Ceském jazyce je soucasti vypujcky
téZ jejich cesky pteklad, za jehoZ spravnost
odpovida pijcitel,

- platny protokol o provedené bezpecnostné
technické kontrole v souladu se zdkonem ¢.

268/2014 Sb., 0 zdravotnickych
prostiedcich,

- platnd revize vsouladu se zdkonem ¢.
268/2014 Sb., 0 zdravotnickych
prostredcich.

CL II - Doba vypijéky

Vypujcitel je opravnén uzivat predmét vypljcky
ode dne pfeddni, instalace a provedeni instruktize
obsluhy.

Predmét vypujcky je zaptjcen ode dne prevzeti
Predmétu vypajcky Vypujéitelem do ukoncéeni
ucasti Vypujcitele ve Studii, tj., pfiblizn€ do ledna
2020.

C1. III - Misto a podminky pievzeti piedmétu

vypujcky
1. Pgjcitel a/nebo CRO oznami vypujciteli

termin prevzeti predmétu vypujcky, a to Odboru
zdravotnické techniky (e-
mail: tel.
), popt. vedoucimu Odboru
zdravotnické techniky — (e-
tel.
mobil
) a zaroven zastupci
prebirajiciho pracovisté dle CI. IIT odstavec 2 min
3 pracovni dny piedem.

2. Mistem pfeddni predmétu vypijcky je:
Neurologicka Klinika.

3. Odbor zdravotnické techniky je az do
dokonceni instalace a preddni zdravotnického
prosttedku do provozu jedinym pracovistém
vypujcitele opravnénym ke vSem jedndnim o
dodévce a instalaci pfedmétu vypijcky.

Conformity are provided with all such
components,

- All documents provided in other than Czech
language are supplemented by Czech
translation; Lender is responsible for the
accuracy of such translation,

- Valid certificate of a technical safety
inspection carried out in accordance with
Act No. 268/2014 Coll., on Medical
Equipment,

- Valid certificate of examination carried out
in accordance with Act No. 268/2014 Coll.,
on Medical Equipment.

Art. II — Duration of Loan

The Borrower is entitled to use the Subject of
Loan immediately after the Subject of Loan has
been installed and personnel instructed.

The duration of the Loan shall be from the date of
receipt of the Subject of Loan by the Borrower
until the conclusion of the Borrower’s
participation in the Trial, i.e. approximately till
January 2020.

Art. III - Location and terms of delivery

1. Lender and/or the CRO shall inform the
Borrower’s Department of Medical Equipment of
the date of delivery of the Subject of Loan, by
email to

_7

or by telephone at tel.
or to the Head of the

Department of Medical Equipment,
, by email at
; or by telephone at tel.
, mobile

) and also the representative
of respective department stated in Art. III. (2) at
least 3 working days ahead.

2. The Department where the Subject of
Loan shall be delivered is: Neurology Clinic.

3. The Department of Medical Equipment is
the only department authorized to deal with the
Subject of Loan before its installation has been
completed.
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CI. IV - Priva a povinnosti smluvnich stran

1. Pijcitel prohlasuje, Ze predmét vypujcky
nemd Zzadné patentni nebo jiné pravni vady,
odpovida vSem platnym pravnim predpisim a
normdm, je podle pravnich pfedpist zptsobily k
pouziti pii poskytovani zdravotni péce a byla u
n¢j podle pravnich predpisit posouzena shoda
jeho vlastnosti se zdkladnimi poZadavky na
zdravotnické prostiedky s ptihlédnutim
k uréenému tdcelu pouZiti a vyrobce nebo jeho

zplnomocnény  zdstupce  vydali  pisemné
prohldseni o shodé.
2. Pujcitel je povinen =zajistit vypujciteli

servis a pravidelné kontroly event. validace
predmétu vypijcky vsouladu se zdkonem .
268/2014 Sb., v platném znéni, na vlastni naklady
po dobu vypljcky, a to od doby uvedeni
pfedmétu vypijcky do provozu s tim, Ze opravy
pfedmétu  vyptujcky budou provadény dle
moznosti ptjcitele v co nejkrat$i dobé.

Pijcitel je povinen na své vlastni ndklady zajistit

vypujciteli veSkery spotfebni materidl, ktery
vyZaduje provoz ptredmétu vypuajcky.
3. Pigjcitel a/nebo CRO ma pravo na

provedeni kontrol u vypujcitele, a to za ucelem
provadéni oprav na predmétu vypuajcky, v¢.
preventivnich prohlidek, a za ucelem kontroly
uzivani predmétu vyptjcky vypujcitelem.

4. Vypujcitel je povinen predmét vypijcky
fadné€ uzivat, chranit jej pted poskozenim, ztratou
nebo znicenim.

5. Vypujcitel je povinen predmét vypijcky
vratit pgjciteli, CRO nebo dodavateli Pajcitele ve
stavu, vjakém jej pfevzal, s pfihlédnutim
k obvyklému opotiebeni.

Cl. V - Zavéretna ujednani

1. Pravni vztahy zaloZené touto smlouvou a
v této smlouvé vyslovné neupravené se fidi
zdkony Ceské republiky, konkrétng pifslusnymi
ustanovenimi zdkona ¢. 89/2012 Sb., v platném
znéni (zejména jeho § 2193 a nasl.).

Art. IV — Rights and Obligations of Parties

1. The Lender hereby represents that the
Subject of Loan is subject to no patent protection
and has no defects, complies with all applicable
legislation, is fit for use in providing medical
services and has been certified for conformity
with requirements applicable to Medical
Equipment and its manufacturer or the
manufacturer’s authorised representative issued a
written Declaration of Conformity.

2. The Lender is obliged to carry out regular
maintenance and inspections, and, if necessary,
validation of the Subject of Loan in accordance
with Act No. 268/2014 Coll., as amended, at its
own expense, throughout the duration of the
Loan; repairs will be carried out as soon as
reasonably possible for the Lender.

The Lender shall at its own expense ensure, that
the Borrower has all consumables required for the
operation of the Subject of Loan.

3. The Lender and the CRO have the right to
carry out inspections at the Borrower’s premises
in order to provide maintenance and repair of the
Subject of Loan and in order to supervise the
Borrower’s use of the Subject of Loan.

4. The Borrower is obliged to use the
Subject of Loan as intended and keep it from any
potential damage or loss.

5. The Borrower is obliged to return the
Subject of Loan to the Lender or the CRO or the
third-party vendor in the same state in which it
was delivered to the Borrower, except for usual
wear and tear.

Art. V — Final Provisions

1. This Agreement and any relation between
the Parties beyond the scope of this Agreement
shall be governed by Czech law, including but not
limited to Act No. 89/2012 Coll., as amended,
(including, but not limited to its Sec. 2193 and
following).
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2. Pred¢asné ukonceni platnosti  této
smlouvy je moZzné na zdkladé¢ pisemné dohody
smluvnich stran. PfedCasné ukonceni platnosti
této smlouvy je rovnéZz moZzné na zdkladé
vypovédi jednou ze smluvnich stran s tficetidenni
vypovédni dobou. Vypovéd musi byt pisemna,
nenf tfeba ji odGvodiovat, vypovédni doba za¢ina
bézet od prvého dne meésice ndsledujictho po
doruceni vypovédi druhé smluvni strané.

3. Smluvni strany shodné prohlasuji, Ze tato
smlouva nebyla uzaviena adheznim zpisobem a
7e se nejednd o smlouvu formuldfovou, tzn., Ze na
pravni pomér uzavieny touto smlouvou nebude
aplikovan § 1798 obcanského zakoniku.

4. Smluvni strany se dohodly, Ze v rdmci
smluvniho vztahu zaloZeného touto smlouvu
nebude aplikovan § 2197 obcanského zdkoniku,
tzn., ze vypujcitel je opravnén kdykoli vratit
predmét vypujcky pujciteli.

5. Smluvni strany souhlasi s uvefejnénim
smlouvy v registru smluv dle zdkona ¢. 340/2015
Sb., v platném znéni.

Strany berou na védomi, Ze jakékoliv informace,
které tvoii obchodni tajemstvi obou stran, jsou
osvobozeny od takového uvefejnéni. Pro tucely
této dohody takovad obchodni tajemstvi zahrnuji,
zejména popis predmétu vyphjcky ocekavané
trvani studie a jakékoli dal$i podrobnosti tykajici
se protokolu Studie. Kromé toho jsou rovnéz
osvobozeny od takového uvefejnéni osobni tdaje
jednotlivet,, pokud nebyly diive publikovany v
jiném vefejném registru.

Jak je dohodnuto mezi smluvnimi stranami,
Vypujcitel souhlasi, Ze uvefejni smlouvu na
zéklad¢ vySe uvedeného. Verze této smlouvy
ur¢end k uvefejnéni bude odsouhlasena,
neprodlené ptfed podepsanim této smlouvy mezi
Pujcitelem, Vypujcitelem a CRO pisemné, ale
musi v ni byt v kazdém piipad€¢ odstranéna
veskera obchodni tajemstvi a osobni tdaje.
Vypujcitel vyzaduje pred podpisem smlouvy
zaslat odsouhlasenou findlni verzi smlouvy ve
strojové Citelném formatu s podbarvenym textem,
ktery Pgjcitel povaZuje za obchodni tajemstvi.
Vypujcitel je povinen ziskat souhlas Pujcitele
pied tim, neZ bude konec¢nou verzi Smlouvy dale
meénit nad rdmec podbarveného textu ze strany

2. This Agreement may be terminated by a
written agreement of the Parties. This Agreement
may also be terminated by notice with a 30-day
notice period. The termination notice must be in
writing and does not have to state a reason for
termination. The notice period starts on the first
day of the month following the receipt of the
notice by the other Party.

3. The Parties hereby confirm that the
Agreement is not a standard form contract and
therefore, Sec. 1798 of the Civil Code does not

apply.

4, The Parties agree that Sec. 2197 of the
Civil Code shall not apply. The Borrower is
entitled to return the Subject of Loan to the
Lender at any time.

5. The Parties agree that this Agreement will
be published in the Register of Agreements
according to Act No. 340/2015 Coll., as amended.

The Parties acknowledge that 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 description of the Subject
of Loan and 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, the Borrower agrees
to publish the Agreement pursuant to the
foregoing. The version of this Agreement
intended for publication shall be agreed upon,
promptly before the execution of this contract, by
the Borrower and the CRO and the Lender in
writing, but shall, in any event, exclude all trade
secrets and personal data. Before the execution
hereof, the Institution requires to be provided
with the agreed final version of the Agreement
with highlighted sections considered as trade
secrets by Biogen. The Institution will obtain
prior approval from Biogen before further
redacting the final version of the Agreement. In
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Pujcitele. V piipadé, Ze Vypujcitel neuvetejni
podminky smlouvy v poZadované lhuté tedy v
zédkonem poZadovaném terminu uvefejnéni, tj. do
tiiceti (30) dnG od podpisu Smlouvy posledni
Smluvni stranou, jak je uvedeno ve vyse
odkazovaném zdkoné, mohou byt podminky této
smlouvy uvefejnény ze strany CRO nebo
Pijcitele.

6. Tato smlouva nabyvd platnosti dnem
jejtho podpisu obéma smluvnimi stranami.

7. Tato smlouva muizZe byt dopliiovdna ¢i
meénéna pouze na zakladé pisemnych dodatkd,
akceptovanych obéma smluvnimi stranami.

8. Tato smlouva je vyhotovena ve tiech
stejnopisech, z nichZ 1 stejnopis obdrZi pujcitel a
2 stejnopisy vypujcitel.

9. Tato smlouva je vyhotovend v Ceské
jazykové verzi a vanglické jazykové verzi,
pricemz rozhodujici je Ceska jazykova verze.

10. Smluvni strany berou na védomi a
souhlasi, Ze projednan{ a rozhodovani ptipadnych
sport, které nebudou vyfeSeny dohodou, bude
feSeno s pomoci ¢eskych soudi, konkrétné soudy
v Hradci Kralové.

11. Smluvni strany prohlaSuji, Ze tato
smlouva vyjadiuje jejich svobodnou, pravou,
vaznou a uplnou vuli, prostou omylt. Na dikaz
shora uvedeného pfipojuji opravnéni zastupci
smluvnich stran své podpisy.

the event the Borrower fails to publish the
Agreement terms as required by the legally
required publication deadline, i. e. thirty (30) days
from the Effective date, as specified in the above
referenced law, the terms of this Agreement may
be published by the CRO or the Lender.

6. This Agreement becomes effective upon
its execution by both Parties.

7. This Agreement may be modified or
amended only by written amendments approved
by both Parties.

8. This Agreement has been executed in
three copies, of which the Borrower shall receive
2 copies and the Lender 1 copy.

9. This Agreement is executed in the Czech
and English versions. In the event of any
discrepancies the Czech language version shall
prevail.

10. The Parties acknowledge and agree that
the Czech Republic courts in Hradec shall have
exclusive jurisdiction over any disputes arising
under this Agreement, on which the parties fail to
reach an amicable settlement.

11. The Parties confirm that this Agreement
expresses their free, true and serious will, free
from error, which the authorised representatives
of the Parties confirm by their signatures below.

Za vypujcitele/ On behalf of Borrower:

In/ V Hradec Kralové/ Hradci Kralové
Dne/ On: 23.6.2018

prof. MUDr. Vladimir Palicka, CSc., dr. h. c.
feditelem/ Director
Fakultni nemocnice Hradec Kralové
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Za pujcitele/ On behalf of Lender:

In/V
Dne/ On: 11.6.2018

IQVIA RDS Czech Republic s.r.0.




