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Ni2e uvedeného dne, mésice a roku uzaviely
smiuvni strany:

Biogen Idec Research Limited (BIRL)

se sidlem Innovation House, 70 Norden Road,
Maidenhead, Berkshire, SL6 4AY, Spojené
kralovstvi

ICO: 7588215

(dale jen ,pujcitel”)

a

IQVIA RDS Czech Republic s.r.o.

se sidlem Pernerova 691/42, Karlin, 186 00
Praha 8, Ceska republika

1CO: 24768651, DIC: CZ24768651

zapsana v obchodmm ‘ rejstnku

vedenemestskym soudem v Praze, oddil C,

vlozka 172751

(déle jen ,CRO")

a

Fakultni nemochnice Brno

se sidlem Jihlavska 20, 625 00 Brno, Ceska
republika

ICO: 65269705, DIC:CZ65269705

zastoupena

Fakultni nemocnice Brno je statni pfispévkova
organizace zfizena rozhodnutim Ministerstva
zdravotnictvi. Nema zakonnou povinnost zapisu
do obchodniho rejstiiku, je =zapsana do
Zivnostenskeho rejstiikuy, vedeného
Zivnostenskym ufadem mésta Brna.

by thClty Court in Prague, section C, number

Represented by (il

On the undermentioned day, month, and year, |
the contracting parties:

<

Biogen idec Research Limited (BIRL)
Registered address at Innovation House, 70
Norden Road, Maidenhead, Berkshire, SL6
4AY, United Kingdom

Organisation ID: 7588215

(hereinafter the “Lender”)

and

IQVIA RDS Czech Repubilic s.r.o.

Registered address at Pernerova 691/42, Karlir,
186 00 Praha 8, Czech Republic -
24768651,

Organisation  ID: VAT ID:

CZ24768651

Re resented by g S
“ . registered in the Commerc:al Register

172751

(hereinafter the “CRO")
and

Fakultni nemocnice Brno

Registered address at Jihlavska 20, 62% 00
Brno, Czech Republic

65269705,

Organisation  ID: VAT iD:

CZ265269705

Fakultni nemocnice Brno is a state budgetary
organization established by a decree of the
Ministry of Health. It does not have a legal
obligation to register in the Commercial
Register, it is registered in the Trades Register
maintained by the Trade Licensing Office of
Brno.

Smilouva o vypujcce/ Loan Agreement
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(dale jer sryptjcitel”)
tute
SMLOUVU O VYPUJCCE

podle ust. § 2193 obdanského zakoniku
v platném znéni

I. Cestné prohlaseni
Pdjcitel prohlasuje, Ze zplnomocnil dodavatele

a/nebo CRO k poskytnuti vybaveni uvedeného v
tabulce nize (dél jako ,vypujéena véc"), a Ze

(hereinafter the “Borrower")
entered into this
LOAN AGREEMENT

pursuant to the provisions of Section 2193 of the
Civil Code, as amended

I. Statutory Declaration
The Lender hereby declares that they have

authorized third party vendors and/or CRO to
provide the equipment defined in the table below

dodavatele a/nebo CRO jsou vlastnici | (hereinafter the “Borrowed Item”) and that the
uvedenych movitych véci: third-party vendors and/or CRO are the owners
- of the under mentioned movable asset(s):
Pristroj Sériové Typ Hodnota Device Serial Type Value
! éislo Number
Bude Specified
uvedeno in the
v protoko I\Eﬂﬁrtf 5r8 $2750 protocol '\Eﬂﬁrtf gg $2750
luo of
EKG pfedani ECG delivery
Bude Specified
uvedeno NDD in the NDD
. v protoko Easy $49 620 . protocol Easy $48 620
Spiromet Spiromet
luo One Pro of One Pro
r e ia s er .
: pfedani delivery

ll. Predmét smiouvy
1.

Pljcitel se na zakladé této smlouvy zavazuje
bezplatné pfenechat vypUjéiteli movitou véc
uvedenou v &l. I. a zavazuje se umozZnit mu jeji
bezplatné docasné uzivani.

2.

Na zékladé této smlouvy vznikne vypujciteli
pravo uZivat vypljéenou véc za Gelem jejiho
vyuzivani_ pro dcely klinického hodnoceni
.Rande aizované, dvojité zaslepené,
placz.oem kontrolované klinické hodnoceni
posuzujici acinnost a bezpeénost pfipravku
BG00011 u pacientd s idiopatickou plicni
fibrézou.“, Cislo protokolu 203PF203, na

Il. Subject of Agreement
1.

With this Agreement, the Lender shall lend the
movable asset mentioned in Article 1 to the
Borrower free of charge and facilitate its
complimentary temporary use by the Borrower.

2.

With this Agreement, the Borrower shall be
eligible to use the Subject of Agreement for the
purpose of use for a clinical trial entitled
“A Randomized, Double-Blind, Placebo
Controlled Study to Evaluate the Efficacy
and Safety of BG00011 in Patients With
Idiopathic Pulmonary Fibrosis” protocol
number 203PF203 at Department: Clinic of

Smilouva o vypUJcceI Loan Agreement
Biogen Idec Research Lim ed/
Fakuitni nemocnice Brnoffy =@
Verze/ Version Final Clean/231 118
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oddéleni:  Klinika plicnich nemoci a

tuberkuldzy vyplijcitele.
llt. Trvani smlouvy
1.

Tato smlouva se uzavird na dobu urditou do
fadného ukoncéeni klinického hodnoceni, pokud
nebude ukongena dfive pisemnou dohodou
stran.

2.

Tato smiouva mlze byt ukonéena nasledujicimi
zplsoby:

2.1 pisemnou dohodou smluvnich stran;

2.2 pisemnou vypovédi kterékoliv ze smluvnich
stran s vypovédni dobou vdélce 1 mésice,
pficemz tato po¢ne bézet prvnim dnem mésice
nasledujiciho po mésici, vnémz byla vypovéd
doru€ena druhé smluvni strané;

2.3 pisemnym odstoupenim, v pfipadech
stanovenych zakonem a uvedenych v této
smlouvé. Oznameni o odstoupeni musi
obsahovat dlvod odstoupeni a musi byt
doruteno druhé smiuvni strané.  Uginky
odstoupen{ nastanou okamzikem doruceni
pisemného vyhotoveni odstoupeni druhé
smluvni strané.

3.

VypUjcitel se zavazuje vypljcenou véc vratit
pUjéiteli po uplynuti doby vyptijéeni v misté sidla
vypljcitele ve stavu odpovidajicim obvyklému
opotiebeni za dobu jejiho vyuzivani s ohledem
na povahu a ucCel uzivani véci. O vraceni
vypljcené véci je pljcitel povinen vypUjciteli
vystavit potvrzeni a toto vypljciteli odevzdat pfi
zpétném prevzeti véci.

V. Ostatni ujednani
1.

Pljcitel nebo dodavatel (dodavatelé) je povinen

Pulmonary Diseases and Tuberculosis of the
Borrower.

1. Duration of Agreement
1.

This Agreement is entered into for a definite
period of time and shall continue until the due
completion of the clinical trial unless terminated
earlier by the written agreement of the parties.

2.

This Agreement may be terminated in the
following ways:

2.1 By written agreement of the contracting
parties;

2.2 By written notice of cancellation by either of
the contracting parties with length of notice 1
month, while this shall start on the first day of
the month following the month in which the
notice of cancellation was delivered to the other
contracting party;

2.3 By written withdrawal in cases defined by
the law and mentioned in this Agreement. The
notice of withdrawal shall contain the reason for
withdrawal and shall be delivered to the other
contracting party. The withdrawal will become
effective immediately upon delivery of the
written notice of withdrawal to the other
contracting party.

3.

The Borrower undertakes to return the Borrowed
ltem to the Lender after the term of loan expires
at the registered address of the Borrower in a
condition appropriate for regular wear and tear
for the period of use considering the nature and
purpose of use of the ltem. The Lender shall
issue a receipt to the Borrower, confirming
return of the Borrowed ltem, and submit it to the
Borrower upon acceptance of the ltem.

IV. Other Arrangements
1.

The Lender or the third-party vendor(s) or CRO

Smlouva o vypUijcce/ Loan Agreemem
Biogen Idec Research Lim
Fakultni nemocnice Brno/t | L
Verze/ Version Final Clean 231 1 18

3/8



predat vyplijciteli vypGjcenou véc uvedenou v &l.
I. ve stavu zpisobilém k fadnému uzivani veé.
jejich soucasti a vybaveni.

Vyplijcitel je povinen uvedenou vypljéenou véc
fadné uzZivat vsouladu sndvodem Kk jeho
obsluze vyhradné pro potieby provedeni Studie
ve Fakultni nemocnici Brno, Klinika nemoci
plicnich a tuberkulézy, NS 1624, {U 2279, a to
vyhradné pro ucely Studie.

2.

O pfedani vypljcené véci pljcitelem vypujciteli
sepiSi smluvni strany protokol. Do protokolu je
phijcitel povinen zahrnout informaci o pfipadnych
vadach vypljcené véci, které nebrani jejimu
fadnému uzivani. Soucasti protokolu o pfedani
a pfevzeti vyptijcené véci je také protokol o
zaskoleni zdravotnického persondlu vyplijitele
provedeného plijcitelem nebo CRO. Pisemny
protokol o pfedani a pfevzeti vypljéené véci se
smluvni strany zavazuji vyhotovit ve dvou
stejnopisech, kdy po jednom obdrzi kazdad ze
smluvnich stran.

3.

Pajcitel nebo CRO je povinen pfedat vypdijiteli
spolu s vypiijéenou véci véechny doklady nutné
k fadnému a Gcelnému vyuzivani vypljéené véci
v Ceském jazyce (certifikdty, ndvod k pouziti
apod.) a souCasné je povinen seznamit
vypljcitele s technickymi a provoznimi pokyny
vyrobce vypljéené véci. Vypljcitel se naproti
tomu zavazuje tyto technické a provozni pokyny
dodrZovat.

4.

Zataji-li pujcitel vypljciteli nebo CRO vadu
vypljéené véci, nepfeda-li vyplijiteli potfebné
doklady k vypijctené véci, nebo neseznami-li
vypljcitele  dle  predchoziho  ustanoveni
s provoznimi pokyny k uzivani vypQjéené véci a
v disledku tohoto vznikne vypuijciteli Skoda, je
pljcitel povinen tuto nahradit vypujditeli v piné

shall deliver the movable asset mentioned in

Article | to the Borrower in good usable
condition, including its components and
accessories.

The Borrower shall have the obligation to use
the said Borrowed Item properly, for the needs
of the conduct of the Study at Fakultni
nemocnice Brno, Pneumology and Tuberculosis
Clinic, Cost Centre 1624, Inventory Division
2279, in accordance with the instructions for use
and solely for Study.

2.

The contracting parties shall draw up a protocol
regarding delivery of the Borrowed ltem by the
Lender to the Borrower. The Lender shall
include in the protocol information about any
possible defects of the Borrowed ltem that do
not impede its proper use. A protoco! on training
of the Borrower's medical personnel, performed
by the Lender, or the CRO, shall form part of the
protocol on delivery and acceptance of the
Borrowed ltem. The contracting parties shall
draw up the written protocol on delivery and
acceptance of the Borrowed ltem in two
counterparts, and each party shall receive one
hereof.

3.

The Lender or the CRO shall hand over to the
Borrower, together with the Borrowed ltem, all
documents necessary for proper and efficient
use of the Borrowed Item in Czech (certificates,
instruction manual, etc.) and shall also inform
the Borrower about the manufacturer's technical
and operating instructions for the Borrowed
ltem. On the other hand, the Borrower
undertakes to abide by these technical and
operational instructions.

4.

In case the Lender, or the CRO, conceals a
defect of the Borrowed ltem, does not hand over
to the Borrower the necessary documents of the
Borrowed ltem, or does not inform the Borrower
in accordance with the previous provision about
operating instructions for use of the Borrowed
ltem, and in consequence herein the Borrower

Smiouva o vypujéce/ Loan Agreement
Biogen ldec Research Limjted/
Fakultni nemocnice Brno/ld 1| ¢
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vy,

5.

‘Veskeré opravy, pravidelnou Gdrzbu a pfistusné
revize vypUjcené véci v souladu se zakonem &.
268/2014 Sb., o zdravotnickych prostfedcich,
nebo dle doporuéeni vyrobce, a déle veskeré
povinné kalibrace a validace, bude provadét na
své néklady pdjcitel, pfipadné vypuljéenou véc
vyméni za nové, prostfednictvim svého
opravnéného zastupce.

Kopie protokolli o provedenych prohlidkach,
servisnich zasazich, revizich, kalibracich a
validacich budou neprodlené zasilany
vypujciteli, a to vrozsahu vjakém jsou sluzby
poskytovany.

6.

Pljcitel je opravnén prib&zné kontrolovat
zplsob uzivani vypljcené véci vyplijcitelem.
Kontrolu zplsobu uzivani véci je pujcitel
opravnén provést v terminu uréeném piedchozi
domluvou s vypujcitelem.

7.

VypUjéitel neni opravnén bez souhlasu pijtitele
pfenechat vypljtenou véc do uzivani tieti
osobé.

8.

Pokud vyp(jcitel porudi podminky sjednané
touto smiouvou tim, Ze vypijéenou véc bez
souhlasu pUjéitele pfenecha do uzivani tieti
osobé, nezajisti jeji dostateCnou ochranu anebo
nebude-li véc uZivat dle provoznich pokynt, se
kterymi pdjcitel vyptijcitele seznamil, je pujcitel
oprévnén od této smilouvy odstoupit. Vypujcitel
po odstoupeni ze strany pUQjditele bez
zbyteéného odkladu pfedd pujciteli vypGjéenou
véc na jeho pisemné vyzadani vsidle
vypujcitele.

9.

Zjisti-li vypUljcitel po protokolarnim pfedani a
prevzeti vypljéené véci, Ze véc méd vady, kieré

incurs a loss, the Lender shall compensate the
Borrower in full for such loss.

5.

The Lender, via its authorized agent, will carry
out the repairs, regular maintenance and
appropriate inspections of the Equipment or will
replace the Equipment in compliance with the
requirements of Act. No. 268/2014 Coll.,, on
Medical Devices, and manufacturer instructions,
as well as all required calibration and validation
at its expense.

To the extent that any services are performed,
copies of the ceriificates of inspections,
services, repairs, revisions, calibrations and
validations shall be promptly provided to the
Borrower.

6.

The Lender can continuously check the way the
Borrower is using the Borrowed Iltem. The
Lender can perform checking of the ltem use on
date arranged by a prior agreement with the
Borrower.

7.

The Borrower cannot lend the Borrowed ltem to
a third party without a prior approval from the
Lender.

8.

If the Borrower breaches the conditions
stipulated in this Agreement by lending the
Borrowed ltem to a third party without prior
approval from the Lender, does not ensure its
adequate protection or does not use the ltem in
accordance with the operating instructions
imparted by the Lender, the Lender can
withdraw from the Agreement. Upon the
Lender's withdrawal and their written request,
the Borrower shall return the Borrowed ltem to
the Lender without needless delay at the
Borrower's registered address.

9.

In case the Borrower discovers that the
Borrowed lem has defects that prevent its

Smiouva o vyptijéce/ Loan Agreement
Biogen Idec Research Limited/ 2
Fakultni nemocnice Brnof . 11
Verze/ Version Final Clean/231118

5/8



brani jejimu fadnému uzivani, je opravnén od
této smlouvy odstoupit. V takovém pfipadé je
pijéitel povinen poskytnout vyptijciteli veskerou
potfebnou soucinnost k vraceni vypdjtené véci.
Neposkytne-li  pajcitel  vypUijciteli  k tomuto
potiebnou soudinnost, nebo odmitne-li
vypijcenou véc bez zavaznych divodl a bez
zbytecného odkladu prevzit zpét, je vypijcitel
opravnén véc uskladnit, nebo nechat uskladnit
na naklad pujcitele.

V. Zavéredéna ustanoveni
1.

Neni-li vtéto smlouvé stanoveno jinak, fidi se
prava a povinnosti smluvnich stran pfisluSnymi
ustanovenimi zak. €. 89/2012 Sb., ob&anského
zékoniku v platném znéni, zviastnich pravnich
pfedpis, kterymi se provadi obcansky zakonik
a zvlastnich pravnich pfedpisl souvisejicich.

2.

Jakdkoli pisemnost podle této smlouvy bude
povazovana za doru¢enou dnem:

- jejiho  fyzického  pfedani  oznameni
(komunikace), je-li doruc¢ovano prostrednictvim
kuryra nebo osobné (za podminky, Ze je
dorucovano na pfislusnou adresu pfislusné
druhé smluvni strany uvedenou v zdhlavi této
smiouvy, nebo na jinou po podpisu tétc smlouvy
pisemné ozndmenou adresu);

- nebo dnem dorueni potvrzenym na ftzv.
dodejce, je-li oznameni (komunikace) zasilano
doporu€enou postou (za podminky, ze je
dorutovano na pfistusnou adresu pfislusné
druhé smiuvni strany uvedenou v zahlavi této
smiouvy, nebo na jinou po podpisu této smlouvy
pisemné ozndmenou adresu).

V pochybnostech se ma za to, Ze pisemnost
byla druhé smluvni strané doruena péatym
dnem po jejim prokazatelném odeslani.

3.

proper use after the ltem was delivered and
accepted as per the protocol, they can withdraw
from this Agreement. In such case, the Lender
shall provide any cooperation to the Borrower
necessary for return of the Borrowed Item. In
case the Lender does not provide the necessary
cooperation to the Borrower, or declines to
accept the Borrowed ltem without any serious
reasons and without needless delay, the
Borrower can store the ltem or send it for
storage at the Lender's expense.

V. Final Provisions
1.

The rights and obligations of contracting parties
shall follow the pertinent provisions of Act No.
89/2012, the Civil Code, as amended, special
legal regulations applicable to the Civil Code,
and associated special legal regulations, unless
specified otherwise in this Agreement.

2.

Any written notice in accordance with this
Agreement shall be considered delivered on the
date:

- of the physical delivery of its notification
(communication), if delivered by courier or
personally (on condition it is delivered to the
appropriate address of the concerned other
contracting party stated in the header of this
Agreement, or to another address
communicated by a written notice after signing
this Agreement);

- or upon delivery confirmed on the delivery
notice, if the notification (communication) is sent
by registered mail (on condition it is delivered to
the appropriate address of the concerned other
contracting party stated in the header of this
Agreement, or to another address
communicated by a written notice after signing
this Agreement).

It in doubt, it is assumed that the communication
was delivered to the other contracting party by
the fifth day after its demonstrable remittance.

3.

Smlouva o vypujéce/ Loan Agreement
Biogen ldec Research Limjied
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Tato smlouva je wvyhotovena ve ftfech
stejnopisech, z nichZz obdrzi jedno vyhotoveni
pujcitel a jedno vypljcitel.

4.

Tato smlouva nabyva platnosti dnem jejiho
podpisu smiuvnimi stranami a U&innosti dnem
jejino uverejnéni v registru smiuv.

Bez ohledu na vyse uvedené, Pdjcitel timto bere
na védomi, Ze vypljcitel je povinen tuto smlouvu
zvefejnit v souladu se zakonem ¢&. 340/2015 Sb.
oregistru smluv. VeSkeré informace, které
pfedstavuji obchodni tajemstvi nékteré ze
smluvnich stran, zvefejnéni nepodiéhaji. Pro
Ucely této smlouvy k takovym informacim patfi
napfiklad detailni popis vypljcené véci nebo
pfedpokiadana doba trvani klinického
hodnoceni. Zvefejnéni nepodléhaji také osobni
Udaje jednotlivych osob, pokud jiz nebyly dfive
zvefejnény v jiném vefejném rejstfiku.

V ramci ujednani mezi smiuvnimi stranami se
vyplijcitel zavazuje uvefejnit tuto smiouvu
v souladu s vySe uvedenym. Verze této smiouvy
uréena pro  publikaci bude  pisemné
odsouhlasena okamzité po podepsani této
smiouvy vypUijcitelem a pljcitelem, avsak
nebude v zadném pfipadé zahrnovat Zzadna
obchodni tajemstvi ani osobn{ Udaje. V pfipadé,
ze vyplijcitel podminky této smlouvy nezverejni
béhem pozadované lhiity tficeti (30) dnli pred
terminem zvefejnéni pozadovanym na zékladé
vySe uvedeného zakona, mohou byt podminky
této smlouvy zvefejnény pujcitelem nebo jim
povéfenou osobou. Vyplicitel je povinen tuto
smlouvu uvefejnit v souladu s ¢lankem této
smiouvy vysSe. O uvefejnéni smlouvy v registru
smluv bude vypljéitel informovat pUjcitele tak,
Ze jako e-mailovou adresu, na kterou ma byt
zaslano oznameni o uverejnem v reglstru smiuv,
zada adresu | i nebo na
tuto adresu oznameni samo bezodkladne za8le.

5.

V pripadé rozporu mezi Ceskou a anglickou

This Agreement is made in three counterparts,
whereof each party shall receive one.

4.

This Agreement becomes binding on the day it
is signed by contracting parties and takes effect
on the day of its publication in the Agreements
Register.

Notwithstanding the foregoing, Lender hereby
acknowledges 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 detailed
description of the Borrowed Item and the
estimated period of the Trial. 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 execution of this contract, by the
Borrower 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 thirty (30) days
prior to the legally required publication deadline
as specified in the above referenced law, the
terms of this Agreement may be published by
the Borrower or its designated representative.
The Borrower is obliged to publish this
Agreement in accordance with the article herein
above. The Borrower will inform Borrower of
publishing the Agreement in the Agreements
Register by de3|gnatlng the followmg email
address: [ ok ‘

address to Wthh a notlflcatlon of publication in
the Agreements register shall be sent, or such
notification shall be sent directly by the
Institution at the above-mentioned e-mail
address.

5.

In case there is difference in the wording and/or
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verzi textu a/nebo vykladem této smlouvy, bude
rozhodujici éeska jazykova verze.

8.

Smiluvni strany prohlasuji, ze tato smlouva byla
sepsana na zakladé pravdivych Gdajl a jejich
svobodné, pravé a vazné vile a mize byt
ménéna pouze pisemné formou chronologicky
&islovanych dodatku, které se podpisem obéma
smluvnimi stranami stévaji nedilnou soucasti
této smiouvy.

7.

Smiuvni strany poté, co si smlouvu pfecetly
v jejim doslovném znéni, prohladuji, ze s jejim
obsahem souhlasi a Ze jejimu obsahu zcela
porozumély, pfi¢emz tuto skuteCnost stvrzuji
svymi vlastnoruénimi podpisy.

Za pujgitele 26 -11- 7018

Jméno, funkce:

Biogen |Idec Research Limited (BIRL)
Podepsano spolecnosti IQVIA RDS Czech
Republic s.r.0., na zakladé plné moci v
zastoupeni Biogen Idec Research Limited

Za CRO 76 -11- 7018

VPrazedne ................

Jméno, funkce:
IQVIA RDS Czech Republic s.r.o.

Za vypﬁjéitellg_ 7 e
V Brné dne gzns

Smiouva o vypljcce/ Loan Agreement

Biogen ldec Research Limited/ 203PF203

Fakultni nemocnice Brno/ MUDr. Martina Doubkova
Verze/ Version Final Clean/231118

interpretation of the English and Czech version
of this Agreement, the Czech language version
shall prevail.

6.

The contracting parties declare that this
Agreement was drawn up based on true
information and of their voluntary, authentic, and
solemn will. Any changes to this Agreement may
be made only by way of written and
chronologically numbered amendments which,
when signed by both parties, become an integral
part of this Agreement.

7.

After reading the Agreement in its literal
wording, the contracting parties hereby declare
that they approve and understand its content,
whereas they attest to it by signing in their own
hand.

26 -11- 2018

For the Lender

Name, Title:

Biogen Idec Research Limited (BIRL) Signed by
IQVIA RDS Czech Republic s.r.o., under a
Power of Attorney, for and on behalf of Biogen
Idec Research Limited
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Name, Title:
1QVIA RDS Czech Republic s.r.o.

For the Borrowerﬂ; P
In Brno, date mmmems
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