Smlouva o vypijéce
ICON Clinical Research Limited

se sidlem:
South County Business Park, Leopardstown,
Dublin 18, Ireland

DIC: IE 8201978R
zastoupena:
XAXAXAXXXXXXX

jako ICON na strané jedné (dale jen
,ICON* anebo ,,ptjcovatel”)

Krajska nemocnice T. Bati, a.s.

se sidlem na adrese

Havli¢kovo nabtezi 600, 762 75 Zlin, Ceska
republika,

IC: 27661989

DIC: CZ27661989

zastoupend:  XXXXXXXXXX, ptedsedou
predstavenstva a XXXXXXXXXX, ¢lenem
predstavenstva, zapsana Vv  obchodnim
rejstiiku vedeném Krajskym soudem v Brné,
oddil B., vlozka 4437.

jako vypujéitel na strané druhé (dale jen
,,vypijcitel)

uzaviraji dnesniho dne podle ustanoveni §
2193 a nasl. ob&anského zakoniku v platném
znéni tuto

smlouvu o vypujcce:

VZHLEDEM K TOMU, Ze spole¢nost Mylan
Inc. povétila spolecnost ICON fizenim studie
S nazvem ,,Multicentricka, randomizovana,
dvojité zaslepena, aktivni latkou kontrolovana
srovnadvaci Klinickd studie pro hodnoceni
ucinnosti a bezpeCnosti piipravki MYL-
1701P a Eylea® u pacientl s diabetickym
makularnim edémem” (dale jen ,,Studie®),
obchodnim partnerem ZADAVATELE pro
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Loan Agreement
ICON Clinical Research Limited

Registered address:
South County Business Park, Leopardstown,
Dublin 18, Ireland

TAXID: IE 8201978R
Represented by:
XXXXXXXXXX

as ICON and the first party to the Agreement
(hereinafter "ICON” and or Lender)

And

Krajska nemocnice T. Bati, a.s.
with a place of business at Havlickovo
nabiezi 600, 762 75 Zlin, Czech Republic

ID: 27661989

TAX ID: CZ27661989

Represented by: XXXXXXXXXX, Chairman
of Board and XXXXXXXXXX, member of
Board, registered in the Commercial Register
maintained by Brno Regional Court (Krajsky
soud v Brng), Section B, Entry 4437.

as the Borrower and the second party to the
Agreement (hereinafter the "Borrower™)

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

Loan Agreement

WHEREAS Mylan Inc., has ICON with the
management of the “A Multi Center,
Randomized, Double-Masked,
Active-Controlled, Comparative Clinical
Study to Evaluate the Efficacy and Safety of
MYL-1701P and Eylea® in Subjects with
Diabetic Macular Edema” study (hereinafter
referred to as the “Study”)
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studii (definovanou niZe) je spole¢nost
Momenta Pharmaceuticals, Inc. (dale jen
»Momenta“).

VZHLEDEM K TOMU, Ze spolecnost ICON
pronajala vybaveni (definované nize) od
Equipment S.A.S., 269 rue Julie Victorie
daublé, 54000 Nancy, Francie, DIC:
FRO8 525 118 261, které se vyzaduje podle
protokolu.

VZHLEDEM K TOMU, ze hodnotici
centrum jako vypujéitel potiebuje za ucelem
plnéni podminek protokolu studie vybaveni
definované v ¢asti 1. Pfedmét vypijcky.

I. Piredmét vypijcky

1.

ICON zajistuje pujéeni zdravotnického
ptistroje

o XXXXXXXXXX
o XXXXXXXXXX
XXXKXXXXXXX

(dale jen ,,predmét vypujcky*).

2.

Touto smlouvou ICON ptjcuje uvedeny
predmét vypujcky vypujciteli, aby jej uzival
bezplatné na svém Oc¢nim oddéleni, Krajské
nemocnice T. Bati, a.s. na adrese Havli¢kovo
nébtezi 600, 762 75 Zlin, Ceska republika, za
podminek, které jsou ve smlouvé dale
uvedeny, a vypujcitel se zavazuje predmet
vypijcky vratit ICONu na zakladé vyzvy,
jakmile jej nebude potfebovat nebo uplyne
doba vypujcky, podle toho, ktera skute¢nost
nastane diive.

I1. Pfedani a doba vypujcky

1.

K predani pfedmétu vypijcky a jeho prevzeti
dojde na Oc¢nim oddéleni na adrese
Havli¢kovo nabiezi 600, 762 75 Zlin, Ceska
republika v sidle vypujcitele, a to do 14 dnt
ode dne podpisu této smlouvy.

2.

Kvraceni predmétu vypujcky dojde ve
stejném misté, jako v predchozim bodé¢.
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SPONSOR’s business partner for the Study
(@  defined  below) is  Momenta
Pharmaceuticals, Inc. (“Momenta”).

WHEREAS, ICON has rented Equipment
(defined below) from Quipment S.A.S., 269
rue Julie Victorie daublé, 54000 Nancy,
France, VAT number: FR08 525118 261
which is required under the Protocol.

WHEREAS the Investigating Centre as
Borrower in order to comply with the terms of
the Protocol of the Study requires equipment
to definied in section 1. under Subject of
Loan.

I. Subject of Loan

1.

ICON is procuring the provision of the
medical device

o XXXXXXXXXX
XXXXXXXXXX
KXXXXXXXXX

(hereinafter the "Subject of Loan").

2.

With this Agreement, ICON shall lend the
aforementioned Subject of Loan to the
Borrower for complimentary use at their Eye
Clinic Krajské nemocnice T. Bati, a.s. at the
address Havlickovo nabiezi 600, 762 75 Zlin
Czech Republic, under the conditions of this
Agreement set out below, and the Borrower
agrees to return the Subject of Loan to ICON
at ICON’s request, 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 the Clinic at the address Havlickovo
nabtezi 600, 762 75 Zlin Czech Republic, at
the registered address of the Borrower, within
14 days of the date of signing this Agreement.
2.

The return of the loan shall be subject to the
same location as set out in the previous
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Vypujéitel je povinen alespon 2 pracovni dny
pfedem zaslat ICONu zpravu o tom, ze
predmét vypajcky vrati a v jaké denni dobé.
ICON je pak povinen predmét vypujcky ve
stanovené dobé prevzit. Pfedmét vyptjcky
musi byt ICONu vracen ve stavu, v jakém byl
vypujcitelem prevzat, s prihlédnutim
k obvyklému opotiebeni.

3.

Doba vypujcky se sjednava na dobu ode dne
podpisu této smlouvy a zistane v platnosti
(pokud nebude v souladu s touto smlouvou
ukoncCena jinak) po dobu studie, ktera je
pfedmétem smlouvy o klinickém hodnoceni
mezi ICON Clinical Research Limited a
Krajskd nemocnice T. Bati, a.s., uzaviené 5.
fijna 2018 ktera se tyka klinického hodnoceni
podle protokolu MYL-1701P-3001 s ndzvem
,» Multicentrickd, randomizovana, dvojité
zaslepend, aktivni latkou kontrolovana
srovndvaci Klinick4 studie pro hodnoceni
ucinnosti a bezpec€nosti ptipravklt MYL-
1701P aEylea® u pacientt s diabetickym
makularnim edémem .

I1l. Prava a povinnosti ICON

1.

ICON je povinen ptedat vypujciteli predmeét
vypujcky ve stavu zptsobilém k jeho fadnému
uzivani. ICON prohlasuje, Ze predmét
vypujcky je pojistén obvyklym zplsobem,
zejména proti zivelnim rizikim vcetné
vodovodnich 8kod a proti odcizeni. Toto
pojisténi se vztahuje i na ptipady vypujcky.
Vyptjcitel neodpovida za skodu zplisobenou
v disledku nahody, vyssi moci, pfedem blize
nezjistitelnych pticin, ¢i v disledku neplnéni
povinnosti ICON.

2.

Pred pfedanim predmétu vypijcky je ICON
povinen zajistit zaSkoleni, nebo instruktaz
vypujcitele dle zdkona ¢. 268/2014 Sb. a

seznamit vypujCitele s pozadavky na
pravidelnou béznou udrzbu predmétu
vypujcky. Soucasti predani predmétu
vypUjcky je i instalace predmétu vypijcky a
pfedani dokumentace, zejména navodu
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Acrticle. The Borrower is required to notify
ICON at least 2 working days in advance of
the intention to return the Subject of Loan and
at what time of day. ICON shall then be
obligated to accept the Subject of Loan within
the stipulated time. Subject of Loan must be
returned to ICON in the condition in which it
was received by the Borrower, taking into
account normal wear and tear.

3.

Loan period is agreed from the date of
signature of this Agreement, and shall
continue (unless otherwise terminated in
accordance with this Agreement) during the
term of the study which is the subject of a
clinical trial agreement between ICON
Clinical Research Limited and Krajska
nemocnice T. Bati, a.s.entered into 05
October 2018 relating to study under a
protocol

MYL-1701P-3001 entitled “A Multi Center,
Randomized, Double-Masked,
Active-Controlled, Comparative Clinical
Study to Evaluate the Efficacy and Safety of
MYL-1701P and Eylea® in Subjects with
Diabetic Macular Edema”.

I11. Rights and Obligations of ICON

1.

ICON will provide the Subject of Loan to the
Borrower in a condition fit for its proper use.
ICON declares that the Subject of Loan is
insured in the usual manner, especially against
natural hazards, including water damage and
theft. This insurance applies to instances of a
loan. 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 ICON.

2.

ICON shall provide training or instructions to
the Borrower before presentation of the
Subject of Loan, pursuant to Act No.
268/2014, 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,
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v Ceském jazyce v tisténé i elektronické
podob¢ a prohlaseni o shod€. O instruktazi,
nebo zaskoleni pfislusnych zaméstnanct
vypujcitele bude proveden pisemny zdznam,
ktery bude pfipojen k dokumentaci predmétu
vypujcky. ICON dale vyplni formulaf
vypujcitele ,,Seznam dodané zdravotnické
techniky®, ktery tvofi ptilohu této smlouvy.
ICON se zavazuje po dobu trvani vypijcky
provadét instruktaze (zaskoleni) mnovych
zaméstnancil vypujcitele zdarma dle potieby.

3.

Jestlize ICON zjisti, ze vypujcitel neuziva
predmét vypujcky ftadné nebo ho wuziva
vrozporu sucelem, ke kterému slouzi, je
opravnén pozadovat vraceni predmétu
vypljcky pred skonéenim stanovené doby
vypljcky. Vypujcitel je vtomto pripadé
povinen vratit predmét vypajcky nejpozdeji
do dvou pracovnich dni poté, kdy byl
ICONem  kvraceni  vyzvan. V dané
souvislosti plati ¢lanek II., odst. 2.

4.

ICON se zavazuje, ze po dobu vypujcky
zajisti vymenu, v¢. veskerych nahradnich dilg,
pfedmétu vypijcky neprodlené od pisemného
¢i telefonického nahlaSeni potieby vymeény.
Spolec¢nost ICON prohlaSuje, ze v pfipadé
zavady nebo technické bezpecnostni kontroly
— pokud datum pravidelné technické
bezpecnostni kontroly nebo
revize/validace/kalibrace pfedmétu vypujcky
spada do doby vypujéky — vyméni predmét
vypujéky za jiny na své vlastni naklady.

5.

Nahradni vybaveni vypujéiteli poskytne
pujcovatel.  Vsouladu s  prohlasenim
Ministerstva zdravotnictvi Ceské republiky se
vyména vybaveni za nové v piipadé¢ zavady
nebo technické bezpecnostni  kontroly
nepovazuje za Servis podle zakona ¢.
268/2014, proto nevznika pravni zavazek, aby
SUKL schvaloval vyrobce.
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especially instruction in the Czech language 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. ICON
shall also complete a Borrower's form titled
"List of provided medical devices", annexed
to this Agreement. ICON undertakes, for the
duration of the Loan, to provide instruction
(training) to the Borrower's new employees at
no charge, if necessary.

3.

If ICON 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, ICON 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
ICON's request for its return. In this context
Acrticle 11, Paragraph 2 applies.

4,

ICON agrees, for the period of this loan, to
replace including all spare parts (of the
Subject of Loan at no cost without delay from
written or telephone notice of the replacement
requirement. ICON declares that in the event
of fault or safety-technical inspection — if the
date of regular technical safety inspection or
revision / validation / calibration of the
Subject of Loan shall fall within the loan
period - Subject of Loan will be replaced at
his own expense.

5.

Equipment replacement shall be provided by
the Lender to the Borrower. In line with the
statement of Ministry of Health of Czech
Republic in the event that fault or safety-
technical inspection is carried out by replacing
the Equipment, it is not considered as a service
under Act No. 268/2014 hence no legal
obligation for maintaining authorization by
SUKL on the manufacturer.

6.
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Ustanoveni odst. 4 tohoto ¢lanku neplati pro
pfipad, kdy zavadu zplsobi vypujcitel
porusenim svych povinnosti stanovenych
touto smlouvou. V tomto ptipadé jdou veskeré
néklady na vyménu predmétu vypijcky na
ucet vypujcitele.

IV. Prava a povinnosti vypijcitele

1.

Po dobu, po kterou bude vyptjcitel na zdklade
této smlouvy predmét vypujcky uzivat, je
povinen predmét vypujcky uzivat fadné
vsouladu sucelem, ke kterému obvykle
slouzi, a zplsobem pfimeéfenym povaze a
urc¢eni predmétu vypujcky. Je povinen chranit
predmét vypujcky pied ztratou, zniCenim,
poskozenim nebo znehodnocenim.

2.
Vyptjcitel neni opravnén provadét na
predmétu vypujcky jakékoli zmeny.

3.

Vypujéitel je povinen oznamit ICONu bez
zbytecného odkladu potieby veskerych
vymeén predmétu vypuajcky.

4.

Béhem sjednané doby vypljcky neni
vypujcitel opravnén pienechat predmet
vypljcky kuZzivani tfeti osob&. Poruseni
tohoto zdkazu zaklada pravo ICON zadat
vraceni predmétu vypijcky pied skoncenim
stanovené doby vypujc¢ky. V dané souvislosti
plati ¢lanek II., odst. 2.

5.

Vypujcitel se touto smlouvou zavazuje
nezajistovat servis a opravy prostiednictvim
jin¢ho subjektu, nez prostiednictvim ICON.
Pii poruSeni tohoto ustanoveni je povinen
naklady na servis ¢i opravy hradit ze svého a
odpovida za ptipadnou skodu, ktera by timto
na predmétu vypujcky vznikla.

6.

Zjisti-li  vypujcitel po fadném predani

predmétu vypijcky, ze predmét vypljcky ma

vady, které brani jeho fadnému uzivani, je
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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 replace the Subject of Loan are subject to
the account of the Borrower.

IV. 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, the Borrower shall be obligated to
use it properly, in accordance with the purpose
which it usually serves, and in a 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.

3.

The Borrower is obligated to notify ICON
without delay of any necessary replacement 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 ICON
to request the return of the Subject of Loan
prior to the expiry of the specified loan period.
In this context Article I, Paragraph 2 applies.

5.

The Borrower hereby agrees not to provide
service and repair through a different entity
other than ICON. 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
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opravnén od této smlouvy odstoupit. V
takovém piipadé je ICON povinen poskytnout
vypujciteli veskerou potfebnou soucinnost.

7.

Vypujcitel je povinen predmét vypijcky
vratit, jakmile pfedmét vyptjcky nepotiebuje,
nejpozdéji vSak do konce stanovené doby
vypujcky.

8.

Vypujcitel je povinen umoznit ICONu na jeho
zadost danou vypujciteli nejméné 2 dny
pfedem pristup k pfedmétu vypijcky za
ucelem kontroly, zda vypujcitel predmet
vyplj¢ky uziva fadnym zpusobem a za
ucelem pravidelné servisni prohlidky.

9.

Podpisem smlouvy vypijcitel soucasné
prohlasuje, Ze se seznamil s technickym
stavem piredmétu vypujcky a ze byl seznamen
s pozadavky na jeho obsluhu a udrzbu.

V. Zavérecna ustanoveni

1.

Piipadné zmény a dopliky této smlouvy
mohou byt provedeny pouze oboustranné
podepsanymi pisemnymi dodatky. Dodatky
k této smlouvé budou Cislovany a fazeny
chronologicky za sebou. Veskeré dodatky a
ptilohy se stadvaji nedilnou soucasti této
smlouvy.

2.

Tuto smlouvu je dale mozno ukoncit
pisemnou vypovédi, a to jak ze strany ICONu,
tak ze strany vypujcitele. Vypovédni doba je
2 mésice a pocina 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 dusledcich. Smluvni strany se zavazuji
tuto smlouvu bezvyhradné a piesné dodrzovat
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withdraw from the Agreement. In such event,
ICON must provide the Borrower with all
necessary cooperation.

7.

The Borrower is obligated to return the
Subject of Loan as soon as it is no longer
needed, but no later than the expiry of the
stipulated loan period.

8.

At the request of ICON, provided at least 2
days in advance, the Borrower is obligated to
allow ICON 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.

By signing the Agreement, the Borrower also
declares that they have been acquainted with
the technical condition of the Subject of Loan
and that they are familiar with the
requirements for its operation and
maintenance.

V. Final Provisions

1.

Any changes and amendments to this
Agreement may be made only by amendment
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 ICON 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 implicitly and accurately adhere to this
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a na dikaz toho stvrzuji tuto smlouvu
vlastnorué¢nimi podpisy.

4.

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

5.

Tato smlouva je vyhotovena ve dvou
stejnopisech s platnosti origindlu, z nichz
kazda ze smluvnich stran obdrzi po jednom.

6.
Tato smlouva nabyva platnosti dnem jejiho
podpisu obéma smluvnimi stranami.

Smluvni strany se dohodly, ze vypujcitel
uvetejni verzi této smlouvy, kterou mu za
timto ucelem pfipravi a poskytne ICON
nejpozdéji v den podpisu této smlouvy, a to v
strojové Citelném formatu v elektronické
podobé zasldnim na emailovou adresu
XXXXXXXXXX.  Pokud ICON danou
povinnost nesplni, je vypujéitel opravnén
uveiejnit smlouvu sam.

Hodnota této smlouvy ¢ini 0,- K¢.

Ptiloha: Seznam dodané zdravotnické
techniky

Datum/Date

XXX X XXX XXX

piedseda predstavenstva vypujcitele/

Borrower's Chairman of Board
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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.

6.
This Agreement enters into force on the day it
is signed by both parties.

The Parties agree that the Borrower shall
publish the wversion of this Agreement
prepared for this purpose and provided to the
Borrower by ICON no later than on the date
of signing of this Agreement, in a machine-
readable format in an electronic form, by
sending it to the email address:
XXXXXXXXXX. Should ICON fail to fulfil
this obligation, the Borrower shall be
authorised to publish the Agreement by
themselves.

The value of this agreement is CZK 0.00.

Attachment List of provided medical devices

Datum/Date

XXXXXXXXXX
Clen predstavenstva vypujcitele/ Borrower's
member of Board
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Datum/Date

XXXXXXXXXX
ICON/ ICON
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Czech Clinical Trial Protocol No. MYL-1701P-3001/ Klinické hodnoceni €. protokolu MYL-1701P-3001 Site No./Centrum
Republic/Ceska g.
republika List of Supplied Medical Equipment /Seznam dodané zdravotnické techniky 207
Supplied based on Agreement No. / Dodano na zakladé smlouvy ¢&.............. dated / ze dne...........
XXXXXXXXXX

On behalf of the Supplier (date, name, signature, stamp)/

Za dodavatele (datum, jméno, podpis, razitko): Za piejimatele (jméno, podpis, razitko pracovisté):

On behalf of the Receiving Party (name, signature, stamp of site)/




