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Smlouva o vypiijéce

Contract of Loan

I. Smluvni strany

1.
ICON CLINICAL RESEARCH LIMITED
se sidlem: South County Business Park,
Leopardstown, Dublin 18, Ireland
zastoupen: XXXOOXXXXXX

Sr. Clinical Operations Manager

DIC: IE 8201978R

(dale jen “plijcitel”)

2.
FAKULTNI NEMOCNICE KRALOVSKE
VINOHRADY } ;
se sidlem: Praha 10, Srobarova 1150/50, PSC
100 34, Czech Republic

zfizovatel: Ministerstvo zdravotnictvi CR
zastoupena: Doc. MUDr. Robertem Grillem,
Ph.D., MHA, feditelem FNKV

ICO: 00064173

DIC: CZ0064173

Cislo jednaci: KH 39/2018

Nakladové stredisko: 43038

(dale jen “vyplijcitel)

I. The Parties

1.
ICON CLINICAL RESEARCH LIMITED
registered office: South County Business Park,
Leopardstown, Dublin 18, Ireland

represented by: XXXXXXXXXX

Sr. Clinical Operations Manager

VAT ID No.: IE 8201978R

(henceforth the “Lender”)

2.
FAKTULNI NEMOCNICE KRALOVSKE
VINOHRADY .

registered office: Praha 10, Srobarova 1150/50,
Zip code 100 34, Ceska republika

Founder: Ministry of Health of the CR
represented by: Assoc. Prof. Robert Grill, M.D.,
Ph.D., MHA, KVUH Director

Business registration No.: 00064173

VAT ID No.: CZ0064173

Reference number: KH 39/2018

Cost center: 43038

(henceforth the “Borrower”)

uzaviraji ve smyslu ustanoveni § 2193 a nasl.
zakona ¢. 89/2012 Sb., obcansky zakonik tuto
smlouvu o vypiijcce (dale jen ,smlouva™).

VZHLEDEM K TOMU, Ze spolecnost Mylan Inc. povéfila
spoleCnost ICON  Fizenim  studie s nazvem
»Multicentricka, randomizovana, dvojité zaslepena,
aktivni latkou kontrolovana srovnavaci klinickd studie
pro hodnoceni Gcinnosti a bezpecnosti pfipravkd MYL-
1701P a Eylea® u pacientl s diabetickym makularnim
edémem”, Cislo protokolu: MYL-1701P-3001 (dale jen
JKlinické  hodnoceni*),  obchodnim partnerem
ZADAVATELE pro Klinické hodnoceni (definovanou
vySe) je spoleCnost Momenta Pharmaceuticals, Inc.
(dale jen ,Momenta"“).

VZHLEDEM K TOMU, Ze spole¢nost ICON pronajala
vybaveni (definované nize) od Equipment S.A.S., 269
rue Julie Victorie daublé, 54000 Nancy, Francie, které
se vyzaduje podle protokolu.

VZHLEDEM KTOMU, Ze hodnotici centrum jako
vypljcitel potfebuje za ucelem pInéni podminek
protokolu studie vybaveni definované v Casti II.
Predmét smlouvy.

pursuant to the provisions of § 2193 et seq. of
Act No. 89/2012 Coll.,, the Civil Code, do
herewith execute this Contract of Loan.

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, Protocol number: MYL-1701P-3001 (hereinafter
referred to as the “Study”),

SPONSOR's business partner for the Study (as defined

above) 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, 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 II.
under Subject of the Contract.
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II. PFedmét smlouvy

Pfedmétem této smlouvy je zavazek plijcitele, Ze
vyplijciteli preda bezlplatné do uZivani za ucelem
provedeni  Klinického  hodnoceni  zdravotnicky
prostfedek

e 1 x EKG Recorder w/ Touch Screen Schiller,
Cardiovit FT-1 | sériové Cislo 1063.000258

e 1 x Paper Stack for Cardiovit FT-1 Schiller,
2.157037 (baleni po 10) | sériové Cislo Q5200

e 500 x EKG Electrody 3M, 2228 | sériové Cislo:
Q5146

(dale jen ,zapljcené zafizeni“), v hodnoté 54 201,-
K¢ (2 109,- Euro) (vCetné DPH), za podminek dale
stanovenych. Klinické hodnoceni bude provedeno na
Oftalmologické klinice Fakultni nemocnice Kralovské
Vinohrady pod vedenim hlavniho  zkousejiciho
XXXXXXXXXXXX (dale jen ,hlavni zkousejic™).

II. Subject of the Contract

The subject of this Contract is the Lender’s
commitment to provide for free of charge to the
Borrower’s use for the purpose of conduct of the Study
, medical device

e 1 x ECG Recorder w/ Touch Screen Schiller,
Cardiovit FT-1 | SN or Batch #: 1063.000258

e 1 x Paper Stack for Cardiovit FT-1 Schiller,
2.157037 (Pack of 10) | SN or Batch #:
Q5200

e 500 x ECG Electrode 3M, 2228 | SN or Batch
#: Q5146

(henceforth the “device”), value CZK 54 201,- (€2 109)
under the conditions set forth below. Study will be
conducted at Ophthalmology Clinic of Fakultni
nemocnice Kralovské Vinohrady under supervision of
principal investigator XXXXXXXXXXXX (henceforth the
“Principal Investigator”).

II1. Prava a povinnosti phjcitele

1. Pdjéitel je povinen predat zafizeni vypUjciteli ve
stavu zpdsobilém k Fadnému uzivani, a to v sidle
vyplijcitele spolu s prohlasenim o shodé event.
certifikdtem CE, navodem na jeho pouziti
v Ceském jazyce a protokolem o instruktazi
zdravotnického persondlu. V pripadé, ze se
nejedna o novy vyrobek, dolozi plijcitel i protokol
o odborné udrzbé dle § 65 ¢. 268/2014 Sb., o
zdravotnickych prostiedcich. O predani sepisi
smluvni strany protokol, jehoz vzor je Pfilohou €. 1
této smlouvy.

2. Pdjcitel mOze pozadovat vraceni zapdjéeného
zarizeni i pred skoncenim smluvni doby vypijcky,
pokud vypdjCitel zafizeni uZiva v rozporu se
smluvenym Gcelem uZivani nebo v rozporu
s ndvodem na uzivani zafizeni.

3. Pljcitel se zavazuje, ze po dobu vypljcky zajisti
vymeénu, vC. veskerych nahradnich dilli, pfedmétu
vypljcky  neprodlené od  pisemného i
telefonického  nahldSeni  potfeby  vymény.
Spolecnost ICON prohlasuje, ze v pfipadé zavady
nebo technické bezpecnostni kontroly — pokud
datum pravidelné technické bezpecnostni kontroly
nebo revize/validace/kalibrace pfedmétu vyplijcky
spada do doby wvypljéky — vyméni predmét
vypljcky za jiny na své vlastni naklady.

Nahradni vybaveni vypdjCiteli poskytne pljcitel.
V souladu s_ prohlasenim Ministerstva
zdravotnictvi Ceské republiky se vyména
vybaveni za nové v pfipadé zavady nebo
technické bezpecnostni kontroly nepovazuje za
servis podle zakona C. 268/2014, proto nevznika
pravni zavazek, aby SUKL schvaloval osobu
provadeéjici servis.

4. Pdj¢itel md prdvo na provedeni kontrol u

III1. Rights and Obligations of Lender

1. The Lender is obliged to convey the device to the
Borrower in a condition fit for its proper use at the
registered office of the Lender together with a
Declaration of Conformity or CE certificate, a
Czech user’s manual and a protocol on the training
of medical staff. If the product is not new, the
Lender shall also present a technical maintenance
record pursuant to § 65 of Act No. 268/2014 Coll.
on medical devices. A handover certificate
documenting conveyance shall be drafted and
form an integral part of this Contract as Annex No.
1.

2. The Lender may request the return of the lent
device before the end of the contractual loan
period, if the Borrower uses the device at variance
with the contractual purpose of temporary use or
at variance with the device user’s manual.

3. The Lender 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.

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 service Provider.

4. The Lender has the right to carry out an
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vyplicitele, a to za UCelem provadéni oprav na
zap(j¢eném zafizeni v¢. preventivnich prohlidek a
za UCelem kontroly uZivani zap@jceného zafizeni
vyplijcitelem.

inspection on the Borrower’s premises for the
purpose of performing device repairs including
preventive checks and for the purpose of checking
on the Borrower’s use of the device.

IV. Prava a povinnosti vyptijcitele

uzivat v souladu s navodem na jeho uZzivani, a ze o
jeho spravném uzivani budou v ramci prevzeti
zarizeni pouceni i ¢lenové studijniho tymu.

IV. Rights and Obligations of Borrower

1. Vyplijcitel se zavazuje, ze zafizeni bude umisténo The Borrower pledges to place the device in
na Oftalmologické klinice Fakultni nemocnice Kralovské Vinohrady University Hospital -
Kralovské  Vinohrady, odpovédna osoba Ophthalmology Clinic, responsible person
XXXXXXXXXXXX, inventarni Usek 3212 a ze je po XXXXXXXXXXXX, inventory section 3212. and to
uplynuti stanoveného terminu vrati pdjciteli, pokud return it to the Lender after the stipulated period
se smluvni strany nedohodnou jinak. Veskera has elapsed, if the parties do not otherwise agree.
dokumentace  k zapljcenému  pfistroji  bude All documentation concerning the lent device will
uloZena u odpovédné osoby. be kept by the responsible person.

2. Vypijcitel je povinen zafizeni peclivé opatrovat a The Borrower is obliged to exercise great care and
dbat s prihlédnutim kjeho povaze a svym to protect the device taking into account its nature
moznostem, aby na ném nevznikla Skoda. and limits for the purpose of avoiding damage.

3. Vypljcitel se zavazuje, ze zapQjcené zafizeni bude The Borrower shall use the device in accordance

with the user’s manual and instruct its employees
on proper use of the device.

V. Doba trvani vyplijcky, pired¢asné ukonceni

V. Loan Duration, Early Termination

1. Tato smlouva o vyplijcce je uzavirana na dobu This Contract of Loan is concluded for a period of
trvani klinického hodnoceni. Predpokladana doba duration of the Study. Anticipated duration of the
trvani klinického hodnoceni je od XXXXXXXXXXXX Study s from  XXXXXXXXXXXX  until
do XXXXXXXXXXXX. Ukoncena mize byt XXXXXXXXXXXX . The Contract may be
kteroukoliv ze smluvnich stran a to formou terminated by either of the parties by delivery of
doporuceného dopisu. Vypovédni Ihita je 2 a registered letter. The notice period is 2 months
mésice a ucinky vypovédi nastavaji dnem and the effects of notice arise on the date of
doruceni vypovédi. K tomuto datu je vypdjcitel notice delivery. At this date, the Borrower is
povinen vratit zafizeni pQjciteli ve stavu, v jakém obliged to return the device in the condition in
je prevzal s prihlédnuti k obvyklému opotiebeni, which it was received taking into account usual
dle podminek vySe stanovenych, pokud se wear and tear, pursuant to the conditions set
smluvni strany nedohodnou jinak. forth hereabove, if the parties do not otherwise

agree.

2. Pdjcitel je opravnén smlouvu  vypovédét

s okamzitou platnosti, pokud zjisti, Ze vypdjcitel
uziva zafizeni v rozporu s instrukcemi a navodem
(viz bod 2. ¢l. III. této smlouvy).

The Lender is entitled to terminate the Contract
with immediate effect, if it learns the Borrower is
using the device at variance with the instructions
and user's manual (see item 2, Art. III of this
Contract).

VI. Zavérecna ustanoveni

1. Smluvni strany prohlasuji, Zze prava a
povinnosti touto smlouvou neupravené se fidi
Obcanskym  zékonikem.

2. Smlouva je sepsana ve tfech vyhotovenich
s platnosti originalu, z nichz kazda smluvni
strana a hlavni zkouSejici obdrzi po jednom

VI. Final Provisions

1. The parties represent that the rights and
obligations not addressed in this Contract
shall be subject to the Civil Code.

2. The Contract is drafted in two counterparts,
each having the validity of the original. Each
party shall receive one counterpart. The

vyhotoveni. Smlouvu je mozno ménit i Contract may only be amended or
doplfiovat jen  pisemnymi  Cislovanymi supplemented by means of written
dodatky, podepsanymi obéma smluvnimi addendums signed by both parties.
stranami.

3. Tato smlouva nabyva platnosti dnem podpisu

3. This Contract becomes valid and effective on
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obéma smluvnimi stranami. Tato smlouva
nabyva Gcinnosti dnem zverejnéni v registru
smiuv.

4. Smluvni strany po fadném precteni této
smlouvy shodné prohlasuji, ze byla sepsana a
uzaviena podle jejich pravé a svobodné viile,
nikoli v tisni ¢i za napadné nevyhodnych
podminek a na dlkaz toho pfipojuji své
podpisy.

5. Vyplicitel se zavazuje uvefejnit tuto smlouvu
v registru smluv ve Ih(té stanovené zakonem
¢. 340/2015 Sb., o zvlastnich podminkach
Ucinnosti  nékterych smluv, uverejhovani
téchto smluv a o registru smluv (zékon o
registru smiuv).

6. Smluvni strany prohlasuji, ze tato smlouva
neobsahuje Zadné obchodni tajemstvi a
souhlasi, aby vSechny naleZitosti smlouvy byly
zvefejnény v registru smluv a pfipadné na
webovych strankach FNKV.

the day it is signed by both parties.

4. Having duly read this Contract, the parties
unanimously declare it was drafted and
executed in accordance with their true and
free will, under no duress and under
obviously disadvantageous conditions, in
proof whereof they attach their signatures
hereto.

5. The Borrower agrees to publish this Contract
in the Register of Contracts within the time
limit set by Act No. 340/2015 Coll., On the
Special Conditions for effectiveness of certain
contracts, publishing of such contracts and
the Register of Contracts (Contract Registry
Act).

6. The parties represent that this Contract
contains no business secrets and agree that
all the particulars of the Contract have been
disclosed, inter alia, on the KVUH website.

Za Pijcitele/Lender:

XXXXXXXXXXXX
Sr. Clinical Operations Manager

Za VyplijcCitele/Borrower:

Doc. MUDr. Robert Grill, Ph.D., MHA
Reditel / Director

Prohlaseni hlavniho zkousejiciho:

Ja, XXXXXXXXXXXX, jsem si preCetl tuto smlouvuy,
porozumél ji a pfijimam podminky a ustanoveni, které
se vztahuji k mé Cinnosti jakoZto hlavniho zkousejiciho.
Dale prohlasuji, ze beru na védomi a budu dodrzovat a
zajistim, aby vsichni ¢lenové studijniho tymu vzali na
védomi a dodrzovali své povinnosti vyplyvajici z této
smlouvy a z vnitfnich pfedpisd FNKV.

I, XOXXXXXXXXX, read this Contract, understood it,
and accepted the terms and conditions that apply to
my activity as Principal Investigator. I further declare
that I am aware of and will comply and ensure that all
study team members are aware of and comply with
their obligations under this Contract and the KVUH's
internal regulations.

Priloha: 1) VZOR Protokolu o predani a prevzeti

Annex: 1) Handover Certificate
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Pfiloha ¢. 1 / Annex No. 1

Lender:

ICON Clincial research Ltd.
South County Business Park,
Leopardstown, Dublin 18,

Borrower:

Kralovské Vinohrady University Hospital
Srobarova 1150/50

100 34 Praha 10

Ireland Czech Republic
VZOR Handover Certificate
Protokolu
o predani a prevzeti
Predmét vypdijcky: Subject of loan:

1 x EKG Recorder w/ Touch Screen Schiller, Cardiovit
FT-1 | sériové Cislo

1 x Paper Stack for Cardiovit FT-1 Schiller, 2.157037
(baleni po 10)

500 x EKG Electrody 3M, 2228
Vyrobni Cislo: 1063.000258, Q5200, Q5146

Datum predani:

1 x ECG Recorder w/ Touch Screen Schiller, Cardiovit
FT-1|

1 x Paper Stack for Cardiovit FT-1 Schiller, 2.157037
(Pack of 10)

500 x ECG Electrode 3M, 2228
Serial number:  1063.000258, Q5200, Q5146

Handover date:

Vypdjcitel potvrzuje, ze dnesniho dne mu bylo predano
do uzivani zapijcené zafizeni dle smlouvy o vypUjcce.
Predané zatizeni je kompletni a funkéni a bylo predano
vC. prohlaseni o shodé event. certifikatu CE, navodu na
pouziti v Ceském jazyce a protokolu o instruktazi
zdravotnického personalu.

V pripade, Ze se nejedna o novy vyrobek bude doloZen
i protokol o odborné udrzbé dle § 65 zakona C.
268/2014 Sbh.

The Borrower confirms that on today’s date the lent
device was conveyed to it for use pursuant to the
Contract of Loan.

The conveyed device is complete and operational and
was conveyed inclusive of a Declaration of Conformity
or EC Certificate, a Czech user’s manual and a protocol
on the training of medical staff.

If the product is not new, the Lender shall also present
a technical maintenance record pursuant to § 65 of Act
No. 268/2014 Coll. on medical devices.

Pfedano vyplijcitelem /
Handed over for the Lender:

Datum / Dated: ........ccceevvrenennen.

Jméno tiskacim pismem + podpis

Predano pajciteli /
Received for the Borrower:

Datum / Dated: ........cccecvveenneenne.

Jméno tiskacim pismem + podpis
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