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EQUIPMENT LOAN AGREEMENT
CIL/ 41199

Equipment Loan Agreement between

CHILTERN INTERNATIONAL s.r.o., Business
Centrum Zalesi, Building A2, Pod Visnovkou
1661/31, 140 00 Praha 4 — Krc, Czech Republic,
registered in the Commercial Register maintained by
the Municipal Court in Prague, section C., Insert:
130938, company identification number: 281 78 777,
represented by Dariusz Walach, MD,

(hereinafter referred to as “Chiltern”); and

Nemocnice Pardubického kraje, a.s., Kyjevska
44,532 03 Pardubice, Czech Republic, registered in
the Commercial Register maintained by the
Regional Court in Hradec Kralové, section B., Insert:
2629, identification number: 275 20536, tax Id
CZ275 20 536, represented by MUDr. Toma$
Gottvald, Chairman of Board of Directors and MUDr.
Vladimir Ninger, Ph.D., Member of Board of Directors,
(hereinafter referred to as “Institution”) and

doc. MUDr. Edvard Ehler, CSc., with businiess

address at Nemocnice Pardubického kraje, a.s.,

Kyjevska 44, 532 03 Pardubice, Czech Republic,
(hereinafter referred to as “Investigator”)

SUBJECT OF THE AGREEMENT

The parties to this Agreement have entered into an
agreement dated _30. 1. 2019_ for the conduct of a
clinical study (‘the Study”) entitled, “Efficacy and
safety of Fixed-Dose Combination (FDC) products
containing trazodone and gabapentin in patients
affected by painful diabetic neuropathy: randomized,
controlled, dose finding study” as amended from
time to time and incorporated herein by reference, in
accordance with trial protocol 039(1)PO16357 (the
“Clinical Trial Agreement”). Study will be carried out
by Investigator, Doc. MUDr. Edvard Ehler, CSc., at
Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice.

The Investigator requires the following equipment:

DOHODA O VYPUJCCE ZARIZENi
CIL/ 41199

Dohoda o vypujéce zafizeni uzaviena mezi
stranami

CHILTERN INTERNATIONAL s.r.o., Business
Centrum Zalesi Budova A2, Pod Visiiovkou
1661/31, 140 00 Praha 4 — Kr¢, Ceska republika,
spole¢nost zapsana v obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C, vlozka: 130938,
identifikaéni  Cislo  organizace: 281 78 777,
zastoupena MUDr. Dariuszem Walachem (dale
,Chiltern*) a

Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice, Ceska republika, zapsana
v obchodnim rejstfiku vedeném Krajskym soudem
v Hradci Kralové, oddil B, vlozka: 2629, identifikacni
gislo organizace: 275 20 536, DIC CZ275 20 536,
zastoupena MUDr. TomaSem Gottvaldem, pfedsedou
pfedstavenstva a MUDr. Vladimirem Ningerem, Ph.D.,
¢lenem predstavenstva,

(dale jen "Zdravotnické zafizeni") a

doc. MUDr. Edvard Ehler, CSc., s pracovistém
Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice, Ceska republika, (dale jen
~Zkousejici“)

PREDMET DOHODY

Strany této Dohody uzaviely dne 30. 1. 2019_
smlouvu o provedeni Klinické studie (,Studie”)
s nazvem , Uginnost a bezpednost fixni kombinace
davek (FDC) pfipravki obsahujicich trazodon
a gabapentin u pacientd postizenych bolestivou
diabetickou neuropatii: randomizovana,
kontrolovana studie ke stanoveni davky” v platném
zméni, kterd je zde zahrnuta odkazem, a to v
souladu s protokolem klinického hodnoceni
039(1)PO16357 (,Smlouva o provedeni klinického
hodnoceni®).Studie bude probihat pod vedenim
ZkouSejiciho, Doc. MUDr. Edvarda Ehlera, CSc., v
Nemocnici Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice.

Zkousejici potiebuje k provedeni Studie nasledujici
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(i) ECG machine (including electrodes);

(ii) Electronic devices (e.g. tablet, smartphone); and
(iii) Temperature logger and (vi)Refrigerated cooled
incubator (the “Equipment”) to conduct the Study.

The provided equipment will meet the conditions set
by Act No. 268/2014 Col., on Medical Devices, and
all the necessary documents requested by the law
will be provided together with the equipment, mainly
an operating manual in the Czech language,
Conformity Declaration (CE). Maintenance and
repairs during the Study will be arranged by
Chiltern.;

(ii) All necessary material (Laboratory Kits, Urine
Analysis Kits, Pregnancy Test Kits) will be provided
to the Institution solely for the purposes of the
conduct of the Study free of charge.

The Equipment will be provided by a third party:
Bioclinica, ERT, Angelini S.p.A, Quipment SAS (the
“Supplier’). This Agreement sets out the conditions
of use of the Equipment by the Institution and
Investigator.

1.0. SUPPLY OF EQUIPMENTS
1.1 For the term of the Study, Equipment will
be provided by the Supplier, free of charge,
to the Institution for use by the Investigator
and entitled staff, (the “Authorized Users”),

whom will be informed on the conditions of
use by Chiltern or the Supplier.

1.2 The Equipment will be used by the
Authorized Users for the term of the Study
and for the sole purpose of performing the
services according to the provisions of the
Protocol.

1.3 The Equipment will be stored at the
address they were delivered (the “Site”)
and the Institution and the Investigator as
well as the other Authorized Users hereby
expressly undertake not to store them at
any other address without an express prior
written consent by Chiltern. For this reason,
the Institution and the Investigator hereby
expressly accepts () to have the
Equipment installed in the premises of the

zafizeni:
i) Pfistroj EKG (vCetné elektrod),
(ii) Elektronicka zafizeni (napf. tablet, smartphone),

(i)

inkubator (,zafizeni").

ZapUjceny pfistroj bude splfovat veskeré podminky
stanovené
zdravotnickych prostfedcich stim, Ze soucasti
dodavky budou veSkeré nezbytné dokumenty dle
zakona, zejména navod k pouziti v Ceském jazyce,
prohlaeni o shodé. VeSkery servis a opravy
zajistuje po dobu trvani studie Chiltern;

(i)

sady pro analyzu moci, sady pro téhotensky test)
bude dodavan Zdravotnickému zafizeni pro ucely
provadéni studie bezplatné.

Zafizeni poskytne tfeti strana: Bioclinica, ERT,

Angelini  S.p.A, Woodley, Quipment SAS
(,Dodavatel’). Tato Dohoda stanovi podminky
pouzivani zafizeni ze strany Zdravotnického

zarfizeni a Zkousejiciho.

1.0.

1.1

1.2

1.3

Zafizeni pro zaznam teploty a (iv) Chlazeny

zakonem ¢. 268/2014 Sh. o

Nezbytny spotfebni material (laboratorni sady,

DODANI ZARIZENi

Po dobu trvani studie bude Zafizeni
poskytnuto Dodavatelem zdarma
Zdravotnickému  zafizeni k  pouziti
ZkouSejicim a opravnénym personalem
(dale jen ,Opravnéni uzivatelé®), ktery bude
informovan o podminkach pouziti Chiltern
nebo Dodavatelem.

Zafizeni budou pouzivat Opravnéni
uZivatelé po dobu trvani Studie a vyhradné
pro ucely poskytovani sluzeb v souladu s
ustanovenimi Protokolu.

Zafizeni bude uloZzeno na adrese, na
kterou bylo dodano (déle jen ,Misto®), a
Zdravotnické zafizeni, ZkouSejici a také
ostatni Opravnéni uzivatelé se timto
vyslovné zavazuji, ze ho nebudou
pfechovavat na jiné adrese bez
pfedchoziho  vyslovného  pisemného
souhlasu spoleénosti Chiltern. Z tohoto
ddvodu Zdravotnické zafizeni a ZkouSejici
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14

1.5

1.6

1.7

Site according to Sponsor and/or the
Supplier's instructions, (i) to store the
Equipment in a secured area of the
Institution where the Study will be
performed and during the whole duration of
the Study, in order to prevent loss,
damages and theft, and (iii) to take all
subsequent necessary measures to meet
these obligations.

At the date of expiry of the Study
Agreement, whatever the date and the
cause may be, the Equipment will be
returned back to Chiltern, the Sponsor or
the Supplier in good condition, subject to
1.9. In the event that Chiltern requests
Institution to return Chiltern or Sponsor
provided equipment, Institution shall return
such equipment within two (2) months of
request in the way that the Equipment
shall be collected by Chiltern, Sponsor or
Provider at the Institution.

The Investigator and the other Authorized
Users hereby undertake to adhere to the
recommendations and guidelines of use
provided for in the manufactures manual
which will be provided to them; and not to
make any technical modification of any
kind, nor disassemble in any way such
Equipment.

As from the delivery date, the Equipment
will be under the exclusive care and
responsibility of the Instituton and the
Investigator, which hereby warrant to
particularly bringing any and all necessary
attention to such Equipment in order to
avoid theft, use contrary to the terms and
conditions of this Agreement or of the
Protocol and partial or total destruction.

The Authorized Users hereby warrant to
inform the Sponsor and  Chiltern
immediately of any damages or loss
occurring to or caused by the Equipment
and to take consequently any steps
necessary subject to clause 1.9, in order to

14

1.5

1.6

1.7

timto vyslovné souhlasi,(i) Ze Zafizeni bude
nainstalovano na Misté podle pokyn
Zadavatele anebo Dodavatele, (i) ze
budou uchovavat Zafizeni v
zabezpegenych prostorach Zdravotnického
zafizeni, kde bude Studie provadéna, a v
prubéhu celého trvani Studie tak, aby se
zabranilo ztraté, poSkozeni ¢i odcizeni a
(i) Ze pfijmou vSechna dalSi nezbytna
opatfeni ke spinéni téchto zavazka.

K datu skoneni platnosti Studie o
klinickém hodnoceni, a to bez ohledu na
konkrétni datum nebo pfiCinu skonceni
platnosti, bude Zafizeni vraceno zpét
Chiltern, Zadavateli nebo Dodavateli v
dobrém stavu s vyhradou ustanoveni 1.9.
Pokud si spole¢nost Chiltern vyZada od
Zdravotnického zafizeni vraceni zafizeni,
jez mu bylo poskytnuto spole¢nosti Chiltern
nebo Zadavatelem, Zdravotnické zafizeni
toto zafizeni vrati do dvou (2) mésicl od
vzneseni poZadavku tak, Ze si jej pfevezme
v sidle zdravotnického zafizeni spole¢nost
Chiltern, Zadavatel nebo Dodavatel.

ZkouSejici a dalSi Opravnéni uzivatelé se
timto zavazuji dodrZovat doporuceni a
pokyny pro pouziti uvedené v navodu
vyrobce, ktery jim bude poskytnut,
neprovadét Zadné technické zmény
libovolného druhu, ani v Zadném pfipadé
nerozebirat takové Zafizeni.

Ode dne dodani bude Zafizeni ve vyluéné
péi a odpovédnosti Zdravotnického
zefizen a ZkousSejiciho, ktefi timto zaruCuji,
Ze budou zejména vénovat veSkerou
potfebnou pozornost tomuto Zafizeni, aby
se pfedeslo jeho kradeZi, pouZiti v rozporu
s podminkami a pravidly této Dohody nebo
Protokolu i jeho ¢asteCnému nebo Uplnému
zniéeni.

Opravnéni uzivatelé timto zaruCuji, ze
budou Zadavatele a Chiltern neprodlené
informovat o jakémkoliv poSkozeni nebo
ztratach  vzniklych na  Zafizeni nebo
Zafizenim zplsobenych a Ze nésledné
pfijmou veSkera nezbytnd opatfeni s
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1.8

1.9

ensure a proper follow up and continuation
of the Study and services contemplated
herein, in order to avoid any Study delays.

The Equipment are the Sponsor's or the
Supplier's exclusive property, and the
Institution, Investigator or any other
Authorized Users will in no case assign or
sublet such Equipment to any third party. In
addition, the Institution, Investigator and/or
Authorized Users will not grant any rights to
any third party relating to such Equipment,
and will not disassemble the identification
cards indicating it is the exclusive property
of the owner that might be affixed on it.

For the avoidance of doubt, the Institution,
Investigator or any other Authorized Users
are not liable for costs associated with
maintenance, general wear and tear or
malfunction of the Equipment; to the extent
such cost is not arising out of the
negligence or willful misconduct of the
Institution, Investigator or other Authorized
Users. Institution and  Investigator
understand and agree that Institution and
Investigator fees will be offset if the
Institution, Investigator and/or Research
Staff are negligent with any equipment
provided, including misuse, damage or
loss, or if the equipment is stolen.

THE REMAINDER OF THIS PAGE IS INTENTIONALLY

LEFT BLANK
SIGNATURE PAGE To FoLLOwW

1.8

1.9

vyhradou ustanoveni 1.9 s cilem zajistit
fadné navazani i pokracovani Studie a
poskytovani sluzeb zde zamyslenych, aby
se zabranilo jakémukoliv zpozdéni ve
Studii.

Zafizeni je ve vyhradnim vlastnictvi
Zadavatele  nebo  Dodavatele a
Zdravotnické zafizeni, ZkouSejici nebo
dal$i Opravnéni uzivatelé v zadném
pfipadé nesmi postoupit nebo pronajmout
takové Zafizeni zadné tfeti strané. Kromé
toho Zdravotnické zafizeni, ZkouSejici
nebo dalsi Opravnéni uZivatelé nesmi
udélit Zadna prava jakékoliv tfeti osobé,
pokud jde o toto Zafizeni, a nesmi odebrat
pfipadné identifikaCni Stitky obsahujici
informaci, Ze se jednad o vyhradni majetek
vlastnika, které mohou byt na zafizeni
umistény.

V' zamu vyloueni pochybnosti,
Zdravotnické zafizeni, ZkouSejici ani dalSi
Opravnéni uzivatelé nenesou odpovédnost
za naklady spojené s udrzbou, béznymi
opotfebenim nebo zavadami na Zafizeni
do té miry, do které takové naklady
neplynou z nedbalosti nebo Umysiného
nespravného  jednani  Zdravotnického
zafizeni, ZkouSejiciho nebo  dalSich
Opravnénych  uzivateld. V  pfipadé
nedbalého  zachazeni s  jakymkoli
poskytnutym  vybavenim, vCetné jeho
védomé nespravného pouziti, poskozeni ¢i
ziraty ze strany Zdravotnického zafizeni,
ZkouSejiciho a/nebo Vyzkumnych
pracovnikt, nebo pokud dojde k odcizeni
vybaveni, bude Skoda zapoCtena proti
jejich odméné.

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN

PRAZDNY
NASLEDUJE STRANKA S PODPISY
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Accepted and Agreed / Piijato a schvaleno:

CHILTERN INTERNATIONAL, s.r.0.

Signature / Podpis:

Printed Name / Jméno hllkovym pismem:____ MUDr.DARIUSZ WALACH

Title / Funkce: Executive manager / Jednatel

Date / Datum; 14.1.2019

NEMOCNICE PARDUBICKEHO KRAJE, a.s.

Signature / Podpis:

Printed Name / Jméno hdlkovym pismem: MUDr. TOMAS GOTTVALD

Title / Funkce: Board of Directors President / pfedseda predstavenstva

Date:30. 1. 2019

Signature / Podpis:

Printed Name / Jméno hdlkovym pismem: MUDr. VLADIMIR NINGER, Ph.D.

Title / Funkce: Board of Directors member / Clen predstavenstva

Date:30. 1. 2019

doc. MUDr. EDVARD EHLER, CSc.

Signature / Podpis:

Title / Funkce: Investigator / ZkouSejici

Date / Datum:30. 1. 2019
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