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and

Pardubice,

Czech Republic,
“Investigator”)

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”) is made on the last
signature date (“Effective Date”) by and among:

CHILTERN INTERNATIONAL s.r.0., 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”);

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 20 536, 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
(hereinafter referred to as

Whereas, Chiltern, Institution and Investigator are hereinafter
referred to individually as “Party” and collectively as “Parties”;

Whereas, Chiltern is acting in its capacity as a contract research
organization as defined in ICH-GCP 1.20 as an independent
contractor of Angelini S. p. A. (“Sponsor”) to assist Sponsor in
conducting the clinical research study (“Study”) detailed below:

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (dale ,smlouva‘) byla
uzaviena dnem posledniho podpisu smluvnich stran (dale ,datum
platnosti‘) mezi

Spoleénosti CHILTERN INTERNATIONAL s.r.o., Business
Centrum Zalesi Budova A2, Pod Visiiovkou 1661/31, 140 00 Praha
4 - Kré&, Ceska republika, spole¢nost zapsana v obchodnim rejstfiku
vedeném Méstskym soudem v Praze, oddil C, vlozka: 130938,
identifikani Cislo organizace: 28178 777, zastoupend MUDr.
Dariuszem Walachem (dale ,Chiltern) a

Nemocnici Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Ceska republika, zapsana v obchodnim rejstfiku
vedeném Krajskym soudem v Hradci Kréloveé, oddil B, vioZka: 2629,
identifikagni ¢islo organizace: 275 20 536, DIC CZ275 20 536,
zastoupena MUDr. Tomasem Gottvaldem, pfedsedou pfedstavenstva
a MUDr. Vladimirem Ningerem, Ph.D., ¢lenem pfedstavenstva,

(dale jen "Zdravotnickeé zafizeni") a

doc. MUDr. Edvardem Ehlerem, CSc., s pracovistém Nechnice
Pardubického kraje, a.s., Kyjevska 44, 532 03 Pardubice, Ceska
republika, (dale ,zkousejici®)

Vzhledem k tomu, Zze Chiltern, zdravotnické zafizeni a zkou$ejici
jsou zde déle uvadéni jako ,,smluvni strana“ a spole¢né jako
,Smluvni strany*;

Vzhledem k tomu, ze Chiltern pUsobi ve funkci smluvni vyzkumné
organizace, jak je definovana v ICH-GCP 1.20 jako nezavisly
dodavatel spole¢nosti Angelini S. p. A. (dale ,zadavatel‘), aby
poméahal zadavateli v provadéni klinické vyzkumné studie (dale
,studie®) popsané nize:

Study Trazodone + Gabapentin Fixed Dose Hodnoceny | Fixni kombinace davek (FDC) pfipravku

Drug: Combination (FDC) products (hereinafter pfipravek: s trazodonem  agabapentinem  (dale
referred to as “Study Drug”) shodnoceny pfipravek")

Protocol ‘Efficacy and safety of Fixed Dose Nazev ,Uginnost a bezpe&nost fixni kombinace

Title: Combination (FDC) products containing protokolu: | davek (FDC) pfipravk( obsahujicich
trazodone and gabapentin in patients trazodon agabapentin  u  pacientd
affected by painful diabetic neuropathy: postizenych  bolestivou  diabetickou
randomized, controlled, dose finding neuropatii: randomizovand, kontrolovana
study,” as amended from time to time and studie ke stanoveni davky®, jak je v tu
incorporated  herein by reference kterou dobu doplnéna a vloZena do této
(hereinafter referred to as the “Protocol’) smlouvy odkazem (dale ,protokol”)

Protocol 039(1)PO16357 Cislo 039(1)PO16357

Number: protokolu:
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Whereas, Investigator, an employee of Institution, has the
knowledge and experience to undertake the Study and Chiltern
wishes to engage Institution and Investigator to conduct the
Study;

Whereas, Institution has the facilities, equipment and resources
to undertake the Study and as such Chiltern wishes to engage the
Institution to conduct the Study to evaluate the Study Drug;

Whereas, any and all references to Investigator within this
Agreement shall also mean any coinvestigators at the Institution
and Investigator shall be deemed to be the responsible
Investigator for this Study;

Whereas, Institution and Investigator desire to participate in
conducting the Study;

Now, therefore, the Parties hereto agree as follows:

1. CONDUCT OF THE STUDY

(a) Institution and/or Investigator shall ensure that all
persons who have involvement in the Study and who are
employees, or agents of Institution and/or Investigator, including
but not limited to medical and nursing staff (hereinafter ,Research
Staff’) have the knowledge and experience to undertake the
Study and shall accurately, efficiently and expeditiously perform
the Study in a professional and competent manner. Research
Staff will document and report Study activities in an accurate,
timely and complete manner. Wherever, in this Agreement,
reference is made to obligations which are incumbent on the
Institution and/or Investigator for services which may be performed
by Research Staff, such reference is intended to include Research
Staff.

(b) By agreeing to the terms and conditions of this
Agreement and performing the services for Chiltern, Institution
and Investigator each represent and warrant that it/he/she is not
in violation of any terms and conditions of any agreement for
services or employment with any other individual or entity.

(c) To the extent terms and conditions in this Agreement and
the Protocol conflict, the terms and conditions of the Protocol shall
control with respect to scientific, medical, patient consent, and any
other issues directly relating to the conduct of the Study and keeping
of records (e.g. case report forms) associated therewith, and the
provisions of the main body of this Agreement shall control with
respect to all other issues.

Vzhledem k tomu, ze zkouSejici, zaméstnanec zdravotnického
zafizeni, ma znalosti a zkuSenosti s provadénim studie a Chiltern si
pfeje zapojit zdravotnické zafizeni a zkou$ejiciho do provadéni
studie;

Vzhledem k tomu, Ze zdravotnické zafizeni ma vybavenost,
vybaveni a zdroje k provadéni studie a Ze si Chiltern pfeje zapojit
zdravotnické zafizeni do provadéni studie pro vyhodnoceni
hodnoceného pfipravku;

Vzhledem k tomu, ze jakykoliv a vechny odkazy na zkousejiciho
v rdmci této smlouvy také znamenaji jakékoli spoluzkouSejici ve
zdravotnickém zafizeni a ze se zkoudejici povaZuje za
odpovédného zkouSejiciho pro tuto studii;

Vzhledem k tomu, Ze si zdravotnické zafizeni a zkouSejici pfeji
zUCastnit se provadéni studie;

Se proto nyni smluvni strany dohodly nasledovné:

1. PROVADENI STUDIE

(a) Zdravotnické zafizeni a/nebo zkouSejici zajisti, ze vSechny
osoby, které se podili na studii a které jsou zaméstnanci, nebo
zastupci zdravotnického zafizeni a/nebo zkou$ejiciho, zejména
av8ak nejen lékafsky a sestersky persondl (dale ,vyzkumny
personal) maji znalosti a zkuSenosti s provadénim studie a provadi
pfesng, U¢inné a rychle studii profesionalnim a kompetentnim
zplsobem. Vyzkumny personal bude dokumentovat a vykazovat
studijni ¢innosti presné, v€as a uplné. Kdekoliv je v této smlouvé
ucinén odkaz na povinnosti, které spoCivaji na zdravotnickém
zafizeni a/nebo zkouSejicim za sluzby, jez mlze provadét vyzkumny
personal, takovy odkaz je minén tak, Ze vyzkumny personal
zahmuije.

(b) Odsouhlasenim podminek této smlouvy a poskytovanim
sluzeb pro Chiltern zdravotnické zafizeni a zkou$ejici kazdy
jednotlivé ujistuji a zaruéuji, Ze neporuduji Zadné podminky zadné
smlouvy o sluzbach nebo zaméstnani s jakoukoliv jinou fyzickou Gi
pravnickou osobou.

() V pfipadé stfetu podminek této smlouvy a protokolu
podminky protokolu jsou uréujici v souvislosti s otazkami védy,
lékarstvi, souhlasu pacienta a jakymikoliv jinymi zalezitostmi pfimo
spojenymi s provadénim studie a vedenim zaznamu (napf. zaznamu
subjektu hodnoceni) se studii spojenych, a ustanoveni hlavniho textu
této smlouvy jsou urcujici ve vSech ostatnich ohledech.
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(d) Institution agrees to perform formal patient screening and
randomisation for the Study only after Chiltern has confirmed in
writing (which could be via email) to Institution that all essential
documents, as defined by ICH/GCP or equivalent standard, are in
place and proper or appropriate Ethics Committee, Regulatory
Authority and/or other competent authority approval has been
received.

2. APPLICABLE LAW

Institution and Investigator shall conduct the Study in accordance
with the Protocol, this Agreement, written instructions from
Sponsor or Chiltern (“Instructions”), relevant professional
standards of medical practice, all applicable state and local laws,
guidelines, rules and regulations, applicable privacy laws, rules
and regulations and ICH-GCP Guildelines (CPMP/ICH/135/95),
whether or not enacted by the local country laws where
Institution/Invetistigator is located.

3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

Investigator and Institution shall not directly or indirectly pay or
promise to pay, or authorize the payment of any money, or give,
promise to give or authorize the giving of anything of value to any
person or entity, whether governmental, quasi-governmental or
private, to obtain or retain business or secure improper advantage
for Chiltern or for Sponsor. Investigator and Institution shall not
directly or indirectly receive or solicit any money or anything of
value from any person or entity, whether governmental, quasi-
governmental or private, in order to secure an improper
advantage to such person or entity. Investigator and Institution
will not take any action which could render Chiltern or Sponsor
liable under applicable laws for the prevention of fraud, corruption,
racketeering, money laundering and/or terrorism.

(b) Investigator Obligations

Investigator agrees to devote his/her best efforts to accurately and
efficiently perform the work required under this Agreement, which
efforts shall include by are not limited to the following:

(i)  exercise of independent medical judgment as to the
compatibility of each Study patient with the Protocol
requirements;
notification of Chiltern and Sponsor and EC/IRB, if
required, of any deviations from or failure to comply
with the Protocol;

(i) promptly replying to any questions from Chiltern or

(i)

(d) Zdravotnické zafizeni souhlasi s tim, Ze provede formalni
vybér pacientd a randomizaci pro studii pouze poté, co Chiltern
potvrdila pisemné (coz by mohlo byt i elektronickou postou)
zdravotnickému zafizeni, Ze vSechny zasadni dokumenty, jak je
definuje ICH/SKP (sprévna klinicka praxe) nebo ekvivalentni norma,
jsou na misté a Ze byl ziskan souhlas pfislusné ¢i vhodné etické
komise, regulacniho ufadu a/nebo jiného kompetentniho organu.

2, ROZHODNE PRAVO

Zdravotnické zafizeni a zkouSejici provadi studii v souladu s
protokolem, touto smlouvou, pisemnymi pokyny od zadavatele nebo
Chiltern (dale ,pokyny*), platnymi odbornymi normami lékafské
praxe, vSemi platnymi statnimi a mistnimi zakony, smérnicemi,
pravidly a pfedpisy, platnymi zakony, pravidly a pfedpisy o0 ochrané
soukromi a pokyny ICH-SKP (CPMP/ICH/135/95), at jiz byly
schvaleny podle mistnich zakon( dané zemé, kde sidli zdravotnické
zafizeni/zkouSejici, nebo jinde.

3. POVINNOSTI

(a) Boje proti Uplatkarstvi a korupci

Zkousejici a zdravotnicke zafizeni pfimo ¢i nepfimo nezaplati Zadné
penize a ani toto neslibi a ani neschvali, ani neda Zadné hodnotné
protiplnéni zadné fyzické Ci pravnické osobé, at jiz pljde o osobu
vladni, nepfimo vladni nebo soukromou, neslibi takové darovani a
ani neschvali, aby ziskalo zakazku Ci si ji udrzelo, nebo zajistilo
neopravnénou vyhodu pro Chiltern nebo zadavatele. ZkouSejici a
zdravotnické zafizeni pfimo & nepfimo nepfijimaji Zadné penize
nebo jakékoliv hodnotné protiplnéni a ani 0 né nezadaji od zadné
fyzické Ci pravnické osoby, at jiz pujde o osobu viadni, jakoby viadni
nebo soukromou, aby zajistilo neopravnénou vyhodu pro takovou
fyzickou Ci pravnickou osobu. ZkouSejici a zdravotnické zafizeni
nepodniknou zadné kroky, které by mohly zpusobit odpovédnost
Chiltern nebo zadavatele podle platnych zakonG pro boj proti
podvoddm, korupci, vymahani vypalného, prani Spinavych penéz
a/nebo terorismu.

(b) Povinnosti zkousejiciho

ZkouSejici souhlasi s tim, Ze vynaloZi své nejlepsi Usili na prfesné a
efektivni provadéni prace pozadované podle této smlouvy, pficemz
toto Usili musi zejména zahrnovat nasledujici:

(i)  poskytnuti nezavislého lékafského Usudku ohledné
kompatibility kazdého pacienta ve studii s pozadavky
protokolu;
ozndmeni jakychkoliv odchylek od protokolu nebo
nedodrzeni protokolu Chiltern a zadavateli a EK/IRB;
neprodlenou odpovéd na jakékoliv dotazy Chiltern
nebo zadavatele ohledné jakékoliv zaleZitosti tykajici

(if)
(i)
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Sponsor regarding any matter related to the Study;

(iv) promptly notifying Chiltern of any significant
changes that occur at any time during the Study
which may affect Investigator or Institution’s ability
to conduct the Study, including but not limited to,
changes in personnel involved in the Study;

(v) properly documenting the Study procedures as
required by the Protocol or Instructions.

(c) Institution Obligations

(i) Institution agrees that its Research Staff will devote
their best efforts to accurately and efficiently perform
the work required under this Agreement, which
efforts shall include but are not limited to items (i)
through (iv) listed in section 3(b) above.

(ii) Institution guarantees that the appropriate facilities
including necessary equipment, (but excluding those
to be provided by Chiltern on behalf of Sponsor to
Institution) necessary and adequate for conducting
the Study are available at Institution (appropriate
facilties for physical examinations according the
Protocol, for blood withdraw.).

4, SCHEDULE AND NUMBER OF STUDY PATIENTS
Institution and Investigator shall use its/his/her best efforts to
recruit and enroll at least [JJJlf for the Study according to the
inclusion and exclusion criteria and time schedule specified by the
Protocol. Institution and Investigator shall stop enrollment in
accordance with prior written Instructions.

5. PERSONAL DATA OF INVESTIGATOR AND
RESEARCH STAFF

(a) Investigator consents to the collection, processing,
storage and transfer of Investigator's personal data and details
relating to his/her professional activities (collectively "Personal
Information”) for the purposes of management and control of
clinical trials, evaluation, audit, supervision, legal, regulatory,
administrative, compliance and storing in an Investigator
Database for current and selection of future clinical trials.
Investigator consents to the transfer of such Personal Information
for the aforementioned purposes, to other states/countries which
do not maintain as stringent data protection standards as
contemplated herein.

(b) Chiltern may make available such Personal Information
to affiliated companies of Sponsor and/or Chiltern, legal and
regulatory agencies and authorities.

se studie;

(iv) neprodlené oznameni jakychkoliv vyznamnych zmén,
které se vyskytnou kdykoliv béhem studie, jez mohou
nepfiznivé ovlivnit schopnost zkou$ejiciho nebo
zdravotnického zafizeni provadét studii, zejména
zmény persondlu podilejiciho se na studii, Chiltern;

(v) fadné dokumentovani postupl ve studii podle
pozadavkU protokolu nebo pokynd.

(c) Povinnosti zdravotnického zafizeni

(iii) Zdravotnické zafizeni souhlasi s tim, ze vyzkumny
personal vynaloZi své nejlepsi Usili na pfesné a
efektivni provadéni prace poZadované podle této
smlouvy, pfi¢emz toto Usili zejména zahrnuije polozky (i)
az (iv) uvedené v odstavci 3(b) shora.

(iv) Zdravotnické zafizeni zaruCuje, Ze ve zdravotnickém
zarfizeni je k dispozici pfislusna nezbytna a adekvatni
vybavenost vCetné zafizeni nezbytného (s vyjimkou
toho, které poskytne zdravotnickému zafizeni Chiltern
jménem zadavatele) pro provadéni studie (odpovidajici
prostory pro fyzikaini vySetfeni podle protokolu, odbéry
krve).

4. CASOVY PLAN A POCET PACIENTU VE STUDII
Zdravotnické zafizeni a zkou3ejici vynakladaji své nejlepsi Usili na
nabor a zafazeni nejméné ﬂ pro studii podle zafazovacich
a vyluCovacich kritérii a ¢asového planu stanoveného protokolem.
Zdravotnické zafizeni a zkouSejici zastavi ndbor v souladu s
predchozimi pisemnymi pokyny.

5. 0SOBNi UDAJE ZKOUSEJICIHO A VYZKUMNEHO
PERSONALU

(a) ZkouSejici  souhlasi se  sbérem,  zpracovanim,
uchovavanim a prenosem osobnich Udaju zkouSejiciho a
podrobnosti tykajicich se jeho odbornych aktivit (dale spoleéné
,osobni informace®) pro (iely spravy a fizeni klinickych hodnoceni,
hodnoceni, auditu, dohledu, dodrZovani pravnich, regulaénich a
spravnich pozadavk( a uchovavani v databazi zkousejiciho pro
souCasna a vybér budoucich klinickych hodnoceni. ZkouSejici
souhlasi s pfenosem takovych osobnich udajl ke shora uvedenym
ucellim do jinych statli/zemi, které nedodrzuji tak pfisné normy na
ochranu dat, jak se v této smlouvé uvazuje.

(b) Chiltern m0Ze zpfistupnit takové osobni Udaje pfidruzenym
spole¢nostem zadavatele a/nebo Chiltern, pravnim a regulaénim
agenturam a organum.
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() Investigator warrants that it has obtained the necessary
consents of the Research Staff, in accordance with applicable
data protection laws for the collection, processing, storage and
transfer of their Personal Information for the above mentioned
purposes.

6. CONFIDENTIALITY

(a) Institution and Investigator shall not, and Institution shall
ensure that Research Staff shall not disclose to any third party or
use for any purposes other than for the performance of the Study
any data, records or other information (hereinafter, collectively
"Information") disclosed to Institution and Investigator by
Chiltern, Sponsor, Sponsor's independent contractors or
generated as a result of this Study without the prior written
consent of Sponsor.  Such Information shall remain the
confidential and proprietary property of Sponsor and shall be
disclosed only to Research Staff bound by obligations of
confidentiality consistent with this Agreement who have a “need
to know” for the performance of the Study. The obligation of
nondisclosure shall not apply to the following Information:

(i) Information that is or becomes publicly available
through no fault of Institution, Investigator or
Research Staff;

(i) Information that is disclosed to Institution,
Investigator, and/or Research Staff by a third party
legally entitled to disclose such information in a non-
confidential fashion;

(iii) Information that is already known to Institution,
Investigator, and/or Research Staff as shown by its
prior written records;

(iv) Information required to be disclosed to a government
authority or by order of a court of competent
jurisdiction, provided that to the extent permissible by
law (i) such disclosure is patient to all applicable
governmental or judicial protection available for like
material and Institution and Investigator cooperates
with Sponsor in seeking such protection as
reasonably requested thereby; (i) reasonable
advance notice is given to Sponsor; and (iii)
Institution, Investigator, and/or Research Staff shall
take reasonable steps to limit the scope of such
disclosure.

1. STUDY DRUG AND EQUIPMENT

(a) Institution and Investigator will be provided with sufficient
amounts of the Study Drug solely for the purposes of the conduct
of the Study, free of charge. Available information on the Study

() ZkouSejici  zaruCuje, Ze ziskal nezbytné souhlasy
vyzkumného personalu v souladu s platnymi zakony o ochrané
udaji ke shromazdovani, zpracovani, ukladani a pfenosu jeho
osobnich udajl ke shora uvedenym uceltm.

6. DUVERNOST

(a) Zdravotnické zafizeni a zkouSejici nezpfistupni zadné tfeti
strané Zadné Udaje, zdznamy nebo jiné informace (dale spole¢né
Jinformace") zpfistupnéné zdravotnickému zafizeni a zkouSejicimu
Chiltern, zadavatelem, nezavislymi dodavateli zadavatele nebo
vytvofené v dusledku této studie bez pfedchoziho pisemného
souhlasu zadavatele ani je nepouzije k zadnym jinym ucelim nez k
provadéni studie a zdravotnické zafizeni navic zaruCuje, Ze takto
bude postupovat i vyzkumny personal. Takové informace zUstavaji
davérnym a vyhrazenym majetkem zadavatele a zpfistupni se
pouze vyzkumnému personalu vadzanému povinnosti zachovavat
davérnost v souladu s touto smlouvou, ktery je ,potfebuje znat* pro
provadéni studie. Povinnost nezpfistupnit Udaje neplati pro
nasleduijici informace:

(i) Informace, které jsou Ci se stanou verejné dostupnymi
bez zavinéni zdravotnického zafizeni, zkouSejiciho
nebo vyzkumného personalu;

(i) Informace, které jsou zpfistupnény zdravotnickému
zafizeni, zkouSejicimu a/nebo vyzkumnému personalu
tfeti stranou, kterda ma zakonné opravnéni takové
informace zpfistupnit zplsobem, ktery nezachovava
jejich davérny charakter;

(iii) Informace, které jsou jiz znamy zdravotnickému
zafizeni, zkouSejicimu a/nebo vyzkumnému personalu,
jak je to prokazano jejich drivéjSimi pisemnymi
zaznamy;

(iv) Informace, u nichz se vyzaduje zpfistupnéni vliadnimu
organu nebo na zakladé pfikazu soudu s pfislusnou
soudni pravomoci s tim, Ze s ohledem na platné pravo
(i) takové zpfistupnéni podiéha veskeré platné viadni &i
soudni ochrané dostupné pro podobny material a
zdravotnické zafizeni a zkouSejici spolupracuji se
zadavatelem na ziskani takové ochrany, jak je to
pfiméfené pozadovano takovou ochranou, (i)
zadavateli je doruCeno ozndmeni s pfiméfenym
pfedstihem a (iii) zdravotnické zafizeni, zkouSejici
a/nebo vyzkumny personal podnikaji pfimérené kroky k
omezeni rozsahu takového zpfistupnéni.

7. HODNOCENY PRIPRAVEK A VYBAVENI

(a) Zdravotnické zafizeni a zkouSejici obdrzi zdarma
dostate€nd mnozstvi hodnoceného pfipravku vyluéné pro ucely
provadéni studie. Dostupné informace o hodnoceném pfipravku,
které zadavatel povazuje pro provadéni studie za nezbytné (i
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(b)

Protocol

(c)

(d)

(e)

()
(i)

Drug, which Sponsor considers necessary or useful for
conducting the Study, will also be provided. Study drug will be
sent to the Institution’s Pharmacy.

Institution agrees to limit access to the Study Drug to
only Research Staff who, under Investigator’s direct control, will
be engaged in using the Study Drug as contemplated by the

Investigator, via assigned Pharmacist, will maintain a
complete and accurate record of receipt and dispensing of the
Study Drug or other Study provided products.

Upon completion of the Study or early termination
thereof, all unused Study Drug, compounds, devices, Chiltern or
Sponsor provided equipment, and related Study materials
furnished to Institution and Investigator by or on behalf of Sponsor
or Chiltern shall be returned in accordance with the Protocol and
as directed by Chiltern at no cost to Institution or Investigator. 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.

Institution and Investigator acknowledge that the Study
Drug is experimental in nature, and therefore shall exercise
prudence and reasonable care in, and comply with any
Instructions regarding, the use, handling, secure storage,
transportation, disposition and containment of the Study Drug,
including any derivatives thereof.

The Institution and Investigator hereby undertakes:

that they will use the Institution Pharmacy
(hereinafter the “Pharmacy”), contact person
person
(hereinafter “Pharmacist”) for receipt,

storage and distribution of the Study Drug

that the Study Drug shall be handled in
accordance to good pharmacy, storage and
distribution practice according to Act No. 378/2007
Sb., Collection of Laws, on therapeutic agents
amended by Regulation No. 226/2008 Sb.,
Collection of Laws, on good clinical practice and the
detailed conditions of the clinical assessment of
therapeutic agents and in accordance to
Regulation No. 229/2008 Sb., Collection of Laws,
on the manufacture and distribution of therapeutic
agents including current exceptions.

uzZite¢né, budou rovnéZ poskytnuty. Hodnoceny pfipravek bude
dodan do lékarny zdravotnického zafizeni.

(b) Zdravotnické zafizeni souhlasi s tim, Ze omezi pfistup k
hodnocenému pfipravku pouze na vyzkumny personal, ktery pod
pfimou kontrolou zkouSejiciho bude zapojen do pouZivani
hodnoceného pfipravku, jak o tom uvazuje protokol

(c) ZkouSejici, prostfednictvim povéfeného farmaceuta,
povede Uplny a pfesny zdznam o doru€eni a vydani hodnoceného
pfipravku nebo jinych pfipravk dodanych do studie.

(d) Po dokonCeni studie Ci pfi jejim pfedéasném ukonéeni
bude vracen veSkery nespotfebovany hodnoceny pfipravek,
slouCeniny, zafizeni, vybaveni poskytnuté Chiltern nebo
zadavatelem a materidly souvisejici se studii dodané
zdravotnickému zafizeni a zkouSejicimu zadavatelem ¢i Chiltern
nebo jejich jménem v souladu s protokolem a podle pokynu Chiltern,
aniz by tim zdravotnickému zafizeni ¢i zkousejicimu vznikly
jakékoliv naklady. Pokud si spoleénost Chiltern vyzada od
zdravotnického zafizeni vraceni vybaveni, jez mu bylo poskytnuto
spolecnosti Chiltern nebo Zadavatelem, zdravotnické zafizeni toto
vybaveni vrati do dvou (2) mésicu od vzneseni pozadavku.

(e) Zdravotnické zafizeni a zkouSejici potvrzuiji, ze hodnoceny
pfipravek je svou povahou experimentalni, a proto postupuiji
obezfetné a s pfiméfenou péci pfi pouzivani, manipulaci,
bezpetném ukladani, pfepravé, likvidaci a ulozeni hodnoceného
pfipravku, véetné jakychkoliv jeho derivatl, do samostatné nadoby
a budou dodrZovat jakékoliv pokyny ohledné uvedenych krok.

()

Zdravotnické zafizeni a zkousejici se timto zavazuii:

(i) Ze budou pouzivat nemocniCni lékarnu (dale
Jékarna*), kontaktni osobu i
IR (o JéGmic) pro
pfijem, uchovavani a distribuci hodnoceného

pfipravku,

ze se s hodnocenym pfipravkem naklada v
souladu se spravnou |ékarenskou praxi, spravnou
praxi pro uchovavani a distribuci podle zakona ¢.

378/2007 Sb., o légivych pfipravcich ve znéni

nafizeni €. 226/2008 Sb., o spravné klinické praxi a

podrobnych  podminkach  klinickych — hodnoceni

léCivych pfipravkl a v souladu s nafizenim ¢.

229/2008 Sb., 0 vyrobé a distribuci léCivych pfipravku,

vCetné soucasnych vyjimek.
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(9)

Institution will be provided, under a separate Equipment
Loan agreement, by third party providers with the
following equipment for use by Institution for Study
(-Equipment”):

(i) ECG machine (including electrodes) will be
provided to the Institution free of charge, properly
packaged and labeled, to be used solely for the
purposes of the conduct of the Study;

(ii) Laboratory Kits will be provided to the Institution free
of charge, properly packaged and labeled, solely for the
purposes of the conduct of the Study.

(iii) Urine Analysis Kits will be provided to the Institution
free of charge, properly packaged and labeled, solely
for the purposes of the conduct of the Study.

(iv) Pregnancy Test Kits will be provided to the
Institution free of charge, properly packaged and
labeled, solely for the purposes of the conduct of the
Study.

(v) Electronic devices (e.g. tablet, smartphone) will be
provided to the Institution free of charge, properly
packaged and labeled, solely for the purposes of the
conduct of the Study.

(vi) Temperature logger will be provided to the
Institution free of charge, properly packaged and
labeled, solely for the purposes of the conduct of the
Study.

(vii) 10 g monofilament will be provided to the Institution
free of charge, properly packaged and labeled, solely
for the purposes of the conduct of the Study.

(viii) Refrigerated cooled incubator will be provided to
the Institution free of charge, properly packaged and
labeled, solely for the purposes of the conduct of the
Study.

(h) Equipment loan conditions are set in a separate Equipment
Loan Agreement.

8. REPORTING STUDY DRUG SAFETY
Study Drug safety reporting shall be conducted strictly as per
Protocol and ICH-GCP

9. DEREGISTRATION

(a) Institution, on behalf of itself and its Research Staff, and
Investigator each represent and warrant that neither it/he/she, nor
any other person retained by it/he/she to perform the Study
pursuant to this Agreement (i) has previously been “struck-off’,
debarred, deregistered or otherwise had it/his/her right to conduct
clinical studies revoked by any national, foreign or international
authority/organization, (i) is aware of the initiation of any

=)
=)

Zdravotnické zafizeni obdrzi, formou smlouvy o vypujcce,
od poskytovatell, ktefi jsou tfeti stranou, nasledujici
vybaveni, které bude zdravotnické zafizeni pouZivat ve
studii (dale ,vybaveni‘):

(i) Pristroj EKG (vCetné elektrod) bude poskytnut
zdravotnickému zafizeni zdarma, fadné oznaceny a
zabaleny, vylu€né k pouziti pro Ucely provadéni studie;

(i) Laboratorni sady budou poskytnuty zdravotnickému
zafizeni zdarma, fadné zabalené a oznagené, vyluéné pro
Ucely provadéni studie.

(iii) Sady pro analyzu moci budou poskytnuty
zdravotnickému zafizeni zdarma, fadné zabalené a
oznacené, vyluéné pro Ucely provadéni studie.

(iv) Sady pro t&hotensky test budou poskytnuty
zdravotnickému zafizeni zdarma, fadné zabalené a
oznaceng, vylucné pro Ucely provadeéni studie.

(v) Elektronicka zafizeni (napf. tablet, smartphone)
budou zdravotnickému zafizeni poskytnuta zdarma, fadné
zabalena a oznacena, vyluéné pro ucely provadéni studie.
(vi) Zafizeni pro zaznam teploty bude zdravotnickému
zafizeni poskytnuto zdarma, fadné zabalené a oznacené,
vylucné pro Ucely provadéni studie.

(vii) 10g monofilamentum bude zdravotnickému
zafizeni poskytnuto zdarma, fadné zabalené a oznacené,
vyluéné pro Ucely provadéni studie.

(vii)  Chlazeny inkubator bude zdravotnickému
zafizeni poskytnut zdarma, fadné zabaleny a oznaceny,
vylucné pro Ucely provadéni studie.

(h) Podminky vypUjcky vybaveni jsou stanoveny v samostané
smlouvé o vyplijcce.

8. HLASENi __ TYKAJiCi BEZPECNOSTI
HODNOCENEHO PRIPRAVKU
HI&Seni tykajici se bezpecCnosti hodnoceného pfipravku se provadi

pfisné podle protokolu a ICH-SKP

SE

9. ZRUSENIi REGISTRACE

(a) Zdravotnické zafizeni svym jménem a jeho vyzkumny
personal a zkousejici kazdy individualné ujistuji a zaruCuiji, ze nikdo
Z nich ani zadn4 jina osoba, kterou najali k provedeni studie podle
této smlouvy, (i) nebyli pfedtim ,vySkrtnuti*, nebyl jim zakazan vykon
povolani, zruSena registrace ani nebyli jinak zbaveni svého prava
provadét klinické studie Zadnym narodnim, zahraniCnim nebo
mezinarodnim organem/organizaci, (ii) nejsou si védomi zahajeni
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proceedings involving his/her disqualification, deregistration or
debarment, or (iii) has been charged with crimes resulting in the
revoking of such right. Institution, on behalf of itself and its
Research Staff, and Investigator shall inform Chiltern without
delay should any revocation, deregistration or debarment be
announced during the Study.

10. AUDIT, MONITORING AND INSPECTION
(a) Institution and Investigator shall cooperate with Chiltern,
Sponsor, and any governmental or regulatory authorities in their
efforts to monitor, audit, or inspect the progress of the Study at
Institution. Authorized representatives of Chiltern and Sponsor
shall have the right, upon reasonable advance notice, and during
regular business hours, to:
(i) examine and inspect Institution and Investigator's
facilities used for the performance of the Study;
(i) inspect and copy all data and work products related
to the Study; and
(i) examine source documents and other medical
records of Study patients reasonably necessary to
monitor the Study, based on patients” consets.

(b) In the event Institution or Investigator receives notice
that Institution or Investigator shall be the subject of an
investigation or audit by any governmental or regulatory authority
for this Study, the Party receiving such notice shall notify Chiltern
immediately. In the event the Party does not receive prior notice
of said investigation or audit, the Party shall notify Chiltern as
soon as practicable after receiving knowledge of said
investigation or audit. Institution or Investigator will provide
Chiltern and Sponsor copies of all Study specific materials,
external correspondence, statements, forms and records that
Institution or Investigator receives, obtains or generates pursuant
to any such investigation, including providing Chiltern and
Sponsor a reasonable opportunity to comment in advance on any
correspondence related to the Study generated by Institution or
Investigator to the appropriate authority.

(c) Institution and/or Investigator shall promptly correct all
errors identified by Sponsor, Chiltern or their representatives
during any audit, as well as any items that are identified as being
non-compliant with the Protocol, ICH-GCP Guidelines or with
Investigator’s obligations under this Agreement.

(d) The Parties undertakes to protect the personal data of Study
patients, received in connection with the conduct of the Study.

Zadnych fizeni ohledné jejich diskvalifikace, zruSeni registrace nebo
zakazu vykonu povoleni ani (iii) nebyli obvinéni z trestného ¢inu, coz
by mélo za nésledek zruSeni takového prava. Zdravotnické zafizeni
svym jménem a jeho vyzkumny personél a zkouSejici jsou povinni
neprodlené informovat Chiltern, pokud by doSlo k jakémukoliv
takovému zbaveni prava, zruSeni registrace nebo zékazu vykonu
povoleni v pribéhu studie.

10.  AUDIT, MONITOROVANi A KONTROLA
(a) Zdravotnické zafizeni a zkouSejici spolupracuiji s Chiltern,
zadavatelem a jakymikoliv viadnimi ¢i regulanimi organy v jejich
Usili o monitorovani, audit nebo kontrolu pokroku studie ve
zdravotnickém zafizeni. Oprévnéni zastupci Chiltern a zadavatele
maji pravo na zakladé oznameni doruéeného s pfiméfenym
pfedstihem a béhem normalini pracovni doby, aby:
(i) provéfili a zkontrolovali vybavenost zdravotnického
zarfizeni a zkousejiciho pouZité pro provadéni studie;
(i) zkontrolovali v8echny Udaje a pracovni pfipravky
tykajici se studie a pofidili jejich kopie a
(i) provéfili zdrojovou dokumentaci a jiné zdravotni
zaznamy pacientl ve studii pfiméfené nezbytné pro
monitorovani studie na zakladé souhlasu pacientd.

(b) V pfipadé, Ze zdravotnické zafizeni nebo zkousSejici obdrzi
oznameni, Ze je zdravotnické zafizeni ¢i zkouSejici povinen podrobit
se Setfeni nebo auditu ze strany jakéhokoliv vladniho nebo
regulacniho organu v ramci této studie, smluvni strana, jiZ je takové
oznameni doruCeno, o tom neprodlené informuje Chiltern. V
pfipadé, Ze smluvni strana neobdrZzi pfedchozi ozndmeni o
uvedeném Setfeni nebo auditu, smluvni strana o tom co nejdfive
informuje Chiltern poté, kdy se o uvedeném Setfeni & auditu
dozvédéla.  Zdravotnické zafizeni nebo zkouSejici poskytnou
Chiltern a zadavateli kopie vSech specifickych studijnich materiald,
externi korespondence, prohlaseni, formulaill a zaznamd, které
obdrzi, ziska nebo vytvofi zdravotnické zafizeni nebo zkou3ejici
podle jakéhokoliv takového Setfeni, rovnéz tak poskytne Chiltern a
zadavateli pfiméfenou moznost vyjadiit se pfedem k jakékoliv
korespondenci  vytvofené  zdravotnickym  zafizenim  nebo
zkousSejicim pro pfislusny organ vztahuijicich se k této studii.

() Zdravotnické zafizeni a/nebo zkouSejici neprodlené
odstrani vSechny chyby odhalené zadavatelem, Chiltern nebo jejich
pfislusnymi zastupci béhem jakéhokoliv auditu a dale jakékoliv
polozky, které budou odhaleny jako nesouhlasici s protokolem,
pokyny |ICH-SKP nebo s povinnostmi zkouSejiciho podle této
smlouvy.

(d) Smluvni strany se zavazuiji chranit osobni Udaje pacientu ve
studii ziskané v souvislosti s provadénim studie.
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1. PUBLICATION

(a) All data or results arising out of the performance of this
Study shall be considered Information as defined above and shall
not be used for the commercial benefit of Institution or
Investigator.

(b) Any and all data resulting from the Study will not be
presented or published in any form or media by the Institution,
Investigator or Research Staff without the prior written consent of
Sponsor which consent maybe as directed within the Protocol.

12. DATA AND REPORTS

Institution and/or Investigator shall submit all data, reports,
queries, and other requested information in a timely manner.
Institution and/or Investigator shall maintain Study reports as
required by the Protocol and Instructions. Institution and
Investigator agree to provide Chiltern with the data called for in
the Protocol via the appropriate electronic data capture system in
accordance with the schedule communicated by Chiltern and in
compliance with the Electronic Access Terms and Conditions
attached hereto as Exhibit A and incorporated by reference into
this Agreement.

13. INTELLECTUAL PROPERTY

(a) Any inventions or discoveries (whether patentable or
not), innovations, suggestions, ideas, work product, results and
reports made or developed by Institution, Investigator and/or
Research Staff during the course of this Study shall be promptly
disclosed to Sponsor and shall become the exclusive property of
Sponsor.  Institution and Investigator hereby assign and shall
ensure all Research Staff assign all right, title, and interest in and
to such inventions or discoveries (whether patentable or not),
innovations, suggestions, ideas, work product and reports, and all
intellectual property rights with respect thereto, to Sponsor, free
and clear of all liens, claims, and encumbrances. All such
property is intended to be the result of “work for hire” for the
benefit of Sponsor. Upon Sponsor's request, and at Sponsor’s
sole cost and expense, Institution, within its resources, and
Investigator shall take (and shall ensure that Research Staff take)
such actions as Sponsor deems necessary or appropriate to
perfect Sponsor’'s exclusive ownership of such property and
obtain patent or other proprietary protection in Sponsor's name
with respect to any of the foregoing.

(b) Neither Chiltern nor Sponsor shall transfer to Institution
or Investigator (or Research Staff) by operation of this Agreement

1. PUBLIKACE

(a) V8echny U(daje nebo vysledky vznikle na zakladé
provadéni této studie se povazuji za informace definované shora a
nepouziji se ke komerénimu prospéchu zdravotnického zafizeni
nebo zkousejiciho.

(b) Jakékoliv a vSechny udaje vyplyvajici ze studie nebudou
prezentovany ani zvefejnény zdravotnickym zafizenim, zkouSejicim
nebo vyzkumnym personalem v zadné formé ani na zadném médiu
bez piedchoziho pisemného souhlasu zadavatele, pficemz takovy
souhlas muze byt v ramci protokolu nafizen.

12.  UDAJE A ZPRAVY

Zdravotnické zafizeni a/nebo zkouSejici predlozi v€as vSechny
Udaje, zpravy, dotazy a jiné pozadované informace. Zdravotnické
zafizeni a/nebo zkouSejici uchovavaji studijni zprévy podle
pozadavku protokolu a pokynd. Zdravotnické zafizeni a/nebo
zkouSejici souhlasi s tim, Ze poskytnou Chiltern udaje poZadované
v protokolu prostrednictvim vhodného elektronického systému
zachytu udajl v souladu s ¢asovym planem sdélenym Chiltern a ve
shodé s podminkami elektronického pfistupu, které jsou pfipojeny k
této smlouvé jako Pfiloha A a jsou odkazem do této smlouvy
v€lenény.

13. DUSEVNI VLASTNICTVI

(a) Jakékoliv vynalezy nebo objevy (at iz jsou patentovatelné
¢i nikoliv), inovace, navrhy, napady, pracovni pfipravky, vysledky a
zpravy vyrobené €i vyvinuté zdravotnickym zafizenim, zkouSejicim
a/nebo vyzkumnym personalem v priibéhu této studie, musi byt
neprodlené zpfistupnény zadavateli a stavaji se vylutnym majetkem
zadavatele. Zdravotnické zafizeni a zkouSejici timto postupuji a
zajisti, ze veSkery vyzkumny persondl postoupi vSechna prava,
pravni narok a podil k takovym vynalezim nebo objevim (at'jiZ jsou
patentovatelné ¢i nikoliv), inovacim, navrhiim, napadiim a zpravam
a veSkerd prava k duSevnimu vlastnictvi v souvislosti s nimi
zadavateli, a to zdarma a bez vSech zadrzovacich prav, narokl a
bfemen. Ma se za to, Ze veSkery takovy majetek je vysledkem
,najemné prace* ve prospéch zadavatele. Na zakladé Zadosti
zadavatele a na vyhradni uéet a naklady zadavatele zdravotnické
zafizeni dle svych moznosti a zkouSejici podnikaji takové kroky
(zajisti, aby je podnikl vyzkumny personal), které zadavatel povazuje
za nezbytné nebo vhodné pro bezvadné vyluéné vlastnictvi
zadavatele takového majetku a pro ziskani patentu nebo jiné
vlastnické ochrany jménem zadavatele v souvislosti s jakymkoliv
shora uvedenym vlastnictvim.

(b) Ani Chiltern ani zadavatel nepfevadi na zdravotnické

zafizeni nebo zkousejiciho (nebo vyzkumny personal) plsobenim
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or by any other means any patent right, copyright or other
proprietary or property right of Sponsor.

(c) Study Drug is and shall remain the sole property of
Sponsor. The transfer of physical possession of the Study Drug
hereunder, and/or the possession or use of the Study Drug by
Institution and Investigator, shall neither constitute nor be
construed as a sale, lease, or offer to sell or lease the Study Drug
or other transfer of title in or to the Study Drug.

14, INDEMNITY, LIABILITY AND INSURANCE

(a) Chiltern and Sponsor shall not be responsible for any loss or
the third-party claim resulting from negligence, wilful misconduct,
or other breach of this Agreement by Institution, Investigator or
Research Staff. To the extent permissible by law, the Institution
and Investigator shall indemnify, defend and hold Chiltern and
Sponsor harmless from any loss or thirdparty claim resulting from
the Institution, Investigator or Research Staff's negligence, willful
misconduct, or their breach of this Agreement

Chiltern shall indemnify, defend and hold Institution and
Investigator harmless from any loss or the thirdparty claim
resulting from its own negligence, willful misconduct, or breach of
this Agreement.

(b) Institution and Investigator undertake to:

(i) notify Chiltern and Sponsor promptly of any action or
negligence which can result in claims against
Sponsor,  Chiltern, Institution, Investigator or
Research Staff, in relation to the Study, or of filing of
such claim; and

(ii) fully cooperate with Sponsor and/or Chiltern to
determine the actions in the cases referred to above,
and take no action that could harm the interests of
Sponsor in Chiltern.

(c) Sponsor maintains in full force and effect throughout the
performance of the Study:

o General Liability Insurance with a limit not less than €
5.000.000,00 (five million euro) per occurrence and per
year;

o Clinical Trial liability insurance as required by national
law.

In case National law does not include Investigator and all
Research Staff Professional liability within Sponsor

této smlouvy ani Zadnymi jinymi prostfedky zadné patentové pravo,
autorské pravo ani jiné vlastnické &i majetkové pravo zadavatele.

(c) Hodnoceny pfipravek je a zistava vyluénym majetkem
zadavatele. Prevod fyzické drzby hodnoceného pfipravku podle této
smlouvy alnebo drzba ¢i pouziti hodnoceného pfipravku
zdravotnickym zafizenim a zkousejicim nezaklada prodej, pronajem
¢i nabidku prodeji &i prondjmu hodnoceného pfipravku nebo jiny
pfevod pravniho titulu k hodnocenému pfipravku nebo pravniho
naroku na néj a ani jej takto nelze vykladat.

14. ODSKODNENI, ODPOVEDNOST A POJISTENI

(a) V rozsahu povoleném zakonem, Zdravotnické zafizeni a
zkouSejici odSkodni, ochrani a obhdji spoleCnost Chiltern a
zadavatele prfed jakoukoli pfipadnou ztratou nebo narokem
uplathovanym tfeti stranou vyplyvajici z nedbalosti, Umysiného
nespravného jednani, nebo Umysiného poruseni této Smlouvy ze
strany Zdravotnického zafizeni, ZkouSejiciho nebo Vyzkumného
persondlu. Spole€nost Chiltern od3kodni, ochrani a obhaji
Zdravotnické zafizeni a ZkouSejiciho pred jakoukoli pfipadnou
ztadtou nebo narokem uplatiovanym fteti stranou vyplyvajici z
nedbalosti, Umysiného nespravného jednani, nebo umysiného
poruseni této Smlouvy ze strany spole¢nosti Chiltern.

(b) Zdravotnické zafizeni a zkouSejici se zavazuii, ze:

(i) budou neprodlené informovat Chiltern a zadavatele o
jakékoliv Einnosti nebo nedbalosti, ktera mize vést k
Zalobé proti zadavateli, Chiltern, zdravotnickému
zafizeni, zkouSejicimu nebo vyzkumnému personalu v
souvislosti se studii nebo o podani takové zaloby a

(i) budou plné spolupracovat se zadavatelem a/nebo
Chiltern na uréeni krok( ve shora uvedenych pfipadech
a Ze nepodniknou z&dnou c¢innost, kterd by mohla
poskodit zajmy zadavatele nebo Chiltern.

(c) Zadavatel udrzuje plné platné a Ucinné v pribéhu provadéni
studie:

e pojisténi obecné odpovédnosti s limitem nejméné
5000 000,00 € (pét miliond euro) na pojistnou udalost a
na rok;

e pojisténi odpovédnosti pro klinické hodnoceni, jak to
pozaduje narodni zakon.

V pfipadé, ze nérodni zakon nezahrnuje pojisténi odpovédnosti pfi
vykonu povolani zkou$ejiciho a vekerého vyzkumného personalu
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Clinical Trial liability insurance, then the Sponsor will
manage to provide for it.

Insurance policy is a part of this Agreement as Attachment C.

(d) Investigator and all Research Staff have such current licenses
(e. g. Medical license) and registrations required for providing
health care services.

(e) In case it will not be possible to include Investigator and all
Research Staff Professional liability within Sponsor Clinical Trial
liability insurance, then the Investigator shall maintain in full force
and effect throughout the performance of the Study professional
insurance in amounts appropriate to cover his/her liability for any
damage which may be caused as a result of fault or negligence of
Investigator or Research Staff in the performance of the Study.

Proof of such insurance shall be provided to Chiltern or Sponsor
upon request.

(f) Institution shall maintain in full force and effect throughout the
performance of the Study general liability insurance with limit not
less than € 1.000.000,00 (one million euro) per occurrence and
per year in amounts appropriate to cover its liability for any
damage which may be caused as a result of fault or negligence of
Institution or Research Staff when providing health care services.
Proof of such insurance shall be provided to Chiltern or Sponsor
upon request.

do pojisténi odpovédnosti pro klinické hodnoceni zadavatele, pak
zadavatel zajisti jeho zfizeni.

Pojistna smlouva bude nedilnou soucasti této smlouvy, jako jeho
Pfiloha C.

(d) ZkouSejici a veSkery vyzkumny persondl maji takové aktualni
licence (napt. licence k vykonu lékarského povolani) a zdravotnické
zafizeni mé registraci k poskytovani zdravotnich sluzeb.

(e) V pfipadé, Zze nebude mozné zahrnout pojisténi odpovédnosti pfi
vykonu povolani zkou$ejiciho a veskerého vyzkumného personalu
do pojisténi odpovédnosti zadavatele pro klinické hodnoceni, pak
zkouSejici bude udrzovat takové pojisténi odpovédnosti pfi vykonu
povolani béhem provadéni studie piné platné a t¢inné v Eastkach
vhodnych pro pokryti jeho odpovédnosti za jakoukoliv kodu, ktera
mUiZe byt zplisobena v disledku chyby nebo nedbalosti zkouSejiciho
nebo vyzkumného personalu pfi provadéni studie.

Dulkaz o takovém pojisténi bude poskytnut Chiltern nebo zadavateli
na pozadani.

() Zdravotnické zafizeni bude udrZzovat pojiSténi obecné
odpovédnosti plné platné a Gcinné v pribéhu provadéni studie s
limitem nejméné 1 000 000,00 € (jeden milién euro) na pojistnou
udalost a na rok v ¢astkach vhodnych pro pokryti jeho odpovédnosti
za jakoukoliv Skodu, ktera muze byt zpusobena v disledku selhani
¢i nedbalosti zdravotnického zafizeni nebo vyzkumného personalu
pfi poskytovani zdravotnich sluzeb. Dikaz o takovém pojisténi bude
poskytnut Chiltern nebo zadavateli na pozadani.

(b) The approved payments for the Study and related
services to be conducted by Institution and Investigator are
provided for in the budget attached hereto as Exhibit B and
incorporated by reference herein (“Exhibit B”). The payments
noted in Exhibit B include all applicable overheads due to any
Party or entity as result of or in connection with the Study.
Institution and Investigator acknowledge that Chiltern will not be

15. PAYMENTS 15. PLATBY
(a) All payments will be made payable to the following payee | (a) V$echny platby budou splatné ve prospéch nasledujiciho

(“Payee”) in accordance with the fee split delineated in pfijemce plateb (dale ,pfijemce plateb®) v souladu s

Exhibit B: rozdélenim poplatku, které je uvedeno v Pfiloze B:

Payee Name Payee Address | Payee Tax ID Jméno pfijemce platby Adresa DIC pfijemce
Nemocnice Kyjevska 44, CZ27520536 piijemce platby platby
Pardubického kraje, 532 03 Nemocnice Kyjevska 44, CZ27520536
a.s. Pardubice Pardubického kraje, a.s. | 532 03

Pardubice

(b) Schvalené platby za studii a souvisejici sluzby, které maji
byt provadény zdravotnickym zafizenim a zkouSejicim jsou
rozepsany v rozpoctu pfipojeném k této smlouvé jako Pfiloha B a
zaclenéném odkazem do této smlouvy (dale ,Pfiloha B*). Platby
uvedené v Pfiloze B zahrnuji vSechny pfisludné rezijni naklady
vzniklé jakékoliv smluvni strané nebo pravnické osobé v disledku
studie &i v souvislosti s ni. Zdravotnické zafizeni a zkou$ejici
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held liable for payments until they have been paid by Sponsor for
fees dueto the Institution. ~ Chiltern will use its best efforts to
collect funds from Sponsor in a timely manner to ensure prompt
payment to Payee.

(c) Payments are dependent upon the performance of
procedures in full compliance with the Protocol and this
Agreement, as well as the timely and satisfactory submission of
complete and correct data on the CRFs. The Payee(s) will not be
compensated for any Study patients who were enrolled without a
properly executed ICF, who do not meet the inclusion/exclusion
criteria, or that are deemed violations of or deviations from the
Protocol or this Agreement. Payments are dependent upon the
reports and other information required by this Agreement and the
Protocol being submitted to Chiltern in a timely and satisfactory
manner. Payment for partially completed cases, i.e., early
withdrawals, shall be made on a pro-rata basis for Services
performed according to Exhibit B. Notwithstanding the foregoing,
if this Agreement is terminated by Chiltern or Sponsor due to
Institution’s or Investigator’s failure to enroll a Study patient, all
advance payments (unless non-refundable as agreed in this
Agreement) shall be promptly returned to Chiltern.

(d) All payment including Investigator and coinvestigaor
reimbursement shall be paid to the Institution bank account.
Payee shall be responsible for compensating all persons involved
in the conduct of the Study.

(e) Except as expressly provided for in this Agreement and
its exhibits and attachments, no payments will be made to
Institution, Investigator or any other person or entity in connection
with the Study. Payment for any costs outside of this Agreement
and its exhibits and attachments must be approved in advance in
writing by Chiltern.

() If a dispute arises between the Parties in respect of any
part of an invoice, Chiltern shall notify Payee promptly of the
particulars of the dispute, and Chiltern may withhold payment of
the disputed part of the invoice provided that Chiltern and Payee
endeavor promptly and in good faith to resolve the dispute.

(9) Institution and/or Investigator shall not bill any third party
for any Study Drug or other items or services furnished by
Sponsor through Chiltern in connection with the Study, or any
services provided to patients in connection with the Study for
which payment is made as part of the Study, except as may be
specifically authorized by the Exhibit B.

potvrzuji, Ze Chiltern neponese odpovédnost za platby splatnych
poplatkil pro zdravotnické zafizeni, dokud nebudou uhrazeny
zadavatelem. Chiltern vynalozi své nejlepsi Usili na shromazdéni
financnich prostfedkl od zadavatele véas, aby zajistila v€asnou
platbu pfijemci platby.

(c) Platby zavisi na provadéni postupl piné v souladu s
protokolem a touto smlouvou a déle na v€asném a uspokojivém
predkladani Uplnych a spravnych Gdaji na CRF. Prijemce(i) platby
neobdrzi nahradu za zadné studijni pacienty, ktefi byli zafazeni bez
spravné podepsaného formulafe informovaného souhlasu, ktefi
nesplfuji zafazovacilvyluovaci kritéria nebo u nichz se ma za to,
Ze poruduji protokol nebo se odchyluji od této smlouvy. Platby zavisi
na predkladani zprav a dalich informaci pozadovanych toto
smlouvou a protokolem Chiltern véas a uspokojivym zpilsobem.
Platba za &aste¢né dokoncené pfipady, tj. pfed€asna ukonceni, se
provadi pomérmé za provedené sluzby podle Pfilohy B. Pokud bude
tato smlouva ukonéena Chiltern nebo zadavatelem kvdli tomu, Ze
zdravotnické zafizeni nebo zadavatel nedokéazali zaradit studijniho
pacienta, pak bez ohledu na shora uvedena ustanoveni musi byt
vSechny zalohové platby (pokud neptijde o nerefundovatelné platby
odsouhlasené v této smlouvé) neprodlené vraceny Chiltern.

(d) Veskeré platby vCetné odmén  zkoudejicim a
spoluzkouSejim budou uhrazeny vyhradné na ucet zdravotnického
zarizeni. Prijemce plateb odpovida za vyplatu odmén v§em osobam
podilejicim se na provadéni studie.

(e) Pokud neni v této smlouvé a v jejich pfilohach a dodatcich
vyslovné uvedeno jinak, nebudou ve prospéch zdravotnického
zafizeni, zkouSejiciho nebo Zadné jiné fyzické i pravnické osoby v
souvislosti se studii provedeny Zz&dné platby. Platba za jakékoliv
naklady nad ramec této smlouvy a jejich pfiloha a dodatkd musi byt
pfedem schvalena pisemné Chiltern.

() Pokud dojde ke sporu mezi smluvnimi stranami ohledné
jakékoliv Casti faktury, Chiltern oznédmi neprodlené pfijemci platby
podrobnosti sporu a Chiltern mlZe zadrZzet vyplatu sporné Easti
faktury s tim, Ze Chiltern a pfijemce platby vynalozi neprodlené a v
dobré vife Usili na vyfeSeni sporu.

(9) Zdravotnické zafizeni a/nebo zkouSejici nefakturuji zddné
tfeti strané za hodnoceny pfipravek nebo jiné polozky ¢i sluzby
poskytované zadavatelem prostfednictvim Chiltern v souvislosti se
studii nebo za jakékoliv sluZby poskytované pacientim v souvislosti
se studii, za néZ se provadi platba v rdmci studie, s vyjimkou pfipadl
konkrétné povolenych v Pfiloze B.

Angelini 41199 Czech Rep Institution Investigator CTA_Nem.Pardubice [JJJJll_Vversion 1_final_23Nov2018

Page 12 of 25



Protocol Ref: 039(1)PO16357
CilCode: 41199

Master Template: Version 7, 05 June 2013
Sponsor/Study Approved Template: Version 1, 07Mar2018

16. TERM AND TERMINATION

(a) The term of this Agreement shall begin on the last Party
signature date and and shall come into force on the date of its
publication in the Contract Registry, and shall continue until all
services have been properly completed and all queries resolved,
unless sooner terminated in accordance with this Agreement.

(b) Chiltern, with written authorization from Sponsor,
reserves the right to terminate this Agreement;
(i) upon thirty (30) days written notice to Institution; or
(i) upon immediate effect if Sponsor terminates its
clinical research agreement with Chiltern for the
conduct of the Study; or
(iii) if Investigator has failed to recruit or enroll a sufficient
number of Study patients for participation in the
Study to make it likely that the statistical
requirements applicable to the Study will be met, as
determined by Sponsor.

(c)

Either Party may terminate this Agreement by written notice
to the other Party, which will take effect immediately, if

() the other Party breaches any provisions of this
Agreement, and such breach is not remedied within thirty
(30) days of the breaching Party’s receipt of a written notice
requesting such a remedy;

(ii) either Party reasonably considers that risk to the Study
patients associated with continuation of the Study becomes
unacceptable for scientific or Study patients safety and
welfare reasons;

(iiiy any relevant certificate, authorization, approval or
exemption for conducting the Study is revoked, suspended
or expires without renewal; or

(iv) Investigator becomes unable to work for the Study and
no replacement of him/her acceptable to Sponsor or Chiltern
is available in accordance with the Replacement section
hereunder.

(d) Immediately upon receipt of a notice of termination of
this Agreement, Investigator shall, to the extent required
by ICH-GCP, cease entering patients into the Study,
shall cease conducting procedures to the extent
medically permissible on Study patients already entered
into the Study and shall refrain from incurring additional
costs and expenses to the extent possible.

In the event of termination of this Agreement, the sum
payable under this Agreement shall be limited to

(e)

16.  DOBA PLATNOSTI A UKONCENi SMLOUVY

(a) Smlouva nabyva platnosti dnem podpisu posledni smluvni
stranou a ucinnosti dnem zvefejnéni smlouvy v Registru smluv a
pokracuje, dokud nejsou dokoneny fadné vSechny sluzby a
vyfeSeny vSechny dotazy, pokud nebude dfive ukonéena v souladu
s touto smlouvou.

(b) Chiltern si na zékladé pisemného opravnéni od zadavatele
vyhrazuje pravo ukongit tuto smlouvu:
(i) formou pisemné vypovédi se Ihltou tficet (30) dni
dorucené zdravotnickému zafizeni,
(i) s okamzitou Ucinnosti, pokud zadavatel ukon¢i smlouvu
o klinickém vyzkumu s Chiltern na provadéni studie,
nebo
(iii) pokud zkouSejici nedokazal provést nabor i zafadit
dostateCny poCet pacientl ve studii k U¢asti ve studii,
aby bylo pravdépodobné, Ze statistické pozadavky
platné pro studii budou spinény, jak to dfive urgil
zadavatel.

Kterakoliv smluvni strana mu0ze ukonéit tuto smlouvu
pisemnym oznamenim doru¢enym druhé smluvni strang, které
bude okamzité uéinné, pokud

(c)

(i) druhd smluvni strana porusi jakékoliv ustanoveni této
smlouvy a takové porueni nebude odstranéno béhem tficeti
(30) dnd od doby, kdy smluvni strana, ktera se dopustila
poruSeni, obdrZi pisemné oznameni, jez takovou napravu
pozaduije;

(i) kterakoliv smluvni strana ma opravnéné za to, Ze se riziko
pro pacienty ve studii spojené s pokraéovanim studie stava
nepfijatelnym z védeckych divodi nebo kvlli bezpecnosti
pacientu €i pro jejich blahobyt;

(iii) je zruSen jakykoliv dulezity certifikat, opravnéni, souhlas
nebo vyjimka pro provadéni studie, jeho platnost je
pozastavena i vyprsi bez obnovy; nebo

(iv) ZkouSejici nebude schopen pracovat pro studii a nebude k
dispozici za néj Zadna nahrada piijatelna pro zadavatele nebo
Chiltern v souladu s odstavcem o nahradé uvedenym nize.

(d) Bezprostfedné po doruCeni ozndmeni o ukonCeni této
smlouvy zkouSejici v rozsahu pozadovaném ICH-SKP
ukonéi zadavani pacientd do studie, pfestane provadét
vykony na studijnich pacientech jiz zafazenych do studie v
medicinsky povoleném rozsahu a zastavi vznik
dodate¢nych nakladu a vydaji v mozném rozsahu.

(e)

V pfipadé ukonceni této smlouvy se splatna suma podle
této smlouvy omezi na pomérné poplatky na zakladé
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prorated fees based on actual work properly and timely
performed through the date of termination pursuant to
the Protocol as determined in accordance with Exhibit B.
Any funds not due Payee(s) but already paid to Payee
shall be returned to Chiltern within thirty (30) days of the
site close-out visit by Chiltern.

17. REPLACEMENT

a. In the event that Investigator becomes either unwilling or
unable to perform the duties required by this Agreement,
Institution and Investigator will cooperate, in good faith and
expeditiously, to find a replacement investigator with similar
qualifications acceptable to Sponsor and Chiltern; however
Investigator shall continue to be bound by the provisions herein
relating to Confidentiality, Deregistration, Publication, Intellectual
Property, Indemnity, Liability and Insurance notwithstanding his
or her replacement hereunder.

b. In the event a substitute acceptable to Sponsor and
Institution is not found within a reasonable time period, this
Agreement may be terminated in accordance with the Term and
Termination section herein. Institution’s and Investigator's
cooperation in finding an acceptable replacement does not
release them from their obligations to perform this Agreement up
to and including the effective date of termination.

18. RECORD RETENTION
All Essential Documents as defined in ICH-GCP Guidelines will
be retained in accordance with ICH-GCP and the Protocol.

Institution or Investigator must obtain written permission from
Sponsor prior to the destruction of any Study document at any
time. Investigator will contact Sponsor for authorization prior to
the destruction of any essential Study documents or in the event
of accidental loss or destruction of any essential Study
documents. Investigator will also notify Chiltern should he/she
relocate or move the Study related files to a location other than
that specified in the submitted Study documentation.

19. ASSIGNMENT
This Agreement may not be assigned or transferred by Institution
or Investigator without the prior written consent of Chiltern and
Sponsor. Chiltern may assign or transfer this Agreement upon
written notice to Institution. In the event Chiltern assigns or
transfers this Agreement to a third party who will assume all
obligations hereunder, Institution and Investigator shall release
and forever discharge Chiltern and its subsidiaries and affiliates

skuteCné prace fadné a v€asné provedené do dne
ukonceni podle protokolu, jak je uréeno v souladu s
Pfilohou B. Jakékoliv finanéni prostfedky, které nejsou
splatné pfijemci(0m) platby, ale jiz pfijemci platby
zaplaceny byl, se vrati Chiltern do fficeti (30) dnd od
uzaviraci navstévy pracovisté provedené Chiltern.

17.  NAHRADA

a. V pfipadé, Ze se zkouSejici stane bud neochotnym, nebo
neschopnym plnit povinnosti pozadované touto smiouvou,
zdravotnické zafizeni a zkou$ejici budou spolupracovat v dobré vife
a urychlené tak, aby nalezli nahradniho zkousejiciho s podobnymi
kvalifikacemi pfijatelnymi pro zadavatele a Chiltern avsak s tim, ze
zkousSejici je i nadale vazan ustanovenimi této smlouvy tykajicimi se
davérnosti, zruSeni registrace, publikace, duSevniho vlastnictvi,
odSkodnéni, odpovédnosti a pojisténi bez ohledu na jeho nahradu
podle této smlouvy.

b. V pfipadé, ze nebude nalezena nahrada pfijatelna pro
zadavatele a zdravotnického zafizeni v pfiméfeném Casovém
obdobi, tato smlouva mize byt ukonena v souladu s odstavcem
Doba platnosti a ukonéeni podle této smlouvy. Spoluprace
zdravotnického zafizeni a zkouSejiciho pfi hledani pfijatelné
nahrady je nezbavuje povinnosti pinit tuto smlouvu az do data
uéinnosti ukonceni.

18.  UCHOVANi ZAZNAMU
VSechny vyznamné dokumenty, jak je definuji smérnice ICH-SKP,
budou uchovavany v souladu s ICH-SKP a protokolem.

Zdravotnické zafizeni nebo zkou3ejici musi kdykoliv ziskat pisemné
povoleni od zadavatele pfed zni¢enim jakéhokoliv studijniho
dokumentu.  ZkouSejici bude kontaktovat zadavatele ohledné
opravnéni pfed zniCenim jakychkoliv zasadnich studijnich
dokumentl nebo v pfipadé nahodné ztraty nebo destrukce
jakychkoliv zasadnich studijnich dokumentl. ZkouSejici bude
rovnéz informovat Chiltern, pokud pfemisti nebo prestéhuje soubory
tykajici se studie na jiné misto, nez je uvedeno v predloZzené studijni
dokumentace.

19. POSTOUPENi
Tato smlouva nesmi byt postoupena ani pfevedena zdravotnickym
zafizenim nebo zkou$ejicim bez pfedchoziho pisemného souhlasu
Chiltern a zadavatele. Chiltern muze postoupit nebo prevést tuto
smlouvu na zakladé pisemného ozndmeni doruCeného
zdravotnickému zafizeni. V pfipadé, Ze Chiltern postoupi nebo
pfevede tuto smlouvu na tfeti stranu, ktera pfevezme vSechny
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from any and all liabilities and obligations of Chiltern arising under
the Agreement from and after the effective date of such
assignment.

20. INDEPENDENT CONTRACTOR

Each of the parties to this Agreement shall act as an independent
contractor and not be interpreted, on any basis, as an appointee,
employee, servant or representative of the other party.
Accordingly, the employee(s) of one Party shall not be regarded
as employee(s) of the other Party and none of the Parties shall
conclude a contract or agreement with a third party the meaning
of which obligates or binds the other contractual Party. For the
avoidance of doubt Chiltern shall not be liable to Payee for any
employer related taxes.

21. PUBLICITY

Neither Institution nor Investigator shall disclose the existence of
this Agreement or its/his/her association with Chiltern or Sponsor
without the express written approval of the Party whose name is
the subject of the potential disclosure, except as required by law.

22. GOVERNING LAW
This Agreement shall be construed in accordance with the laws of
Czech Republic without regard to its conflict of laws provisions.

23. SURVIVAL

Provisions herein regarding Confidentiality, Deregistration,
Audits, Monitoring and Inspection, Publication, Intellectual
Property, Indemnity, Liability and Insurance, Record Retention,
Assignment, and Governing Law shall survive upon expiration or
termination of this Agreement.

24, MISCELLANEOUS

a. This Agreement, and any and all exhibits, attachments,
etc., constitutes the entire agreement among the Parties
regarding the Study and supersedes all prior and
contemporaneous agreements and understandings, whether
written or oral.

b. This Agreement, and any and all exhibits, attachments,
etc., may be modified only by written Amendment signed by the
Parties hereto.

c. If any provision of this Agreement conflicts with the law
under which this Agreement is to be construed or if any such

smluvni zavazky podle této smlouvy, zdravotnické zafizeni a
zkousSejici uvolni a navzdy zbavi Chiltern a jeji dcefiné a pfidruzené
spoleénosti jakychkoliv a vSech zéavazkd a povinnosti Chiltern
vyplyvajicich podle smlouvy ode dne U¢innosti takového postoupeni
a poté.

20. NEZAVISLY DODAVATEL

Kazda se stran této smlouvy jedna jako nezavisly dodavatel a na
zadném zakladé nebude povazovana za povéfence, zaméstnance,
sluzebnika nebo zastupce druhé strany. V souladu s tim se
zaméstnanec(i) jedné smluvni strany nepovazuje za zaméstnance
druhé smluvni strany a zadna ze smluvnich stran neuzavira smlouvu
¢i dohodu s tfeti stranou v tom smyslu, Ze by zavazovala nebo
znamenala povinnosti pro druhou smluvni stranu. Aby se zabranilo
pochybnostem, Chiltern neodpovida pfijemci platby za Zadné dané
tykajici se zaméstnavatele.

21. PUBLICITA

Zdravotnické zafizeni ani zkouSejici nezvefejni existenci této
smlouvy ani své spojeni s Chiltern &i zadavatelem bez vyslovného
pisemného souhlasu smluvni strany, jejiz jméno je pfedmétem
potencialniho zpfistupnéni, s vyjimkou pfipadu, kdy zakon vyzaduje
jinak.

22.  ROZHODNE PRAVO )
Tato Dohoda se vykldda v souladu s prévnimi pfedpisy Ceské
republiky bez ohledu na jakykoli stiet zakonnych ustanoveni.

23.  PRETRVANI

Ustanoveni uvedena v této smlouve, jez se tykaji divérnosti, zruSeni
registrace, auditd, monitorovani a kontroly, publikace, duSevniho
vlastnictvi, odSkodnéni, odpovédnosti a pojisténi, uchovavani
zaznam( a rozhodného prava pfetrvavaji po vyprseni platnosti této
smlouvy nebo jejim ukonceni.

24.  RUZNE

a. Tato smlouva a vSechny a jakékoliv jeji pfilohy, dodatky
atd. pfedstavuji celou smlouvu mezi smluvnimi stranami ohledné
studie a je nadfazena véem predchozim a sou¢asnym smlouvam a
ujednanim, at jiz pisemnym, nebo ustnim.

b. Tato smlouva a jakékoliv a vSechny pfilohy, dodatky atd.
mlze byt upravena pouze pisemnym dodatkem podepsanym
smluvnimi stranami.

c. Pokud bude jakékoliv ustanoveni této smlouvy v rozporu se
zakonem, podle néjz se ma tato smlouva vykladat, nebo bude-li
jakékoliv takové ustanoveni soudem shledano neplatnym, takové
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provision is held invalid by a court, such provision shall be
deemed to be restated to reflect as nearly as possible the original
intentions of the Parties in accordance with applicable law and the
remainder of this Agreement shall remain in full force and effect.

d. Waiver or forbearance by any Party with respect to a
breach of any provision of this Agreement or any applicable law
shall not be deemed to constitute a waiver with respect to any
subsequent breach of any provision hereof.

e. If any dispute, controversy or claim arises out of this
Agreement, the Parties agree that they will attempt in good faith
to resolve the matter through negotiations. If negotiations fail to
resolve the dispute, controversy or claim, the Partymay submit the
matter to an appropriate court in the Czech Republic for
resolution.

f. This Agreement shall be binding upon the Parties,
successors, and permitted assigns.
g. Any notice required or permitted to be given hereunder

by any Party hereto shall be in writing and shall be deemed given
on the date received if delivered personally, by recognized
overnight courier, or five (5) days after the date postmarked if sent
by registered or certified, mail, return receipt requested postage
prepaid, to the following address:

If to Chiltern:
Chiltern International s.r.o., Business Centrum Zalesi, building
A2, Pod Visiovkou 1661/31, PSC 140

00 Praha 4 — Kr¢, Czech Republic

If to Institution:
Nemocnice Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Czech Republic

If to Investigator:
doc. MUDr. Edvard Ehler, CSc., Nemocnice Pardubického
kraje, a.s., Kyjevska 44, 532 03 Pardubice, Czech Republic

If to Sponsor:

Angein 5 . I
I

Any Party may change its notice address and/or contact person
by giving notice of same in the manner herein provided. For the
avoidance of doubt, an amendment to this Agreement will not be
required in order to provide notice of a change of address, bank
account details and/or, except in the case of Investigator, change

ustanoveni bude povaZzovano za pfeformulovang, aby odrazelo v
maximalni mozné mife ptvodni Umysly smluvnich stran v souladu s
platnym zakonem, a zbytek této smlouvy zlstane pIné platny a
ucinny.

d. Zteknuti se opravnych prostfedki v pfipadé poruSeni
jakéhokoliv ustanoveni této smlouvy nebo jakéhokoliv platného
zakona €i jeho strpéni kteroukoliv smluvni stranou se nepovazuje za
zfeknuti se opravnych prostfedk( vici jakémukoliv naslednému
poruseni jakéhokoliv ustanoveni této smlouvy.

e. Pokud na zakladé této smlouvy vznikne jakykoliv spor,
rozepre Ci narok, smluvni strany souhlasi s tim, ze se pokusi v dobré
vife zaleZitost vyfesit jednanimi. Pokud jednani spor, rozepfi nebo
narok nevyre$i, smluvni strana mize predloZit zaleZitost k
rozhodnuti pfislusnému soudu v CR.

f. Tato smlouva je zavazna pro smluvni strany, nastupce a
povolené nabyvatele.

g. Jakékoliv ozndmeni, které je podle této smlouvy
pozadovano ¢i povoleno jakoukoliv smluvni stranou, ma pisemnou
podobu a povazuje se za podané v den doruceni, pokud se doruéuje
osobné ¢i uznavanym expresnim kuryrnim pfepravcem, nebo za pét
(5) dnli ode dne pfedani poStovnimu pfepravci, pokud se zasila
doporuéenym dopisem ¢i dopisem s doruCenkou nebo vyplaceng, a
to na nasledujici adresu:

Oznameni ur¢ena Chiltern:

Chiltern International s.r.o., Business Centrum Zalesi, building A2,
Pod Vishovkou 1661/31, PSC 140
00 Praha 4 - Kr¢, Ceska republika

Oznameni uréena Zdravotnickému zafizeni:
Nemocnice Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Ceska republika

Oznameni uréena zkousejicimu:
doc. MUDr. Edvard Ehler, CSc., Nemocnice Pardubickeho kraje,
a.s., Kyjevska 44, 532 03 Pardubice, Ceska republika

Oznameni uréena zadavateli:

Angelini S.p.A, [N
“, ltalie

Kterakoliv smluvni strana miZe zménit svoji doruCovaci adresu
a/nebo kontaktni osobu doruenim oznédmeni v tomto smyslu
zplisobem dale uvedenym v této smliouvé. Aby se predeSlo
pochybnostem, dopinéni této smlouvy se nebude poZadovat k
doru€eni oznameni o zméné adresy, Udaju o bankovnim uctu
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in contact person. An amendment will be required for a change in
Payee name.

h. This Agreement shall not be considered accepted,
approved, or otherwise effective until signed below by all
appropriate Parties. Each of the Parties hereto represents and
warrants that the person signing below on such Party’s behalf has
the authority to enter into this Agreement, and that this Agreement
does not conflict with any existing agreement or obligations of
such Party.

LIST of EXHIBITS:
A. Electronic Access Terms and Condition
B. Budget
C. Insurance — as a separate document

THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK
SIGNATURE PAGE To FoLLow

a/nebo s vyjimkou v pfipadé zkou3ejiciho 0 zméné kontaktni osoby.
Pfi zméné jména pfijemce platby bude dodatek pozadovan.

h. Tato smlouva nebude povaZovana za pfijatou, schvalenou
nebo jinak ucinnou, pokud nebude dale podepsana vSemi
pfisludnymi smluvnimi stranami. Kazda smluvni strana timto
ujistuje a zaruCuje, ze osoba podepisujici nize jménem takové
smluvni strany ma pravomoc tuto smlouvu uzavfit a ze tato smlouva
neni v rozporu s zadnou stavajici smlouvu nebo zavazky takové
smluvni strany.

SEZNAM PRILOH:
A. Podminky elektronického pfistupu
B. Rozpolet
C. Pojisténi — jako samostatny dokument

ZBYTEK TETO STRANKY BYL ZAMERNE PONECHAN PRAZDNY.
NASLEDUJE STRANKA S PODPISY
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Accepted and Agreed:

CHILTERN INTERNATIONAL s.r.0.

Signature:

Printed Name: MUDr.DARIUSZ WALACH

Title: Executive Manager

Date: 14. 1. 2019

Signature:

NEMOCNICE PARDUBICKEHO KRAJE, a.s.

Printed Name: MUDr. Tomas Gottvald
Title: Board of Directors President

Date: 30. 1. 2019

Signature:

Title: Board of Directors member

Date: 30. 1. 2019

doc. MUDr. Edvard Ehler, CSc.

Signature:

Printed Name: MUDr. Vladimir Ninger, Ph.D.

Title: Investigator

Date: 30.1. 2019

Piijali a odsouhlasili:

CHILTERN INTERNATIONAL s.r.o0.

Podpis:

Jméno htlkovym pismem: MUDr.DARIUSZ WALACH

Funkce: Jedatel

Datum: 14. 1. 2019

NEMOCNICE PARDUBICKEHO KRAJE, a.s.

Podpis:

Jméno hilkovym pismem: MUDr. Tomas Gottvald

Funkce: pfedseda predstavenstva

Datum 30. 1. 2019

Podpis:

Jméno hilkovym pismem: MUDr. Viadimir Ninger, Ph.D.

Funkce: Clen predstavenstva

Datum: 30. 1. 2019

doc. MUDr. Edvard Ehler, CSc.

Podpis:

Funkce: ZkouSejici

Datum: 30. 1. 2019
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Exhibit A: Electronic Access Terms and Condition Priloha A: Podminky elektronického pfistupu
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Exhibit C Priloha C
Insurance Certificate Certifikat pojiSténi
Insurance Certificate is a separate document. Certifikét pojiSténi tvofi samostatny dokument.

Angelini 41199 Czech Rep Institution Investigator CTA_Nem.Pardubice [JJJJll_Vversion 1_final_23Nov2018
Page 25 of 25



