CLINICAL TRIAL AGREEMENT

SMLOUVA 0 KLINICKEM HODNOCENI

This Agreement is made between Hexal AG, located at

Tato smlouva se uzavira mezi spole¢nosti Hexal AG, se

Industriestrasse 25 83607 Holzkirchen, Germany, (Hexal), | sidlem Industriestrasse 25 83607 Holzkirchen, Némecko,
and (Hexal), a
Fakultni nemocnice v Motole, state contributory | Fakultni nemocnice v Motole, statni pfispévkova

organization, V Uvalu 84, 150 06 Praha 5, Ceska republika,

ICO: 00064203, DIC- CZ 00064203, represented: AT

E"'-i.r""'*- 5 "-:'.c- ﬁ‘:"" sl
Institution).

% under delegation, (the

'.- "_E,:;gd}n-

organizace, V Uvalu 84, 150 06 Praha 5, Ceska repubhka

ICO 00064203, DIC: CZ 00064203, zastoupena ﬁ,._'."_:
R e SRl e na zdklade  povétend,

(Poskytovatel zdravotmch sluzeb nebo jen Poskytovatel).

WHEREAS, Hexal is sponsoring a multi-centre clinical
study involving patients on SOK583A1 and Eylea EU —
comparator (the Product) to be entitled “A 52-week
multicenter, randomized, double-masked, 2-arm parallel
study to compare efficacy, safety and immunogenicity of
SOKS83A1 to Eylea®, administered intravitreally, in
patients with neovascular  age-related macular
degeneration”, CSOK583A12301 (the Study);

VZHLEDEM K TOMU, ze spolecnost Hexal sponzoruje
multicentrickou klinickou studii zahrnujici pacienty na
SOKS583A1 aEylea EU — srovnavaci ptipravek (produkt)
snazvem ,52tydenni multicentrickd, randomizovana,
dvojité zaslepena, dvouramenna paralelni studie pro

porovnani ucinnosti, bezpefnosti a imunogenicity
pripravku SOKS83A1 s pripravkem Eylea®,
podavaného  intravitrealné, upacienti s vékem

podminénou makuldrni degeneraci s neovaskularizaci,
CSOKS583A12301 (studie);

WHEREAS, Hexal wishes to conduct a trial at the
Institution to form part of the Study (the Trial) using the
services of a named principal investigator, employee of the
Institution: (the Principal
Investigator).

VZHLEDEM K TOMU, ze si spolecnost Hexal pieje
provadét u Poskytovatele klinickd hodnoceni, ktera budou
soucasti studie (klinické hodnoceni) s vyuzitim sluzeb

jmenovaného  hlavniho  zkouSejicitho,  zaméstnance
Poskytovatere: | (/v

zkousejici);

WHEREAS, the Institution shall particularly be responsible
for ensuring the material conditions of the Trial as
determined in the Study protocol and any other written
instructions that may be provided by Hexal.

VZHLEDEM K TOMU, Ze Poskytovatel odpovida zejména
za zajiSténi materialnich podminek klinického hodnocent,
jak je stanoveno v protokolu studie, aza jakékoli dalsi
pisemné pokyny, které miize spole¢nost Hexal poskytnout;

IT IS THEREFORE AGREED AS FOLLOWS:

JE PROTO DOHODNUTO NASLEDUJICT:

1. Subject matter of this Agreement

1. Predmét této smlouvy

(a) By a separate agreement, Hexal has engaged Syneos
Health UK Limited, a contract research organization,
with a principal place of business Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, United Kingdom VAT:
GB806650142 (hereinafter “CRO”) acting as an
independent contractor, to act on behalf of Hexal for
the purposes of transferring certain obligations in
connection to this Agreement, said obligations
including but not limited to negotiations of the
Agreement and payment administration for services
performed described hereunder.

(a) Samostatnou smlouvou spole¢nost Hexal najala
spoleCnost Syneos Health UK Limited, smluvni
vyzkumnou organizaci s hlavnim mistem podnikani
Farnborough Business Park, 1 Pinehurst Road,
Farnborough, Hampshire, GU14 7BF, United
Kingdom DIC: GB806650142 (dale jen ,,CRO“),
jednajici jako nezavisly dodavatel, aby jednala
jménem spolecnosti Hexal ve véci prevodu urcitych
povinnosti v souvislosti s touto smlouvou, uvedené
povinnosti zahrnuji mimo jiné vyjednavani o smlouveé
a spravu plateb za poskytované sluzby popsané nize.

Hexal entrusts the Institution to conduct the Trial in
accordance with the provisions as stipulated in the
Study protocol governing the Trial (as may be
amended from time to time and confirmed in writing
by Hexal) (the Protocol).

(b)

(b)  Spolecnost Hexal povétuje Poskytovatele provedenim
klinického hodnoceni v souladu s ustanovenimi
protokolu studie, kterymi se klinické hodnoceni fidi
(coz muze byt cas od casu zménéno a pisemné

potvrzeno spolecnosti Hexal) (protokol).
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(c) The provisions as stipulated in the Protocol, the
respective schedules and the information documents,
including the informed consent of subjects
participating in the Trial (the Trial Subject(s) or
Subject(s)), shall be binding on the parties and thus
constitute an integral part of this Agreement. This
shall apply accordingly to any amendments of the
Protocol and the resulting new versions of the

Protocol.

(¢) Ustanoveni uvedena v protokolu, pfislusné piilohy
ainformac¢ni dokumenty, vcetné informovaného
souhlasu subjektti ucastnicich se klinického hodnoceni
(subjekt(y) hodnoceni nebo subjekt(y)), jsou pro
smluvni strany zavazna, a tvoii tak nedilnou soucast
této smlouvy. To plati odpovidajicim zptisobem pro
vSechny dodatky k protokolu a vysledné nové verze
protokolu.

2. Obligations of Hexal

2. Povinnosti spole¢nosti Hexal

In its conduct of this Trial Hexal shall assume, among other
things, the following obligations incumbent on it as the
sponsor under the Applicable Laws and Regulations (as
such term is defined in Section 3(e) below):

Spolecnost Hexal pti provadéni tohoto klinického hodnoceni
pfevezme mimo jiné nasledujici povinnosti, které vyplyvaji
zjeji role zadavatele podle platnych zakont a piedpist
(protoze tento termin je definovan v odstavci 3 pism. (e)
nize):

(a) to arrange insurance for clinical trials in accordance | (a) zajistit pojiSténi klinického hodnoceni v souladu s
with the provisions of section 52 par. 3, letter f) Act. ustanovenim § 52 odst. 3, pism. f) zak. ¢. 378/2007
No. 378/2007 Coll., on Pharmaceuticals, as amended, Sb., o léCivech, ve znéni pozdéjsich predpist,

(b) preparing the Subject template information documents | (b) pfiprava informacnich dokumenti Sablony tematiky
and informed consent forms for all participating a formulart informovaného souhlasu pro vSechny
Subjects; zucastnéné subjekty;

(c) obtaining the consent of the competent ethics | (c) ziskani souhlasu prislusné etické komise a schvaleni
committee and the approval of the competent ptislusného organu k provedeni klinického hodnoceni
authority to perform the Trial (the Competent (prislusné organy);

Authorities);
(d) provision of the required Products or, where | (d) poskytnuti pozadovanych produkti nebo piipadné

appropriate, reference products.

referen¢nich produkti.

3. Obligations of the Institution

3.  Povinnosti Poskytovatele

(a) Compliance. The Institution hereby declares that it | (a) Soulad. Poskytovatel prohlasuje, Ze spliluje vSechny
complies with all legal requirements as to the zakonné pozadavky tykajici se vykonu klinického
performance of the Trial and that it has obtained or hodnoceni a Zze ziskal nebo ziska vSechna nezbytna
will obtain all necessary approvals. The Institution schvaleni. Poskytovatel dale zajisti, Ze uzavieni
hereby furthermore assures that the conclusion and aplnéni této smlouvy bude v souladu se vsemi
performance of this Agreement shall be in accordance platnymi zakony a piedpisy a vnitfnimi ustanovenimi
with all Applicable Laws and Regulations and internal Poskytovatele a 7ze zejména obdrzena odmeéna bude
provisions of the Institution and that particularly the vybirana v souladu s platnymi pravidly o financovani
remuneration received shall be collected in accordance tretimi stranami. Poskytovatel dale zajisti, Ze plnéni
with the applicable rules on third-party funding. The této smlouvy nebude predstavovat poruseni povinnosti
Institution furthermore assures that the performance of hlavniho zkouSejictho nebo jinych pracovnikl
this Agreement shall not constitute a violation of the ucastnicich se klinického hodnoceni.
duties of the Principal Investigator or any other staff
participating in the Trial.

(b) Participating Staff. The Institution shall appoint the | (b) Zucastnéni pracovnici. Poskytovatel urci
Investigator as the medical specialist responsible for zkousejictho  coby  zdravotnick¢ho  odbornika

the conduct of the Trial. The Institution hereby
declares that the Principal Investigator has undergone
the necessary training and has the required experience
and means for conducting the Trial. The Institution

odpovédného za provadéni klinického hodnoceni.
Poskytovatel prohlasuje, ze hlavni zkousSejici prosel
nezbytnym Skolenim ama pozadované zkuSenosti
a prosttedky  k provedeni  klinick¢ého hodnoceni.
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shall guarantee that the Trial will be duly performed
by the Principal Investigator in accordance with this
Agreement. The Institution shall not be able to replace
the Principal Investigator with another investigator
without the prior written consent of Hexal. The
Institution shall provide, and shall cause the Principal
Investigator to provide, Hexal and its representatives
with  information regarding the other staff
participating in the Trial (the Principal Investigator
and the other staff collectively referred to as the
Staff). For the avoidance of doubt the Staff shall
throughout the term of this Agreement be under the
supervision and control of the Institution, and the
Institution shall without limitation be responsible for
ensuring that the Staff act in accordance with the
Applicable Laws and Regulations and, Hexal’s and its
representatives’  reasonable  instructions.  The
Institution acknowledges and agrees that the Principal
Investigator enters into a separate agreement with
Hexal under which he/she will receive direct payment
from Hexal for the services performed by the
Principal Investigator (the Investigator Agreement).
The Institution assures that the performance of the
Investigator Agreement will not constitute a violation
of the Principal Investigator's duties under the work
relationship between the Institution and the Principal
Investigator and/or the internal polices of the
Institution.

Poskytovatel zaruCuje, ze klinické hodnoceni bude
fadn¢ provedeno hlavnim zkouSejicim v souladu
s touto smlouvou. Poskytovatel nebude moci nahradit
hlavniho  zkouSejiciho jinym  zkouSejicim bez
piedchoziho pisemného souhlasu spole¢nosti Hexal.
Poskytovatel poskytne a primgje hlavniho
zkousSejiciho poskytnout spole¢nosti Hexal a jejim
zastupcim  informace o ostatnich  pracovnicich
ucastnicich se klinického hodnoceni (hlavni zkousejici
a ostatni pracovnici jsou spole¢né¢ oznacovani jako
pracovnici klinického hodnoceni). Aby se piedeslo
pochybnostem, jsou pracovnici klinického hodnoceni
po celou dobu platnosti této smlouvy pod dohledem
a kontrolou Poskytovatele a Poskytovatel je bez
omezeni odpovédny za zajisténi toho, ze zaméstnanci
jednaji v souladu se vSemi platnymi zékony a ptedpisy
a pfiméfenymi pokyny spolecnosti Hexal a jejich
zastupct. Poskytovatel bere na védomi a souhlasi
s tim, Ze hlavni zkousejici uzavie se spolecnosti Hexal
samostatnou smlouvu, na jejimz zakladé obdrzi
pfimou platbu od spolecnosti Hexal za sluzby
poskytované hlavnim zkousejicim (smlouva se
zkouSejicim). Poskytovatel zajisti, ze plnéni smlouvy
se zkouSejicim nebude predstavovat poruseni
povinnosti hlavniho zkousejiciho v pracovnim vztahu
mezi Poskytovatelem ahlavnim zkouSejicim nebo
vnitinich ptedpist Poskytovatele.

(¢c) Commencement of Trial. The Institution shall not | (c¢) Zahajeni Kklinického hodnoceni. Poskytovatel
commence, and shall not permit the Principal nezah4dji a neumozni hlavnimu zkousejicimu zahjit
Investigator to commence, recruitment of potential nabor potenciadlnich subjektd k ucasti na klinickém
Subjects to participate in the Trial unless and until it is hodnoceni, dokud mu spole¢nost Hexal nebo jeji
notified by Hexal or its agents in writing that all zastupci pisemné neoznami, ze byla ziskana vSechna
approvals,  authorisations and  documentation schvaleni, oprdvnéni adokumentace nezbytné
necessary to conduct the Trial have been obtained. k provedeni klinického hodnoceni.

(d) Adverse Event Reporting. The Institution shall | (d) Hlaseni nezadoucich p¥ihod. Poskytovatel zajisti,
ensure that the Principal Investigator complies with all aby hlavni zkouSejici splnil vSechny pozadavky na
adverse event reporting requirements under relevant hlaseni nezadoucich piihod podle pfislusnych
Applicable Laws and Regulations, this Agreement and platnych zakont a ptedpisd, této smlouvy a protokolu.
the Protocol. The Institution and the Principal Poskytovatel ahlavni zkouSejici oznami spolec¢nosti
Investigator shall notify Hexal of each Serious Hexal kazdou zavaznou nezadouci piihodu, kterd se
Adverse Event encountered in the Clinical Trial vyskytne v prub¢hu klinického hodnoceni, do dvaceti
within twenty-four (24) hours of becoming aware of it ctyt (24) hodin od jejiho zjisténi v souladu s pokyny
in accordance with the instructions set forth in the stanovenymi v protokolu.

Protocol.

The Institution and the Principal Investigator shall Poskytovatel ahlavni zkouSejici rovnéz zajisti, aby
also ensure that any person involved in the conduct of kazda osoba podilejici se na provadéni klinického
the Trial shall: hodnoceni:

(1) Immediately and not later than (1) okamzit¢ a nejpozdéji do 24 hodin
within 24 hours report to Hexal podala hlaSeni spolecnosti Hexal
according to the procedure set out v souladu s postupem stanovenym
in the Protocol, any new safety v protokolu o jakychkoli novych
findings on the Product, including bezpecnostnich zjisténich tykajicich
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Serious Adverse Event or Serious
Adverse Reaction affecting or
which could have an impact on the
safety of the Trial Subject or which
could result in a re-assessment of
the risk-benefit ratio of the Product.
The Principal Investigator shall
follow up such immediate reports
and provide the  additional
information to Hexal in accordance
with the Protocol;

se produktu, vcetné¢ zavaznych
nezadoucich ptihod nebo zavaznych
nezadoucich reakei, které ovliviiuji
nebo by mohly mit dopad na
bezpetnost  subjektu  hodnoceni
nebo které by mohly vést
k ptehodnoceni  poméru  rizika
a prospésnosti  produktu. Hlavni
zkousejici tyto okamzité zpravy
sleduje  aposkytuje  spole¢nosti
Hexal dalsi informace v souladu
s protokolem;

(i1) Report to Hexal all Adverse Events
(refer definition of adverse event as
per current ICH E6 guidelines for
Good Clinical Practice and/or as
mentioned in the Protocol) in
accordance with the trial Protocol,
applicable trial procedures for
safety data reporting;

(i1) hlasila vSechny nezadouci pifihody
spolecnosti Hexal (viz definice
nezadoucich piihod podle

souCasnych pokynt ICH E6 pro
spravnou klinickou praxi nebo jak
je uvedeno v protokolu) v souladu
s protokolem klinického hodnoceni
a patficnymi  postupy klinického
hodnoceni pro hlaseni
bezpecnostnich tdaji;

(1i1) Cooperate with and supply any
further information required by
Hexal and/or any relevant Ethics
Committee or Competent Authority
with jurisdiction over the Trial;

(iii)  spolupracovala a poskytovala
jakekoli dalsi informace
pozadované spolecnosti Hexal nebo
piislusnou etickou komisi nebo
pfislusnym ufadem, pod jejichz
jurisdikei klinické hodnoceni spada;

(iv) and Report to Hexal any emergency
that requires to unblind the patient
in in the event of double-blind
studies and to document and notify
Hexal of the date and reason for the
emergency situation.

(iv) anahldsila  spoleCnosti  Hexal
kazdou mimofadnou udalost, ktera
vyzaduje odslepeni pacienta
v piipadé¢  dvojit¢  zaslepenych
studii, a zdokumentovala
a informovala spole¢nost Hexal
o datu a divodu mimoiadné situace.

These reporting obligations shall survive expiration or
earlier termination of the Agreement.

Tyto oznamovaci povinnosti pretrvavaji i po vyprSeni

vvvvvv

During the Trial Hexal shall further report the adverse
events to the Competent Authorities, in accordance
with the current Applicable Laws and Regulations.
Hexal will furthermore provide the Principal
Investigator with safety-related information from
other investigational sites in order to inform the ethics
committees IRB/IEC, as required.

V pribéhu klinického hodnoceni spolecnost Hexal
dale ohlasi nezadouci piihody pfisluSnym organiim
v souladu s aktudlné platnymi zakony a predpisy.
Spole¢nost  Hexal dale poskytne hlavnimu
zkouSejicimu informace tykajici se bezpe€nosti
z jinych vyzkumnych pracovist, aby mohl informovat
etické komise IRB/IEC, jak je vyZadovano.

After completion of the Trial and evaluation of the
results, Hexal will inform the Principal Investigator
about relevant safety-related findings in accordance
with the guidelines and Trial procedures.

Po dokonceni klinického hodnoceni a vyhodnoceni
vysledkl bude spole¢nost Hexal informovat hlavniho
zkouSejiciho o prislusnych zjisténich tykajicich se
bezpecnosti v souladu s pokyny a postupy klinického

hodnocenti.
(¢) Conduct of Trial. The Institution shall conduct the | (¢) Prubéh klinického hodnoceni. Poskytovatel povede
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Trial in accordance with the Protocol, this Agreement
and any additional reasonable requirements notified
by Hexal to the Institution. The Institution
acknowledges that Hexal and its affiliates need to
adhere to the provisions of (i) the Bribery Act 2010 of
the United Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United States of
America (FCPA) and (iii) any other applicable anti-
corruption legislation (together the Applicable Anti-
Corruption Legislation). A summary of the key
principles underlying the Bribery Act and the FCPA is
set out in Schedule B. The Institution and the
Principal Investigator shall not and shall not permit or
induce employees, agents, consultants or other
representatives, whether directly or indirectly, to
engage in any activity that is prohibited by the
Applicable Anti-Corruption Legislation including
bribery, kickbacks, payoffs or other corrupt business
practices. Furthermore, the Institution shall conduct
the Trial in accordance with all national and
supranational legislation, regulations and guidance
notes relevant to the jurisdiction in which the Trial is
being conducted, including, but not limited to:

klinick¢é hodnoceni v souladu s protokolem, touto
smlouvou a vSemi dal$imi pfiméfenymi pozadavky,
které spoleCnost Hexal tomuto Poskytovateh
oznamila. Poskytovatel bere na védomi, Ze spole¢nost
Hexal ajeji pridruzené spole¢nosti museji dodrzovat
ustanoveni (i) zdkona Spojen¢ho kralovstvi o potirani
korupce z roku 2010 (Zdakon o potirani korupce), (ii)
zakon Spojenych stati americkych o zahrani¢nich
korupénich praktikdch zroku 1977 (FCPA) a (iii)
jakeékoli dal$i platné protikorupcni pravni predpisy
(spolecné platné protikorupéni pravni piedpisy).
Shrnuti klicovych zasad, na nichz je zalozen zédkon
o potirani korupce a FCPA, je uvedeno v Ptiloze B.
Poskytovatel ahlavni zkouSejici se nezapoji ani
nedovoli nebo nepodniti zaméstnance, zastupce,
konzultanty nebo jiné zastupce, at pifimo nebo
nepiimo, aby se zapojili do jakékoli Cinnosti, ktera je
zakézana platnymi protikorupénimi pravnimi predpisy
vztahujicimi se na TUuplatkafstvi, provize, odstupné
nebo jiné korupcni obchodni praktiky. Poskytovatel
a hlavni zkousSejici budou dale provadét klinické
hodnoceni vsouladu se vSemi wvnitrostatnimi
a nadnarodnimi zakony, pravnimi ptedpisy a pokyny
platnymi v jurisdikci, pod kterou klinické hodnoceni
spada, mimo jiné v¢etné:

(i) the Declaration of Helsinki of the World
Medical Association, "Ethical Principles for
Medical Research Involving Human Subjects"
as amended from time to time,

(i) Helsinské deklarace svétové lékarské
asociace ,,Etické zasady pro lékaisky vyzkum
s ucasti lidskych bytosti“ ve znéni pozdéjsich
predpist;

(ii)) any and all national Ilegislation and
European directives and regulations as amended
from time to time,

(i1) veSkeré vnitrostatni legislativy a evropskych
smérnic a predpisti v platném znén;

(iii) the guidelines and standards on good
clinical practice (e.g. ICH and/or FDA rules), as
amended from time to time,

(ii1) pokynti a standardii spravné klinické praxe
(napt. pravidel ICH nebo FDA) v platném
znéni;

(iv) any and all national legislation and
European directives and regulations concerning
data protection which apply to the Institution in
its role as data controller including but not
limited to Subject personal data as amended
from time to time,

(iv) veskerych vnitrostatnich pravnich predpist
a evropskych smérnic a predpisi tykajici se
ochrany udaji, které se vztahuji na
Poskytovatele v jeho roli spravce udajii, mimo
jiné vcetné osobnich udaji subjektu v platném
znéni;

(v) and any and all other applicable directives,
laws and regulations governing the conduct of a
clinical trial as amended from time to time,

(v) veskerych dalSich pfislusnych smérnic,
zakoni a pfedpisi upravujicich provadéni
klinického hodnoceni v platném znéni;

(vi) the applicable codes of ethics;

(vi) prislusnych etickych kodex;

(together  the Laws  and

Regulations).

Applicable

(spolecné platné zdkony a piedpisy).

(f) Amendment of the Protocol. The Institution shall not
alter or amend, and shall not permit the Staff to alter

(f) Dodatek Kk protokolu.  Poskytovatel = nebude
pozménovat ani upravovat anedovoli pracovnikiim
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or amend, the Protocol in any way without the prior
written consent of Hexal, unless required by law to
protect the safety, health or rights of the Subjects.

klinického hodnoceni pozménovat ani upravovat
protokol jakymkoli zplisobem bez piedchoziho
pisemného souhlasu spolecnosti Hexal, ledaze to
vyzaduje zakon pro ochranu bezpecnosti, zdravi nebo
prava subjekti.

(g) Case Report Forms. The Institution shall, and shall | (g) Zaznamy subjektu hodnoceni. Poskytovatel
ensure that the Principal Investigator, records all data zaznamena a zajisti, aby hlavni zkousejici zaznamenal
on a form provided by or on behalf of Hexal (Case vSechny udaje na formulaf poskytnuty spolec¢nosti
Report Form or CRF). Where hard copies are being Hexal nebo jejim jménem (zaznam subjektu
used, the original CRF shall be designated for Hexal hodnoceni nebo CRF). Pokud se pouzivaji tiSt€né
and a copy for retention in the Principal Investigator's kopie, musi byt original CRF urcen pro spolecnost
files. Following delivery of the final CRF by the Hexal ajeho kopie pro uchovavani v souborech
Principal Investigator, any changes to the database hlavniho zkousejiciho. Po doruceni konecného CRF
shall be via a clarification form provided by a clinical hlavnim zkousejicim budou veskeré zmény v databazi
research organization appointed by Hexal in relation provadény prostfednictvim objasnujiciho formulare
to the Trial (CRO). Where electronic CRF or “eCRF” poskytnutého smluvni vyzkumnou organizaci pro
are being used, the Principal Investigator shall klinické hodnoceni, kterou ur¢i spolecnost Hexal
complete data in the eCRF within three (3) days after v souvislosti s timto klinickym hodnocenim (CRO).
a Subject visit. Upon Trial completion, Hexal directly Pokud se pouziva elektronicky CRF neboli ,,eCRF*,
or through CRO shall request the Principal hlavni zkousejici doplni tidaje v eCRF do tii (3) dni
Investigator to sign a final statement confirming po navstéveé subjektu. Po dokonceni klinického
accuracy of the data provided in the eCRF before hodnoceni pozadd spole¢nost Hexal pifimo nebo
database lock. After final database lock, the Principal prostiednictvim CRO hlavniho zkousejiciho, aby pied
Investigator will be provided with a CD containing zamknutim databdze podepsal zavérecné prohlaseni
completed eCRFs of all subjects for archiving. potvrzujici presnost Udaji poskytnutych v eCRF. Po

koneéném uzamceni databaze bude hlavnimu
zkousejicimu poskytnuto CD obsahujici kompletni
eCRF vsech subjektt pro archivaci.
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(h) Supply of Material. Hexal shall provide
the Institution, at no charge, with such quantities of
the Product or placebo and other material, equipment
or goods as may be required for a Trial and as Hexal
may elect to make available (the Material). The
Institution shall have no liability for any failure to
fulfill its obligations as a result of the unavailability of
the Material. The Institution shall use the Material
only pursuant to and in accordance with the Protocol.
The Institution shall not use, and shall not permit the
Principal Investigator to use, the Material for any
other purpose without the prior written consent of
Hexal. Hexal shall ensure the supply of investigational
medicinal products to the pharmacy of the Institution
where a pharmacist will take the consignment over
and check it (to the same extent as other consignments
- i.e. for damage, whether any special transport
requirements were met, if everything is fine, the
pharmacist shall confirm receipt of the consignment),
subsequently the Investigator shall collect the
investigational medicinal products for the site and
becomes fully responsible for them. Hexal is obliged
to notify the authorized pharmacist by e-mail or phone
of the time when the consignment is supposed to be
delivered to the pharmacy no later than 3 business
days prior to such delivery. Disposal of unused
medications shall be performed by Hexal at its own
expense.

Hexal shall ensure delivery of the consignment to the
following address:

Nemocni¢ni 1ékarna FN Motol (MOTOL UH
Pharmacy)

V Uvalu 84, 150 06 Praha 5 and shall specify the
name of the authorized pharmacist on the package.

The Institution shall treat, handle, use and maintain, as
applicable, the Material with the degree of care used
for its own property and in accordance with the
instructions of Hexal or its agents at any time. At the
conclusion or termination of the Trial, the Institution
shall account for all quantities used of the Material
and, unless otherwise agreed in writing by the parties,
shall return or otherwise dispose of all remaining
Material in accordance with the instructions of Hexal
or its agents.

(h) Dodavky materialu. Spole¢nost Hexal bezplatné
poskytne Poskytovateli takova mnozstvi produktu
nebo placeba adalstho materidlu, vybaveni nebo
zbozi, jaké muze byt potieba pro klinické hodnoceni
a jaké se spole¢nost Hexal rozhodne dat k dispozici
(material). Poskytovatel nenese zZadnou odpoveédnost
za jakékoli nesplnéni svych povinnosti v dasledku
nedostupnosti  materidlu.  Poskytovatel  pouZije
material pouze na zakladé protokolu a v souladu
s nim. Poskytovatel nepouzije anedovoli hlavnimu
zkousejicimu, aby tento material pouzival pro zadny
jiny el bez predchoziho pisemného souhlasu
spolecnosti Hexal.- Zadavatel zajisti distribuci zasilky
hodnocenych  1é¢ivych  pripravkit do  1ékarny
Poskytovatele, kde je 1ékarnik pfevezme a zkontroluje
jako jiné zasilky (tzn. neni-li poskozena, v piipadé
zvlastnich pozadavkli na transport, byly-li tyto
pozadavky dodrzeny) a piijem zasilky potvrdi.
Nasledné si na zadanku zkousejici hodnocené 1éCivé
pripravky vyzvedne na centrum a je za né¢ plné
zodpovédny. Zadavatel je povinen oznamit do tii (3)
pracovnich dni pfed dodanim, kdy bude zasilka do
I¢kdrny predana bud'to emailem nebo telefonicky
lékarnou  povéfenému  farmaceutovi. Likvidaci
nevyuzitych 1€k si zadavatel =zajisti na vlastni
naklady.

Zadavatel zajisti dodavku na adresu:

Nemocni¢ni 1ékarna FN Motol,

V Uvalu 84, 150 06 Praha 5 a oznaéi ji jménem
odpovédného 1ékarnika.

Poskytovatel bude neustile s materidlem zachazet,
nakladat s nim, pouzivat jej a udrZovat, pokud je to
relevantni, s péci, jakou vénuje svému vlastnimu
majetku, a v souladu s pokyny spole¢nosti Hexal nebo
jejich zastupct. Pi uzavieni nebo ukonceni klinického
hodnoceni vyuctuje Poskytovatel vsechna pouzita
mnozstvi materialu, apokud se strany pisemné
nedohodnou jinak, vrati nebo jinak zlikviduje na
naklady spolecnosti Hexal veSkery zbyvajici material
v souladu s pokyny spolecnosti Hexal nebo jejich
zastupcu.

If Hexal, or its designee, provides the Institution
and/or Principal Investigator with equipment for the
purpose of this Trial, the Institution and Principal
Investigator agree that neither Hexal nor its designee
shall be responsible to (i) insure the equipment against
any damages caused to or by the equipment, and (ii)
do the maintenance of the equipment during the term
of the Trial. The Institution and/or Principal
Investigator agree that the equipment shall remain in
the same condition during the Trial, with the

Pokud spole¢nost Hexal nebo ji povéfena osoba
poskytne Poskytovateli nebo hlavnimu zkousejicimu
vybaveni pro tucely tohoto klinického hodnoceni,
Poskytovatel ahlavni zkouSejici souhlasi, Ze ani
spoleCnost Hexal, ani ji povéfenda osoba nenesou
odpovédnost za (i) pojisténi proti jakémukoli
poskozeni vybaveni nebo zpusobenému vybavenim
a (i1) provadi adrzbu vybaveni v prubéhu klinického
hodnoceni. Poskytovatel a hlavni zkouSejici souhlasi
stim, ze vybaveni zistane b¢hem klinického
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exception of ordinary depreciation.

hodnoceni ve stejném stavu, s vyjimkou béZznych
odpist.

During the term of the Trial, Institution and/or
Principal Investigator shall be responsible for
immediately notifying Hexal of any malfunctioning
equipment.

V pribéhu klinického hodnoceni jsou Poskytovatel
ahlavni  zkouSejici  odpovédni za  okamzité
informovani spole¢nosti Hexal o0 jakémkoli
nefunkénim zafizeni.

Following completion of the Trial or upon
discontinuation of the Trial for any reason, the
Institution and/or Principal Investigator, as the case
may be, shall return the equipment to Hexal or
alternatively, in the event the equipment remains with
the Institution and/or Principal Investigator, the cost
of such equipment will be deducted from the last
payment(s) to be made to either the Institution or
Principal Investigator, as the case may be.

Po dokonceni klinického hodnoceni nebo pfi pieruseni
klinického hodnoceni z jakéhokoli davodu
Poskytovatel nebo hlavni zkousSejici vrati vybaveni
spoleCnosti Hexal, nebo v piipadé, ze vybaveni
zustava u Poskytovatele nebo hlavnimu zkousejicimu,
budou naklady na toto vybaveni ode¢teny od posledni
platby (plateb), které maji byt provedeny bud
Poskytovateli nebo hlavnimu zkouSejicimu.

(i) Recruitment. Recruitment at the different sites | (i) Nabor. Nabor na riznych pracovistich iCastnicich se
participating in the Study is competitive and shall studie je konkuren¢ni a bude ukonéen, jakmile bude
terminate when the total number of evaluable Subjects pfijat do klinického hodnoceni celkovy pocet
listed in the Protocol has been recruited to the Trial or, hodnotitelnych subjektd uvedeny v protokolu, nebo
from time to time, at an earlier date as may be notified ¢as od cCasu k diivéjsimu datu, které mize spolenost
in writing by Hexal to the Institution and the Principle Hexal pisemné oznamit Poskytovateli a hlavnimu
Investigator. zkousejicimu.

The Institution and the Principle Investigator will Poskytovatel ~ ahlavni  zkouSejici  poskytnou
provide Hexal an opportunity to review and approve spole¢nosti Hexal piilezitost prezkoumat a schvalit
the content of any Trial recruitment materials directed obsah jakychkoli materialti pro nabor do klinického
to potential Subjects before such materials are used. hodnoceni zamétenych na potencialni subjekty, nez
This requirement applies to all such materials, budou takové materialy pouzity. Tento pozadavek se
regardless of medium. vztahuje na vSechny takové materialy, bez ohledu na

médium.
If the Subject enrolment goal is not met within the Pokud nebude ve stanoveném casovém obdobi
specified time period due to unforeseeable naplnén cilovy pocet subjekti kvili nepredvidatelnym
circumstances, and the Institution has been diligent in okolnostem a Poskytovatel vyvinul dostate¢né usili
its efforts or Hexal has been unable to supply the nebo spole¢nost Hexal nebyla schopna poskytnout
Institution with the Material in sufficient quantities to Poskytovateli material v dostateném mnozstvi, aby
support Subject recruiting, then Hexal may at its sole podpofila nabor subjektl, pak mize spolecnost Hexal
discretion either extend the Trial recruitment period or podle svého vyhradniho uvazeni bud’ prodlouzit dobu
otherwise modify the recruitment goal for the Trial. naboru do klinického hodnoceni, nebo jinym
Estimated number of subjects to be enrolled in the zpiisobem zmeénit cil ndboru do klinického hodnoceni.
study is 3 subjects. Predpokladany pocet zatfazenych subjektti hodnoceni
je 3.

Hexal is empowered to discontinue the Trial at Spolecnost Hexal je opravnéna prerusit klinické
Institution medical facilities in case of no or poor hodnoceni u Poskytovatele v pfipade, ze se k nému
enrolment. nepiihlasi zadny subjekt nebo maly pocet subjektu.

() Data Integrity. The Institution shall at all times | (j) Integrita dat. Poskytovatel musi vzdy uchovavat
maintain evidence to demonstrate adequate quality dikazy, které prokazuji, Ze je zavedena odpovidajici
management systems and controls are in place to kontrola  asystémy fizeni jakosti  zajiStujici
ensure reliability, quality and integrity of all data. spolehlivost, kvalitu a integritu vSech uda;ji.

(k) Insurance. The Institution represents, that in | (k) Pojisténi. Poskytovatel prohlasuje, Ze ma dle § 45
accordance with § 45, paragraph 2 letter n) of the Act odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
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no. 372/2011 Coll., On Health Services, it has
concluded a liability insurance for damage caused by
the provision of health care. In accordance with § 45
paragraph 2 letter n) of the Act no. 372/2011 Coll. the
insurance must be concluded for the entire period
during which the Institution provides health care

sluzbach, ve znéni pozdé¢jSich predpist, uzavienu
pojistnou smlouvu na pojisténi odpoveédnosti za skodu
zplisobenou pfi poskytovani zdravotni péce. Dle § 45
odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozd&jsich predpisi, musi byt
pojisténi uzavieno po celou dobu, po kterou

services. Poskytovatel poskytuje zdravotni péci.

4. Payments to the Institution 4.  Platby Poskytovateli

(a) Payments. In full consideration for the Services | (a) Platby. Pifi plném 2zvazeni sluzeb, které
of Institution, Principal Investigator and Staff Poskytovatel, hlavni zkouSejici a pracovnici
rendered in compliance with the Protocol, Hexal klinického hodnoceni poskytovali v souladu
shall make payments to the Institution in s protokolem, provede spole¢nost Hexal platby
accordance with the terms stipulated in Poskytovateli v souladu s podminkami
Schedule A. The estimated total remuneration is stanovenymi v Priloze A. Predpokladana
584,792.00 CZK. celkova vyse odmeny Cini 584.792,00 K¢.

(b) The Institution shall enroll the number of | (b) Poskytovatel zapiSe pocet hodnotitelnych
evaluable Subjects (according to the Protocol) subjekti  (podle protokolu) pro klinické
in the Trial during the enrollment phase. hodnoceni v priibéhu faze naboru. Poskytovatel
Notwithstanding the foregoing, Institution bez ohledu na vySe uvedené souhlasi, Zze
agrees that Hexal and/or CRO may unilaterally spole¢nost Hexal nebo CRO mohou kdykoli
revise the number of Subjects that Principal jednostranné revidovat pocet subjektd, které
Investigator shall enroll, and/or the timeframe hlavni zkouSejici zaregistruje, nebo casovy
for such enrollment, via Study Instructions at ramec pro takovou registraci prostfednictvim
any time and that a contract amendment will not pokynl studie aZe pro tuto Upravu nebude
be required to reflect this modification. vyzadovan dodatek smlouvy.

(c) Financial obligations of the Institution. The | (c) Finanéni zavazky Poskytovatele. Platby
payments specified in Section 4(a) above shall uvedené v odstavci 4 (a) vySe predstavuji
constitute the Institution’s sole remuneration for jedinou odménu pro Poskytovatele za provedeni
the conduct of the Trial. The Institution shall be klinického hodnoceni. Poskytovatel nese
solely responsible for the payment of all taxes vyluénou odpovédnost za platby vSech dani
and other fees possibly accruing, levied or a dal8ich poplatkt, které mohou vzniknout, byt
payable in addition to the payments set forth vybirany nebo byt splatné navic kniZe
below. In the event that Hexal directly or uvedenym platbam. V pfipade€, Ze spolecnost
through CRO has not given its prior express Hexal nedala pfimo nebo prostfednictvim CRO
written approval regarding any costs or piedchozi vyslovny pisemny souhlas tykajici se
expenses, the Institution shall be responsible for jakychkoli nakladd nebo vydaji, nese
all costs and expenses arising from the conduct odpovédnost za veskeré naklady a vydaje
of the Trial, including but not limited to, the spojené s provadénim klinického hodnoceni,
remuneration of all Staff members, pharmacy mimo jiné vcetné¢ odmény vSech pracovnikl
fees and laboratory tests. klinického hodnoceni, lékarenské poplatky

a laboratorni testy Poskytovatel.
(d) Each party represents and warrants to the other | (d) Kazda strana prohlasuje a zarucuje druhé strang,

that the payment of the fees related to the
conduct of the Trial (including payments to
subcontractors, consultants, or other agents
working on behalf of the Institution or as part of
the Institution’s services to Hexal, as applicable)
(i) represents the fair market value for the
conduct of the Trial, (ii)) has not been
determined in any manner that takes into
account the volume or value of any referrals,
reimbursements or business between the

ze platba poplatkli souvisejicich s provadénim
klinického hodnoceni (veetne plateb
subdodavatelim, konzultantim nebo jinym
zastupcum pracujicim jménem Poskytovatele
nebo v ramci sluzeb Poskytovatele
poskytovanych spolecnosti Hexal, podle toho,
co je relevantni) (i) pfedstavuje realnou trzni
hodnotu za provedeni klinického hodnoceni, (ii)
nebyla stanovena Zzadnym zplsobem, ktery by
zohlediioval objem nebo hodnotu odkazi,
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Institution and Hexal, and (iii) is not offered or
provided, in whole or in part, with the intent of,
directly or indirectly, implicitly or explicitly,
influencing or encouraging the recipient to
purchase, prescribe, refer, sell, arrange for the
purchase or sale, or recommend favorable
formulary placement of a Hexal product or as a
reward for past behavior.

nahrad nebo obchodli mezi Poskytovatelem
a spoleCnosti Hexal a (iii) neni nabizena ani
poskytovana, zcela nebo z¢asti, s cilem piimo ¢i
nepfimo, implicitné nebo explicitné ovlivnit
nebo povzbudit piijemce k nakupu,
predepisovani, prodeji, zajisténi nakupu nebo
prodeje nebo doporuceni piiznivého formalni
umisténi produktu spole¢nosti Hexal nebo jako
odmeéna za minulé chovani.

5.  Trial Results, Records and Audits 5.  Vysledky, zdznamy a audity klinického hodnoceni

(a) Use of Trial Results. Hexal and its agents shall have | (a) Pouziti vysledki klinického hodnoceni. Spolecnost
the unrestricted access and rights to wuse all Hexal a jeji zastupci maji neomezeny pfistup a pravo
information resulting from the Trial for any and all pouzivat veskeré informace vyplyvajici z klinického
lawful purposes. hodnoceni pro jakékoli zakonné ucely.

(b) Audit by Hexal and Records. The Institution shall | (b) Audit provedeny spolecnosti Hexal a ziznamy.
permit Hexal and its agents, during normal business Poskytovatel dovoli spolecnosti Hexal a jejim
hours and at mutually in writing agreed times, so as zastupcum v pribéhu bézné pracovni doby ave
not to disrupt the normal operation of the Institution, , vzajemné pisemné¢ dohodnutém case, tak, aby nebyl
to inspect and make abstracts of records and reports naruSen bézny chod Poskytovatele, kontrolovat
collected and generated by the Institution and the a provadét vypisy zdznaml a zprav shromazdénych
Principal Investigator in the course of conducting the a vytvorenych Poskytovatelem a hlavnim zkousSejicim
Trial and to inspect the facilities at which the Trial is v pribéhu  provadéni klinického hodnoceni
conducted to verify compliance with this Agreement, a kontrolovat zafizeni, ve kterych se klinické
the Protocol and Applicable Laws and Regulations hodnoceni provadi, za Gcelem ovéreni souladu s touto
and the accuracy of information provided in smlouvou, protokolem a platnymi zakony a predpisy
connection with the Trial. The Institution shall make a spravnosti informaci poskytnutych v souvislosti
the Staff available to Hexal and its agents in order to s klinickym  hodnocenim.  Poskytovatel —umozni
discuss such records and reports and to resolve any spolecnosti  Hexal ajejim zastupcim kontakt
questions relating to such records and reports.. At the s pracovniky  klinického hodnoceni za ucelem
request of Hexal or its agents, the Institution shall and projednani téchto zaznamid azprav a zodpovézeni
shall procure that the Staff shall immediately correct jakychkoli otazek tykajici se téchto zaznamu a zprav.
any errors or omissions in such records and reports. Na Zadost spolecnosti Hexal nebo jejich zéstupct
The Institution shall and shall procure that the Staff Poskytovatel zajisti, aby pracovnici klinického
shall preserve all records relating to the Trial and the hodnoceni okamzité opravili jakékoli chyby nebo
Subjects participating therein as required by the opomenuti v téchto z4znamech a zpravach.
Protocol and otherwise in accordance with the Poskytovatel zajisti, aby pracovnici klinického
Applicable Laws and Regulations, and shall, in hodnoceni vedli veSkeré zaznamy tykajici se
writing, offer such records to Hexal before destroying klinického hodnoceni a subjektd, které se ho castni,
or disposing thereof. jak vyzaduje protokol ajinak v souladu s platnymi

zakony a predpisy, a pisemné nabidne tyto zaznamy
spoleCnosti Hexal, diive nez budou znieny nebo
zlikvidovany.

(c) Cooperation during Audit by Hexal. The Institution | (c) Spoluprace pii auditu provadéném spole¢nosti
shall cooperate, and shall cause the Staff to cooperate, Hexal. Poskytovatel bude spolupracovat a zajisti, aby
with Hexal and its contractors and agents in the event pracovnici klinického hodnoceni spolupracovali se
of any internal inspections or audits,. The Institution spoleCnosti Hexal ajejimi zastupci v piipadé
shall furthermore make available to Hexal and its jakychkoli internich inspekci nebo auditd,
contractors and agents (for examination and Poskytovatel dale zpfistupni spole¢nosti Hexal a jejim
duplication) all documentation, data and information dodavatelim a zastupciim (k ptezkoumani
relating to the Trial. Subject medical records will be a duplikovani)  veskerou  dokumentaci,  udaje
made available where appropriate for the purpose of a informace tykajici se klinického hodnoceni.
source document verification procedures as part of the V ptipadé potieby budou vramci inspekce nebo
inspection or audit. The Institution also shall make the auditu zpristupnény lékatské zaznamy subjektii pro
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Staff available to Hexal and its contractors and agents
to explain and discuss such documentation, data and
information.

ucely postuptt ovéfovani zdrojovych dokumentd.
Poskytovatel umozni spolecnosti Hexal ajejim
zastupctim kontakt s pracovniky klinického hodnoceni
za  UCelem  vysvétleni  aprojednani  takové
dokumentace, udajt a informaci.

(d) Inspection by Competent Authority. If a Competent | (d) Inspekce prisluSnym organem. Pokud si pfislusny
Authority wishes to inspect the Institution or the organ preje provést kontrolu Poskytovatele nebo
Principal Investigator in connection with their hlavniho zkouSejiciho v souvislosti s jejich Gc¢asti na
participation in the Trial, then the Institution and the klinickém hodnoceni, pak Poskytovatel a pracovnici
Staff shall, to the extent reasonably practicable, (i) klinického hodnoceni v pfimétené proveditelném
immediately notify Hexal thereof and use their best rozsahu (i) otom neprodlen¢ uvédomi spolecnost
efforts to obtain approval for Hexal or its agents to be Hexal a vynalozi veskeré usili ziskat souhlas s Gi¢asti
present at the inspection and (ii) cooperate with the spolecnosti Hexal nebo jejiho zastupce na inspekci
relevant Competent Authorities and comply with the a (ii) bude spolupracovat s relevantnimi ptislusnymi
legitimate requirements of an inspection. This also organy a dodrzovat legitimni pozadavky kontroly. To
includes the making available (for examination and také zahrnuje zpfistupnéni (pro ucely prezkoumani
duplication) of documentation, data and information a duplikace)  dokumentace, 0daji  ainformaci
relating to the Trial. Subject medical records shall be tykajicich se klinického hodnoceni. V piipadé¢ potieby
made available where required for source document musi byt vramci inspekce k dispozici 1ékarské
verification procedures as part of the inspection. The zaznamy subjektl, pokud to vyZzaduji postupy
Institution also shall make the Staff available to the ovétovani zdrojového dokumentu. Poskytovatel také
relevant Competent Authority to explain and discuss umozni relevantnimu pfislusnému organu kontakt
such documentation, data and information. The s pracovniky  klinického hodnoceni za ucelem
Institution will promptly forward to Hexal copies of vysvétleni a projednani takové dokumentace, udajii
any inspection findings that the Institution receives a informaci. Poskytovatel ~ neprodlené¢  zasle
from a Competent Authority or Ethics Committee, as spole¢nosti Hexal kopie vSech inspekénich nalezu,
applicable, in relation to the Trial. The Institution will které toto zdravotnické zatizeni obdrzi od pftislusného
provide Hexal with an opportunity to prospectively organu nebo etické komise ve vztahu ke klinickému
review any Institution responses to Competent hodnoceni. Poskytovatel poskytne spole¢nosti Hexal
Authority inspections in regard to the Trial. prilezitost k prozkoumani ptipadnych odpoveédi

Poskytovatele na inspekci ze strany pfislusného
organu ve vztahu ke klinickému hodnoceni.

(¢) Record retention. The Institution undertakes to keep | (¢) Uchovavani zaznamu. Poskytovatel se zavazuje, Ze
all Trial-related documents, in particular the Subjects’ bude uchovavat vSechny dokumenty souvisejici
informed consent forms regarding the Study, CRFs, s klinickym  hodnocenim, zejména  formulare
original data, ISF, etc. in accordance with the informovaného souhlasu subjekti tykajici se studie,
Applicable Laws and Regulations, under adequate CRF, puvodni udaje, ISF atd., v souladu s platnymi
conditions that prevent damage or destruction for zakony apiedpisy, v adekvatnich podminkach
twenty-five (25) years from completion of the Study zamezujicich jejich poskozeni nebo zniceni, a to po
("archiving time"). Should Hexal decide to pursue dobu dvaceti péti (25) let od ukonceni studie (dale jen
retention of the Trial-related documents for a longer ,doba archivace”). Pokud se spolecnost Hexal
period, Hexal shall duly inform the Institution prior to rozhodne pokracovat v uchovavani dokumentl
the end of the legal retention period indicated above souvisejicich s klinickym hodnocenim po delsi dobu,
and agree with the Institution on the terms and spole¢nost Hexal tadné informuje Poskytovatele pred
conditions of such additional retention. uplynutim vyse uvedené doby archivace a dohodne se

s Poskytovatelem na podminkach takového dalsiho
uchovavani.

6.  Confidentiality 6.  Duvérnost

(a) The Institution’s Obligations of Confidentiality. | (a) Poskytovatel a povinnost ml¢enlivosti. Poskytovatel
The Institution shall keep confidential all Confidential zachova mlcenlivost o vSech divémych informacich
Information (as defined below) and shall limit access (jak je definovano niZze) a omezi piistup k divérnym
to the Confidential Information to Hexal and to those informacim na spole¢nost Hexal a na osoby, které je
persons who require it for purposes contemplated pottebuji pro ucely uvedené vtomto dokumentu.
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hereby. The Institution shall take all practicable steps
to ensure that such persons abide by the same
obligations of confidentiality as apply to the
Institution under this Agreement. Confidential
Information includes:

Poskytovatel podnikne vSechna proveditelna opatieni,
aby zajistilo, ze tyto osoby dodrzuji stejnou povinnost
mlcenlivosti, jakd se vztahuje na Poskytovatele podle
této smlouvy. Diivérné informace zahrnuji:

(i) all information and data provided by or on
behalf of Hexal, including but not limited to the
Hexal investigator’s brochure for the Trial;

(i) veskeré  informace audaje  poskytnuté
spolecnosti Hexal nebo jejim jménem, mimo
jiné véetné souboru informaci pro zkousejiciho
vydané spole¢nosti Hexal pro toto klinické
hodnocent;

(i) the provisions of this Agreement and the
Protocol; and

(il) ustanoveni této smlouvy a protokolu a

(ii1) all information and data generated in connection
with the Trial, including but not limited to the
CRFs and the data contained therein.

(ii1)) veskeré informace audaje vytvorené
v souvislosti s klinickym hodnocenim, mimo
jiné véetné CRF a udajii v ném obsazenych.

Confidential Information is, shall become and shall
remain the property of Hexal.

Duivérné informace jsou, budou a zlistanou majetkem
spole¢nosti Hexal.

(b) Exclusions and Disclosure. The provisions in Section | (b) Vylou¢eni a zveiejnéni. Ustanoveni v odstavci 6
6(a) above shall cease to apply to information that pism. (a) vySe se piestanou vztahovat na informace,
later becomes part of the public domain through no které se pozd¢ji stanou soucasti vefejné sféry bez
fault of the Institution or the Staff or is later received zavinéni Poskytovatele nebo pracovnikd klinického
from a third party having a right of disclosure. hodnoceni nebo jsou pozdé€ji prijaty od tfeti strany
Confidential Information may be disclosed to the majici pravo na zvefejnéni. Dlvérné informace mohou
extent required by law (after giving Hexal notice and byt zpiistupnény v rozsahu vyzadovaném zakonem
an opportunity to contest the required disclosure, if (poté, co to bylo oznameno spole¢nosti Hexal, ktera
possible). The same shall apply to the treatment of the dostala prilezitost pozadované zvetejnéni napadnout,
Subjects participating in the Trial. pokud je to mozné). Totéz plati pro zachdzeni se

subjekty u¢astnicimi se klinického hodnoceni.
Hexal acknowledges that the Institution, as a state Spole¢nost Hexal bere na védomi, ze Poskytovatel,
contributory organization is required to provide jakozto statni prispévkova organizace, je povinen na
information on a third party's request under the Act dotaz tieti osoby poskytnout informace podle zakona
No. 106/1999 Coll., On Free Access to Information, ¢. 106/1999 Sb., o svobodném pfistupu k informacim,
as amended. ve znéni pozdéjsich predpisi.

(c) Confidential Information and Publication. In | (c) Duvérné informace a publikovani. Kromé toho
addition, the Confidential Information referred to in mohou byt divérné informace uvedené v odstavci 6
Section 6(a) (iii)) above may be disclosed in pism. (a) bod¢ (iii) vySe zvefejnény v souvislosti
connection with publications for its own internal s publikovanim pro vlastni interni vyzkumné
research and educational purposes strictly subject to a vzdélavaci ucely, které jsou piisné predmétem nize
Sections 7 and 8 below and the other provisions of uvedenych oddilt 7 a8 adalSich ustanoveni této
this Agreement. Such disclosure shall not contain any smlouvy. Toto zvefejnéni nesmi obsahovat zadné
Confidential Information other than that referred to in davérné informace kromé téch, které jsou uvedeny
Section 6(a) (iii) above. v odstavci 6 pism. (a) bod¢ (iii) vyse.

(d) Confidential Information and Independent Ethics | (d) Dévérné informace a nezavislé etické komise.
Committees. The Institution shall use its best efforts Poskytovatel vynalozi veSkeré usili, aby zajistil, ze
to ensure that the members of the Committee agree to ¢lenové komise budou souhlasit s dodrzovanim stejné
abide by the same obligations of confidentiality as povinnosti mlcenlivosti, jaka se vztahuje na
apply to the Institution under this Agreement. Poskytovatele podle této smlouvy.

(¢) Public Contract Registry Publication. The | (¢) Uvefejnéni vregistru smluv. Smluvni strany
Contractual Parties consent to the publication of the souhlasi s uvefejnénim smlouvy Poskytovatelem za
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Agreement by the Healthcare Provider in order to
fulfill the obligations imposed by applicable and
effective legal regulations, in particular by the Act No.
340/2015 Coll. on Registry of Contracts, as amended,
and by the guidelines and decisions of the Ministry of
Health of the Czech Republic. The Agreement shall
not disclose any personal data of natural persons,
which are not publicly available in public registers,
Confidential Information pursuant to this Agreement,
as well as trade secrets, which the Contractual Parties
agreed on, pursuant to provisions of § 504 of the Civil
Code, as follows: protocol and study design, detailed
budget, the number of subjects and their remuneration,
duration of Study, detailed information about the
insurance of Hexal. For the purpose of the publication
of this Agreement within the meaning of this
paragraph, Hexal/CRO shall submit a revised version
of the Agreement in a machine-readable form to the
Insitution.

The Institution shall publish the Agreement in the
Register of Contracts and shall inform the CRO about
the publication:

ucelem splnéni povinnosti uloZzenych mu platnou a
ucinnou pravni upravou, a to zejména zakonem C.
340/2015 Sb., o registru smluv, ve znéni pozd¢jsich
predpist, a dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky. Ve smlouvé nebudou
zvetejnény osobni udaje fyzickych osob, které nejsou
vefejné dostupné ve vefejném rejstiiku, duvérné
informace dle této smlouvy a dale pak obchodni
tajemstvi, které si smluvni strany sjednavajici ve
smyslu ust. § 504 obcanského zakoniku takto:
protokol a design studie, detailni rozpocet, pocet
subjektll hodnoceni a jejich cestovni nahrady, délka
trvani studie, detailni informace o pojisténi
zadavatele. Za uCelem uvefejnéni této smlouvy ve
smyslu tohoto odstavce poskytne CRO Poskytovateli
revidovanou verzi smlouvy ve strojové Ccitelném
formatu.

Uvefejnéni smlouvy v registru smluv provede

Poskytovatel, a o uvefejnéni bude CRO zadavatele
informovar:

7. Publications

7. Publikace

(a) Publication Procedure. On completion of the Trial
and evaluation of the results, or abandonment of the
Trial, respectively, the Institution or the Principal
Investigator may publish or otherwise publicly
disclose the results of the Trial or the treatment of any
Subject participating in the Trial for internal research
and educational purposes, subject, however, to the
following conditions and compliance with Section
6(c) above. The same rules applies whenever the
Principal Investigator wishes to make a presentation
on all or part of the Trial related information:

(a) Postup publikovani. Po dokonceni klinického
hodnoceni a vyhodnoceni vysledkti nebo opusténi
klinického hodnoceni mtze Poskytovatel nebo hlavni
zkousSejici publikovat nebo jinak zvefejnit vysledky
klinického hodnoceni nebo zachazeni s kterymkoli
subjektem tucastnicim se klinického hodnoceni pro
interni vyzkumné a vzdélavaci ucely, avSak za
predpokladu  splnéni  nésledujicich  podminek
a dodrzovani vySe uvedeného odst. 6 pism. (c). Stejna
pravidla plati vzdy, kdyz si hlavni zkousSejici pfeje
prezentovat vSechny nebo ¢ast informaci souvisejicich
s klinickym hodnocenim:

A copy of such disclosure shall be given to Hexal for
review, with reference to this paragraph, at least
ninety (90) business days prior to delivery to any
other party. Hexal has the right to require amendments
to any such proposed presentation or publication on
reasonable grounds including without limitation:

Kopie takového zvetfejnéni musi byt poskytnuta
spole¢nosti Hexal ke kontrole, s odkazem na tento
odstavec, nejméné devadesat (90) pracovnich dni
pted predanim jakékoli jiné stran€. Spolecnost Hexal
ma pravo pozadovat zmény v jakékoli takové
navrhované prezentaci nebo publikaci z pfimétenych
divodd, mimo jiné vcetne:

@) to ensure the accuracy of the presentation or @) zajiSténi  presnosti  prezentace  nebo
publication; publikace;

(i1) to ensure that proprietary information is not (i1) zajisténi, aby nedochazelo k netiimyslnému
inadvertently divulged; vyzrazeni vlastnickych informaci;

(iii) to enable intellectual property rights to be (iii) umoznéni zabezpelit prava duSevniho
secured; vlastnictvi;

(iv) to enable  relevant supplementary (iv) umoznéni poskytnout piislusné dopliujici
information to be provided. informace.
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The Institution / Principal Investigator shall be
required to comply with any request to amend or
delete any statement in a proposed publication,
provided such request is based on any one of (i) to (iv)
above.

Poskytovatel nebo hlavni zkousSejici jsou povinni
vyhovét jakékoli zadosti o zménu nebo vymazani
jakéhokoli prohlaSeni v navrhované publikaci, pokud
je takova zadost zaloZzena na kterémkoli z vySe
uvedenych bodu (i) az (iv).

If Hexal gives notice during such period that it intends
to file patent applications relating to matters contained
in such disclosure, disclosure shall be delayed for up
to an additional one hundred and twenty (120)
business days from such notice to permit such filings.

Pokud spole¢nost Hexal béhem této lhiity oznami, Ze
ma v umyslu podat patentové piihlasky tykajici se
zalezitosti obsazenych vtomto zvefejnéni, bude
zvetejnéni zpozdéno az o dalSich sto dvacet (120)
pracovnich dnti od tohoto oznameni, aby bylo mozné
takové podani podat.

This period shall commence on the date of receipt of
the proposed publication or presentation, or from the
date when all relevant data from the Trial are made
available to Hexal, whichever is later.

Tato lhuta za¢ind dnem pfijeti navrhované publikace
nebo prezentace nebo ode dne, kdy jsou spole¢nosti
Hexal zpfistupnény vSechny relevantni udaje
z klinického hodnoceni, podle toho, co nastane
pozdgji.

However, if at the end of such one-hundred and
twenty (120) business day period, despite the use of
diligent efforts on the part of Hexal, additional time is
necessary to complete the filing of a patent
application, Hexal may request, and the Institution
and/or the Principal Investigator, as the case may be,
shall grant, an extension of the period of time within
which to file the patent application.

Pokud je vSak na konci tohoto sto dvacet (120)
pracovnich dnti dlouhého obdobi nezbytna delsi doba
k dokoncCeni podani patentové prihlasky, piestoze
spoleCnost Hexal wvynalozi veSkeré Tusili, muze
spole¢nost Hexal pozadat o prodlouzeni lhuty pro
podani patentové pftihlasky a Poskytovatel nebo
piipadné hlavni zkousejici této Zadosti vyhovi.

No disclosure shall be made until results from all sites
have been received and analysed, or the Trial has been
abandoned at all sites. The first publication of data
shall be based on consolidated data from all sites
analysed according to the Protocol, unless otherwise
agreed in writing by all the Principal Investigators
involved in the Trial and by Hexal.

Z&dné zvefejnéni nesmi byt u¢inéno, dokud nebudou
obdrzeny a analyzovany vysledky ze vsSech pracovist
nebo dokud nebude klinické hodnoceni na vsech
pracovistich opusténo. Prvni zvefejnéni udaji bude
zalozeno na konsolidovanych udajich ze vSech
pracovist analyzovanych podle protokolu, pokud se
vSichni hlavni zkouSejici zapojeni do klinického
hodnoceni a spole¢nost Hexal pisemné nedohodnou
jinak.

If a committee of Principal Investigators is formed for
publication of results of the Trial, any separate
publication by the Institution or the Principal
Investigator shall be delayed until the initial
publication by the committee or a determination is
made by the committee not to make such publication.
If the committee does not produce an initial
publication within eighteen (18) months after the
results from all of the sites have been received and
analysed, and the committee does not notify the
Principal Investigator that the committee intends to
produce a publication, then the Institution and the
Principal Investigator may publish or otherwise
disclose the results of the Trial (but not the Trial in
general) for internal research and educational
purposes, subject, however, to the other conditions of
this Section 7.

Je-li pro zvefejnéni vysledkl klinického hodnoceni
ziizena komise hlavnich zkousSejicich, odklada se
kazda samostatna publikace Poskytovatelem nebo
hlavnim zkouSejicim az do doby, kdy komise ucini
prvotni publikaci nebo rozhodne o neprovedeni takové
publikace. Pokud komise nevypracuje prvotni
publikaci do osmnéacti (18) meésici po obdrzeni
a analyze vysledkid ze vSech pracovist aneoznami
hlavnimu zkou$ejicimu, ze ma v uamyslu vydat
publikaci, pak mize Poskytovatel a hlavni zkouSejici
publikovat nebo jinak zvetejnit vysledky klinického
hodnoceni (ale nikoli klinické hodnoceni obecné) pro
interni  vyzkumné  avzdélavaci ucely, avSak
s vyhradou ostatnich podminek tohoto odstavce 7.

(b) Content of Publications. Any such publication or | (b) Obsah publikaci. Kazdad takova publikace nebo
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disclosure must comply with all Applicable Laws and
Regulations and must be limited to scientific findings.
Such publications or disclosures must, in particular,
not constitute promotion under the Applicable Laws
and Regulations.

zvetejnéni musi byt vsouladu se vSemi platnymi
zakony apredpisy amusi se omezit na védecka
zjisténi. Takové publikace nebo zvefejnéni nesméji
zejména predstavovat propagaci podle platnych
zakond a predpist.

Hexal and its agents may use, refer to and disseminate
reprints of scientific, medical and other published
articles which disclose the name of the Institution
and/or the Principal Investigator consistent with
applicable copyright laws. Neither the Institution nor
the Principal Investigator shall disclose the existence
of this Agreement or its association with Hexal, or use
the name of Hexal or its agents in any press release,
article or other method of communication, without the
express prior written approval of the party whose
name is the subject of the potential disclosure.
Provided, however, that in order for the Institution to
satisfy its reporting obligations, they may identify
Hexal as the Trial sponsor and disclose the amount of
funding received for the Trial, but it shall not include
in any such report any information that identifies any
Product by name or the therapeutic area(s) involved in
the Trial, except as otherwise required by the
Applicable Laws and Regulations. The Institution, the
Principal Investigator and Staff shall not use the name
of Hexal or its agents or any information that
identifies the Product or Trial in any social media.

Spole¢nost Hexal ajeji zastupci mohou pouzivat,
odkazovat aSsifit pretisky védeckych, Iékatskych
a jinych publikovanych ¢lankt, které zvetejituji jméno
zdravotnického zatizeni nebo hlavniho zkousejiciho
v souladu s platnymi zakony o autorskych pravech.
Poskytovatel ani hlavni zkouSejici nezverejni
existenci této smlouvy nebo jejiho spojeni se
spolecnosti Hexal ani nepouzije jméno spolecnosti
Hexal nebo jejich zastupct v jakékoli tiskové zprave,
¢lanku nebo jiném zpisobu komunikace bez
vyslovného ptedchoziho pisemného souhlasu strany,
jejiz jméno je predmétem piipadného zvefejnéni.
Avsak za predpokladu, ze Poskytovatel splni své
ohlasSovaci povinnosti, miize identifikovat spole¢nost
Hexal jako =zadavatele klinického hodnoceni
a zvetejnit vysi financnich prostfedkl ziskanych pro
klinické hodnoceni, ale v zadné takové zpravé nesmi
byt obsazeny Zzadné informace, které identifikuji
jakykoli produkt nazvem nebo terapeutickou oblasti /
terapeutickymi oblastmi zapojenymi do klinického
hodnoceni, pokud nestanovi jinak platné zakony
a predpisy. Poskytovatel, hlavni zkousejici
a pracovnici klinického hodnoceni nesméji pouzivat
jméno spole¢nosti Hexal nebo jejich zastupcl ani
zadné informace, které by identifikovaly produkt nebo
klinické hodnoceni v zadnych socialnich médiich.

Hexal and its agents may use the Institution and the
Principal Investigator contact details and Trial status
in Trial specific newsletters and on the worldwide
web for the purpose of conducting this Trial.
Newsletters may be distributed to all participating
sites and postings to the worldwide web are for the
purpose of providing information to potential Subjects
regarding the Trial giving them the ability to contact
participating sites.

Spolec¢nost Hexal ajeji zastupci mohou pro ucely
provadéni tohoto klinického hodnoceni pouzit
kontaktni idaje Poskytovatele a hlavniho zkousejiciho
astav  klinického hodnoceni ve specifickych
informacnich bulletinech ana internetu. Informacni
bulletiny mohou byt distribuovany na vSechna
zucCastnénd pracovisté a piispévky na internetu slouzi
k poskytovani informaci potencialnim subjektim
klinického hodnoceni, coz jim umozinuje kontaktovat
zucastnéna pracoviste.

8. Inventions 8.  Vynilezy

(a) The Institution acknowledges that the results of the | (a) Poskytovatel bere na védomi, Zze vysledky klinického
Trial, as well as any discoveries, inventions (whether hodnoceni, jakoz ijakékoli objevy, vynalezy (at’ uz
or not patentable) and other matters capable of patentovatelné nebo nikoli) a dal$i skute¢nosti, které
intellectual property or similar protection anywhere in se mohou stat predmétem dusevniho vlastnictvi nebo
the world relating in any way to the Product, any podobné ochrany kdekoli na svété akteré se
Material or any derivative or any improvement or use jakymkoli zptisobem vztahuji k produktu, jakémukoli
thereof (the Inventions) arising from this Agreement materialu,  derivatu, vylepSeni nebo  pouziti
and the Trial shall, subject to the following provisions (vynalezy), vyplyvajici z této smlouvy a klinického
of this Section, be owned by Hexal and may be used hodnoceni  budou, svyhradou  nasledujicich
and transferred by Hexal in its sole discretion without ustanoveni tohoto odstavce, vlastnictvim spolecnosti
any further payment or obligation to the Institution or Hexal a mohou byt pouzity a pfevedeny spolecnosti
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Principal Investigator.

Hexal podle jejiho vyhradniho uvazeni bez jakékoli
dalsi platby nebo povinnosti vici Poskytovateli nebo
hlavnimu zkousejicimu.

(b) All intellectual property rights shall be governed by | (b) VSechna prava dusevniho vlastnictvi se tidi jurisdikei,
the jurisdiction in which any such intellectual property ve které byla takova prava duSevniho vlastnictvi
right has been conceived. To the extent that the laws vytvofena. V rozsahu, v jakém by zakony jurisdikce,
of the jurisdiction in which the Trial is conducted ve které je klinické hodnoceni vedeno, pricitaly pravo
would attribute ownership of the intellectual property na duSevni vlastnictvi vyndlezli Poskytovateli nebo
of the Inventions to the Institution and/or the Principal hlavnimu zkou$ejicimu, kazdy znich neodvolatelné
Investigator, each of them hereby irrevocably assigns postupuje spoleCnosti Hexal svlij vlastni majetkovy
to Hexal their respective ownership interest under any podil na zakladé jakéhokoli patentu nebo jinad prava
patent or other intellectual property rights resulting dusevniho vlastnictvi vyplyvajici z Gcasti
from the Institution’s or the Principal Investigator’s Poskytovatele nebo hlavniho zkouSejictho na
participation in the Trial at no additional cost. To the klinickém hodnoceni bez dalsich nakladi. V rozsahu,
extent that the applicable mandatory provisions of law v jakém by platna zavazna pravni ustanoveni v této
in the jurisdiction would entitle the Institution and/or jurisdikci ud€lovala Poskytovatel nebo hlavnimu
Principal Investigator and/or the Staff the right to zkousejicimu  nebo  pracovnikim  klinického
compensation for any commercial exploitation of such hodnoceni pravo na nahradu za jakékoli komer¢ni
Inventions by Hexal, the parties shall agree to a vyuziti téchto vynalezli spole¢nosti Hexal, se strany
commercially reasonable level of compensation, based dohodnou na komeréné¢ pfiméfené uwrovni na
on the parties’ respective contributions to the kompenzaci na zaklad¢ ptislusnych pfispévkl stran
Invention in question and having regard to standard k pfedmétnému vynalezu a s ohledem na standardni
industry practice in such matters. The Institution postupy vtomto odvétvi vtéchto zalezitostech.
would then be responsible to pay the agreed amount to Poskytovatel by pak byl odpovédny za zaplaceni
the Principal Investigator or Staff as applicable. For dohodnuté c¢astky hlavnimu zkouSejicimu nebo
the avoidance of doubt, the collection and processing pracovnikidm klinického hodnoceni podle potieby. Pro
of Trial results by the Institution and/or the Principal vylouceni pochybnosti nepredstavuje shromazd’ovani
Investigator in the normal course of performance of azpracovani  vysledki  klinického  hodnoceni
this Agreement does not constitute an Invention which Poskytovatelem nebo hlavnim zkousejicim pfi bézném
would entitle either to any compensation under this plnéni této smlouvy vynalez, ktery by kromé castky
Section in addition to the sums already provided in jiz  poskytnuté podle Ptiloze A  opraviioval
Schedule A. The Institution and the Principal k jakymkoli nahradam podle tohoto odstavce.
Investigator shall notify Hexal immediately of any Poskytovatel a hlavni zkousSejici neprodlené¢ pisemné
Inventions in writing and shall provide such informuji  spolecnost Hexal o vSech vynalezech
information and cooperation as Hexal may reasonably a poskytnou takové informace a spolupraci, jaké muze
request from time to time to enable Hexal to exercise spole¢nost Hexal Cas od Casu piiméfené pozadovat,
its rights hereunder, including but not limited to aby umoznili spolecnosti Hexal uplatnit sva prava
perfecting Hexal’s ownership of such Inventions, the podle této smlouvy, mimo jiné vcetné¢ zdokonaleni
preparation, filing and prosecution of patent vlastnictvi téchto vynalezli spolecnosti Hexal,
applications related to such Inventions, and the piipravy, podani a vyfizovani patentovych piihlaSek
enforcement of patent and other rights to said souvisejicich s témito vynalezy a vymahani patentu
Inventions. a dalSich prav na uvedené vynalezy.

9. Term and Termination 9.  Termin a ukonceni

(a) Term. This Agreement becomes effective at the date | (a) Termin. Tato smlouva vstupuje v U¢innost dnem
of publication of the Agreement in the Public Contract zvetejnéni  smlouvy v Registru smluv (datum
Register (the Effective Date) and shall continue until ucinnosti) abude platit do tadného dokonceni
the due completion of the Trial unless terminated klinického hodnoceni, pokud nebude ukonceno dfive
carlier by the written agreement of the parties or under na zaklad¢ pisemné smlouvy mezi stranami nebo na
the other provisions of this Section 9. The estimated zéklad¢ jinych ustanoveni tohoto odstavce 9.
duration of the Study is from 10/2021 to 3/2023 Predpokladana doba trvani klinického hodnoceni je od

10/2021 do 3/2023

(b) Termination by Hexal. Hexal, in its sole discretion, | (b) Ukonceni ze strany spolecnosti Hexal. Spolec¢nost
shall have the right to terminate with immediate effect Hexal ma podle svého vyhradniho uvazeni pravo
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the conduct of the Trial at any time and give notice to
the Institution accordingly. Upon receipt of the notice
to terminate the Trial, the Institution shall
immediately take all reasonable steps to cease conduct
of the Trial at the Institution as soon as reasonably
possible and to protect the welfare of Subjects
participating in the Trial.

kdykoli ukoncit prubéh klinického hodnoceni
ainformovat otom Poskytovatele. Po obdrzeni
oznameni o ukon¢eni klinického hodnoceni, podnikne
Poskytovatel okamzité vSechny pfiméfené kroky
k zastaveni provadéni klinického hodnoceni u
Poskytovatele, jakmile to bude piiméfené mozné
a k ochran¢ blaha subjektt ucastnicich se klinického

hodnoceni.

(¢) Termination by the Institution. The Institution shall | (¢) Ukonceni ze strany Poskytovatele. Poskytovatel ma
have the right to terminate the conduct of the Trial if pravo ukoncit klinické hodnoceni, je-li to nezbytné
necessary to protect the welfare of Subjects. k ochran¢ blaha subjekti.

(d) Termination due to Unavailability of the Principal | (d) Ukonceni kvuli nedostupnosti hlavniho
Investigator. In addition, either party may terminate zkouSejiciho. Kromé toho mize kterakoli strana
this Agreement with immediate effect by written s okamzitou U€innosti  ukonc¢it tuto  smlouvu
notice to the respective other party if the Principal pisemnym oznamenim piislusné druhé stran¢, pokud
Investigator is no longer available or terminates his or hlavni zkousejici jiz neni k dispozici nebo ukonéi svij
her relationship with the Institution, and a suitable vztah s Poskytovatelem a Poskytovatel nedokaze ani
replacement cannot, after reasonable efforts by the po pfiméteném usili najit vhodnou nahradu, kterd by
Institution, be found that is agreeable to Hexal. byla pro spole¢nost Hexal piijatelna.

(¢) Termination for Breach etc. Either party may | (¢) Ukonceni z divodu poruseni atd. Kterakoli strana
terminate this Agreement with immediate effect by muze s okamzitou U¢innosti ukonéit tuto smlouvu
written notice to the other in the event that (i) the pisemnym oznamenim druhé strané€ v pripade, ze (i) se
other party commits a material breach of this druha strana dopusti podstatného poruseni této
Agreement which (if remediable) is not remedied smlouvy, které (pokud je napravitelné) neni napraveno
within thirty (30) days of a written notice from the do tficeti (30) dnd od pisemného oznadmeni od strany,
non-defaulting party; or (ii) the other party becomes kterd se nedopustila poruSeni zdvazki; nebo (ii) se
insolvent. druha strana stane insolventni.

Any violation of the good clinical practices, the Jakékoli poruseni spravné klinické praxe, platnych
Applicable Anti-Corruption Legislation, or data protikorupcnich pravnich pifedpisit nebo ustanoveni
protection provisions under the Applicable Laws and o ochran¢ udaji podle platnych zakonu a ptedpist se
Regulations shall be deemed to be a material breach of povazuje za podstatné poruseni této smlouvy.

this Agreement.

(f) Respective Obligations in the Event of Early | () Vzajemné povinnosti v piipadé predéasného
Termination. In the event that the conduct of the ukonéeni. V pripad¢, ze bude klinické hodnoceni u
Trial at the Institution is terminated prior to its Poskytovatele ukon¢eno pfed dokonéenim jinak nez
completion other than by Hexal under Section 9(e), spole¢nosti Hexal podle odst. 9 pism. (e), vyplati
Hexal shall pay to the Institution the remuneration spolecnost Hexal Poskytovateli odménu podrobné
detailed in this Agreement for the milestones which uvedenou v této smlouveé za milniky, kterych bylo
have been duly achieved to the date of termination and fadn¢ dosazeno do data ukonceni a vSechny nevratné
all non-cancellable expenses previously approved by vydaje diive schvélené spolecnosti Hexal. V pfipade
Hexal. In the event of early termination for any predcasného ukonceni z jakéhokoli divodu poskytne
reason, the Institution shall provide all such assistance Poskytovatel veskerou pomoc, kterou bude spole¢nost
as Hexal shall reasonably require in order to ensure an Hexal odivodnéné vyzadovat, aby zajistila U€inné
efficient handover of the conduct of the Trial to a third pfedani pribcéhu klinického hodnoceni tfeti strané
party and with due regard for the welfare of the a s nalezitym ohledem na blaho subjektu.

Subjects.

(g) Return of Documents and Material. Upon | (g) Vraceni dokumenti a materialu. Pii ukonceni této
termination of this Agreement for any reason the smlouvy zjakéhokoli divodu Poskytovatel vrati
Institution shall and shall procure that the Staff shall a zajisti, aby zaméstnanci vratili spolecnosti Hexal
return to Hexal all documents, Trial results and vSechny dokumenty, vysledky klinického hodnoceni
Material used, generated or referred to in the course of a material, které byly pouzity, vytvofeny nebo na
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the Trial, and the Institution hereby irrevocably
waives any ownership interest or intellectual rights
worthy of protection of any of the above.

které se odkazuje v prubéhu klinického hodnoceni,
a Poskytovatel se timto neodvolateln¢ vzdava
jakéhokoli vlastnického podilu nebo prav dusevniho
vlastnictvi hodnych ochrany ukterékoli z vyse
uvedenych polozek.

(h)  Survival. Sections 5, 6, 7, 8, 9, 10, 16(b), 16(c) and | (h) Pietrvani. Odstavce 5, 6, 7, 8, 9, 10, 16 pism. (b),
16(h) of this Agreement shall survive the expiration or 16 pism. (¢) a 16 pism. (h) této smlouvy zlstanou
termination of the Trial and this Agreement for a platné po vyprSeni nebo ukonceni klinického
period of fifteen (15) years. hodnoceni a této smlouvy po dobu patnéacti (15) let.

(i) The Agreement shall be terminated in writing; the | (i) Smlouva bude ukonCena pisemn¢; ukonceni Ilze
termination can be effected by sending a letter to the provést zaslanim dopisu druhé strané doporucenou
other party by registered mail for confirmation postou k potvrzeni bez zbyte¢ného odkladu. Ukonceni
without undue delay. The termination of this této smlouvy prostfednictvim e-mailové komunikace
Agreement by e-mail communication shall be je vylouceno.
excluded.

10. Indemnification 10. OdSkodnéni

(a) Indemnification by Hexal. Hexal shall indemnify the | (a) OdSkodnéni ze strany spole¢nosti Hexal. Spole¢nost
Institution and its directors, trustees, authorized Hexal nahradi Poskytovateli ajeho feditelim,
representatives and employees including the Staff spraveim, povéfenym zastupcim a zaméstnanclim
(collectively, the Indemnitees) against any loss, (spolecné odSkodnéné osoby) jakoukoli ztratu,
liability or costs incurred in connection with a claim, odpovédnost nebo naklady wvzniklé v souvislosti
demand, action, suit or proceeding (a Claim) arising s narokem, Zadosti, ¢innosti, zalobou nebo soudnim
out of the participation of the Indemnitees in the Trial, tizenim (ndrok) vyplyvajicim z Gc€asti odSkodnénych
except to the extent that the Claim results from (i) the osob na klinickém hodnoceni, s vyjimkou pftipadu,
failure of an Indemnitee to comply with this kdy narok vychazi z (i) neschopnosti odSkodnéné
Agreement, the Protocol or with any written osoby dostat této smlouveé, protokolu, jakymkoli
instructions delivered by or on behalf of Hexal or with pisemnym pokynim dorucenym spolecnosti Hexal
the Applicable Laws and Regulations or (ii) any nebo jejim jménem nebo platnym zakondm
negligent act or omission of or wilful misconduct by a pfedpisim nebo (ii) jakékoli nedbalosti nebo
an Indemnitee. opomenuti nebo umyslného protipravniho jednani ze

strany odSkodnéné osoby.

(b) Conditions on the Indemnification by Hexal. | (b) Podminky odSkodnéni  spolecnosti  Hexal.
Hexal’s indemnification obligations are subject to the Povinnosti spole¢nosti Hexal tykajici se odSkodnéni
following conditions: podléhaji témto podminkam:

(i)  Hexal shall have received notice of a Claim or (i)  Spolecnost Hexal obdrzi oznameni o naroku
events likely to give rise to a Claim without nebo udalostech, které by mohly vést ke vzniku
undue delay (but in any case within ten (10) naroku, bez zbyte¢ného odkladu (avSak
days after the Institution or the Indemnitees v kazdém ptipadé do deseti (10) dnl poté, co
seeking indemnification shall have received takové oznameni obdrzi Poskytovatel nebo
notice thereof). odskodnéné osoby, které o odskodnéni zadaji).

(ii)) Hexal shall be given the opportunity at all times (ii)) Spole¢nosti Hexal bude vzdy poskytnuta
to manage the defence of the Claim, with the ptilezitost fidit obhajobu naroku, ato ve
cooperation and assistance of the Institution and spolupraci aza  pomoci  Poskytovatele
the Indemnitees seeking indemnification. In no a odskodnénych osob, které o odSkodnéni
event shall the Institution or the Indemnitees zadaji. Poskytovatel ani odSkodnéné osoby
make or attempt to make any settlement or v z&dném pitipad¢ neucini ani se nepokusi ucinit
make any admission with respect to the Claim vyrovnani ani  neuéini zadnd  pfiznani
without the prior written consent of Hexal. v souvislosti s narokem bez ptedchoziho

pisemného souhlasu spolecnosti Hexal.
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(iii) An Indemnitee seeking indemnification shall
take all reasonable steps to mitigate the amount
of any Claim for indemnification.

(iii) Odskodnéna osoba, ktera usiluje o odSkodnéni,
ucini vSechny pfimétené kroky ke zmirnéni
vyse jakéhokoli naroku na odskodnéni.

This indemnity will not inure to the benefit of any
Indemnitee’s insurer, by subrogation or otherwise. The
provisions of this Section 10 constitute the Indemnitees' sole
and exclusive remedy against Hexal in respect of all Claims.

Toto odskodnéni nebude ucinéno ve prospéch pojistitele
odSkodnéného, subrogaci ani jinak. Ustanoveni tohoto
odstavce 10 predstavuji jediny a vyluény prostfedek
odSkodnéni odskodnénych osob vii¢i spolecnosti Hexal ve
vztahu ke vS§em narokim.

11. Notices

11. Oznameni

Any notice required or given by either party hereunder shall
be in writing. Such notices shall be deemed received on the
date delivered personally, or five (5) days after the date
postmarked if sent by registered mail or recorded delivery,
return receipt requested, postage prepaid to the address
stated on top of this Agreement or to any address as may be
communicated at a later date under this Section 11.

Jakékoli oznameni pozadované nebo podané kteroukoli ze
stran podle této smlouvy musi byt v pisemné podobé.
Takova oznameni se povazuji za piijatd v den, kdy byla
osobné doruc¢ena, nebo pét (5) dni po datu na postovnim
razitku, pokud jsou zasilana doporucenou posStou nebo
doporuc¢enym dorucenim s dorucenkou, predplacenym
postovnym na adresu uvedenou v této smlouvé nebo na
jakoukoli adresu, ktera mize byt pozdéji dohodnuta podle
tohoto odstavce 11.

All notices to the Institution shall be sent to FN Motol
(Motol University Hospital) and marked as Klinicka
hodnoceni 1é¢iv, sekretaridt naméstka pro LPP (the
secretariat of the deputy for medical and preventive care), V
Uvalu 84, 150 06, Praha 5 or to the contact e-mail:

Veskera oznameni Poskytovateli budou zaslana do FN
Motol a ozna¢ena Klinické hodnoceni 1éCiv, sekretariat
naméstka pro LPP, V Uvalu 84, 150 06 Praha 5 &i na
kontaktni email:

12. Transparency 12. Transparentnost

(a) Hexal collects, records and publishes Information (as | (a) Spole¢nost Hexal shromazd’uje, zaznamenava
defined below) regarding Transfers of Value. a zvefejiiuje informace (jak jsou definovany nize)

tykajici se pfevodu hodnoty.

(b) For the purpose of this clause, "Transfer of Value" | (b) Pro ucely tohoto odstavce se ,,pfevodem hodnoty*
means any direct or indirect transfer of value, in cash rozumi jakykoli pfimy nebo neptimy prevod hodnoty,
or in kind or otherwise, which relates to: donations v hotovosti nebo v naturaliich ¢i jinak, ktery se tyka:
and grants, funding for research and development, darti a grantl, financovani vyzkumu a vyvoje, mimo
including but not limited to, clinical trials and non- jiné vcetné klinickych hodnoceni a neintervencnich
interventional studies, non-monetary benefits in studii, nepenéznich vyhod v souvislosti s G¢asti na
connection with attending continuing medical konferencich o dal§im lékatském vzdélavani, veetné
education conferences, including konferencnich/registracnich  poplatkli, sponzorstvi,
conference/registration fees, sponsorship, agreements, smluv, jakoz 1icestovnich a pobytovych nakladu,
as well as travel and accommodation expenses, service poplatki za sluzby aporadenstvi, jakoz i jinych
and consultancy fees, as well as other benefits in kind. véenych davek.

(c) For the purpose of this clause, "Information" includes, | (¢c) Pro ucely tohoto odstavce pojem ,informace*

without limitation, the amounts attributable to
Transfers of Value, the name and business address of
the healthcare professionals and/or healthcare
organizations, types of mnon- monetary benefits
received, the relevant reporting period for a Transfer
of Value and the purpose of the Transfer of Value.
Institution and Principal Investigator acknowledge and
agree Hexal may have certain disclosure and reporting

zahrnuje, aniz by byl vyCet omezujici, c¢astky
souvisejici s pfevody hodnoty, jméno a obchodni
adresu zdravotnickych pracovnikl nebo
zdravotnickych organizaci, typy piijatych nepené¢znich
vyhod, piislusné vykazované obdobi pro pirevod
hodnoty atucel pfevodu hodnoty. Poskytovatel
a hlavni zkouSejici berou na védomi a souhlasi s tim,
7ze spoleénost Hexal miZze mit urcité povinnosti

obligations, including, without Ilimitation, the tykajici se zvefejnovani a vykazovani, mimo jiné
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disclosure/reporting of fees and amounts payable
pursuant to this Agreement. Accordingly, Institution
and Principal Investigator shall report to Hexal any
Information made for a Transfer of Value. Reports
shall be in the form provided by, or approved in
advance by, Hexal. Hexal shall have the right to
review receipts and other documentation of Institution
and Principal Investigator related to such Transfers of
Value.

veetné zvefejiiovani/vykazovani poplatki a ¢astek
splatnych podle této smlouvy. V souladu s tim hlasi
Poskytovatel a hlavni zkousSejici spolecnosti Hexal
veSkeré informace uéinéné pro prevod hodnoty.
Zpravy jsou ve formé poskytnuté spolecnosti Hexal
nebo pfedem schvalené spole¢nosti Hexal. Spole¢nost
Hexal ma pravo kontrolovat pifedpisy a dalsi
dokumentaci Poskytovatele a hlavniho zkousejiciho
souvisejici s takovymi prevody hodnoty.

13. Data Privacy

13. Ochrana osobnich udaju

13.1 Roles of the parties. For the purposes of this
Agreement, both the Institution and Hexal
shall be considered Data Controllers as
defined by the Applicable Laws and
Regulations.

13.1 Role stran. Pro ucely této smlouvy se
Poskytovatel ispoleCnost Hexal povazuji za
spravce udaji ve smyslu platnych zakont
a predpist.

Each party shall be individually and separately
responsible for complying with the obligations
that apply to it as a controller under Applicable
Laws and Regulations. The Institution shall be
considered Data Controller with respect to the
medical treatment and the medical records.
Hexal, the sponsor, shall be considered Data
Controller with respect to the “Research Data”,
meaning any data, including personal data
concerning any Trial Staff or Trial Subjects.

Kazda strana odpovida jednotlivé a samostatné
za plnéni povinnosti, které pro ni plati jako pro
spravce podle platnych zakonl a predpisd.
Poskytovatel se povazuje za spravce udaju,
pokud jde o lékafské oSetfeni a lékarské
zaznamy. Spole¢nost Hexal je coby zadavatel
povazovana za spravce udajii, pokud jde
o,udaje zvyzkumu“, tedy jakékoli udaje,
veetné osobnich daju tykajicich se jakéhokoli
pracovnika klinického hodnoceni nebo subjektt
hodnoceni.

13.2 Provisions on the collection and processing

13.2 Ustanoveni o shromazd’ovani

of data by the Institution and the Principal a zpracovavani udaju  Poskytovatelem
Investigator. a hlavnim zkousSejicim.

(a) The collection and processing of Research Data (a) Shromazd’ovani a zpracovavani udaju

shall be performed in compliance with this zvyzkumu, se provadi vsouladu s touto

Agreement and as indicated in the Protocol, the smlouvou ajak je wuvedeno v protokolu,

Informed Consent Form and any written
instructions issued by Hexal. Research Data
collected by the Institution in the Case Report
Form shall be processed by the Institution only
for the purpose of the performance of this
Agreement. However, the Institution may use
the data collected in the course of the Trial for
the Trial Subject’s treatment purposes.

formulafi informovaného souhlasu a jakychkoli
pisemnych pokynech vydanych spolecnosti
Hexal. Udaje zvyzkumu  shromazdéné
Poskytovatelem v zaznamu subjektu hodnoceni
budou zpracovavany Poskytovatelem pouze za
ucelem plnéni této smlouvy. Poskytovatel vSak
muze pouzit udaje shromazdéné v prib&hu
klinického hodnoceni pro ucely 1écby subjektu
hodnoceni.

(b) Processing of Research Data shall be performed
by the Principal Investigator, Trial Staff and
other authorized persons on the need to know
basis. The Institution shall be responsible for
managing access to the Research Data providing
the details in the Institution’s possession or
control.

(b) Zpracovéni tdaji z vyzkumu pouze v rozsahu
nezbytné nutném provadi hlavni zkouSejici,
pracovnici  klinického  hodnoceni  a dalsi
opravnéné osoby. Poskytovatel odpovida za
spravu  pfistupu  kudajim  z vyzkumu
a poskytuje podrobnosti, které ma Poskytovatel
ve vlastnictvi nebo pod kontrolou.

The Institution shall ensure Trial Staff
processing Research Data have appropriate

(©)

(©)

Poskytovatel zajisti, aby pracovnici klinického
hodnoceni zpracovavajici udaje z vyzkumu méli
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skills and training to handle personal data and
maintain its confidentiality.

odpovidajici dovednosti a Skoleni pro zachazeni
s osobnimi daji a zachovani jejich divérnosti.

(d) Research Data must be kept confidential. It shall
not be disclosed or transferred to any third party
without prior written approval of Hexal. In case
such disclosure includes personal data, the third
party receiving the data must have a wvalid
ground under Applicable Laws and Regulations
to receive and process such data. Research Data
may be disclosed where required by Applicable
Laws and Regulations or when requested by a
data protection authority.

(d) Udaje z vyzkumu musi byt divérné. Nesméji
byt zvefejnény ani pievedeny na zadnou tieti
stranu bez predchoziho pisemného souhlasu
spoleCnosti Hexal. V pfipadé, Ze takové
zvetejnéni zahrnuje osobni Udaje, musi mit tieti
strana prijimajici udaje platny davod pro
pfijimani azpracovani téchto udaju podle
platnych zakonti a predpist. Udaje z vyzkumu
mohou byt zvefejnény, pokud to vyzaduji platné
zakony a predpisy, nebo na zadost organu pro
ochranu udaji.

(e) The Institution shall implement appropriate (e) Poskytovatel zavede vhodna spravni, technicka
administrative, technical and physical security afyzickd bezpecnostni opatfeni k ochrané
measures to protect personal data using current osobnich udaju pomoci soucasnych
industry best practices taking into consideration osvédcenych postupl v tomto odvétvi, pficemz
the state of the art of applicable technologies. zohledni nejmodernégjsi pouzitelné technologie.

(f) The Institution shall comply with any (f) Poskytovatel musi dodrzovat veskeré pokyny

instructions regarding the coding of Research
Data issued at any time by Hexal in accordance
with Applicable Laws and Regulations and best
practice.

tykajici se kodovani udaji z vyzkumu, které
spole¢nost Hexal kdykoli vydala, v souladu
s platnymi zékony a pfedpisy a osvédCenymi
postupy.

(g) The Institution shall maintain procedures to
detect and respond to a personal data breach, as

defined under Applicable Laws and
Regulations, including breach of security
leading to the accidental or unlawful
destruction, loss, alteration, unauthorised

disclosure of, or access to, personal data
transmitted, stored or otherwise processed. The
Institution shall notify Hexal of any personal
data breach, related to the processing of the
Research Data, without undue delay, but no
later than twenty-four (24) hours of discovery of
such breach. The Institution and Hexal shall
reasonably cooperate to remediate a personal
data breach and liaise with each other before
reporting a personal data breach to the relevant
authority.

(g) Poskytovatel zachovava postupy pro zjistovani
areagovani na naru$eni osobnich tdaju, jak je
vymezeno vV platnych zakonech a ptedpisech,
véetn¢  naruseni  bezpeCnosti  vedouciho
k ndhodnému nebo nezdkonnému zniceni,
ztraté, zmeén¢, neopravnénému vyzrazeni nebo
pfistupu  k pfenaSenym osobnim udajim,
ulozenym nebo jinak zpracovanym.
Poskytovatel oznami spole¢nosti Hexal jakékoli
poruseni osobnich udaji  souvisejici  se
zpracovanim udajit z vyzkumu bez zbytecného
odkladu, nejpozde€ji vSak do dvaceti Ctyt (24)
hodin od zjjisténi takového  poruseni.
Poskytovatel  a spolecnost Hexal budou
pfiméfené spolupracovat na napravé poruseni
osobnich udaji anavédzi styk pred tim, nez
oznami poruseni osobnich udaji piislusnému
organu.

13.3 Information to Data Subjects. The
Institution and the Principal Investigator shall
provide Trial Subjects, in accordance with the
Applicable Laws and Regulations, with an
Informed Consent to participate in the Trial
approved by the sponsor Hexal and the
relevant Ethics Committee. Such Informed
Consent shall be signed prior to Trial
Subject’s participation in the Trial. The
Institution and/or the Principal Investigator
shall timely inform Hexal when a Subject

13.3 Informace pro subjekty udaji. Poskytovatel
ahlavni zkouSejici poskytnou subjektim
hodnoceni v souladu splatnymi zakony
a predpisy informovany souhlas k i¢asti na
klinickém hodnoceni schvaleny spole¢nosti
Hexal jako zadavatelem a pfislusnou etickou
komisi. Takovy informovany souhlas musi
byt podepsan subjektem hodnoceni pied
ucasti na klinickém hodnoceni. Poskytovatel
nebo hlavni zkouSejici vcas informuji
spole¢nost Hexal, jakmile subjekt souhlas
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withdraws consent or opposes the use of
his/her personal data, as per Applicable Laws
and Regulations. The parties agree to
collaborate in the context of Trial Subjects’
individual requests.

odejme nebo se vyslovi proti pouziti svych
osobnich 1udaji, podle platnych zakonu
a predpisti. Strany se dohodly, Ze budou
spolupracovat v souvislosti s individudlnimi
zadostmi subjektd hodnoceni.

13.4 Trial Staff Personal Data. Prior to and
during the course of the Trial, the Principal
Investigator and Trial Staff may be required to
provide personal data which falls within the
scope of the Applicable Laws and/or is
needed for the implementation of the
Agreement. The Institution and the Principal
Investigator agree to inform Trial Staff that
their personal data will be processed by
Hexal. sharing an appropriate privacy notice
with such staff members following the
framework attached as Schedule D obtaining
appropriate consent to the extent it is required
by the Applicable Laws.

13.4 Osobni 1udaje pracovniki Kklinického
hodnoceni. Pred klinickym hodnocenim
a v jeho pribéhu mohou byt hlavni zkousejici
a pracovnici klinického hodnoceni pozadani
o poskytnuti osobnich udaji, které spadaji do
oblasti ptisobnosti platnych zakont nebo jsou
nezbytné pro provadéni smlouvy.
Poskytovatel ahlavni zkouSejici souhlasi
stim, ze informuji pracovniky klinického
hodnoceni, ze jejich osobni udaje budou
zpracovany spolecnosti Hexal, a pedaji témto
pracovnikiim pfislusné upozornéni na ochranu
osobnich udaji v souladu s ramcem, ktery je
pripojen jako Piiloha D, a ziskaji odpovidajici
souhlas v rozsahu, v jakém to vyzaduji platné
zéakony.

13.5 Transfer of data. Hexal may transfer
personal data to other affiliates of the Hexal
group of companies and their respective
agents worldwide. Hexal and its affiliates and
respective agents will apply adequate privacy
safeguards to protect such personal data.
Personal data may also be disclosed as
required by individual competent authorities
or Applicable Laws, for example to report
serious adverse events and comply with drug
safety laws and regulations.

13.5 Pienos dat. Spolecnost Hexal mlze predavat
osobni udaje jinym pfidruzenym
spolecnostem  skupiny  Hexal ajejich
pfisluSnym zastupcim po celém svéte.
Spolec¢nost Hexal a jeji pfidruzené spole¢nosti
a prislusni zastupci budou pii ochrané téchto
osobnich udajii pouzivat odpovidajici zaruky
ochrany soukromi. Osobni tdaje mohou byt
také  zvefejhovany  podle  pozadavku
jednotlivych  piislusSnych  organt  nebo
platnych zakont, naptiklad za ucelem hlaseni
zavaznych nezadoucich piihod a dodrZovani
zakont a predpisii o bezpecnosti [éCiv.

13.6 Retention of data. Personal data will be kept
only for the period necessary to fulfil the
purposes of the collection unless a longer
retention period is required or permitted by

13.6 Uchovavani dat. Osobni udaje budou
uchovavany pouze po dobu nezbytnou pro
splnéni Gcelu shromazd’ovani, ledaze by
platné zakony vyzadovaly nebo povolily delsi

Applicable Laws. dobu uchovavani.

14. Debarment of Institution/Principal Investigator or | 14. Vyloudeni Poskytovatele nebo hlavniho
other restrictions from the Competent Authorities zkouSejiciho _nebo _jind omezeni _ze strany

prislu$nych organu
(a) Debarment. The Institution certifies that the Principal | (a) Vylouéeni. Poskytovatel potvrzuje, ze on sam ani
Investigator and itself are not debarred or more hlavni zkousSejici nejsou vylouCeni ani se na n¢
generally under a prohibition under the relevant nevztahuje obecnéjsi zakaz vykonu c¢innosti podle
Applicable Laws and Regulations to perform their prislusnych platnych zakont a piedpist. Potvrzuji, ze
activities. They certify that they will not use in any v souvislosti se sluzbami, které maji byt provadény na
capacity the services of any person debarred (or zakladé této smlouvy, nebudou v zadném ptipade
otherwise under a prohibition to perform their vyuzivat sluzby jakékoli osoby vyloucené (nebo
activity) with respect to services to be performed s jinym zdkazem vykonu Cinnosti). V dob¢ platnosti
under this Agreement. During the term of this této smlouvy a po dobu tfi (3) let po jejim ukonceni
Agreement and for three (3) years after its bude Poskytovatel neprodlené informovat spole¢nost
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termination, the Institution will notify Hexal or CRO
as instructed promptly if this certification needs to be
amended in light of new information.

Hexal nebo CRO podle pokynti, pokud bude tfeba tuto
certifikaci na zaklad€ novych informaci zmeénit.

(b) Investigations, Inquiries, Warnings or | (b) VySetiovani, dotazy, varovani nebo prosazovani
Enforcement Actions Related to Conduct of tykajici se provadéni Kklinického vyzkumu.
Clinical Research. The Institution certifies that are Poskytovatel potvrzuje, ze on sam ani hlavni
not the subject of any past the Principal Investigator zkousejici nejsou predmétem zadného minulého nebo
and itself or pending governmental or regulatory probihajiciho vySetfovani, Setfeni, varovani nebo
investigation, inquiry, warning, or enforcement action vymahani (spolecné opatieni ptislusného organu) ze
(collectively, Competent Authority Action) related to strany statu nebo kontrolnich tufadii v souvislosti
its conduct of clinical research that has not been s provadénim klinického vyzkumu, ktery by nebylo
disclosed to Hexal. The Institution will notify Hexal oznameno spole¢nosti Hexal. Poskytovatel neprodlené
promptly if it receives notice of or becomes the oznami spolecnosti Hexal, pokud obdrzi oznameni
subject of any Competent Authority Action regarding o jakémbkoli opatfeni piislusného organu nebo se stane
its compliance with ethical, scientific, or regulatory predmétem tohoto opatieni, které by se tykalo souladu
standards for the conduct of clinical research, if the s etickymi, védeckymi nebo regulacnimi normami pro
Competent Authority Action relates to events or provadéni klinického vyzkumu, pokud se opatieni
activities that occurred prior to or during the period in prislusného organu tyka udalosti nebo ¢innosti, k nimz
which the Trial was conducted. doslo pted nebo v pribéhu klinického hodnoceni.

15. Subcontractors 15. Subdodavatelé
The Institution shall not retain any subcontractor to Poskytovatel nebude vyuzivat sluzby Zadného
perform any of its obligations under this Agreement subdodavatele, ktery by plnil kteroukoli z povinnosti
without the prior written consent of Hexal. Any such Poskytovatele podle této smlouvy, bez predchoziho
consent shall not relieve the Institution of its pisemného souhlasu spole¢nosti Hexal. Jakykoli
obligations hereunder. takovy souhlas nezbavuje Poskytovatele jeho

povinnosti podle této smlouvy.
Whenever a subcontractor is appointed and approved Kdykoli je subdodavatel jmenovan aschvalen
by Hexal, the Principal Investigator shall be spole¢nosti Hexal, odpovida hlavni zkouSejici za
responsible for the oversight of the subcontractor’s dohled nad zaméstnanci subdodavatele, jako by patfili
personnel as part of the Trial Staff. mezi pracovniky klinického hodnoceni.

16. Miscellaneous 16. Ruzné

(a) Assignment. The obligations under this Agreement | (a) P¥ifazeni. Povinnosti vyplyvajici z této smlouvy musi
are personal to the Institution and neither this Poskytovatel plnit osobné aani tato smlouva ani
Agreement, nor any right or obligation hereunder may jakékoli pravo ¢i povinnost podle této smlouvy nesmi
be assigned by the Institution to any third party. Hexal byt Poskytovatelem pfevedeny na zadnou treti stranu.
reserves the right to assign to its Affiliates or to Spolec¢nost Hexal si vyhrazuje pravo postoupit svym
procure the performance by its Affiliates of some or pridruzenym spole¢nostem nebo zajistit, aby jeji
all of its rights and obligations under this Agreement, pridruzené spolecnosti splnily néktera nebo vSechna
including the payment or collection of monies due jeji prava apovinnosti podle této smlouvy, véetné
hereunder. Hexal shall be entirely liable for the acts plateb nebo vybéru plateb splatnych podle této
and omissions of its Affiliates, which are not parties to smlouvy. Spolec¢nost Hexal pln¢ odpovida za jednani
this Agreement. Affiliates shall mean any person or a opomenuti svych ptidruzenych spole¢nosti, které
legal entity that controls or is controlled by or is under nejsou  stranami  této  smlouvy. PFidruZenymi
common control with Hexal. The term Control shall spolecnostmi se rozumi kazda osoba nebo pravnicka
mean the possession, directly or indirectly, of at least osoba, ktera ovlada nebo je ovladana spolecnosti
fifty percent (50%) of the share capital or voting rights Hexal nebo je se spolecnosti Hexal pod spole¢nou
or of the power to direct or cause the direction of the kontrolou. Pod pojmem kontrola se rozumi piimé
management and policies of a legal entity, whether nebo nepiimé drzeni nejméné padesati procent (50 %)
through the holding of voting common shares, by zakladniho kapitdlu nebo hlasovacich prdv nebo
contract or otherwise. A person who is not a signatory pravomoci fidit nebo vést fizeni a politiku pravnické
to this Agreement may not enforce any of its terms. osoby, at’ uz prostfednictvim drzeni kmenovych akcii
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s hlasovacim pravem, smluvné nebo jinak. Osoba,
ktera neni signataiem této smlouvy, nesmi vynucovat
plnéni zadné z jejich podminek.

(b) Legal position of the parties. This Agreement shall | (b) Pravni postaveni stran. Tato smlouva nevytvari
not create any relationship of employment between zadné pracovni vztahy mezi spoleCnosti Hexal
Hexal and the Staff or an agency or partnership, a pracovniky klinického hodnoceni nebo agenturou
respectively, between Hexal and the Institution and nebo  partnerstvim mezi  spoleCnosti  Hexal
shall not give either party any authority to bind the a Poskytovatelem anedava zadné strané¢ Zadnou
respective other party. Neither Hexal nor the pravomoc zavazovat prisluSnou druhou stranu.
Institution may use the other party's name in Spolecnost Hexal ani Poskytovatel nesmi pouzivat
connection with any notification or other publication jméno druhé strany v souvislosti s jakymkoli
without the respective other party's consent. oznamenim nebo jinou publikaci bez souhlasu

prislusné strany.

(c) Governing Law & Jurisdiction. This Agreement | (c) Rozhodné pravo a jurisdikce. Tato smlouva se fidi
shall be governed by and construed in accordance avyklada vsouladu se zikony Ceské republiky.
with the laws of Czech Republic. All disputes arising Vsechny spory vzniklé v souvislosti s touto smlouvou
in connection with this Agreement shall be resolved budou feseny soudy v Ceské republice,
by the courts in Czech Republic.

(d) Invalidity and Severance. In the event that any part | (d) Neplatnost a rozdéleni. V piipad¢, ze bude jakakoli
of this Agreement is held to be invalid or ¢ast této smlouvy prohlasena za neplatnou nebo
unenforceable, the remainder of this Agreement shall nevymahatelnou, zbyvajici ¢ast této smlouvy tim
not be affected thereby and shall remain in full force nebude dotcena a zlstane v plné platnosti a G¢innosti.
and effect.

(¢) Amendment. Any amendment or change of this | (¢) Dodatek. Jakykoli dodatek nebo zména této smlouvy
Agreement shall be made in writing; the written form se provadi pisemné; klauzule o pisemné formé se
clause shall also apply to the amendment or change of pouzije také na dodatek nebo zménu tohoto odstavce
this Section 15(e). 15 pism. (e).

() Entire Agreement. This Agreement and any | (f) Uplna smlouva. Tato smlouva a vsechny piilohy,
Schedule, Protocol and documents referred to in this protokoly a dokumenty uvedené vtéto smlouvé
Agreement, shall constitute the entire agreement predstavuji Uplnou smlouvu mezi stranami tykajici se
between the parties in relation to the conduct of the provadéni klinického hodnoceni. Kazda strana bere na
Trial. Each party acknowledges that in entering into védomi, ze pfi uzavirani této smlouvy se nespoléha na
this Agreement, it does not rely on any other promise, zadné jiné prisliby, zaruky ani jina ustanoveni,
warranty, or other provision except as expressly s vyjimkou ptipadd, které jsou vyslovné stanoveny
provided for in this Agreement and that all conditions, v této smlouvé, a ze vSechny podminky, zaruky a dalsi
warranties and other terms implied by statute or podminky vyplyvajici ze statutu nebo implicitné jsou
implicitly are hereby excluded to the fullest extent timto vyloueny vplném rozsahu povoleném
permitted by law. zakonem.

(g) No waiver. No failure or delay by a party in | (g) Zadné zpro¥téni povinnosti. Neschopnost nebo

exercising any right or remedy provided by law or
pursuant to this Agreement shall impair such right or
remedy, be construed as a waiver, or preclude its
exercise at any subsequent time. No single or partial
exercise of any such right or remedy shall preclude
any other or further exercise of it or the exercise of
any other right or remedy.

zpozdéni strany pii uplatiiovani jakéhokoli prava nebo
opravného prostfedku stanoveného zakonem nebo na
zakladé této smlouvy nesmi toto pravo nebo opravny
prostfedek narusit, nelze vykladat jako vzdani se prava
nebo znemoznit jeho uplatnéni kdykoli pozdéji. Zadné
samostatné nebo cCastetné uplatnéni jakéhokoli
takového prava nebo opravného prostfedku nebrani
zadnému jinému nebo dal§imu uplatnéni tohoto prava
nebo vykonu jakéhokoli jiného prava nebo opravného
prostiedku.
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(h) No Third Party Rights. Unless expressly set forth in | (h) Zadna prava tietich stran. Pokud to neni v této
this Agreement, nothing in this Agreement shall smlouvé vyslovné stanoveno, nic v této smlouve
confer any rights on any person who is not a party to neudéluje zadna prava zadné osobé, ktera neni stranou
this Agreement. této smlouvy.

(i) Agreement Language version. This Agreement is | (i) Jazykova verze smlouvy. Tato smlouva je
made in both Czech and English. In case of conflict vyhotovena jak v ¢eském, tak v anglickém jazyce. V
between the language versions, the Czech version pfipad¢ rozporu jazykovych verzi ma ceska verze
shall prevail. prednost.

() Number of counterparts. This Agreement is made in | (j) Pocet vyhotoveni. Tato smlouva je vyhotovena ve
two (2) counterparts, with each party receiving one dvou (2) vyhotovenich, pficemz kazda ze stran obdrzi
counterpart. po jednom vyhotoveni.

(k) This Agreement enters into force on the date of the | (k) Platnost smlouvy pocCina dnem podpisu posledni
last party signature. smluvni stranou.
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IN WITNESS WHEREOF, Hexal and the Institution
executed this Agreement through their duly authorised
representatives.

NA DUKAZ TOHO uzaviela spoleénost Hexal
a zdravotnické zafizeni tuto smlouvu prostiednictvim svych
fadné zmocnénych zastupct.

FAKULTNI NEMOCNICE V MOTOLE

By/Podepsal:
Name/Jméno:
Title/Titul:
Date/Datum:

V Uvalu 84, 150 06 Praha 55

CRO on behalf of Hexal/
CRO jménem spole¢nosti Hexal

By/Podepsal:
Name/Jméno:
Title/Titul: Authorized Signatory/Zmocnény signatar
Date/Datum:

The undersigned | NENENNNNNNN - .

Principal Investigator, I hereby confirm that I have been
properly made aware of the Agreement and relevant Study
Documentation and [ undertake to comply with the
obligations arising therefrom. Furthermore, I undertake not to
disclose information regarding the Study without the prior
written consent of Hexal, not to disclose any information
provided, to treat such information as confidential and to
refrain from any other use of such information and results
than for the purposes of this Study. As Investigator, I agree
that Hexal (and, if applicable, the CRO) will/will collect, use,
process and disclose my personal data, including the name,
qualifications and experience in the Study, my financial data
concerning, among other things, remuneration and financial
compensation received and other personal data for Study-
related administrative purposes and to ethics committees and
government authorities, and [ undertake to ensure this
approval also from the Co-Investigators and other members
of the Study Team.

Nize podepsany jako hlavni

zkousejici potvrzuji, Ze jsem se fadné seznamil se smlouvou
a prislusnou dokumentaci ke klinickému hodnoceni 1é¢iva a
zavazuji se zajistit dodrzovani povinnosti z nich
vyplyvajicich. Dale se zavazuji nezvefejilovat informace
tykajici se predmétného klinického hodnoceni bez
pfedchoziho pisemného souhlasu zadavatele, zachovavat
mlcenlivost o vSech poskytnutych informacich, povaZovat
tyto za divémé a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledkd nez pro ucely tohoto klinického
hodnoceni. Jako zkousSejici souhlasim s tim, Ze zadavatel (a
popi. 1 CRO) bude/budou shromazd’ovat, pouZivat,
zpracovavat a zvefejiiovat mé osobni udaje, vcetn¢ jména,
kvalifikace a zkuSenosti v klinickém hodnoceni, mé finanéni
udaje vztahujici se mimo jiné k obdrzené odmén¢ a finan¢ni
nahrad¢é a dal$i osobni udaje k administrativnim ucelim v
souvislosti s klinickym hodnocenim, popf. k poskytnuti
etickym komisim a statnim afadiim a zavazuji se zajistit tento
souhlas i od spoluzkousSejicich a ostatnich ¢lent studijniho
tymu.

Hlavni zkouSejici

By/Podepsal:

Name/Jméno: | N

Title/Titul:

Date/Datum:
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Schedule A

Priloha A

Payments

Platby

General Terms. Payee (hercinafter defined) will be
compensated as outlined in Schedule A for Subjects
properly enrolled in the Trial. This amount constitutes the
full compensation for the work to be completed by the
Institution, including all work and care specified in the
Protocol for the Trial, along with all overhead and
administrative services. No compensation will be available
for Subjects enrolled in the Trial in violation of the Protocol.

Vseobecné podminky. Piijemce (jak je dale definovan)
bude odménén, jak je uvedeno v Ptiloze A pro subjekty
fadn¢ zapsané do klinického hodnoceni. Tato Ccastka
pfedstavuje  Uplnou odménu za praci, kterou ma
zdravotnické zatizeni provést, véetné veskeré prace a péce
uvedené v protokolu klinického hodnoceni, spolu se vSemi
rezijnimi a spravnimi sluzbami. Subjektim zapsanym
v klinickém hodnoceni, které poruSuji protokol, nebude
poskytnuta zadna odmeéna.

Payment Terms: Hexal, through CRO, shall pay to the
Institution 93,147 CZK per Subject (plus VAT, if
applicable), to conduct the Trial. Payment shall be made
every quarter by CRO and be based on the data entry to
CRF supporting enrolled Subject visitation. Payments will
be made for completed visits and treatment related costs in
accordance with Schedule A, unless otherwise noted in the
Agreement. For each payment, including any Screen
Failures (as defined below) that may be payable under the
terms of this Agreement, Payee will be paid the total amount
earned, less 10%, for the Final Payment (hereinafter
defined). Payee must submit any final invoices within thirty
(30) calendar days after the close-out visit of the Trial at the
Institution. For the avoidance of doubt, CRO will not pay
invoices presented more than three (3) months after the
relevant CRFs have been received. In any event no invoice
will be paid more than three (3) months after completion of
the Trial.

The payment will be made on the basis of the invoice of the
Institution, which shall be prepared according to the
calculation of completed visits made by Hexal and validated
by the Investigator. Payments will be executed as needed
but no later than by 30 November of the current year.

Invoices are due within thirty (30) days.

Platebni podminky: spolecnost Hexal prostiednictvim
CRO zaplati Poskytovateli 93.147 K¢ za subjekt (plus DPH,
pokud je to relevantni) k provedeni klinického hodnoceni.
Platba se provadi cCtvrtletné prostfednictvim CRO aje
zalozena na zadavani udajii do CRF pro navstévy zapsanych
subjektl. Platby budou provedeny za dokoncené navstévy
a naklady spojené s 1écbou v souladu s Ptilohou A, pokud
neni ve smlouvé uvedeno jinak. Pti kazdé platbeé, vcetné
jakychkoli selhéni screeningu (jak je definovano nize), ktera
mohou byt splatnd podle podminek této smlouvy, bude
ptijemci vyplacena celkova castka vydélku sniZzena o 10 %
za zaveérecnou platbu (dale definovand). Piijemce je povinen
predlozit jakékoli kone¢né faktury do triceti (30)
kalendafnich dnd po uzavieni navstévy klinického
hodnoceni u Poskytovatele. Aby se pfedeslo pochybnostem,
CRO nebude platit faktury pfedloZzené déle nez tfi (3)
mgésice po obdrzeni pfislusnych CRF. V kazdém piipadé
nebude zadna faktura zaplacena déle nez tfi (3) mésice po
dokonceni klinického hodnoceni.

Platba bude provadéna na zaklad¢ fakturace poskytovatelem
zdravotnich sluzeb dle kalkulace uskute¢nénych navstév
vytvofené zadavatelem a odsouhlasenych zkousejicim.
Platby budou probihat dle potieby nejpozdéji vsak vzdy k
30. 11. bézného roku.

Splatnost faktur je tficet (30) dnd.

Pass-Through Payments from Hexal: Payments are
considered to be pass-through payments from Hexal that
will be sent after such payments are received by CRO from
Hexal. CRO shall have no liability for any failure to make
payments if required funding is not provided to CRO in
advance by Hexal. Invoices will be paid by CRO within
thirty (30) days of invoice issue date.

Prevadéné platby od spolecnosti Hexal: Platby se
povazuji za pievadéné platby od spoleCnosti Hexal, kdyz
jsou odeslany poté, co tyto platby obdrzi CRO od
spole¢nosti Hexal. CRO nenese zadnou odpovédnost za
neprovedeni plateb, pokud spole¢nost Hexal neposkytne
CRO pozadované financni prostiedky predem. Faktury
budou uhrazeny CRO do tficeti (30) dnti od data vystaveni
faktury.

Non-Procedural Costs. Payee will be paid for additional
non-procedural costs that are pre-approved by Hexal. To
request payment for such costs, Payee will remit an itemized
invoice to CRO with documentation and receipts

Neproceduralni naklady. Pfijemci budou uhrazeny
dodatecné neproceduralni naklady, které byly predem
schvaleny zadavatelem. Aby mohl pfijemce pozadat
o uhradu téchto nakladi, zasle CRO podrobné rozepsanou
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substantiating agreed-upon pass-through expenses. Any
non-procedural pass-through expenses will be invoiced only
in the amount actually incurred with no mark-up, up to the
maximum amounts shown in Schedule A.

fakturu s dokumentaci  a stvrzenkami  dokladajicimi
schvalené prevadéné naklady. Jakékoli neproceduralni
prevadéné naklady budou fakturovany pouze ve vysi
skuteén¢ vynalozené Castky bez prirazky, az do
maximalnich ¢astek uvedenych v Ptiloze A.

Unscheduled Visits/Procedures: Institution will not be
reimbursed for any additional testing, treatment, or
procedures not required by the Protocol or specified in the
Clinical Trial Agreement. For additional AE visits, only
procedural costs will be reimbursed separately as per
negotiated procedural costs.

Neplanované navstévy/procedury: Poskytovateli nebudou
hrazeny zadné dalsi testy, oSetfeni nebo procedury, které
nejsou vyzadovany protokolem nebo specifikovany ve
smlouvé o klinickém hodnoceni. U dalSich navstév
v souvislosti s nezddoucimi  piihodami  (AE) budou
samostatné¢ uhrazeny pouze ndklady na proceduru podle
sjednanych nakladd na proceduru.

Payments for Pharmacy
Payments for the services performed by the Institution’s

pharmacy will be made twice a year. Representative of the
pharmacy:
{ ) shall prepare calculation

for invoicing of the pharmacy services performed in
connection with the Trial as specified above and will send
this calculation to the CRO‘s person (| at
) for approval. The approved
calculation for invoicing will be sent by the CRO to the
Institution’s financial accounting department (_

). The Institution’s financial accounting
department shall prepare an invoice based on this
calculation and shall send the invoice to CRO in accordance
with the instructions specified in this Agreement.

Platby pro lékarnu
Platby za sluzby provadéné lékarnou Poskytovatele budou

robihat 2 x ro¢né. Zastupce lékarny:
_ ( ) -

pripravi podklad k fakturaci za sluzby 1ékarny provedené ve

studii, jez jsou uvedeny v této smlouvé, a zaSle je ke
schvaleni odpovédné osobé CRO (Doplite:
I, il ).

Schvaleny podklad k fakturaci bude spolecnosti CRO zaslan
finan¢ni uctarny Poskytovatele
(_) Na zakladé podkladu piipravi
finanéni GCtarna Poskytovatele fakturu, kterou zasle
spolecnosti CRO dle instrukci uvedenych v této smlouve.

Final Payment. At the conclusion of the Study, all CRFs
and Trial -related documents will be promptly made
available for Hexal review. The final payment (“Final
Payment”) will not be due and payable until the entirely
and duly completed Case Report Forms (CRFs) were sent to
and have been accepted by Hexal. CRO will perform final
reconciliation of all payments made to date against total
amount due and will promptly pay Payee amounts
remaining unpaid, if any. Payee will promptly reimburse
CRO any unearned or overpaid amounts previously paid to
Payee within thirty (30) calendar days of notification by
Hexal or CRO.

Konecna platba. Na konci studie budou vSechny CRF
a dokumenty  souvisejici s klinickym  hodnocenim
neprodlené dany k dispozici ke kontrole spole¢nosti Hexal.
Kone¢na platba (,,kone¢na platba“) nebude splatna, dokud
nebudou spole¢nosti Hexal zaslany pln¢ afadné vyplnéné
zaznamy subjektu hodnoceni (CRF) a dokud je spolecnost
Hexal neschvali. CRO provede kone¢né odsouhlaseni vSech
dosud provedenych plateb s celkovou splatnou c¢astkou
a neprodlen¢ piijemci vyplati piipadné nezaplacené castky.
Piijemce neprodlené vrati CRO veskeré neuznané nebo
preplacené Castky dfive zaplacené piijemci do tficeti (30)
kalendainich dni od oznameni spolecnosti Hexal nebo
CRO.

Taxes.

Dané.

(1) The amounts set forth in the following tables shall
be exclusive value added tax (“VAT”). If the Payee
is VAT registered, and if VAT is required under the
Applicable Law, VAT should be added and shown
on the invoice by the Payee at the applicable VAT
rate, along with Payee’s VAT registration number.
If VAT reverse charge mechanism applies under
Applicable Law, Payee will not add VAT to the
invoice, and the appropriate wording should be
displayed on the invoice in accordance with
Applicable Law.

Castky uvedené v nasledujicich tabulkach jsou bez
dan¢ z pfidané hodnoty (,,DPH®). Pokud je pfijemce
platcem DPH aje-li podle platnych zdkond
pozadovana platba DPH, méla by byt DPH
v prislusné sazbé pripocitana a uvedena na faktute
vystavené piijemcem spolu s registracnim cislem
platce DPH. Pokud se podle platnych zakont
pouzije mechanismus pfeneseni danové povinnosti,
ptijemce DPH k faktufe nepfipoc€ita a uvede na ni
odpovidajici znéni v souladu s platnymi pravnimi
predpisy.

(1
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2) The Payee shall be solely responsible for the
payment of any and all taxes or other charges that
are or may be levied. Unless expressly approved by
Hexal prior to incurring the cost or expense, the
Institution shall be responsible for all costs and
expenses incurred by it in conducting the Trial.
CRO and/or Hexal will not be responsible for the
withholding or payment of any such required
contributions or taxes. Payee accepts full
responsibility for reporting all payments received,
under this Agreement, to the relevant taxation
authorities as required by Applicable Law.

Prijemce je vyhradné odpovédny za platbu vSech
dani a poplatkli, které jsou nebo mohou byt
vybirany. Pokud spole¢nost Hexal naklady nebo
vydaje vyslovné neschvali ptfed jejich vznikem,
odpovida zdravotnické zafizeni za veSkeré naklady
avydaje, které mu vzniknou pifi provadéni
klinického hodnoceni. CRO ani spole¢nost Hexal
nenesou odpovédnost za srazky nebo platby
jakychkoli pozadovanych ptispévki nebo dani.
Piijemce pfijima plnou odpoveédnost za nahlaseni
vSech plateb pfijatych na zakladé této smlouvy
ptislusnym datiovym uradlim, jak to vyzaduji platné
zéakony.

2

Screen Failures. A Screen Failure is a consented Study
Subject who fails to meet the screening visit criteria and is
thus not eligible for enrolment into the Study (“Screen
Failure”). Screen Failures will be reimbursed, if at all, as
outlined in below budget table.

Selhani screeningu. Za selhani screeningu se povazuje
schvaleny subjekt studie, ktery nesplni kritéria screeningové
navstévy, a neni proto zpusobily pro zafazeni do studie
(,,selhani  screeningu). Selhani screeningu budou
proplacena, pokud vibec, jak je uvedeno v tabulce plateb
nize.

Payee. The payments will be made to the following Payee
and address:

Prijemce. Platby budou provedeny nasledujicimu piijemci
a na adresu:

Payee Name: Fakultni nemocnice v Motole

Payee Address: V Uvalu 84, 150 06 Praha 5, Czech
Republic

Payee Tax Identification Number: CZ00064203
Payee Bank Account Details:

Bank Name: Ceska narodni banka

Bank Address: Na Piikop¢ 28, Praha 1, 115 03,
Czech Republic

Bank Account Number:
IBAN Number:
SWIFT Code:
Email address for remittance information:

Jméno pfijemce platby: Fakultni nemocnice v
Motole

Adresa pifjemce: V Uvalu 84, 150 06 Praha 5,
Ceska republika

DIC piijemce platby: CZ00064203

Udaje o bankovnim uétu piijemce:

Nazev banky: Ceska narodni banka

Adresa banky: Na Piikopé 28, Praha 1, 115 03,
Ceska republika

Cislo bankovniho wiétu:
Cislo IBAN:
SWIFT kod:

E-mailova adresa ﬁro informace o pfevodu:

In case of changes in the Payee’s bank account
details, Payee is obliged to inform CRO in writing,
but no amendment to this Agreement shall be
required.

V piipad€ zmén tidaji o bankovnim ctu ptijemce je
pfijemce povinen pisemné informovat CRO, neni
vsak tfeba dodatek k této smlouve.

10. Invoices. All invoices must be issued and forwarded
to the following as instructed:

10. Faktury. Vsechny faktury musi byt podle pokynt
vystaveny a zaslany nize uvedené spolecnosti:

Hexal AG

C/O Syneos Health UK Limited

Attn. Principal Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: DE131170111

Re: Project Code 7011408A

Hexal AG

C/O Syneos Health UK Limited

Attn. Principal Investigator Payment Department
Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, Velka Britanie

DPH: DE131170111

Re: Project Code 7011408A
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E-mail:

E-mail:

All payment related queries may be directed to:

VSechny dotazy tykajici se plateb mohou byt
smérovany na:

Each invoice must contain: (1) Sponsor’s name, (2)
Protocol number, (3) project code, (4) Principal
Principal Investigator’s name, (5) a summary of the
reimbursement to be made in compliance with the
Schedule A, and (6) if the Payee is VAT registered,
the VAT registration number or if VAT reverse
charge mechanism applies, the note “VAT reverse
charge applicable”.

Kazda faktura musi obsahovat: (1) jméno
zadavatele, (2) ¢islo protokolu, (3) kéd projektu, (4)
jméno hlavniho zkousejiciho, (5) shrnuti uhrady,
kterd ma byt provedena v souladu s pfilohou A,
a(6) pokud je pfijemce platby platcem DPH,
registraéni ¢islo DPH nebo pokud se pouzije
mechanismus  pieneseni  daflové  povinnosti,
poznamka ,Uplatiiuje se pieneseni danové
povinnosti®.

Supporting documentation for invoicing the Study
will be sent to the e-mail: *

Podklady pro fakturaci studie budou zaslany na
emailovou adresu:

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual copy
invoices or other documentation clearly substantiating that
the expenditures were actual, reasonable, and verifiable in
the amount submitted for compensation.

Pfijemce neobdrzi zadné platby za prevadéné vydaje, pokud
nepiedlozil skute¢né kopie faktur nebo jinou dokumentaci,
ktera by jasné¢ prokazovala, ze vydaje byly skute¢né,
pfimétené a ovéfitelné ve vysi predlozené k vyrovnani.

Whenever as part of the Material specific equipment (such
as fridges, or other appliance) is needed to perform the Trial,
Hexal will compensate the Institution for the price of the
leasing of such equipment by the Institution. The Institution
shall provide Hexal with written evidence of the price paid
for the leasing of the equipment in order to be reimbursed.

Kdykoli je soucasti materialu néjaké specialni vybaveni
(jako jsou lednicky nebo jiné pfistroje) potfebné pro
provadéni klinického hodnoceni, spole¢nost Hexal nahradi
zdravotnickému zafizeni cenu za pronajem takového
vybaveni. Aby mohla byt cena zaplacend za pronajem
zafizeni proplacena, poskytne zdravotnické zafizeni
spolecnosti Hexal pisemny dikaz o této cené.
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Schedule B

Priloha B

Bribery and Corruption

Uplatky a korupce

The Institution, the Principal Investigator, the Staff, and any
other person contributing to the Trial (the Trial Parties)
shall at all times in the conduct of the Trial comply with the
Bribery Act 2010 of the United Kingdom (Bribery Act), the
Foreign Corrupt Practices Act 1977 of the United States of
America (FCPA), and any other applicable anti-bribery and
anti-corruption legislation (together the Applicable Anti-
Corruption Legislation).

Poskytovatel, hlavni zkousSejici, pracovnici a jakékoli jiné
osoby, které se ucastni klinického hodnoceni (strany
klinického hodnoceni) budou pti provadeéni klinického
hodnoceni vzdy dodrzovat zakon Spojeného kralovstvi
o potirani korupce z roku 2010 (zdkon o potirani korupce),
zakon Spojenych stath  americkych o zahranic¢nich
korupénich praktikach z roku 1977 (FCPA) a jakékoli dalsi
platné protikorupéni pravni predpisy (spolecné platné
protikorupcni pravni piedpisy).

It is the responsibility of the Trial Parties to ensure that they
are familiar with, and comply with, the provisions of the
Applicable Anti-Corruption Legislation. Nevertheless, the
following is intended as a summary of the key principles
underlying the Bribery Act and the FCPA.

Strany klinického hodnoceni nesou odpovédnost za to, Ze se
seznami s ustanovenimi platnych protikorupcnich pravnich
piedpisti a budou je dodrzovat. Nasledujici je vSak minéno
jako shrnuti kliCovych principli, na nichZ je zalozen zakon
o potirani korupce a FCPA.

(A) The Trial Parties must at all times act with integrity | (A) Strany klinického hodnoceni musi vzdy jednat
and honesty and comply with the highest ethical poctivé a Cestné¢ adodrzovat nejvySsi etické
standards. standardy.

(B) The Trial Parties must not make, give, or offer any | (B) Strany klinického hodnoceni nesméji provadét,
payment, gift or other benefit or advantage to any poskytovat ani nabizet zadnou platbu, dar ani jinou
person for the purposes of: podporu ¢i vyhodu zadné osobé¢ s cilem:

(1) securing any improper advantage; or (1) zajisténi jakékoli nevhodné vyhody; nebo
(i1) inducing the recipient or another person to (i1) piimét pfijemce nebo jinou osobu,

do or omit to do any act in violation of their aby konala nebo opomn¢éla jednat v rozporu

duties or responsibilities (or for the se svymi zavazky nebo povinnostmi (nebo

purposes of rewarding such conduct). za ucelem odmenovani takového jednani).
This restriction applies at all times and in all Toto omezeni plati vzdy a ve vSech kontextech. Aby
contexts. For the avoidance of any doubt, it applies se predeSlo pochybnostem, vztahuje se jak na
both to dealings with "public officials" and to jednani s ,vefejnymi Ciniteli“, tak na jednani se
dealings with employees and agents of commercial zaméstnanci a zastupci komercnich podnikt.
enterprises.

©) Nevertheless, particular care must be exercised with | (C) Zvlastni pozornost je vSak tfeba vénovat jednani
dealings with public officials. The Trial Parties must s vefejnymi Ciniteli. Strany klinického hodnoceni
not make, give or offer any payment, gift or other nesmg&ji provadét, poskytovat ani nabizet Zadnou
benefit or advantage for the purposes of influencing platbu, dar ani jinou podporu ¢i vyhodu za Gcéelem
any act or decision of a public official (or inducing ovlivnéni jakéhokoli jednani nebo rozhodnuti
such official to use their influence with another vefejného Cinitele (nebo pfimét takového urednika,
person, entity or government instrumentality or to aby vyuzil svého vlivu na jinou osobu, entitu nebo
affect or influence any act or decision of such other subjekt statni spravy nebo ovlivnil jakykoli akt nebo
person, entity or government instrumentality). rozhodnuti takové jiné osoby, subjektu nebo

vladniho nastroje).

(D) The term "Public Official" includes any person | (D) Vyraz ,yveiejny Cinitel“ zahruje jakoukoli osobu

acting on behalf of any government department,
agency or instrumentality or any state-owned or
controlled enterprise. By way of example, this

jednajici jménem kteréhokoli ministerstva, agentury
nebo subjektu statni spravy nebo jakéhokoli statem
vlastnéného nebo  kontrolovaného  podniku.
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includes health care professionals employed by a
state- or local municipality-run hospital or clinic,
and representatives of public international
organizations.

Napriklad to zahrnuje zdravotnické pracovniky
zaméstnané ve statni nebo mistni nemocnici nebo
klinice provozované samospravou a zastupce
veiejnych mezindrodnich organizaci.

(E) The Trial Parties must not make, give or offer any | (E) Strany klinického hodnoceni nesméji provadét,
payment, gift or other benefit or advantage to any poskytovat ani nabizet Zadnou platbu, dar ani jinou
person whilst knowing or suspecting that all or a podporu ¢i vyhodu zadné osobé, pokud veédi nebo
portion of such money, gift, benefit or advantage maji podezieni, Ze v§echny nebo ¢ast téchto penéz,
will be used, whether directly or indirectly, in daru, podpory nebo vyhody bude pouzita, ptimo
breach of (B) or (C) above. nebo nepiimo, pii poruseni vyse uvedenych bodi

(B) nebo (C).

(F) The Trial Parties shall make and keep books, | (F) Strany klinického hodnoceni zakladaji a vedou
records, and accounts, which, in reasonable detail, knihy, zdznamy aucty, které v pfiméfené mite
accurately and fairly reflect the transactions and presné a pravdivé odrazeji transakce a dispozice
dispositions of the assets of the Trial Parties; aktiv stran klinického hodnoceni;

(G) The Trial Parties shall devise and maintain a system | (G) Strany klinického hodnoceni navrhnou abudou
of internal accounting controls sufficient to provide udrzovat systém vnitfnich 0cetnich  kontrol,
reasonable assurances that — ktery bude dostatecny ktomu, aby poskytl

pfimétené zaruky, ze —
(1) transactions are executed in accordance (1) transakce  jsou provadény v souladu
with management’s general or specific s obecnym nebo specifickym opravnénim
authorization; vedeni;
(i1) transactions are recorded as necessary (i1) transakce se zaznamenavaji podle potieby
D to permit preparation of financial D povolit sestaveni ucetni zavérky
statements in conformity with vsouladu sobecné uznavanymi
generally  accepted  accounting ucetnimi  zdsadami nebo jinymi
principles or any other criteria kritérii  pouZitelnymi na  tyto
applicable to such statements, and vykazy a

(II) to maintain accountability for (II) udrzovat odpovédnost za aktiva;
assets;

(1i1) access to assets is permitted only in (iii)  pristup kaktivim je povolen pouze
accordance with management’s general or v souladu s obecnym nebo specifickym
specific authorization; and opravnénim vedeni;

(iv) the recorded accountability for assets is (iv) zaznamenana odpovédnost za aktiva je
compared with the existing assets at porovnavana s existujicimi aktivy
reasonable intervals and appropriate action v pfiméfenych intervalech ajsou ucinéna
is taken with respect to any differences. prislusna opatfeni s ohledem na piipadné

rozdily.
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Schedule D

Priloha D

Investigator and Trial Staff Privacy Notice

Ochrana osobnich udaji zkousejiciho
a pracovniki klinického hodnoceni

May 2020

Kvéten 2020

This privacy notice is addressed to:

Toto oznameni o ochran¢ osobnich idaju se vztahuje na:

e (Clinical investigators (principal investigator, sub-
investigator or co-investigator);

77

e Kklinické zkousSejici (hlavni zkousejici,

spoluzkousejici nebo spolupracujici zkousejici);

e Other Site staff such as nurses, pharmacists or
technicians, whose Personal Data may be processed
in the course of the clinical trial sponsored by
Hexal.

e dalSi zaméstnance Poskytovatele, jako jsou
zdravotni sestry, lékarnici nebo technici, jejichz
osobni udaje mohou byt zpracovavany v prubéhu
klinického hodnoceni sponzorované¢ho spolecnosti

Hexal.

You are receiving this Privacy Notice because Hexa
(“Hexal”) will process information about you, which
constitutes ‘“Personal Data.”

Toto oznameni o ochrané osobnich udaju jste obdrzeli,
protoZe spolecnost Hexal (“Hexal) o vas bude zpracovavat
informace, které predstavuji ,,0sobni udaje®.

This privacy notice is provided to you to ensure
transparency in relation to collection, use and disclosure of
your Personal Data by Hexal for purposes related to the
conduct of clinical trials sponsored by Hexal (“Sandoz
Clinical Trials”) which are being carried at your Clinical
Trial Site (the “Site”). For the purposes described in this
Privacy Notice, Hexal is responsible for the processing of

your Personal Data acting as a “Controller”.

Toto oznameni o ochrané osobnich dajli je vam poskytnuto
pro zajisténi transparentnosti pokud jde o shromazd’ovani,
pouzivani a zvefejiiovani vasich osobnich tidaji spolecnosti
Hexal pro ucely souvisejici sprovadénim klinickych
hodnoceni sponzorovanych spole¢nosti Hexal (“Klinicka
hodnoceni Sandoz“), ktera jsou provadéna na vasem
pracovisti klinického hodnoceni (“pracovisté). Pro ucely
popsané vtomto oznameni o ochrané osobnich tudaji
odpovida spole¢nost Hexal za zpracovani vasich osobnich

udaji coby “spravce*.

Collection of Personal Data

Shromazd’ovani osobnich udaja

For the purposes described in this Privacy Notice, we may
collect the following information about you including:

Pro ucely popsané vtomto oznameni o ochran¢ osobnich
udaji o vas muzeme shromazd’ovat nasledujici informace

véetné:

. name, identification number, address and other | o jména, identifikacniho C¢isla, adresy a dalSich
contact details, kontaktnich udaju,

. financial information (e.g. bank account number, | ® finan¢nich informaci (napf. Cislo bankovniho uctu,
financial interests in any of the Novartis group finan¢ni zajmy v nckteré ze spoleCnosti skupiny
companies), Novartis),

° qualifications, publications and information | e kvalifikace, publikaci ainformaci obsaZenych
contained in the CV you provide to us where v zivotopisu, ktery ndm v pfipadé¢ potieby
necessary, poskytnete,
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. previous experience in clinical trials within or | e
outside of Hexal and type of the GCP training

received, absolvovaného Skoleni GCP,
. technical data related to your use of Sandoz IT | e technickych udaji souvisejicich s pouzivanim IT
systems. systémi spole¢nosti Sandoz.

Purposes and legal basis for processing your Personal

Data

udajua

Processing purpose / Ucel zpracovani

1. to conduct Sandoz Clinical Trials in
accordance with good clinical practice

and applicable laws / provadét
klinickd ~ hodnoceni spolecnosti
Sandoz  vsouladu se spravnou

klinickou praxi a platnymi zakony;

2. to support applications for and to
comply with the conditions of any
marketing approval granted in respect
of any medication studied under a

Trial  (“Study

Medication”) / na podporu zadosti

Sandoz  Clinical

a splnéni podminek udéleni

rozhodnuti o registraci v souvislosti
s jakymikoli pfipravky hodnocenymi
v ramci klinického hodnoceni Sandoz

(,,hodnocené pripravky*);

3. to support applications to vary the

terms of any marketing approval
Study
Medication / na podporu zadosti
jakéhokoli
rozhodnuti o registraci udéleného pro

granted in respect of a

0 zménu podminek

hodnoceny pfipravek;

4. to carry out research related to the

development  of  pharmaceutical
products, diagnostics or medical aids
and improve clinical trial practice /
provadét vyzkum tykajici se vyvoje
farmaceutickych vyrobku, diagnostiky

Legal basis / Pravni zaklad

Hexal’s legitimate interest to conduct clinical
trials to test potential treatments as well as
with
obligations / opravnény zajem spolecnosti

compliance legal and regulatory

Hexal provadét klinicka hodnoceni za ucelem

testovani potencialni 1ééby a dodrzovani

zakonnych a regulacnich povinnosti;

with and

obligations / dodrzovani zdkonnych a pravnich

compliance legal regulatory

povinnosti;

Hexal’s legitimate interest to conduct clinical
trials to test potential treatments / Opravnény
zajem spolecnosti Hexal provadét klinicka
hodnoceni za ucelem testovani potencialni
1écby;

Hexal’s legitimate interest to conduct clinical
trials to test potential treatments / opravnény
zajem spolecnosti Hexal provadét klinicka
hodnoceni za ucelem testovani potencialni
1écby;

nebo 1ékatskych pomucek
a zdokonalit  postupy  klinického
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hodnoceni;

5. to comply with the US Financial
Disclosure  regulation, which is

intended to ensure that financial

interests and arrangements of clinical povinnosti;

investigators that could affect the

reliability of data submitted to the

Federal Drug Administration of the

U.S.A. (“FDA”) are identified and

disclosed to the FDA! / vyhovét

USA

finan¢nich informaci, jehoz cilem je

nafizeni o0 zvefejiiovani

zajistit, aby byly identifikovany

a zvetejnény finan¢ni zajmy
a usporadani klinickych zkousejicich,
které by mohly ovlivnit spolehlivost
udaji piedkladanych Federal Drug
Administration of the U.S.A.

(,,FDA“)!;

6. to ensure traceability and follow-up of compliance
drug safety notification / zajistit
sledovatelnost a naslednou kontrolu povinnosti.

oznameni o bezpec¢nosti 1éCiv.

a dodrzovani

Legitimate interest and compliance with legal
and regulatory obligations / Opravnény zajem

zakonnych a pravnich

with legal and regulatory

obligations / dodrzovani zakonnych a pravnich

! Clinical investigators: principal investigator, sub-investigator or co-investigator who are directly involved in the treatment or evaluation of research

subjects in Hexal’s Clinical Trials affected by this law, must disclose information to Hexal regarding their financial interests in companies belonging to the

Novartis group as well as those of their spouse and each dependent child. / Klini¢ti zkousSejici: hlavni zkousejici, spoluzkousejici nebo spolupracujici
zkousejici, ktefi se ptimo podileji na 1é€b€ nebo hodnoceni vyzkumnych subjekti v ramci klinického hodnoceni spole¢nosti Hexal dotéenych timto
zakonem museji spolecnosti Hexal sdélit informace o svych finan¢nich zajmech ve spolecnostech patticich do skupiny Novartis, jakoZ i o zajmech svého

manzela/manzelky a kazdého nezaopatieného ditéte.

If applicable to Hexal Clinical Trial, your Personal Data
(name and contact information) may be incorporated in
subject recruitment advertisements (print media or on
Internet). Any such advertisement would be approved by the
Ethical Committee before it is made public.

Bude-li to relevantni pro klinické hodnoceni spole¢nosti
Hexal, mohou byt vaSe osobni udaje (jméno a kontaktni
informace) zaclenény do reklam na ndbor subjektd
(v tisténych médiich nebo na internetu). Jakakoli takova

reklama by byla pfed zvefejnénim schvalena etickou komisi.

Sharing of Personal Data

Sdileni osobnich udaji

In the course of our activities and for the purposes listed in
this Privacy Notice, your Personal Data can be accessed by,
or transferred to the following categories of recipients, on a
need to know basis to achieve such purposes:

V pribéhu nasi ¢innosti apro ucely uvedené v tomto
oznameni o ochran¢ osobnich udaji mohou k vasim
osobnim udajim ziskat pfistup nasledujici kategorie
pfijemct nebo jim mohou byt vase osobni tdaje prevedeny,
a to na zakladé nezbytnych znalosti k dosazeni stanovenych

cili:

. the sponsor of the Clinical Trial,

J zadavatel klinického hodnoceni,
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. our personnel (including personnel, departments or
other companies of the Novartis group),

. nasi zaméstnanci (vcetné personalu, oddéleni nebo
jinych spolecnosti skupiny Novartis),

. our independent agents or brokers (if any), . naSi nezavisli zastupci nebo makléfi (pokud
existuji),
. our suppliers and services providers that provide | ® naSi dodavatelé a poskytovatelé¢ sluzeb, ktefi nam
services and products to us, poskytuji sluzby a produkty,
. our partners in the context of consortia or industry | ® nasi partnefi v ramci konsorcii nebo prumyslovych
Initiatives, Iniciativ,
. our IT systems providers, cloud service providers, | ® naSi poskytovatelé IT systému, poskytovatelé
database providers and consultants, cloudovych  sluzeb, poskytovatel¢  databazi
a konzultanti,
. our business partners who offer products or services | ® nasi obchodni partnefi, ktefi nabizeji produkty nebo

jointly with us or with our subsidiaries or affiliates,

sluzby spoleéné s nami nebo snaSimi dcefinymi
nebo pridruzenymi spolecnostmi,

. any third party to whom we assign or novate any of
our rights or obligations, our advisors and external
lawyers in the context of the sale or transfer of any
part of our business or its assets,

. jakakoli treti strana, které postoupime nebo
aktualizujeme néktera znaSich prav  nebo
povinnosti, nasi poradci aexterni pravnici

v souvislosti s prodejem nebo prevodem kterékoli
casti naSeho podnikani nebo jeho aktiv,

. national and/or international regulatory bodies or
Ethics Committees.

. vnitrostatni nebo mezinarodni kontrolni organy
nebo etické komise.

The above third parties are obliged to protect the
confidentiality and security of your Personal Data, in
compliance with applicable laws.

Vyse uvedené tieti strany jsou povinny chranit ddvérnost
a bezpecnost vasich osobnich udajii v souladu s platnymi
zékony.

If we transfer your Personal Data to other jurisdictions, we
will make sure to protect your Personal Data by (i) applying
the level of protection required under the local data
protection/privacy laws applicable in the country of
destination, (ii) acting in accordance with our policies and
standards and, (iii) for entities located in the European
Economic Area (i.e. the EU Member States plus Iceland,
Liechtenstein and Norway, the "EEA"), unless otherwise
specified, by transferring your Personal Data on the basis of
standard contractual clauses approved by the European
Commission. You may request additional information in
relation to international transfers of Personal Data and
obtain a copy of the adequate safeguard put in place by
exercising your rights as described below.

Pokud vaSe osobni udaje pievedeme do jinych jurisdikei,
zajistime ochranu vasSich osobnich tdaju (i) pouzitim Grovné
ochrany pozadované podle mistnich zakond o ochrané
(i)

jednanim v souladu s nasimi zasadami a standardy a (iii) pro

osobnich udaji/soukromi platnych v zemi urceni,

subjekty se sidlem v Evropském hospodaiském prostoru (tj.
clenské staty EU plus Island, Lichtenstejnsko a Norsko, dale
jen ,,EHP*), pokud neni uvedeno jinak, pfevodem vasSich
zaklade
ustanoveni schvalenych Evropskou komisi. MlzZete pozadat

osobnich udaji na standardnich smluvnich

o dalsi informace tykajici se mezinarodnich pifenosl
osobnich udajii a ziskat kopii odpovidajici zaruky zavedené

uplatnénim svych prav, jak je popsano nize.

For intra-group transfers of Personal Data, the Novartis

Pro pfenosy osobnich idaji v ramci skupiny piijala skupina
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group has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an
effort to ensure effective levels of data protection relating to
transfers of Personal Data outside the EEA and Switzerland.
Read more about the Novartis Binding Corporate Rules at
novartis.com/privacy-policy.

Novartis zadvazna firemni pravidla, systém zésad, pravidel
a nastroji poskytovany evropskym pravem, ve snaze zajistit
ucinnou uroven ochrany tdaju tykajici se pfenost osobnich
tidajti mimo EHP a Svycarsko. Dalsi informace o zivaznych
pravidlech spole¢nosti Novartis naleznete na strankach
novartis.com/privacy-policy.

Duration of storage

Doba uchovavani

We will keep your Personal Data as long as needed for legal
and regulatory requirements. Please note that we are
required to retain Clinical Trial Documentation for a
minimum of 25 years.

Vase osobni tdaje budeme uchovavat tak dlouho, jak je to
nutné z divodu zakonnych a pravnich predpisii. Vezméte
prosim na védomi, Ze jsme povinni uchovavat dokumentaci
klinického hodnoceni minimalné po dobu 25 let.

What are your rights and how can you exercise them?

Jaka jsou vaSe prava a jak je miiZete uplatiiovat?

Under conditions provided by the law, you have a right to
request a copy of the personal information we hold about
you. You may also object to its use or ask for it to be
updated, restricted, deleted, or transferred to another
organisation. If you wish to contact us regarding our use of
your Personal Data or you wish to exercise your data
privacy  rights, you send email to

may an

Za podminek stanovenych zdkonem mate pravo pozadat
o kopii osobnich udaju, které o vas uchovavame. Miuzete
také protestovat proti jejich pouziti nebo pozadat o jejich
aktualizaci, omezeni, odstranéni nebo pievod do jiné
organizace. Pokud nas chcete kontaktovat v souvislosti
s pouzivanim vaSich osobnich udaji nebo chcete uplatnit
sva prava na ochranu osobnich udaji, mizete poslat e-mail

na adresu |

If you are not satisfied with how we process your Personal
Data, please address your request to our Data Protection
Officer at _ who will investigate
your concern. In any case, you also have the right to file a
complaint with a responsible supervisory authority, in
addition to your rights above.

Pokud nejste spokojeni s tim, jak zpracovavame vasSe osobni
udaje, odeslete prosim svou zadost nasemu inspektorovi
ochrany 0udaji na adrese _, ktery
prozkouma vase obavy. V kazdém pripad¢ mate kromé vyse
uvedenych prav také pravo podat stiznost odpovédnému
orgéanu dozoru.
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