Hlavni dvoustranna smlouva s poskytovatelem zdravotnich sluzeb

C. protokolu: OBS15990
Zemé: Ceskd republika

Jméno hlavniho zkousejiciho lékare: _

HEALTHCARE SERVICE PROVIDER
CONTRACT

SMLOUVA S POSKYTOVATELEM
ZDRAVOTNICH SLUZEB

budgetary organization, having a place of
business at V Uvalu 84, 150 06 Praha 5, Czech
republic, ldentification number; 00064203, Tax

identification number: CZ00064203,
represented by [ RN, oy
delegation.

This contract (hereinafter “the Contract”) is | Tato smlouva (dale jen ,Smlouva“) byla
made by and between: uzaviena mezi nasledujicimi stranami:
Fakultni nemocnice v Motole, a state | Fakultni nemochnice v Motole, statni

prispévkova organizace, se sidlem V Uvalu 84,
150 06 Praha 5, Ceska republika, IC:
00064203, DIC: CZ00064203, zastoupena

I 2 zakladé povéren,

Hereinafter the “HEALTHCARE SERVICE
PROVIDER” or “PROVIDER”,

dale jen ,POSKYTOVATEL ZDRAVOTNICH
SLUZEB* nebo ,POSKYTOVATEL,

AND

A

IQVIA RDS Switzerland Sarl, a
corporation organized under the laws of the
state of Switzerland having its registered office
at with an address at Route de Pallatex 29,
1162 St. Prex, Switzerland.

IQVIA RDS Switzerland Sarl, spolecnost
fungujici podle zakont Svycarska, se sidlem na
adrese Route de Pallatex 29, 1162 St. Prex,
Svycarsko,

Hereinafter “CRO” dale jen ,CRO*

The PROVIDER and CRO, are hereinafter | POSKYTOVATEL a CRO jsou v tomto
individually referred to as a “Party” or | dokumentu samostatné oznacovani jako
collectively referred to as the “Parties”. Smluvni strana“ nebo souhrnné jako

L~Smluvni strany*.

WITNESSETH:

UVODNI USTANOVENI:

WHEREAS, Sanofi-Aventis Groupe, having its
registered office at 54 Rue La Boetie 75 008
Paris, (hereinafter the “SPONSOR”) is
sponsoring a multi-center study (hereinafter the
“Study”) with Study name GLOBOSTAD to
evaluate dupilumab in accordance with the
following protocol and its amendments: “A
prospective observational study of adult
patients receiving Dupixent for atopic
dermatitis” Protocol Number OBS15990,
entitled, (hereinafter the “Protocol”, which
term shall include any amendments made to the
Protocol from time to time).

VZHLEDEM K TOMU, ZE Sanofi-Aventis
Groupe se sidlem 54 Rue La Boetie 75 008
Pafiz (dale jen ,ZADAVATEL") je zadavatelem

multicentrické studie (dale jen ,Studie®)
S ndzvem GLOBOSTAD hodnotici
dupilumab v souladu s nasledujicim

protokolem a jeho dodatky: ,Prospektivni
observaéni studie u dospélych pacientt
uzivajicich pripravek dupixent klécbé
atopické dermatitidy“, Cislo protokolu
studie: OBS15990,“ (dale jen ,Protokol*,
pfiemz tento termin zahrnuje jakékoliv
pfipadné budouci zmény provedené v
Protokolu).

WHEREAS, the SPONSOR has entered into an
agreement with CRO wunder which it has

VZHLEDEM K TOMU, ZE ZADAVATEL uzaviel
smlouvu s CRO, na jejimz zakladé povéfil CRO
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entrusted the latter with the negotiation and
execution of clinical trials agreements with
sites/PROVIDERSs participating in the Study.

jednanim a uzavienim smluv o Kklinickych
hodnocenich s misty provadéni klinického
hodnoceni /  zdravotnickymi  zafizenimi
ucastnicimi se Studie.

WHEREAS, CRO represents and warrants that
it has all necessary authority to enter into this
Agreement and that SPONSOR has authorized
CRO to agree to the SPONSOR’s obligations
specified herein on SPONSOR'’s behalf.

VZHLEDEM K TOMU, ZE CRO ujistuje a
zaruCuje, Ze ma veskerou pravomoc nezbytnou
k uzavfeni této Smlouvy a Ze ZADAVATEL
povéfil CRO, aby odsouhlasila povinnosti
ZADAVATELE uvedené v této smlouvé jménem
ZADAVATELE.

WHEREAS, the SPONSOR may also conduct
substudies as part of the overall Study and all
references to the Study shall include any
substudies that are conducted on the
participating patients and the references to the
Protocol shall include any protocols related to
such substudies.

VZHLEDEM K TOMU, ZE ZADAVATEL muze
také provadét dilci studie v ramci celkové Studie
a ze vSechny odkazy na Studii zahrnuji veskere
diléi studie, které jsou provadény na
zuc€astnénych pacientech, a odkazy na Protokol
zahrnuji veSkeré protokoly tykajici se takovych
dil¢ich studii.

WHEREAS, the PROVIDER having received
and reviewed the Protocol for the Study and the
clinical investigator brochure (“IB”) to evaluate
its in participating in the Study, wish to
participate in the Study and undertake that it has
sufficient authority, abilities and experience in
research, along with the necessary
infrastructure and technical means to perform
the Study,

VZHLEDEM K TOMU, ZE POSKYTOVATEL si
poté, co obdrzel a prostudoval Protokol Studie
a klinicky souhrn udaja pro zkouSejiciho
(Investigator Brochure, dale jen ,IB“), aby
vyhodnotil svlj podil na ucasti ve Studii, pfeje
zuCastnit se Studie a ujidtuje, ze ma
dostate¢nou pravomoc, schopnosti a
zkuSenosti s vyzkumem spole¢né s nezbytnou
infrastrukturou a technickymi prostfedky k
provadéni Studie.

In consideration of the undertakings and
commitments set forth herein, the Parties agree
to enter into the Contract, which provisions shall
apply in compliance with those of the Protocol.

S ohledem na ujisténi a zavazky stanovené v
této Smlouvé Smluvni strany souhlasi s tim, Ze
uzaviou Smlouvu, jejiz ustanoveni budou platit
v souladu s ustanovenimi Protokolu.

ARTICLE 1 - PROTOCOL

CLANEK 1 — PROTOKOL

The Study shall be performed in strict
compliance with the Protocol, as is submitted to
the relevant Independent Ethic Committee
(“IEC/IRB”) for favorable opinion/ approval and
as amended from time to time thereafter.
PROVIDER acknowledges that a copy of the
Protocol will be provided and signed by the
INVESTIGATOR.

Studie bude provadéna v pfisném souladu s
Protokolem tak, jak bude pfedloZzen pfislusné
nezavislé etické komisi (,EK®) k ziskani
pFiznivého stanoviska/souhlasu a jak bude
pripadné v budoucnu doplnén.
POSKYTOVATEL potvrzuje, Zze kopie Protokolu
bude pfedana a podepsana zkousejicim.
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Any amendment to the Protocol shall be notified
to the relevant IEC/IRB according to local
regulations. All terms of the Protocol and any
further amendments to the Protocol are
incorporated hereunder and are part of the
Contract.

O veskerych dodatcich Protokolu museji byt
informovany pfislusné EK podle mistnich
predpist. VSechny podminky Protokolu a
veSkeré pozdéjSi dodatky Protokolu jsou
zaclenény do této Smlouvy a jsou jeji soucasti.

To the extent that there may be any
inconsistency between this Contract and the
Protocol, this Contract shall control, except with
respect to medical or clinical matters for which
the Protocol shall take precedence.

Pokud se pfipadné vyskytnou jakékoliv
nesrovnalosti mezi touto Smlouvou a
Protokolem, bude tato Smlouva uréujici s
vyjimkou lékafskych a klinickych otazek, u nichz
bude urcujici Protokol.

ARTICLE 2 - STUDY SITE

CLANEK 2 - MISTO PROVADENI

KLINICKEHO HODNOCENI

The Study shall be performed under the
supervision of the INVESTIGATOR,
B ;¢ (he PROVIDER, at the
department of Dermatovenerology, Motol
University Hospital in Prague, Czech republic.

Studie se bude provadét pod dohledem

zkoUuSEJiciHO, | . -h.D.. vBA,

ve ZDRAVOTNICKEM ZARIZENI na
Dermatovenerologickém oddéleni, FN Motol
v Praze, Ceska republika.,

For the avoidance of doubt, the sums paid
under Exhibit A of the Contract include global
compensation for the performance of the Study
carried out at the PROVIDER, including but not
limited to the costs of the Collaborators (as
defined in article 5.2).

Aby se predeSlo pochybnostem, ¢astky
vyplacené podle Pfilohy A Smlouvy zahrnuji
celkové nahrady za provadéni Studie
vykonavané ve ZDRAVOTNICKEM ZARIZENI,
napfiklad naklady na  spolupracovniky
(definované v odstavci 5.2).

PROVIDER agrees that the arrangements
between CRO and INVESTIGATOR concerning
the conduct of the Study including payments
due to the INVESTIGATOR for performance of
the Study, are detailed in a separate written
agreement.

POSKYTOVATEL bere na védomi, Ze ujednani
mezi CRO a ZKOUSEJICIM ohledné& provadéni
Studie, véetné Gastek hrazenych
ZKOUSEJICIMU za provadéni Studie, jsou
podrobné& upravena v samostatné pisemné
smlouvé.

ARTICLE 3 - COMPLIANCE

CLANEK 3 — DODRZOVANi POKYNU

3.1 The Study shall be performed in
accordance with (i) the Protocol (i) all
applicable laws, rules and regulations (iii) the
Guideline for Good Clinical Practice of the
International Conference on Harmonization
(hereinafter the “ICH — GCP”), (iv) guidelines for
Good Epidemiology Practice (hereinafter
“GEP”), (v) the Declaration of Helsinki, as
amended and as in force and effect, and all
applicable amendments laid down by the World
Medical Assemblies, and (vi) the specific

3.1 Studie bude provadéna v souladu s (i)
Protokolem, (ii) vSemi platnymi zédkony, pravidly
a predpisy, (iii) Smérnicemi spravné klinické
praxe Mezinarodni konference pro harmonizaci
(dale jen ,ICH - GCP*), (iv) pokyny pro
spravnou epidemiologickou praxi (dale jen
,GEP*), (v) Helsinskou deklaraci v platném a
ucinném znéni a v8emi platnymi zménami
stanovenymi Svétovymi Iékarskymi
shromazdénimi a (vi) konkrétnimi postupy
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procedures provided by the SPONSOR that are
in force and effect for conducting the Study.

stanovenymi ZADAVATELEM plathymi a
ucinnymi pro provadéni Studie.

3.2 The PROVIDER shall ensure that all
procedures defined in the Protocol are complied

with, so that all data coming from the
PROVIDER are reliable and have been
processed correctly (especially the

randomization lists, and the blind character of
the Study as the case may be) and will ensure
that the content of the case report form (“CRF”)
lelectronic case report form (“e-CRF”) will

3.2 POSKYTOVATEL zajisti dodrzovani
vSech postupl definovanych Protokolem, aby
vSechny udaje pochazejici
ze POSKYTOVATELE byly spolehlivé a byly
spravné zpracovany (zejména randomizacni
seznamy, respektive zaslepeny charakter
Studie), a zajisti, ze obsah zaznamu subjektu
hodnoceni (dale jen ,CRF*) / elektronického
zaznamu subjektu hodnoceni (dale jen ,e-

accurately reflect source documents. CRF*) bude pfesné odpovidat zdrojovym
dokumentiim.

3.3 The PROVIDER acknowledges that the | 3.3 POSKYTOVATEL potvrdi, ze

INVESTIGATOR shall submit CRF/eCRFs to | ZKOUSEJICIi predlozi CRF/eCRF

the SPONSOR. ZADAVATELI.

The INVESTIGATOR and any Collaborator (as
such term is defined in article 5.2) will be trained
by CRO with respect to the use of CRF/eCRFs.

ZKOUSEUJICI a ptipadny Spolupracovnik (tento
termin je definovan v ¢lanku 5.2) bude vySkolen
CRO v souvislosti s pouzivanim CRF/eCRF.

ARTICLE 4 - TERM

CLANEK 4 — DOBA PLATNOSTI

This Contract is being entered into force on its
last date of signature (hereinafter the “Effective
Date”). The Contract shall end upon receipt by
the SPONSOR of all data generated under this
Contract and after completion of the close-out
visit.

Tato Smlouva vstupuje v platnost posledni den
jejiho podpisu (dale jen ,Datum platnosti®).
Platnost a ucinnost smlouvy bude ukonéena
poté, co ZADAVATEL obdrzi vSechny udaje
ziskané na =zakladé této Smlouvy, a po
dokonceni uzaviraci navstévy.

The Parties estimate that the whole Study will
take approximately | N from the first
visit of the first Patient (to the last visit of the last
Patient. The estimated Study completion date is
subject to change in accordance with the
Sponsor and Protocol requirements. The Study
duration can be modified upon written notice
from SPONSOR and CRO.

Smluvni strany odhaduiji, Zze cela Studie bude
trvat priblizné | od prvni navstévy
prvniho pacienta do posledni navstévy
posledniho pacienta. Predpokladany termin
dokoncéeni studie se mUze zménit v souladu s
pozadavky ZADAVATELE a protokolu. Doba
trvani Studie maze byt upravena na zakladé
pisemného oznameni od ZADAVATELE a
CRO.

PROVIDER with all necessary information,

ARTICLE 5 - ITEMS SUPPLIED BY THE | CLANEK 5 - POLOZKY DODAVANE
SPONSOR ZADAVATELEM

5.1 SPONSOR (or its designee) shall | 5.1 ZADAVATEL (nebo jim povéfena
provide the INVESTIGATOR and/or the | osoba) poskytne ZKOUSEJICIMU a/nebo

POSKYTOVATELI vSechny nezbytné
informace, dokumenty a materialy, zejména:
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documents and materials, including but not
limited to:

e thelB

e souhrn informaci pro zkouSejiciho IB

provided by the SPONSOR, solely for the
purpose of the Study or to fulfill their own
regulatory obligations, to the exclusion of any
use for their own or for a third party’s benefit.

e the Protocol, e Protokol

e the CRF/e-CRF e CRF/e-CRF
5.2 The Collaborators and the PROVIDER | 5.2 Spolupracovnici a POSKYTOVATEL
shall use the information and documents | pouZiji informace a dokumenty poskytnuté

ZADAVATELEM vylucné pro ucely Studie nebo
pro splnéni svych vlastnich povinnosti vici
kontrolnim Ufadim, aniz by je pouzili ke svému
prospéchu &i prospéchu tfeti strany.

For the purpose of the Contract, the term
“Collaborators” shall mean any person
involved in the Study including but not limited to
associates, sub-investigators, biologists,
assistants and nurses.

Pro uCely Smlouvy znamena termin
~Spolupracovnici‘ jakoukoliv osobu zapojenou
do Studie, napfiklad partnery, spoluzkousSejici,
biology, asistenty a zdravotni sestry.

Unless otherwise instructed by the SPONSOR
or required by applicable laws and regulations,
the information and documents shall, upon
completion of the Study be returned to the
SPONSOR or put at its disposal for removal.

Pokud ZADAVATEL nevyda jiné pokyny nebo
pokud to nevyzaduji platné zakony a predpisy,
museji byt informace a dokumenty po
dokonc&eni Studie vraceny ZADAVATELI nebo
mu museji byt dany k dispozici za ucelem
odstranéni.

The PROVIDER shall bind the Collaborators
with obligations at least as stringent as those
provided for in the Contract. Therefore, the
PROVIDER shall be held liable should any of
the Collaborators fail to comply with any of the
obligations provided for in this Contract.

POSKYTOVATEL zavaze Spolupracovniky k
plnéni povinnosti za podminek pfisnych
alespon tak, jako jsou podminky stanovené
Smlouvou. POSKYTOVATEL proto odpovida
za pfipadné nedodrzeni povinnosti
stanovenych v této Smlouvé ze strany
kteréhokoliv ze Spolupracovnik.

5.3 Should the Study require any specific
equipment, the SPONSOR (or its designee)
may provide such equipment to the
INVESTIGATOR and/or the PROVIDER under
the terms detailed in a separate agreement.

5.3 Pokud studie vyzaduje jakékoliv
specifické vybaveni, ZADAVATEL (nebo jeho
povéfena osoba) mulze takové vybaveni
poskytnout ZKOUSEJiciMu a/nebo
POSKYTOVATELI za podminek uvedenych v
samostatné smlouveé.

If needed, SPONSOR will provide the
INVESTIGATOR and / or the PROVIDER with a
computer and or internet connection in order to
submit eCRFs for the Study.

V pfipadé potfeby ZADAVATEL poskytne
ZKOUSEJICIMU a/nebo POSKYTOVATELI
pocita¢ a/nebo internetové pfipojeni za ucelem
odevzdavani eCRF pro studii.
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Any and all equipment provided to PROVIDER
or INVESTIGATOR shall remain the sole
property of the SPONSOR. The
INVESTIGATOR and the PROVIDER shall
promptly return any such equipment upon
completion of the Study unless otherwise
agreed by SPONSOR.

Jakékoliv  pfipadné vybaveni poskytnuté
POSKYTOVATELI nebo ZKOUSEJiCiMU
zUstane vyhradnim vlastnictvim ZADAVATELE.
ZKOUSEJiCi a POSKYTOVATEL bezodkladné
vrati jakékoliv takové vybaveni po dokon&eni
studie, pokud neni se ZADAVATELEM
dohodnuto jinak.

ARTICLE 6- PATIENTS RECRUITMENT

CLANEK 6 — NABOR PACIENTU

6.1 PROVIDER acknowledges that the
INVESTIGATOR has estimated that he/she can
recruit a maximum of [l (the “Patients”),
within the estimated enrollment period
according to the Protocol. This target of
recruitment can be increased or decreased only
upon written notice from the SPONSOR or
CRO. PROVIDER  acknowledges that
INVESTIGATOR undertakes to comply with the
Sponsor's or CRO’s instructions in regards to
the Patient recruitment target.

6.1 POSKYTOVATEL potvrzuje, Ze
ZKOUSEJICI odhadl, Ze mize provést nabor
maximainé |l (dale jen ,Pacienti)
béhem oclekavaného zarazovaciho obdobi
podle protokolu. Tento naborovy cil Ize zvysit
nebo snizit na zakladé pisemného oznameni od
ZADAVATELE nebo CRO. POSKYTOVATEL
potvrzuje, e ZKOUSEUJICI se v souvislosti s
cilovym naborem pacientll zavazuje dodrzovat
pokyny Zadavatele nebo CRO.

6.2 Especially in case of multicenter
studies, the SPONSOR reserves the right to
request the INVESTIGATOR to limit the
recruitment of further Patients or cease the
recruitment, notably in case the global
recruitment target for the Study has been
reached (appr. ]l patients). In such case,
the SPONSOR and/or CRO shall notify the
INVESTIGATOR he has to stop the recruitment
of any patient who has not yet signed informed
consent. PROVIDER acknowledges that the
INVESTIGATOR shall upon receipt of such
notice immediately stop further recruitment of
Patients. Payments shall only be made
according to the number of Patients recruited up
to the date of receipt of the notice. CRO or the
SPONSOR will not take any responsibility and
make any payment for the Patients recruited
after this date.

6.2 ZvIasté v pripadé multicentrickych studii
si ZADAVATEL vyhrazuje pravo pozadovat od
ZKOUSEJICIHO, aby omezil nabor dalsich
pacientd nebo s naborem pfestal, zejména v
pfipadé, Ze bylo dosazeno globalniho
naborového cile (tj. JJJll pacientt) pro studii.
V takovém pfipadé musi ZADAVATEL a/nebo
CRO oznamit ZKOUSEJICIMU, ze musi
zastavit nabor vSech pacientl, ktefi dosud
nepodepsali informovany souhlas.
POSKYTOVATEL potvrzuje, ze ZKOUSEJICI
po doruceni takového oznameni neprodlené
zastavi dalsi nabor pacientl. Platby budou
provadény pouze podle poctu pacientd
ziskanych v naboru az do dne doruceni
oznameni. CRO ani ZADAVATEL nepfebiraji
Zadnou odpovédnost za pacienty ziskané v
naboru po tomto datu a neuhradi za né zadnou
platbu.

ARTICLE 7 - CONSENT OF THE PATIENTS

CLANEK 7 — SOUHLAS PACIENTU

PROVIDER acknowledges that before any
Patient's participation in the Study, the
INVESTIGATOR shall fully inform any Patient
and/or, as the case may be, his/her legal

POSKYTOVATEL potvrzuje, ze pred ucasti
pacienta ve Studii musi ZKOUSEJICI véechny
pacienty a/nebo pfipadné jejich zakonné
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representative, in language understandable to
them, of all pertinent aspects of the Study.

zastupce plné informovat o vSech pfislusnych
aspektech studie v jazyce, kterému rozuméji.

PROVIDER acknowledges that the
INVESTIGATOR shall ensure that all Patients
participating in the Study and/or their legal
representative (i) have received a copy of the
Patient informed consent form, and (ii) have
expressed their prior consent by signing the
informed consent form, without the undue
influence or coercion of any person directly
involved in the Study, and only after having
been duly informed.

POSKYTOVATEL potvrzuje, ze ZKOUSEJICI
zajisti, aby vSichni pacienti ucastnici se studie
a/nebo jejich zakonny zastupce (i) obdrzeli kopii
formulare informovaného souhlasu pacienta a
(ii) vyjadfrili svaj pfedchozi souhlas podepsanim
formulafe  informovaného souhlasu  bez
nepatfi€ného ovliviovani nebo natlaku jakékoliv
osoby pfimo se podilejici na Studii a pouze po
fadném pouceni.

ARTICLE 8 - MONITORING OF THE STUDY

CLANEK 8 — MONITOROVANIi STUDIE

8.1 CRO will appoint monitor(s) who will act
with due professional care and maintain
confidentiality, and who will work with the
INVESTIGATOR and the PROVIDER to ensure
proper conduct of the Study (hereinafter the
“Monitor(s)”).

8.1 CRO jmenuje monitora (monitory), ktery
bude postupovat s odbornou péci a bude
zachovavat dOvérnost, a ktery bude
spolupracovat se  ZKOUSEJiCIM a
ZDRAVOTNICKYM ZARIZENIM, aby zajistil
spravné provadéni Studie ( dale jen ,Monitor

Study and shall collect all the documents and
information about the Study in accordance with
the Protocol, GEP, and the ICH-GCP. He/she
shall have access to all records on the Patients
and all information pertaining to the Study, as
well as, copies thereof, if needed.

(Monitofi)“).
8.2 The Monitor shall be entitled to visit the | 8.2 Monitor ma opravnéni po dohodé
PROVIDER at mutually agreeable times and be | s POSKYTOVATELEM navstévovat
regularly informed about the performance of the | POSKYTOVATELE a byt pravidelné

informovan o provadéni Studie a bude
shromazdovat vSechny dokumenty a informace
o Studii v souladu s protokolem, GEP a ICH-
SKP. Bude mit pfistup ke vSem zaznamim
pacientd a ke vSem informacim tykajicim se
Studie a v pfipadé potfeby i k jejich kopiim.

performance by the PROVIDER of its
obligations under the Contract, CRO shall pay
and/or reimburse on behalf of SPONSOR the
PROVIDER in compliance with the payment
terms defined in Exhibit A.

ARTICLE 9 - ARTICLE LEFT | CLANEK 9 - TENTO CLANEK BYL
INTENTIONALLY BLANK UMYSLNE VYNECHAN

ARTICLE 10 - FINANCIAL TERMS AND | CLANEK 10 — FINANCNi PODMINKY
CONDITIONS

10.1 As consideration for the proper | 10.1 Jako protiplnéni za fadné provadéni

povinnosti ze strany POSKYTOVATELE podle
Smlouvy bude CRO POSKYTOVATELI
poskytovat platby a/nebo je bude hradit jménem
ZADAVATELE v souladu s platebnimi
podminkami definovanymi v pfiloze A.

10.2 The PROVIDER will bear the
responsibility for the declaration of these sums
and for the payment of all taxes and social
contributions on the fees received hereunder.

10.2 POSKYTOVATEL ponese odpoveédnost
za pfihlaSeni téchto Castek ke zdanéni a za
Uhradu vSech dani a pfispévk( na socialni
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pojisténi z poplatkll ziskanych na zakladé této

obligation toward the PROVIDER.

Smlouvy.
10.3  Once payments set forth in Exhibit Aare | 10.3  Jakmile budou provedeny platby
made, SPONSOR or CRO shall have no further | stanovené v Pfiloze A, nebudou mit

ZADAVATEL ani CRO vi¢i POSKYTOVATELI
zadné dalsi zavazky.

10.4 Patient is considered as having
completed the Study when he/she has
completed the specified Study period, and has
been evaluated as per the Protocol. It is
understood and agreed that no reimbursement
will be provided for patients who are
randomized into the Study and do not conform
to the Protocol's inclusion and exclusion criteria
or for whom serious deviations from the
Protocol are made. If Patients are enrolled in the
Study but haven’t completed it, the amount to
be paid will be calculated according to the fees
of the visits actually performed by this Patient.
No payment will be made for an ineligible
Patient incorrectly randomized into the Study or
in case the Patient did not complete the Study
due to negligence, malpractice, breach of
Protocol, willfully wrong act or omission on the
part of the PROVIDER.

10.4 Ma se za to, ze pacient dokondcil Studii,
jestlize dokon¢il stanovenou dobu Studie a byl
vyhodnocen podle Protokolu. Rozumi se a
Smluvni strany odsouhlasily, Ze za pacienty,
ktefi budou randomizovani do Studie, ale
nesplni zafazovaci a vyluCujici kritéria
Protokolu nebo u nichZz dodlo k zavaznym
odchylkam od Protokolu, nebude vyplacena
zadna uhrada. Pokud budou pacienti zarazeni
do Studie, ale nedokonéi ji, bude vyplacena
¢astka vypocitana podle poplatk(l za navstévy
skute¢né timto pacientem vykonané. Za
nezpusobilého pacienta nespravné
randomizovaného do Studie nebo v pfipadé, ze

pacient Studii nedokoncil kvuli nedbalosti,
nespravnému lé¢eni, poruseni Protokolu,
umysinému protipravnimu jednani ¢i opomenuti
ze strany POSKYTOVATELE, nebude

uhrazena zadna platba.

10.5 SPONSOR provides funding for this
Study. Notwithstanding anything in this Contract
which may be construed to the contrary, all
payments to be made by CRO under this
Contract shall be contingent on CRO’s actual
receipt of such payment amounts from the
SPONSOR.

10.5 Finanéni prostfedky pro tuto Studii
poskytuje ZADAVATEL. Aniz by tim bylo
dotéeno jakékoliv ustanoveni této Smlouvy,
které muze byt vykladano opacné, vsechny
platby, které ma CRO podle této Smlouvy
provést, jsou podminény skute¢nym dorucenim
takovych &astek k vyplaté od ZADAVATELE
CRO.

ARTICLE 11 - CONFIDENTIALITY AND

CLANEK 11 — DUVERNOST A OMEZENE

RESTRICTED USE

POUZITI

11.1  Allinformation disclosed or provided by
the SPONSOR and/or CRO or produced during
the Study, including but not limited to the
Protocol, CRF/e-CRF, the results obtained
during the course of the Study, the financial
terms of the Contract (hereafter the
“Confidential Information”), is confidential.

11.1  VsSechny informace zpfistupnéné Ci
poskytnuté ZADAVATELEM a/nebo CRO,
pfipadné vzniklé béhem Studie, zejména
Protokol, CRF/eCRF, vysledky ziskané v
prabéhu Studie, finanéni podminky Smlouvy
(dale jen ,Duvérné informace”), jsou davérné.
POSKYTOVATEL souhlasi s tim, ze bude
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The PROVIDER agrees to keep confidential
and not to disclose the Confidential Information
to any third party without the prior written
approval of the SPONSOR. The PROVIDER
shall use the Confidential Information solely for
the purposes of the Study.

zachovavat duvérnost Duvérnych informaci a

nezpfistupni je Zzadné trfeti strané bez
pfedchoziho pisemného souhlasu
ZADAVATELE. POSKYTOVATEL bude

pouzivat Davérné informace vyluéné pro Ucely
této Studie.

Furthermore, the Parties agree to adhere to the
principle of confidentiality of the personal data
of the Patients, INVESTIGATOR, PROVIDER
and Collaborators involved in the Study. Each
Collaborator shall be subject to these
obligations of confidentiality and restricted use.
The PROVIDER shall inform the Collaborators
of the confidential nature of the Study and will
only provide them with the Confidential
Information that is strictly necessary for the
accomplishment of their tasks.

Smluvni strany dale souhlasi s tim, ze budou
dodrzovat zasadu duvérnosti osobnich udajl
pacientt, ZKOUSEJICIHO, POSKYTOVATELE
a Spolupracovnikll zapojenych do Studie. Tyto
povinnosti zachovavat dlvérnost a omezeni
pouziti se vztahuji na kazdého
Spolupracovnika. POSKYTOVATEL bude
informovat Spolupracovniky o divérné povaze
Studie a poskytne jim pouze D0vérné
informace, které jsou nezbytné nutné k plnéni
jejich ukold.

11.2 Confidential Information shall not
include information that: (1) is at the time of
disclosure, or thereafter becomes, publicly
available through no fault of INVESTIGATOR or
PROVIDER; 2) is disclosed to
INVESTIGATOR or to PROVIDER by a third
party entitled to disclose such information in a
non-confidential manner; (3) is known to
INVESTIGATOR or to PROVIDER prior to
disclosure under this Contract, as shown by
INVESTIGATOR'’s or PROVIDER's prior written
records; (4) can be documented to have been
independently developed by PROVIDER’s
personnel without reliance on Confidential
Information; or (5) is required by applicable law
to be disclosed, provided that INVESTIGATOR
or PROVIDER gives SPONSOR prompt notice
of such fact so that it may obtain a protective
order or other appropriate remedy concerning
any such disclosure, cooperate fully with
SPONSOR in connection with its efforts to
obtain any such order or other remedy, and
disclose, where disclosure is necessary, only
the information legally required to be disclosed.

11.2 Duvérné informace nezahrnuji
informace, které: (1) jsou v dobé zpfistupnéni
vefejné dostupné bez zavinéni

ZKOUSEJICIHO & POSKYTOVATELE nebo se
poté takovymi stanou; (2) jsou zpfistupnény
ZKOUSEJICIMU nebo POSKYTOVATELI treti
stranou  opravnénou takové informace
zpfistupnit jako nedlvérné; (3) jsou znamy
ZKOUSEJICIMU nebo POSKYTOVATELI pred
zpfistupnénim podle této Smlouvy, jak to
vyplyva z predchozich pisemnych zaznami
ZKOUSEUJICIHO nebo POSKYTOVATELE; (4)
Ize dokumentovat, ze byly nezavisle vyvinuty
zaméstnanci POSKYTOVATELE nezavisle na
Duvérnych informacich, nebo (5) se zverejiuji
na zakladé pozadavkl( danych zakonem s tim,
Ze ZKOUSEJICi nebo POSKYTOVATEL o této
skute¢nosti neprodlené budou informovat
ZADAVATELE, aby tento mohl ziskat
predbézné soudni opatfeni nebo jiny vhodny
opravny prostfedek v souvislosti s jakymkoliv
takovym zpFistupnénim, budou se
ZADAVATELEM pIné spolupracovat v ramci
jeho usili o ziskani takového predbézného
opatfeni nebo jiného opravného prostfedku a
zpfistupni, pokud bude zpfistupnéni nezbytné,
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restricted use contained herein are applicable
during the term of the Contract and shall survive
for 10 (ten) years from the date of termination,
regardless of the reason for termination of the
Contract.

pouze informace, jejichz zpfistupnéni je
pravoplatné pozadovano.
11.3 The obligations of confidentiality and | 11.3  Povinnost zachovavat davérny

charakter a omezené pouziti obsazené v této
Smlouvé plati po dobu platnosti Smlouvy a
pretrvavaji 10 (deset) let ode dne jejiho
ukonceni, at jiz je to na zakladé ukonceni
smlouvy z jakéhokoli divodu.

ARTICLE 12 - RECORD RETENTION

CLANEK 12 — UCHOVAVANI ZAZNAMU

PROVIDER shall retain and preserve one (1)
copy only of all data generated in the course of
the Study for:

POSKYTOVATEL uchova a ulozi pouze jednu
(1) kopii vSech udaju vytvofenych v priibéhu
Studie po dobu:

- fifteen (15) years or,

- patnact (15) let , nebo

- such longer period as required by
applicable regulatory requirements, (the
“Retention Period”).

- obdobi, které vyplyva z pozadavkl
platnych pravnich pfedpist (dale jen ,Obdobi
uchovavani®).

Following the Retention Period, as instructed by
SPONSOR, PROVIDER will either forward such
records to SPONSOR at SPONSOR’s expense,
retain such records for a reasonable additional
charge to be negotiated, or destroy the records,
and send SPONSOR proof of such destruction.
Patient files should be retained as per GEP and
GCP requirements as defined in the Protocol
and in compliance with local regulations. No
destruction of records shall occur without
SPONSOR'’S advance written approval.

Po uplynuti Obdobi uchovavani v souladu s
pokyny ZADAVATELE POSKYTOVATEL bud
doruci takové zaznamy ZADAVATELI na
naklady ZADAVATELE, uloZi takové zaznamy
za pfiméfeny dodateCny poplatek, ktery bude
pfedmétem jednani, nebo zaznamy zni¢i a
zaSle ZADAVATELI dikaz o takovém zniceni.
Zaznamy pacienta je zapotfebi uchovavat podle
pozadavkt GEP a GCP definovanych v
Protokolu a v souladu s mistnimi pfedpisy. Bez
pisemného predbézného souhlasu
ZADAVATELE nesmi probéhnout Zzadné
zni¢eni zaznamu.

ARTICLE 13 - DATA PROTECTION

CLANEK 13 — OCHRANA UDAJU

13.1 The Patient data, which may be
included in the SPONSOR's databases, shall be
treated by the Parties in compliance with all
applicable laws and regulations. When
archiving or processing data pertaining to the
Patients, the SPONSOR shall take all
appropriate measures to safeguard and prevent
access to this data by unauthorized third party.

13.1  Smluvni strany budou zachazet s udaji
pacientd, které mohou byt zaclenény do
databazi ZADAVATELE, v souladu se vSemi
platnymi zadkony a pfedpisy. Pfi archivaci nebo
zpracovani udaju tykajicich se pacientl
ZADAVATEL podnikne vSechna pfislusna
opatfeni k zabezpecéeni téchto udaju a jejich
ochrané pred pfistupem neopravnéné freti
strany.

13.2 PROVIDER and the Collaborators
(hereinafter “the Recipients”) understand and

13.2 POSKYTOVATEL a Spolupracovnici
(dale jen ,Pfijemci“) berou na védomi a souhlasi
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agree that CRO, SPONSOR and/or their
respective affiliates and subcontractors (the
“Processors”) may, for a period of thirty (30)
years or for any longer period of time if required
by applicable laws, for the purpose of the
initiation or implementation of the Study or any
other future study, retain in their databases,
transfer, use or access (the “Processing”) the
personal information provided by Recipient,
including Recipient’'s name and address and
information about Recipient’'s specialties (the
“Personal Data”). The Processing will be carried
out by personnel of Processors assigned to
Study management and for whom the
information is needed in the performance of
their duties (further described as “Authorized
Personnel”’). The Personal Data may also be
made available to regulatory authorities or as
required by law.

s tim, ze CRO, ZADAVATEL a/nebo jejich
pfislusné pfidruzené spoleCnosti a dilci
dodavatelé (dale jen ,Zpracovatelé®) mohou po
dobu fficeti (30) let nebo po jakékoliv delsi
obdobi, pokud to pozaduji platné zakony, za
Ucelem zahajeni C&i realizace Studie nebo
jakékoliv jiné budouci studie uchovavat ve
svych databazich osobni udaje poskytnuté
Pfijemcem, v€etné jména a adresy pfijemce a
informaci o specializacich pfijemce (dale jen
,Osobni Udaje*), pfedavat je, pouzivat nebo mit
k nim pfistup (dale jen ,Zpracovani®).
Zpracovani budou provadét zaméstnanci
Zpracovatell povéreni vedenim Studie, ktefi
budou informace k plnéni svych povinnosti
potfebovat (dale uvadéni jako ,Opravnéni
zameéstnanci®). Osobni udaje mohou byt rovnéz
zpfistupnény kontrolnim ufadim nebo v
souladu s poZadavky zakona.

As SPONSOR studies are being conducted
worldwide, the Personal Data collected will be
available to Authorized Personnel who may be
located in countries where there is no personal
data protection law or where the level of
protection imposed by local law is less stringent
than the requirements of the European Union
under which SPONSOR is governed. In order
to ensure the protection of Personal Data,
SPONSOR has established policies and
procedures to ensure the security of limited
access to these data. As such, the policies and
procedures are uniform throughout the
SPONSOR'’s group and they comply with the
high standards of personal data protection
applicable within the European Union.

Jelikoz se studie ZADAVATELE provadéji po
celém svété, shromazdéné Osobni idaje budou
k dispozici Opravnénym zaméstnancim, ktefi
mohou sidlit v zemich, kde neexistuje zadny
zakon na ochranu osobnich udajd nebo kde je
uroven ochrany nafizena mistnim zakonem
méné pfisna nez pozadavky Evropské unie,
kterymi se fidi ZADAVATEL. V zajmu zajisténi
ochrany osobnich udaju stanovil ZADAVATEL
zadsady a postupy k =zajisténi bezpecnosti
omezeného pfistupu k témto udajim. Tyto
zasady a postupy jsou jednotné pro celou
skupinu ZADAVATELE a splfiuji pfisné normy
ochrany osobnich udaju platné v Evropskeé unii.

Regarding CRO, it will take reasonable steps to
protect the security of Personal Data retained in
its databases and ensure that its affiliates,
agents, subsidiaries and suppliers comply with
its own standards of privacy, regardless of their
location.

Pokud jde o CRO, tato pfijme pfiméFfené kroky
na ochranu bezpecnosti osobnich udaju
uchovavanych v jejich databazich a zajisti, ze
jeji pfidruzené spolecnosti, zastupci, dcefiné
spoleénosti a dodavatelé budou splfiovat své
vlastni normy ochrany soukromi bez ohledu na
sidlo.
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The Recipient is hereby informed that he or she
has the right to access, modify, rectify as the
case may be, and suppress in case where right
to suppression is provided by applicable
regulations, any of his or her Personal Data, by
simple notification to Sponsor Global Privacy
Office (Privacy-Office-Global@sanofi.com) or
to CRO.

Pfijemce je timto informovan o tom, Ze ma
pravo prfistupu ke svym osobnim ddajim
pouhym  oznamenim globalni  kancelafi
Zadavatele pro ochranu osobnich udajl
(Privacy-Office-Global@sanofi.com) nebo CRO
a pravo je upravovat, pfipadné opravovat a
zataijit je v pfipadé, kdy pfisluSné predpisy pravo
na jejich zatajeni poskytuiji.

ARTICLE 14 - PUBLICATIONS AND

CLANEK 14 — ZVEREJNENI A SDELENI

COMMUNICATIONS

14.1 The PROVIDER undertakes not to
make any publication or release pertaining to
the Study and/or results of the Study without
SPONSOR'’s prior written consent, being
understood that the SPONSOR will not
unreasonably withhold its approval.

14.1 POSKYTOVATEL se zavazuje, ze
nevytvofi zadnou publikaci ani nezverejni udaje
tykajici se Studie a/nebo vysledkl Studie bez
predchoziho pisemného souhlasu
ZADAVATELE, pficemz se predpoklada, ze
ZADAVATEL nebude souhlas nepfiméfené
zdrzovat.

As the Study is being conducted at multiple
sites, the PROVIDER agrees that, consistent
with scientific standards, first presentation or
publication of the results of the Study shall be
made only as part of a publication of the results
obtained by all sites performing the Protocol.

Protoze bude klinické hodnoceni provadéno
v nékolika riznych centrech, POSKYTOVATEL
souhlasi, ze vysledky Studie budou v souladu
se standardnimi védeckymi postupy
prezentovany nebo publikovany nejprve jako
soucast publikace vysledkl ze vSech center
provadeéjicich Studii podle Protokolu.

However, if no multicenter publication has
occurred within twelve (12) months following the
completion of this Study at all sites, the
INVESTIGATOR and the PROVIDER shall
have the right to publish or present
independently the results of this Study subject
to the review procedure set forth herein.

Nebude-li vSak do dvanacti (12) mésicu po
dokonc€eni Studie ve vSech centrech vydana
zadna multicentricka publikace, budou mit
ZKOUSEJiCI a POSKYTOVATEL pravo
zvefejnit nebo prezentovat vysledky Studie
samostatné pfi dodrzeni postupu k posouzeni
a vyjadreni stanoveného v této Smlouvé.

The PROVIDER shall provide the SPONSOR
with a copy of any such presentation or
publication derived from the Study for review
and comment at least thirty (30) days in
advance of any presentation or submission for
publication. In addition, if requested by the
SPONSOR, any presentation or submission for
publication shall be delayed for a limited time,
not to exceed ninety (90) days, to allow for filing
of a patent application or such other measures
as the SPONSOR deems appropriate to
establish and preserve its proprietary rights.

Nejpozdéji tficet (30) dnl pfed prezentaci nebo
odevzdanim publikace poskytne
POSKYTOVATEL ZADAVATELI k posouzeni
a vyjadfeni kopii prezentace nebo publikace

vytvofené na zakladé Studie. Na Zzadost
ZADAVATELE autor prezentaci nebo
odevzdani publikace odlozi maximalné

o devadesat (90) dnu, aby mohl ZADAVATEL
podat patentovou pfihlasku &i ucinit jiné kroky,
které bude povazovat za vhodné k zajisténi
a ochrané svych vlastnickych prav.
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14.2 The PROVIDER shall not use the
name(s) of the SPONSOR and/or of its
employees in advertising or promotional
material or publication without the prior written
consent of the SPONSOR. The SPONSOR
shall not wuse the name(s) of the
INVESTIGATOR, the PROVIDER and/or the
Collaborators in advertising or promotional
material or publication without having received
their prior written consent(s).

14.2 POSKYTOVATEL nepouzije jméno
(jména) ZADAVATELE ani jeho zaméstnancu v
reklamnim ¢&i propagacnim materidlu nebo
publikaci bez pfedchoziho pisemného souhlasu
ZADAVATELE. ZADAVATEL nepouzije jméno
(jména) ZKOUSEJICIHO, POSKYTOVATELE
ani  spolupracovniki v  reklamnim i
propagacnim materialu i publikaci bez ziskani
jejich pfedchoziho pisemného souhlasu.

14.3 The SPONSOR has the right at any time

14.3 ZADAVATEL ma pravo kdykoliv zveiejnit

by the SPONSOR are and shall remain the sole
and exclusive property of the SPONSOR or its
designee

to publish the results of the Study. vysledky Studie.

ARTICLE 15 - PROPERTY RIGHTS CLANEK 15 — MAJETKOVA PRAVA

15.1 All information, documents, materials | 15.1 Veskeré informace, dokumenty,
(hereinafter collectively “Information”) provided | materialy  (dale  spole¢né ,Informace®)

poskytnuté ZADAVATELEM jsou a zlstavaji
vyhradnim a vyluénym majetkem
ZADAVATELE nebo jim povéfené osoby.

The PROVIDER shall not and shall cause the
Collaborators not to mention any Confidential
Information in any application for a patent or any
other intellectual property rights whatsoever.

POSKYTOVATEL nezmini zadné Duvérné
informace v zadné patentové pfihlaSce ani v
zadnych jinych pravech k duSevnimu
vlastnictvi, at' jiz jsou jakakoliv, a zajisti, aby tak
necinili ani Spolupracovnici.

15.2 All the results, data, documents,
discoveries and inventions which arise directly
or indirectly from the Study in any form, shall be
the immediate and exclusive property of the
SPONSOR or its designee. For this purpose,
the PROVIDER presently to the extent
permitted by law assigns and warrants
Collaborators will assign to the SPONSOR (or
its designee) all intellectual property rights
(including all patents, copyrights, databases
and any application or right to apply for
registration of any of those rights) which may
arise directly or indirectly from the Study and all
existing or future materials created in relation to
the Study.

15.2 VSechny vysledky, udaje, dokumenty,
objevy a vynalezy, které vzniknou pfimo Ci
nepfimo ze Studie v jakékoliv formé, jsou
bezprostfednim a vyhradnim  majetkem
ZADAVATELE nebo jim povéfené osoby. Za
timto ucelem POSKYTOVATEL soucasné
v zakonem povoleném rozsahu postupuje
ZADAVATELI (nebo jim povéfené osobg)
veskera prava k dusevnimu vlastnictvi (v€etné
vSech patentl, autorskych prav, databazi a
jakychkoliv pfihlaSek k registraci jakéhokoliv z
téchto prav nebo prava pozadat o takovou
registraci), které mohou pfimo & nepfimo
vzniknout ze Studie, a vSechny stavajici nebo
budouci materidly vytvofené v souvislosti se
studii a dale zaruCi, ze totéz postoupi
ZADAVATELI i Spolupracovnici.

15.3 The SPONSOR may use or exploit all
the results at its own discretion, without any

15.3 ZADAVATEL mlze pouzivat nebo
vyuzivat vSechny vysledky podle vlastniho
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limitation to its property right (territory, field,
continuance...), and without any additional
payment. The SPONSOR shall be under no
obligation to patent, develop, market or
otherwise use the results of the Study, issued
under this Contract.

uvazeni bez jakéhokoliv omezeni svych
majetkovych prav (Uzemi, obor, trvani...) a bez
jakékoliv dalsi platby. ZADAVATEL nema
Zadnou povinnost patentovat, vyvijet, uvadét na
trh nebo jinak pouzivat vysledky Studie, které
budou vydany na zakladé této Smlouvy.

154 As the case may be, the PROVIDER
and/or the Collaborators shall provide all
assistance required by the SPONSOR, at the
SPONSOR'’s expense, for obtaining and
defending any patent, including signature of all
legal documents.

15.4 POSKYTOVATEL a/nebo
Spolupracovnici pfipadné ZADAVATELI na
jeho naklady poskytnou veSkerou poZzadovanou
pomoc za UuCelem ziskani a obhajoby
pFipadnych patentl, a to véetné podpisu vSech
pravnich dokumenta.

by applicable legal regulations that are in force
and effect (including but not limited to Act.
378/2007 and its wording of later regulations).
CRO will provide the INVESTIGATOR and/or
the PROVIDER with a copy of SPONSOR’s
certificate of insurance.

ARTICLE 16 - LIABILITY - INDEMNIFICATION | CLANEK 16 - ODPOVEDNOST -
- INSURANCE ODSKODNENI — POJISTENI

16.1 SPONSOR has subscribed to a liability | 16.1 ZADAVATEL uzavrel pojisténi
insurance policy to cover its liability as required | odpovédnosti za Skodu, které kryje jeho

odpovédnost v souladu s platnymi a uéinnymi
zakony (vCetné, nikoli vSak vyluéné Zakon
378/2007 Sb., o léCivech, ve znéni pozdéjSich
pfedpistl). CRO predlozi ZKOUSEJiCiMU
a/nebo POSKYTOVATELI kopii pojistného
certifikatu ZADAVATELE.

16.2 Notwithstanding the subscription by the
SPONSOR to a liability insurance policy as
provided above, the PROVIDER shall subscribe
to or maintain its own liability insurance policy to
cover their liability under this Agreement as
required by effective Czech law. PROVIDER
warrants it has a liability insurance policy to
cover damages caused in the course of
providing health care pursuant to provisions of
section 45, par. 2, letter n) of the Healthcare
Services Act.

16.2  Aniz by tim bylo dotCeno sjednani vyse
uvedeného pojisténi odpovédnosti ze strany
ZADAVATELE, POSKYTOVATEL sjedna nebo
zachova v souladu s c¢eskymi platnymi a
ucinnymi  zakony své vlastni pojisténi
odpovédnosti za uCelem  pokryti své
odpovédnosti podle této Smlouvy.
POSKYTOVATEL prohladuje, Ze ma dle ust. §
45 odst. 2 pism. n) zakona o zdravotnich
sluzbach uzavienu pojistnou smlouvu na
pojisténi odpovédnosti za Skodu zplsobenou
pfi poskytovani zdravotni péce.

16.3 Neither CRO nor SPONSOR shall be
responsible to PROVIDER for any lost profits,
lost business, lost opportunities, or any punitive,
incidental, indirect or consequential damages,
nor shall PROVIDER be responsible to CRO or
SPONSOR for any lost profits, lost business,

16.3 CRO ani ZADAVATEL neponesou vici
POSKYTOVATEL odpovédnost za jakykoliv
usly zisk, obchodni ztratu, uslé pfilezitosti nebo
pfipadné postihy, nahodné, nepfimé nebo
nasledné Skody a POSKYTOVATEL rovnéz
neponese VvUCi CRO ¢&i ZADAVATELI
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lost opportunities, or any punitive, incidental,
indirect or consequential damages.

odpovédnost za jakékoliv postihy, nahodné,
nepfimé nebo nasledné Skody.

ARTICLE 17 - AUDITS AND INSPECTIONS

CLANEK 17 — AUDITY A KONTROLY

17.1  For the purpose of ensuring compliance
with the Protocol, GEP, Good Clinical Practice,
applicable regulatory requirements and Anti-
Bribery Provisions (as defined in Article 21.2
below), the PROVIDER shall permit audits by or
on behalf of the SPONSOR and inspections by
applicable regulatory authorities.

17.1  V zajmu zajisténi souladu s Protokolem,
GEP, spravnou Kklinickou praxi, platnymi
pravnimi pfedpisy a ustanovenimi proti

uplatkarstvi (jak jsou definovana v bodé 21.2
nize) povoli POSKYTOVATEL audity ze strany
ZADAVATELE a provadéné jeho jménem a
kontroly pfislusnych regulaénich organ.

Upon prior notice, the SPONSOR or CRO (or
their appointed representatives) will have the
right, during normal business hours and at
SPONSOR’s own reasonable expense, to
conduct an investigation and/or audit of the
facilities in which the Study has been
performed.SPONSOR or CRO audit shall not
interfere with PROVIDER’s normal operations .

Po predchozim oznameni budou mit
ZADAVATEL nebo CRO (nebo jejich jmenovani
zastupci) pravo béhem normalni pracovni doby
a na vlastni pfiméfené naklady ZADAVATELE
provést vySetfovani a/nebo audit zafizeni, v
nichz se Studie provadi. Audit ZADAVATELEM
nebo CRO nenarusi bézny chod
POSKYTOVATELE.

The PROVIDER agrees to allow the auditors
and/or inspectors to have direct access to its
Study records, to Patients files and to any other
records (but only to the extent that these relate
to the performance of his/her obligations under
this Contract) for review, being understood that
this personnel is bound by professional secrecy,
and as such will not disclose any personal
identity or personal medical information.

POSKYTOVATEL souhlasi s tim, Ze povoli
pFimy pfistup auditordm a/nebo kontrolorim ke
svym studijnim zaznamdm, dokumentaci
pacientd nebo k jakymkoliv jinym zaznamdm
(av8ak pouze v rozsahu, v némz se tyto
zaznamy tykaji plnéni jeho zavazkl podle této
Smlouvy) ke kontrole, pficemz se prfedpoklada,
Ze tyto osoby jsou vazany profesionalni
mi€enlivosti a samy o sobé nezpfistupni zadné
Udaje o totoznosti osob nebo jejich zdravotni
informace.

17.2 The | PROVIDER shall devote its best
efforts to facilitate the performance of any audit
and inspection and shall give to the SPONSOR
or to any person designated by the SPONSOR
access to all necessary facilities, data and
documents.

17.2 POSKYTOVATEL vynalozi maximalni
usili k tomu, aby usnadnil provadéni jakéhokoliv
auditu a kontroly a zpfistupni ZADAVATELI
nebo jakekoliv 0sobé jmenované
ZADAVATELEM vS8echna nezbytna zafizeni,
Udaje a dokumenty.

17.3 Assoon as the PROVIDER is notified of
a future inspection by the authorities, it shall
inform the SPONSOR or CRO and authorize the
SPONSOR and CRO to participate to this
inspection.  PROVIDER  undertakes to
communicate to SPONSOR and CRO any
communication, notification, report, comment,

17.3  Jakmile bude POSKYTOVATEL
informovano o budouci kontrole ze strany
Uradli, uvédomi ZADAVATELE nebo CRO a
umozni ZADAVATELI nebo CRO zuc&astnit se
této kontroly. POSKYTOVATEL se zavazuje, ze
bude ZADAVATELE a CRO informovat o
veskerych sdélenich, oznamenich, zpravach,
pfipominkach, poznamkach a pozadavcich
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remark or request made by such health agency
if related to the Services.

vznesenych takovym zdravotnickym ufadem,
pokud se budou tykat Sluzeb.

17.4 The PROVIDER shall take appropriate
measures required by the SPONSOR or CRO
to take corrective actions without delay in order

17.4 POSKYTOVATEL pfijme vhodna
opatfeni pozadovana ZADAVATELEM nebo
CRO k neprodlenému provedeni napravnych

Parties that the SPONSOR will not compensate
the INVESTIGATOR and/or PROVIDER for the
audits and inspections and that the assistance
and availability of the PROVIDER for the audits
and inspections is included in the amount
mentioned in Exhibit A.

to solve all problems found during the audits or | opatfeni, aby vyfeSilo veSkeré problémy
inspections. zjisténé béhem auditd nebo kontrol.
175 It is expressly agreed between the | 17.5 Smluvni strany se timto vyslovné

dohodly, ?e ZADAVATEL nebude vyplacet
ZKOUSEJICIMU a/nebo POSKYTOVATELI
nahradu za audity a kontroly a Ze pomoc a
dostupnost POSKYTOVATELE pfi auditech a
kontrolach je zahrnuta do Castky uvedené v
Priloze A.

17.6 The rights and obligations under this
Section shall remain in effect for fifteen (15)
years after the end of the Study.

17.6 Prava a povinnosti podle tohoto
odstavce zUstavaji u€inna po dobu patnacti (15)
let od ukon€eni Studie.

PROVIDER upon thirty (30) days from the day
of delivery to CRO or SPONSOR) prior written
notice if PROVIDER or INVESTIGATOR for any
reason becomes unable to perform or complete
this Study; or (2) by CRO or SPONSOR upon
thirty days (from the day of delivery to
PROVIDER) prior written notice.

ARTICLE 18 - TERMINATION OF THE | CLANEK 18 —- UKONCENI SMLOUVY
CONTRACT

This Contract may be terminated: (1) by a joint | Platnost této Smlouvy Ize ukondit: (1)
decision of the INVESTIGATOR and | spoleénym rozhodnutim ZKOUSEJICIHO a

POSKYTOVATELE pisemnym oznamenim s
vypovédni |hitou tficeti (30) dn0 ode dne
doruc¢eni CRO nebo ZADAVATELI, pokud se
POSKYTOVATEL nebo ZKOUSEJICI =z
jakéhokoliv divodu nebudou schopni provadét
tuto Studii nebo ji dokoncit, nebo (2) CRO nebo
ZADAVATELEM na zakladé pisemné vypovédi
s tficeti denni vypovédni l|hatou ode dne
doruceni POSKYTOVATELI.

In the event this Contract is terminated, CRO
will be responsible for compensating the
PROVIDER for activities effectively performed
hereunder at the Contract effective termination
date in accordance with the terms of this
Contract and reasonable non-cancellable
expenses incurred prior to notice of termination
if such expenses were required under the
Protocol and listed in Exhibit A. Any funds paid
in advance will be prorated and any excess
funds shall be returned by the PROVIDER, as
applicable, to CRO. No later than ninety (90)
days after the completion or early termination of

V pfipadé, Zze bude tato Smlouva ukoncena,
bude CRO odpovidat za vyplaceni nahrady
POSKYTOVATELI za ¢&innosti  skutec¢né
vykonané podle této Smilouvy ke dni ukon&eni
jeji platnosti v souladu s podminkami této
Smlouvy a pfiméfené nezruSitelné vydaje
vzniklé pred jeji vypovédi, pokud takové vydaje
byly vyZzadovany podle protokolu a uvedeny v
Pfiloze A. VeSkeré finan¢ni prostfedky
vyplacené pfedem budou pomérné rozpoditany
a pfipadné prebyte¢né finan¢ni prostfedky musi
POSKYTOVATEL vratit CRO. Nejpozdéji
devadesat dnu (90) po dokonéeni nebo
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the Contract, the PROVIDER shall provide
SPONSOR with all Study documentation and
materials as per SPONSOR’'s or CRO’s
instructions and in accordance with applicable
laws and regulations.

pfed€asném ukonéeni Smlouvy poskytne
POSKYTOVATEL ZADAVATELI veSkerou
studijni dokumentaci a materialy podle pokynt
ZADAVATELE nebo CRO a v souladu s
platnymi zakony a pfedpisy.

The terms and conditions of sections 3, 11, 13,
14, 15, 16, 19 shall survive the expiration or
earlier termination of this Contract.

Podminky stanovené &lanky 3, 11, 13, 14, 15,
16 a 19 zUstavaji v platnosti i po vyprseni nebo
pfed€asném ukonCeni Smlouvy.

ARTICLE 19 - DEBARMENT AND

CLANEK 19 — ZAKAZ VYKONU POVOLANI A

SENTENCING FOR MALPRACTICE

ODSOUZENI ZA ZNEUZITi PRAVOMOCI

The PROVIDER represents and warrants that
neither it, nor any Collaborators involved in
conducting the Study, has been debarred,
excluded, disqualified or restricted in their ability
to practice medicine, participate in a clinical trial,
or perform services in connection with the
evaluation of a pharmaceutical product under
any laws, regulations or professional code of
conduct including without limitation United
States 21 U.S.C. §335a and 21 CRF §312.70.

POSKYTOVATEL uijistuje a zaruCuje, ze ani
POSKYTOVATEL ani zadni Spolupracovnici
podilejici se na provadéni Studie nemaji zakaz

vykonu povolani, nebyli vylouc&eni,
diskvalifikovani ¢ omezeni ve své schopnosti
vykonavat |ékafskou praxi, Uu€astnit se

klinického hodnoceni nebo poskytovat sluzby
souvisejici s hodnocenim farmaceutického
pFipravku podle jakychkoliv zakonu, predpisu
nebo profesionalniho etického kodexu, zejména
podle amerického zakoniku 21 USC §335a a 21
CRF §312.70.

The PROVIDER shall immediately notify
SPONSOR should it or any Collaborators
involved in conducting the Study, be so
debarred, excluded, disqualified or restricted, or
should a procedure or action be initiated against
any of them that could result in their being so
debarred, excluded, disqualified or restricted, at
any time during the term of this Contract and
during the twelve months following the end or
termination of the Contract.

POSKYTOVATEL neprodlené oznami
ZADAVATELI, pokud by byl jemu nebo
kterymkoliv Spolupracovnikim podilejicim se
na provadéni Studie zakazan vykon povolani,
byli by vylou€eni, diskvalifikovani nebo omezeni
ve vykonavani |ékafské praxe nebo by proti nim
bylo zahajeno fizeni i podana Zaloba, ktera by
mohla mit za nasledek zakaz vykonu povolani,
vylou€eni, diskvalifikaci & omezeni kdykoliv
béhem doby platnosti této Smlouvy a béhem
dvanacti mésicl po ukoncéeni platnosti nebo
ukonceni Smlouvy.

ARTICLE 20 - FINANCIAL DISCLOSURE

CLANEK 20 — ZPRISTUPNENI FINANCNICH

UDAJU

In the interest of transparency relating to
SPONSOR’s financial relationships  with
investigators and PROVIDERs, SPONSOR
may publicly disclose the funding associated
with this Contract, including payments made to

V zajmu pruhlednosti ohledné finanénich vztah(
ZADAVATELE se zkousejicimi a
zdravotnickymi zafizenimi muze ZADAVATEL
vefejné zpfistupnit financovani souvisejici s
touto Smlouvou vé&etné plateb uhrazenych
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PROVIDER and payments made to individuals,
if required by applicable law.

POSKYTOVATELI a plateb uhrazenych
jednotliveim, pokud to pozaduje pfislusny
zakon.

ARTICLE 21 — ANTI-BRIBERY

CLANEK 21 — PROTIKORUPCNI OPATRENI

21.1 The PROVIDER agrees that the
compensation provided (i) constitutes the fair
market value and fair compensation for the
services rendered in light of its expertise; (ii) is
not an inducement to, or in return for, the past,
present or future prescribing, purchasing,
recommending, using, obtaining preferential
formulary status, or dispensing any SPONSOR
product or in any way contingent or dependent
upon any such activity; and, (iii) will not affect
PROVIDER’s judgment with respect to the
advice and care of each Subiject.

21.1 POSKYTOVATEL potvrzuje, Ze
poskytovana odmeéna (i) pfedstavuje realnou

trzni hodnotu a pfiméfenou odménu za
poskytované sluzby sohledem na jeho
zkusenosti, (ii) neznamena pobidku
k pfedepisovani, nakupu, doporucovani,

uzivani, pfednostnimu uvedeni v Iékopisu nebo
vydeji ZADAVATELOVYCH pfipravki nebo
odménu za vySe uvedené ukony v minulosti,
v soucasnosti nebo v budoucnosti a uvedenymi
ukony neni nijak podminéna a nijak na nich
nezavisi a (iii) nebude mit zadny vliv na jeho
Usudek, pokud jde o konzultace nebo lécbu
poskytované kazdému Subjektu.

21.2 The PROVIDER represents and
warrants that it hasn't accepted nor been
offered any payment of money or other assets,
or anything of value, for the purpose of
influencing its decisions or actions to help CRO
or SPONSOR obtain or maintain business or
obtain a business advantage where such
payment or advantage would constitute
violation of any applicable anti-bribery
legislation, regulations and/or codes, both
national and foreign, including but not limited to,
the US Foreign Corrupt Practices Act and the
UK Bribery Act to the extent required by the
applicable laws of the Czech Republic
(hereinafter and above designated by “Anti-
Bribery Provisions”).

21.2 POSKYTOVATEL prohlasuje a
zaruCuje, ze nepfijal zadnou platbu v penézich
¢i jinych aktivech ani jiné hodnotné pInéni a nic
takového mu ani nebylo nabidnuto za ucCelem
ovlivnéni jeho rozhodnuti i €innosti, kterymi by
napomohlo CRO ¢&i ZADAVATELI ziskat di
udrzet si obchodni aktivitu nebo dosahnout
obchodni vyhody tam, kde by takova platba Ci
vyhoda pfedstavovala poruseni jakékoliv platné
protikorupéni legislativy, pfedpisi a/nebo
zakoniku, a to jak narodnich, tak zahrani¢nich,
zejména zakona USA, ktery zakazuje korupCni
praktiky v zahrani€i, a zakona Velké Britanie o
boji proti uplatkarstvi vtakovém rozsahu,
v jakém pozaduji pfislusné pravni predpisy
Ceské republiky (zde a shora uvadény jako
~Protikorup&ni opatreni*).

21.3 The PROVIDER further represents and
warrants that it hasn’t made and agrees that it
shall not make any payment or any offer or
promise for payment, either directly or indirectly,
of money or other assets, or transfer anything of
value, to government or political party officials,
officials  of international  organizations,

21.3 POSKYTOVATEL dale prohladuje a
zaruCuje, Ze pfimo ¢&i nepfimo neuhradil a
souhlasi, ze neuhradi zadnou platbu ani neucini
nabidku ¢&i pfislib platby penéz nebo jinych
aktiv, pfipadné prevodem jiného hodnotného
plnéni ufednikim vlady ¢&i politické strany,
urednikiim mezinarodnich organizaci,
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candidates for public office, or representatives
of other businesses or persons acting on behalf
of any of the foregoing for the purpose of
influencing decisions or actions or where such

payment or advantage would constitute
violation of any applicable Anti-Bribery
Provisions.

kandidatim na vefejny Urad nebo
predstavitelim jinych podnikd & osobam
jednajicim  jménem  jakychkoliv ~ shora
uvedenych osob za UCelem ovlivnéni

rozhodnuti nebo jednani nebo tam, kde by
takova platba ¢i vyhoda predstavovala poruseni
jakychkoliv platnych Protikorup&nich opatreni.

ARTICLE 22 - MISCELLANEOUS

CLANEK 22 — RUZNA USTANOVENI

22.1 The Protocol, the Contract and all others
documents exchanged between the Parties
constitute the whole undertaking of the Parties.
All appendices attached hereto shall be
deemed to be incorporated herein.

22.1 Protokol, Smlouva a vSechny ostatni
dokumenty, které si Smluvni strany vymeénily,
predstavuji celé ujednani Smluvnich stran.
VSechny pfilohy pfipojené k této Smlouvé se
povazuji za jeji soucast.

22.2 Any work performed by the
Collaborators and/or the PROVIDER under this
Contract shall be considered to be performed by
them as independent contractors and not as
employees, partners or agents of CRO or the
SPONSOR and neither CRO nor SPONSOR
will be responsible for any employment-related
taxes, benefits or insurance. No Party shall
have the authority, either express, implied or
apparent, to bind the other Party, except to the
extent that same may be consistent with the
performance of that Party’s obligations in
accordance with the terms of this Contract.

22.2  Jakakoliv prace provadéna
Spolupracovniky a/nebo POSKYTOVATELEM
podle této Smlouvy se povazuje za praci jimi
provadénou jakozto nezavislymi dodavateli, a
nikoliv zaméstnanci, partnery nebo zastupci
CRO ¢i ZADAVATELE, a CRO ani
ZADAVATEL nebudou odpovidat za pfipadné
dané, vyhody ¢&i pojisténi spojené se
zaméstnaneckym pomérem. Zadna Smluvni
strana nema vyslovnou, nepfimou ¢&i zjevnou
pravomoc zavazovat druhou stranu s vyjimkou
pfipadu, kdy takova pravomoc mulze byt ve
shodé s plnénim povinnosti Smluvni strany v
souladu s podminkami této Smlouvy.

22.3 Except as otherwise expressly
mentioned hereinabove; any notification shall
be made by mail or fax.

22.3 Pokud neni v této Smlouvé vyslovné
uvedeno jinak, provadéji se veskera oznameni
postou nebo faxem.

22.4  |If either Party is prevented from fulfilling
its obligations in accordance with the terms of
this Contract due to force majeure (as defined
by competent law and/or competent court), this
Party shall be released from performance to the
extent that it is prevented from doing so for the
duration of force majeure. The Party wishing to
claim relief on the grounds of the said force
majeure shall notify the other Party in writing
without delay on the intervention or cessation
thereof. The Party so prevented from fulfilling its
obligation shall devote its best endeavors to
remove or avoid the impediment as soon as

22.4 Pokud kterékoliv Smluvni strané
zabrani v pInéni jejich povinnosti v souladu s
podminkami této Smlouvy zasah vy38i moci (jak
ji definuje pfisluSny zakon a/nebo pfislusny
soud), je tato Smluvni strana zbavena
povinnosti plnit povinnosti po dobu trvani
zasahu vySSi moci v rozsahu, v némz ji je
zabranéno je plnit. Smluvni strana, ktera si pfeje
zbavit se povinnosti z ddvodd uvedené vySSi
moci, oznami neprodlené druhé Smluvni strané
pisemné, ze takovy zasah nastal, nebo ZzZe
skongil. Smluvni strana, iz je takto zabranéno v
plnéni jejich zavazku, vynalozi maximalni usili k
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possible. If a Party is prevented from fulfilling its
obligations under this Contract due to force
majeure for a period exceeding two (2) running
months, each Party shall have the right to
terminate this Contract by registered mail with
acknowledgment of receipt. The termination will
become effective forthwith.

co nejrychlejSimu odstranéni Ci likvidaci zavady.
Pokud je jedné ze Smluvnich stran
znemoznéno plnit povinnosti podle této
Smlouvy z divodu zasahu vy$$i moci po dobu
prekracujici dva (2) po sobé jdouci mésice, ma
druha Smluvni strana pravo ukonéit tuto
Smlouvu doporu¢enym dopisem s dorucenkou.
Ukonceni bude u€inné neprodlené.

22.5 Noindulgence granted by either Party to
the other in relation to any term hereof shall be
deemed a waiver of such term or prejudice the
later enforcement of that or any other term
hereof.

225 Zadna shovivavost kterékoliv Smluvni
strany vuci druhé Smluvni strané v souvislosti s
jakoukoliv  podminkou této Smlouvy se
nepovazuje za zfeknuti se takové podminky a
neni pfekazkou pozdéjSiho uplatiiovani této
nebo jakékoliv jiné smluvni podminky.

22.6  Should a provision of this Contract in
any manner whatsoever contravene any
applicable laws and regulations, such provision
shall be deemed to be severable and shall not
affect any other provision of this Contract, nor
affect the enforceability of those remaining
provisions which are not in contravention of any
law and regulation.

22.6 Pokud by nékteré ustanoveni této
Smlouvy jakkoliv poruSovalo jakékoliv platné
zakony a predpisy, bude takové ustanoveni
povazovano za oddélitelné a neovlivni zadné
jiné ustanoveni této Smlouvy ani vymahatelnost
zbyvajicich ustanoveni Smlouvy, ktera nejsou v
rozporu s zadnym zakonem ¢i pfedpisem.

22.7 The PROVIDER shall not be allowed to
transfer totally or partially the obligations CRO
charged them with, nor to subcontract them
without the prior written consent of CRO. The
PROVIDER shall, where applicable, transmit to
the Collaborators the Contract and shall cause
them to abide by its terms and conditions. CRO
may transfer this Contract to the SPONSOR or
an affiliate of the SPONSOR or to a successor
in interest to its business, or to the SPONSOR’s
business, by reason of any merger, acquisition,
partnership, license agreement or otherwise,
provided that the assignee is subject to the
terms and obligations provided in this Contract.
For this purpose, it shall be understood that an
affiliate company is one in which Sanofi (holding
company of SPONSOR with a trade registered
number: Paris B 395 030 844) holds at least
direct or indirect control of 50% of the voting
share.

22.7 POSKYTOVATEL nebude moci prevést
povinnosti, které na néj pfenesla CRO, vcelku
nebo z€asti ani je neprevede na dilCi
dodavatele bez predchoziho pisemného
souhlasu CRO. POSKYTOVATEL bude v
pFislusnych pfipadech o Smlouvé informovat
Spolupracovniky a zajisti, aby dodrzovali jeji
podminky. CRO mUize prevést tuto Smlouvu na
ZADAVATELE nebo pfidruzenou spolecnost
ZADAVATELE nebo na nasledovnika s podilem
na jejim podnikani ¢i na podnik ZADAVATELE
z divodu jakéhokoliv slouéeni, akvizice,
partnerstvi, licenéni dohody nebo v jiném
pfipadé s tim, Ze nastupce se bude fidit
podminkami a povinnostmi stanovenymi touto
Smlouvou. Pro tyto ucely se predpoklada, ze
pridruzena spole¢nost je spoleCnosti, v niz
spoleCnost Sanofi (holdingova spolecnost
ZADAVATELE s identifikacnim Cislem Paris B
395 030 844) drzi pod pfimou €i nepfimou

Template — 08July2019
Study version date : 13Feb2019

Site version date : 19Sep2019

Page 20 of 33




Hlavni dvoustranna smlouva s poskytovatelem zdravotnich sluzeb

C. protokolu: OBS15990
Zemé: Ceskd republika

Jméno hlavniho zkousejiciho lékare: _

kontrolu nejméné 50 % akcii s hlasovacim

subject matter hereof and supersedes all
representations, warranties, agreements or
undertakings previously made relative to such
subject matter, and no such representations,
warranties, agreements or undertakings shall
have any force and effect unless contained
herein. No variation of any terms and conditions
of this Contract will be binding upon the Parties
unless committed in writing and signed by them

pravem.
22.8 This Contract constitutes the entire | 22.8 Tato Smlouva pFedstavuje celou
agreement between the Parties relative to the | smlouvu mezi Smluvnimi stranami ohledné

jejiho pfedmétu a je nadfazena vSem ujisténim,
zarukam, dohodam nebo ujednanim jiz dfive
uc¢inénym v souvislosti s takovym pfedmétem
smlouvy a zadna takova ujisténi, zaruky,
smlouvy a ujednani nemaji zadnou platnost a
ucinnost, pokud nejsou obsaZzena v této
Smlouvé. Zadna zména jakychkoliv podminek
této Smlouvy nebude pro Smluvni strany
zavazna, pokud nebude mit pisemnou podobu

law of Czech Republic, excluding collisions, and
the competent court shall be in Czech
Republic. The Parties waive any other forum to
which they may be entitled by reason of their
present or future address or for any other
reason. Prior to taking any legal action, the
Parties shall endeavor to settle by amicable
arrangement any disputes arising between
them regarding this Contract. Should the
Parties fail to reach an amicable settlement
within two (2) months from the occurrence of the
dispute; the parties agree to submit the dispute
to the exclusive jurisdiction of the competent
court.

respectively. a nebude pfislusnymi Smluvnimi stranami
podepsana.
22.9 This Contract shall be governed by the | 22.9 Tato Smlouva se fidi zakony Ceské

republiky, vyjma koliznich ustanoveni, a soudni
pravomoc bude mit pfislusny soud v Ceské
republice. Smluvni strany se zfikaji jakéhokoliv
jiného soudu k feSeni sport, na néjz mohou mit
pravo z jakéhokoliv divodu kvuli své stavajici ¢i
budouci adrese nebo z jakéhokoliv jiného
dlvodu. Pfed zahajenim jakéhokoliv pravniho
fizeni se Smluvni strany budou snazit dospét ke
smirnému feSeni jakychkoliv vzajemnych spor(
tykajicich se této Smlouvy. Pokud Smluvni
strany nedosahnou smirného urovnani béhem
dvou (2) mésicu od vzniku sporu, souhlasi s tim,
Ze podfidi spor vyluéné soudni pravomoci
prislusného soudu.

22.10 Notwithstanding
Provider, Sponsor and CRO hereby
acknowledge that this Contract shall be
published pursuant to Act no. 340/2015 Sh., on
Agreements Register. As and between the
Parties, Provider agrees to publish the Contract
pursuant to the foregoing. Any information
which constitutes trade secret of either Party is
exempted from such publication. For the
purposes of this Contract such trade secrets
include, but are not limited to Exhibit A - Budget
and payment schedule, the minimum
enrollment goal, expected number of Study

the foregoing,

22.10 Bez ohledu na pfedchozi ustanoveni
berou timto Poskytovatel, Zadavatel a CRO na
védomi, Ze tato Smlouva bude uvefejnéna
podle zdkona €. 340/2015 Sb., o registru smluv.
V ramci ujednani mezi smluvnimi stranami se
Poskytovatel zavazuje uverejnit tuto Smlouvu v
souladu s vyse uvedenym. Jakékoli informace,
které jsou obchodnim tajemstvim kterékoli
strany, predstavuji vyjimku 2z povinnosti
uvefejnéni. Pro ucely této Smlouvy takova
obchodni tajemstvi zahrnuji mimo jiné Pfilohu A
— Rozpocet a rozpis plateb, minimalni cilovy
poCet zafazeni, ofekavany pocCet zafazenych
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subjects enrolled and the expected duration of
the Study. Furthermore, personal data of the all
persons are also exempt from such publication
Version of the Contract intended for publication
will be sent by CRO to the Provider by e-mail
zuzana.svihelova@fnmotol.cz.

The Provider will inform CRO of publishing the
Contract in the Agreements Register by
designating the following email address:
registrsmluv@igvia.com. Should the Provider
fail to publish this Agreement within 20 working
days from the date of last signature, it may be
published by the Sponsor or CRO.

Estimated total amount will be 205 660 CZK

Subjektl studie a ocekavanou dobu trvani
Studie. Kromé toho predstavuji vyjimku z
uvefejnéni také osobni udaje vSech osob.
Verze Smlouvy uréené k uvefejnéni bude CRO
zaslana Poskytovateli na e-mail
zuzana.svihelova@fnmotol.cz.

Poskytovatel je povinen uvefejnit tuto Smlouvu
v souladu s vySe uvedenym c¢lankem.
Poskytovatel bude informovat CRO o
uvefejnéni Smlouvy v registru smluv na e-
mailovou adresu reqistrsmluv@igvia.com.
Pokud Poskytovatel neuvefejni tuto Smlouvu do
20 dn0 ode dne podpisu, muze ji uvefejnit
Zadavatel nebo CRO.

Odhadovana maximaini vySe odmény bude ve
vysi 205 660 Ké

22.11 This Contract is drafted in both Czech
and English. In case of discrepancy between
the two versions, the Czech version shall
prevail.

22.11 Tato Smlouva je vyhotovena v Cesting i
v angli¢ting. V pfipadé jakychkoliv nesrovnalosti
mezi obéma verzemi je uréujici Ceska verze.

IN WITNESS WHEREOF, the Parties hereto
have caused this Contract to be duly executed
on their behalf in two counterparts, each of
which shall be deemed to be an original, as of
the Effective Date. One counterpart shall be
given to PROVIDER and one counterpart shall
be given to CRO. Both copies shall contain the
Exhibits:

A — Condition of payment

B - Equipment

NA DUKAZ TOHO Smluvni strany zajisti, Zze
tato Smlouva bude Ffadné podepsana ve dvou
vyhotovenich, kdy kazdé z nich se povaZzuje za
original ke Dni ucinnosti. Jedno vyhotoveni je
uréeno POSKYTOVATELI a jedno CRO. Obé
vyhotoveni budou obsahovat pfilohy:

A — platebni podminky

B - vybaveni
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CRO
Name / Jméno:

Title / Funkce:
Date / Datum:

Signature / Podpis:

THE PROVIDER / POSKYTOVATEL

Name / Jméno: [ EGTGTG_N

Title / Funkce: By delegation / na zakladé povéreni
Date / Datum:

Signature / Podpis:
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I, the undersigned || 2s an investigator, confirm that | have fully read this Agreement
and respective documentation pertaining to the clinical trial of the medicinal product and | undertake
to ensure that the duties arising from these documents will be fulfilled. Furthermore, | agree not to
disclose information relating to the clinical trial without a prior written authorisation of the Sponsor,
to keep confidential all information provided and refrain from using such information and results for
any other purpose than for this clinical trial. As an investigator, | agree that Sponsor (or CRO, as the
case may be) will collect, use, process and disclose my personal data, including name, qualification
and experience with clinical trials, my financial information including, without limitation, information
pertaining to remuneration and compensation received, as well as other personal data, for the
administrative purpose in connection with the clinical trial, or, as the case may be, for the purpose
of providing such data to the ethics committees or government authorities, and | undertake to obtain
such consent also from sub-investigators and the other members of the study team.

Nize podepsana | iako z<ousejici potvrzuji, Ze jsem se fadné seznamila se smlouvou
a prislusnou dokumentaci ke klinickému hodnoceni |éCiva a zavazuji se zajistit dodrzovani
povinnosti z nich vyplyvajicich. Dale se zavazuiji nezvefejfiovat informace tykajici se predmétného
klinického hodnoceni bez pfedchoziho pisemného souhlasu zadavatele, zachovavat mi€enlivost o
vSech poskytnutych informacich, povazovat tyto za divémé a zdrzet se jakéhokoliv jiného uziti
téchto informaci a vysledk( nez pro ucely tohoto klinického hodnoceni. Jako zkousSejici souhlasim
s tim, Ze zadavatel (a popf. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a zvefejfiovat
mé osobni Udaje, v&etné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé finan¢ni udaje
vztahujici se mimo jiné kobdrzené odméné afinancni nahradé a daldi osobni udaje
k administrativnim G¢eliim v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim
a statnim dfadim a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lenu
studijniho tymu.

Signature / Podpis:

Date / Datum:
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PRILOHA A

ROZPOCET A ROZPIS PLATEB

CISLO STUDIE: OBS15990

B. UDAJE O PRIJEMCI PLATEB

POSKYTOVATEL souhlasi s tim, Ze pfijemce plateb
uvedeny nize je fadnym pfijemcem plateb podle této
smlouvy aze platba uhrazena pfijemci plateb
uvedenému niZze neni poruSenim pravidel nebo
smérnic POSKYTOVATEL, neni porusenim narodnich,
statnich nebo mistnich zakonl nebo predpisl, a ze
platba dle této smlouvy bude uhrazena pouze
nasledujicimu pfijemci plateb (dale jen ,pfijemce
plateb®):

EXHIBIT A
BUDGET & PAYMENT SCHEDULE
STUDY NUMBER: OBS15990
A. PAYEE DETAILS
PROVIDER agrees that the payee designated below
is the proper payee for this Contract, and that
payment under this Contract to the payee designated
below will not violate any rules or policies of the
PROVIDER, will not violate applicable national, state,
or local laws or regulations, and that payment under
this Contract will be made only to the following payee
(the “Payee”):
PAYEE NAME: | Fakultni nemocnice
v Motole
V Uvalu 84
PAYEE
ADDRESS: 150 06 Praha 5
Czech Republic
PAYEE EMAIL I
ADDRESS
BANK NAME | Ceska narodni banka
Na PFikopé 28
BANK
ADDRESS Praha 1, 115 03
Czech Republic
BANK
ACCOUNT 17937051/0710
NUMBER
Cz42 0710 0000 0000
IBAN NUMBER 1793 7051
SWIFT CODE /
BRANCH CNBACZPP
CODE

JMENO
PRIJEMCE Fakultni nemochnice
PLATEB: v Motole
V Uvalu 84
ADRESA
PRIJEMCE 150 06 Praha 5
PLATEB: S :
Ceska republika
E-MAILOVA
ADRESA I
PRIJEMCE
PLATEB
NAZEV BANKY | Ceska narodni banka
Na Prikopé& 28
ADRESA
BANKY Praha 1, 115 03
Ceska republika
cisLo
BANKOVNIHO | 17937051/0710
UCTU
Cz42 0710 0000 0000
IBAN 1793 7051
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VAT/GST/TAX

ID NUMBER TAX ID: 00064203,

VAT ID: CZ00064203

SWIFT

KOD / KOD CNBACZPP

POBOCKY

DPH/DIC IC: 00064203,
DIC: CZ00064203,

In case of changes in the Payee’s bank details,
Institution is obliged to inform CRO in writing by
sending an email to: [PA-EMEA@IQVIA.com.
PROVIDER shall contact its CRO study team
member to provide signed documentation of changes
to payee’s bank details. Parties agree that in case of
changes in bank details which do not involve a
change of payee or change of country location of
bank account, no further amendments are required.

V pfipadé zmén bankovnich udajl pfijemce plateb je
POSKYTOVATEL povinnen pisemné informovat CRO
zaslanim e-mailu na adresu: IPA-EMEA@IQVIA.com.
POSKYTOVATEL bude kontaktovat ¢lena studijniho
tymu CRO, aby mu poskytl podepsanou dokumentaci
0 zménach bankovnich Udajl pfijemce plateb. Smluvni
strany souhlasi, Ze v pfipadé zmén bankovnich udaju,
které neznamenaji zménu pfijemce plateb nebo zménu
zemé umisténi bankovniho u¢tu, nebude vyZzadovan
dalSi dodatek.

Mailing address:

Adresa pro zasilani poSty:

IQVIA RDS Slovakia s.r.o

IQVIA RDS Slovakia s.r.o

Investigator payments EMEA

Platby zkouSejicim Iékafim, EMEA

Professional Service Centre

Profesionalni servisni stfedisko

Polus Tower Il, Vajnorska 100/B

Polus Tower Il, Vajnorska 100/B

831 04 Bratislava, Slovakia

831 04 Bratislava, Slovensko

If the INVESTIGATOR is not the Payee, then the
Payee’s obligation to reimburse the
INVESTIGATOR, if any, shall be determined by a
separate agreement between PROVIDER and
Payee, which may involve different payment amounts
and different payment intervals than the payments
made by CRO to the Payee. INVESTIGATOR
acknowledges that if INVESTIGATOR is not the
Payee, CRO will not pay INVESTIGATOR even if the
Payee fails to reimburse INVESTIGATOR.

Pokud ZKOUSEJICI neni PFijemcem plateb, bude
pfipadna povinnost Pfijemce plateb odménit
ZKOUSEJICIHO stanovena samostatnou smlouvou
mezi ZKOUSEJICIM a pfijemcem plateb, ktera maze
obsahovat jiné ¢astky a jiné platebni intervaly, nez pro
platby vyplacené CRO pfijemci plateb. ZKOUSEJICI
bere na védomi, e pokud ZKOUSEJICI neni
prijemcem plateb, CRO nebude ZKOUSEJICIMU platit
ani vpfipadé, ze prfilemce plateb nevyplati
ZKOUSEJICIMU odménu.

B. PAYMENT TERMS

B. PLATEBNI PODMINKY

CRO, or a CRO affiliate on behalf of CRO, will
reimburse the Payee semi-annually, in accordance
with  this Contract and attached budget.
Compensation will be based upon completed Case
Report Forms (“CRFs”).

CRO nebo pfidruzena spole¢nost CRO jednajici
jménem CRO vyplati uhrady pfijemci plateb pololetné
v souladu s touto smlouvou a pfipojenym rozpoctem.
Odména bude zalozena na vyplnénych formulafich pro
individualni zaznam subjektu hodnoceni (dale jen
JSformularf CRF*).

Services performed that result in disqualified data
due to major, disqualifying Protocol violations are not
payable under this Contract.

Platba ztéto smlouvy nebude provedena za
poskytnuté sluzby, které zpUisobi nakonec diskvalifikaci
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udajd z divodu zasadnich a diskvalifikujicich poruseni
protokolu.

Any expense or cost incurred by PROVIDER in
performing this Contract that is not specifically
designated as reimbursable by CRO or SPONSOR
under the Contract (including this Budget and
Payment Schedule) is PROVIDER'S sole
responsibility.

Jakékoliv vydaje ¢€i naklady vzniklé POSKYTOVATELI
pfi plnéni této smlouvy, které nejsou specificky
oznaceny jako proplatiteiné ze strany CRO i
ZADAVATELE podle této smlouvy (v€etné tohoto
rozpoctu a rozpisu plateb), jsou vyluénou odpovédnosti
POSKYTOVATELE.

C. PAYMENT DISPUTE

C. SPORY OHLEDNE PLATEB

PROVIDER will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies during the course of the Study.

POSKYTOVATEL bude mit tficet (30) dnU od pfijeti
zavéreCné platby na rozporovani pfipadnych
nesrovnalosti plateb v pribéhu Studie.

D. DISCONTINUED OR EARLY TERMINATION
PAYMENTS

D. PLATBY VPRIPADE PRERUSENI
PREDCASNEHO UKONCENI UCASTI

NEBO

Reimbursement for discontinued or early termination
of Study participants will be prorated based on the
number of completed visits for those Study
participants in accordance with the protocol.

Uhrady v pfipadé preruseni nebo predéasného
ukonc&eni ucastnikd studie budou vypocteny pomérné
na zakladé poctu navstév téchto ucCastniku studie
v souladu s protokolem.

(scanned invoices or electronic invoices).

E. INVOICES E. FAKTURY
Invoices pertaining to this Study must always be | Faktury vztahujici se ktéto studii musi byt vzdy
emailed to: PSC_Supplier.invoices.EU@igvia.com | zaslany e-mailem na adresu:

PSC_Supplier.invoices.EU@iqvia.com (naskenované
faktury nebo elektronické faktury).

The invoice must be issued to:

Faktura musi byt vystavena na:

IQVIA RDS Switzerland Sarl

IQVIA RDS Switzerland Sarl

Attn: Finance Department

K rukam: Finance Department

Route de Pallatex 29

Route de Pallatex 29

1162 St-Prex

1162 St-Prex

Switzerland

Svycarsko

If for any reason sending the invoice per email is not
possible, as a last resort you can post the paper
invoices to the following address:

Pokud z jakéhokoli diivodu neni mozné zaslani faktury
e-mailem, v krajnim pfipadé Ize vytisténé faktury zaslat
postou na nasledujici adresu:

IQVIA RDS Slovakia s.r.o

IQVIA RDS Slovakia s.r.o

Investigator payments EMEA

Platby zkousejicim lékafim, EMEA

Professional Service Centre

Profesionalni servisni stredisko

Polus Tower I, Vajnorska 100/B

Polus Tower I, Vajnorska 100/B

831 04 Bratislava, Slovakia

831 04 Bratislava, Slovensko

Payee is responsible for the correct calculation of
VAT, if applicable, on all submitted Invoices. VAT is
only applicable to Invoices that are addressed from

Za spravny vypocet DPH na vSech fakturach,
uplatiiuje-li se, nese odpovédnost pfijemce plateb.
DPH se uplatni pouze v pfipadé faktur, které byly
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within Switzerland from Payees that are VAT
registered. All other Invoices shall be issued without
the addition of VAT.

Invoices will not be processed unless they reference
the Sponsor name, Study name, Protocol number
and INVESTIGATOR. After receipt and verification,
reimbursement for invoices will be included with the
next regularly scheduled payment for Study activity.

vystaveny v ramci Svycarska pfijemci plateb, ktefi
jsou registrovani k DPH. VSechny ostatni faktury se
vystavuji bez pfipocitani DPH.

Faktury nebudou zpracovany, pokud nebudou uvadét
jméno zadavatele, nazev klinického hodnoceni, Cislo
protokolu a jméno ZKOUSEJICIHO LEKARE. Po
pfijeti a ovéfeni bude proplaceni faktur zahrnuto do
dalSi pravidelné platby za €innosti v klinickém
hodnoceni.

All government taxes are the sole responsibility of the
Payee. Local bank charges, bank charges from
intermediate banks and any other local charges are
also covered by the Payee.

Za vSechny dané odvadéné statu nese vylu¢nou
odpovédnost pfijemce plateb. Za mistni bankovni
poplatky, bankovni poplatky zprostfedkujicich bank
a dalSi mistni poplatky odpovida rovnéz pfijemce
plateb.

e |Institutional Review Boards
Committee (“EC”) Payments

(“IRB”)/Ethics

e Poplatky institucionalni revizni komisi (Institutional
Review Board, IRB)/etické komisi (EK)

IRB/EC costs will be reimbursed on a pass-through
basis and are not included in the below budget. Any
subsequent re-submissions or renewals, upon
approval by CRO and SPONSOR, will be reimbursed
upon receipt of appropriate documentation.

Naklady IRB/EK budou proplaceny jako
prefakturovavané a nejsou zahrnuty v nize uvedeném
rozpoctu. Jakakoliv nasledna opakovana podani nebo
obnoveni budou po schvaleni spole¢nosti CRO
a ZADAVATELEM hrazena po obdrzeni pfislusné
dokumentace.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED.

NA ZADNE DALST FINANENT POZADAVKY NEBUDE
BRAN OHLED.

E. BUDGET

E. ROZPOCET

The Budget is as follows:

Rozpocet je nasledujici:
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*All amounts are inclusive of any overhead fees.

* VSechny ¢astky zahrnuiji reZijni naklady.

Study Start-Up Fee

Poplatek za zahajeni studie

e A one-time, non-refundable payment of
B B CK) to cover Study
start-up activities will be made upon completion
and receipt by CRO of all original contractual and
regulatory documentation and receipt of an
original invoice

Po vypracovani veskerych original( smluvni

a regula¢ni dokumentace a po pfijeti této
dokumentace a originalu faktury smluvni
vyzkumnou organizaci (contract research
organisation, CRO) bude uhrazena jednorazova,

nevratna platba ve vysi || EGc_G G <¢)

za Cinnost souvisejici se zahajenim studie.

Record Storage Fee/Archiving Fee

Poplatek za uchovavani/archivaci zaznamu

e Arecord storage payment of _

(I CzK), will be made upon receipt of
invoice and are not included in the attached

Budget. In accordance with Sponsor’s Protocol
requirements, Provider shall maintain all Site
Study records in a safe and secure location to
allow easy and timely retrieval, when needed.

Platba za uchovavani zaznamu ve vySi -
(I K¢) bude uhrazena po prijeti faktury;

tato ¢astka neni zahrnuta v pfilozeném rozpoctu.

V souladu s pozadavky protokolu zadavatele je

poskytovatel  povinnen uchovavat vSechny

zaznamy mista provadéni klinického hodnoceni na

bezpeCném azabezpeCeném  misté, které

umozhuje snadné arychlé vyhledani zaznama

Vv pFipadé potfeby.

Administrative Contract Amendment Fee

Administrativni poplatek za dodatek

e In case of contract amendments requested or
caused by CRO or Sponsor, CRO undertakes to
pay the Provider a one-time Admininstrative
Contract Amendment Fee in the amount of
B B C7K) to cover the costs
incurred by the Provider in connection with
execution of amendment to this contract. CRO
shall pay the above mentioned fee after

V pfipadé smluvnich zmén poZadovanych nebo
zplsobenych CRO nebo Sponzorem se CRO
zavazuje uhradit Poskytovateli jednorazovou
platbu ve vysi |z G K¢) na
Uhradu nakladl, které vznikly Poskytovateli v
souvislosti s pfipravou dodatku k této smlouvé.
CRO vyplati vySe zminény poplatek na zakladé
podpisu dodatku ktéto smlouvé a po prijeti
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execution of the relevant amendment to this
Contract and upon receipt of an invoice. Invoice
must include the contract amendment date.

originalu faktury. Faktura musi obsahovat datum
uzavieni dodatku ke smlouvé.

Unscheduled Visit: Upon approval from SPONSOR,
CRO will reimburse the PROVIDER for unscheduled

Study patient visits at the rate of | Gz:
(ﬂ CzK) for an unscheduled visit with

INVESTIGATOR or coordinator/nurse if diagnostic
photography is performed or h
CzK) if diagnostic photography is not performed.
These unscheduled visits may occur more than once
throughout the phase of the study. The payment will
be made upon completed CRF pages.

Neplanovana navstéva: Po schvaleni ZADAVATELEM
uhradi CRO POSKYTOVATELI neplanované navstévy
udastnikd studie v sazbé i Ké) za
jednu neplanovanou navstévu u ZKOUSEJICIHO nebo
koordinatora / zdravotni sestry, pokud se pofizuje
diagnosticka fotografie, nebo H
( K¢E), pokud se diagnosticka fotografie
nepofizuje. K témto neplanovanym navstévam muize
dojit vice nez jednou v pribéhu studie. Platba bude
uhrazena po vyplnéni stranek formulaie CRF.

CONDITIONAL PROCEDURE:

PODMINENE VYKONY:

Adverse event processing fee

e A payment in the amount of

( CZK) [which includes overhead], will
be made for each adverse event ("AE")
occurrence. This compensation reflects the
additional administrative resources necessary to
process an AE. AE has the meaning set forth,
and shall be interpreted in accordance with, the
current IRB approved Protocol and applicable
regulations. AE Reimbursement is conditioned
upon the INVESTIGATOR accurately completing
the AE report forms, notifying the required
entities, and conducting necessary follow-up
activities in accordance with, and within the
timelines set forth in, the current IRB approved
Protocol. Payment for AE occurrences will be
payable to PROVIDER upon receipt of an
itemized original, complete Invoice. Patient
numbers and date of AE must be included on the
original invoice.

Odmeéna za zpracovani nezadouci prihod
+Piatoa ve vysr I (N ) (o7

zahrnuje rezii] bude uhrazena za kazdy pfipad
nezadouci pfihody (adverse event, ,AE®). Tato
kompenzace reflektuje dodatecné administrativni
zdroje nezbytné pro zpracovani AE. Vyznam AE je
stanoveny a bude vykladan v souladu
s protokolem schvalenym IRB a platnymi pfedpisy.
Proplaceni AE je podminéno tim, ze ZKOUSEJICI
presné vyplni formulafe AE, oznami ji pfisluSnym
subjektim a provede nezbytné nasledné ¢innosti
v souladu s aktualnim protokolem schvalenym
IRB, a to ve lhatach v ném stanovenych. Platba za
pfipady AE bude splatna POSKYTOVATELI po
obdrzeni originalu uUpIné polozkové faktury. Na
originalni faktufe musi byt uvedena Cisla pacientd
a datum AE.

Admin Fee for Concomitant Medication entry in
the e-CRF

Administrativni poplatek za zaznamenani
soubézné podavanych lékl do elektronického
formulare pro individualni zaznam subjektu

e A ﬁaiment in the amount of _

CZK) [which includes overhead], will
be made for each concomitant medication (CM)
entry in the e-CRF. This compensation reflects
the  additional administrative  resources
necessary to process an CM and its entry in the
e-CRF according to the Protocol. The payment

hodnoceni (electronic case report form, e-CRF
e Platba ve vysi K¢),

[ktera zahrnuje rezijni naklady], bude uhrazena
za kazdy zaznam soubézné podavanych léki
(concomitant medication, CM) do formulare e-
CRF. Tato uhrada reflektuje potiebu
dodatecnych administrativnich zdrojli
nezbytnych pro zpracovani a zdznam CM do
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will be payable to Institution upon receipt of an
itemized original, complete Invoice. Subject
numbers and total number of CMs entered in the
eCRF for each subject must be included in the
original invoice. Payments of the CM will be done
at the end of the study.

formulare e-CRF podle protokolu. Platba bude
splatna zdravotnickému zafizeni po obdrzeni
originalu uUplné polozkové faktury. Original
faktury musi uvadét Cisla subjektll a celkovy
po¢et CM zadanych do e-CRF pro kazdy
subjekt. Platby za CM budou uhrazeny na konci
studie.

CONDITIONS OF PAYMENT

PLATEBNI PODMINKY

NOTE - SPONSOR will not compensate the INVESTIGATOR
and/or PROVIDER for the audits and inspections and that
the assistance and availability of the INVESTIGATOR or
the PROVIDER for the audits and inspections is included
in the amount mentioned in Exhibit A.

POZNAMKA — ZADAVATEL nebude vyplacet ZKOUSEJICIMU
ani POSKYTOVATELI odménu za audity a kontroly a pomoc a
dostupnost ZKOUSEJICIHO nebo POSKYTOVATELE pro
audity a kontroly je zahrnuta v ¢astce uvedené v pfiloze A.
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EXHIBIT [B]

PRILOHA [B]

EQUIPMENT

VYBAVENI

The SPONSOR may provide additional equipment
as needed and agreed with the Investigator
(“Equipment”).

Any additional terms and conditions of use of the
equipment will be specified in a separate loan
agreement.

ZADAVATEL muze dle potieby a dohody se
ZKOUSEJICIM poskytnout dodateéné vybaveni
(dale jen ,vybaveni“). Veskeré bliz§i podminky
uzivani vybaveni budou uvedeny v samostatné
smlouvé o vypujcce.
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