Smlouva o KZZP/Cl Agreement

NeoX

DUVERNE/CONFIDENTIAL

SMLOUVA O PROVEDENI KLINICKE ZKOUSKY
ZDRAVOTNICKEHO PROSTREDKU

uzaviena podle ustanoveni § 1746 odst. 2 zakona ¢.
89/2012 Sb,, (dale
,Smlouva“)

obcdansky zakonik jen

mezi:

NEOX s.r.o., spole¢nost se sidlem Pancifova
1196/2, 143 00, Praha 4, IC: 62917927, DIC:
CZ62917927, zastoupena MUDr. Pavlem Markem,
jednatelem spolecnosti, vedena v Obchodnim
rejstfiku pfi Méstském soudé v Praze, oddil C,
vlozka 35823 (dale jen ,,Neox”), jednajici na zakladé
fadné plné moci za spolecnost Fidia farmaceutici
S.p.A., zalozenou a provozovanou podle italského
prava, se sidlem ve Via Ponte della Fabbrica 3/A -

35031 Abano Terme (PD) — Italie, registrovanou v

obchodnim rejstfiku pti Obchodni komofe v
Padové, Itdlie, spis ¢. 00204260285, VAT:
IT00204260285, zastoupenou Dr. Carlem

Pizzocarem, jednatelem,

(dale jen ,zadavatel”)

[+}]

Fakultni nemocnice v Motole, statni prispévkova
organizace, se sidlem V Uvalu 84, 150 06 Praha,
Ceskd republika, MUDTr.
Budinskym, Ph.D., MBA, na zakladé povéreni ze dne
29.11.2016 1CO: 00064203 DIC:CZ00064203
dale jen ,poskytovatel zdravotnich sluzeb” nebo

zastoupena Pavlem

»poskytovatel”

takto:
CLANEK I.

Predpoklady pro uzavieni této smlouvy

1.1.
smlouvu o provedeni klinické zkousky na tyto

Smluvni strany se rozhodly uzavfit tuto

skutecénosti:

CLINICAL INVESTIGATION OF MEDICAL DEVICE
AGREEMENT

made and entered into pursuant to the provisions
of Section 1746 (2) of Act No. 89/2012 Coll., the Civil
Code (hereinafter the “Agreement”)

by and between

NEOKX s.r.o., with its registered office at Pancifova
1196/2, 143 00 Praha 4, IC: 62917927, DIC: CZ
62917927, represented by MUDr. Pavel Marek,
Managing Director, registered in the Commercial
Registry kept by Municipal Court in Prague, part C,
file 35823 (hereinafter ,Neox”) on behalf of, by
Fidia
farmaceutici S.p.A.,, a company organized and

means of a proper Letter of Authorization,

existing under the law of Italy, with its registered
office at Via Ponte della Fabbrica 3/A - 35031 Abano
Terme (PD) — ltaly, registered in the Commercial
Registry kept by the Chamber of Commerce of
Padua, Italy, under the file No. 00204260285, VAT:
IT00204260285, represented by Dr. Carlo Pizzocaro,
its Chief Executive Officer,

(hereinafter only the “sponsor”)

and

Fakultni nemocnice v Motole with its registered
office at V Uvalu 84, 150 06 Prague, Czech republic
represented by Pavel Budinsky, MD., Ph.D., MBA,
on the basis of a mandate of 29.11.2016, corporate

ID no. 00064203, tax ID no.. CZ00064203,
hereinafter the “health care provider” or
“provider”,

as follows:

ARTICLE .

Preconditions for the conclusion of this
Agreement

1.1.
conclude this Clinical Investigation Agreement in

The contracting parties have decided to

view of the following facts:
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a) spole¢nost Fidia farmaceutici S.p.A., jako
zadavatel, ma zajem provést klinickou zkousku
zdravotnického prostfedku uvedeného ddle v této
smlouvé a je z pozice zadavatele klinické zkousky
zdravotnického prostfedku subjektem opravnénym
pfijimat plnéni a vykonavat prava zadavatele.

b) Zkousejicim této klinické zkousky je xxx
(zde dale ,, Zkousejici). Poskytovatel ma uzavren
platny pracovni pomér se zkousejicim, se kterym
bude uzaviena separatni smlouva dle platnych
vnitfnich smérnic Poskytovatele.  Poskytovatel

souhlasi s provedenim klinické zkousky

zdravotnického prostredku v prostorach

Poskytovatele;

c) spole¢nost Neox je smluvni vyzkumnou
organizaci a je ve smluvnim vztahu k zadavateli
klinické  zkousky zdravotnického prostredku,
zadavatel ji zmocnil k zajisténi plnéni ¢innosti nebo

funkci zadavatele vztahujici se ke klinické zkousce.

Zadavatel zmocnil spolecnost Neox  téz
k monitorovani této klinické zkousky.
d) poskytovatel a zkousejici jsou plné zplsobili

a kvalifikovani pro fadné a v€asné provedeni této
klinické zkousky zdravotnického prostfedku podle
schvaleného planu klinické zkousky.

CLANEK II.

Pfredmét smlouvy

Pfedmétem této smlouvy je klinickd zkouska
zkouseného zdravotnického prostfedku s ndzvem
xxx““ (dale jen ,klinickd zkouska zdravotnického
prostiedku ¢i  klinickd zkouska“), provedené
v souladu stouto smlouvou a za odménu pro
poskytovatele a pro zkousejiciho podle separatni

dohody (vice v ¢l. 4.1).

a) the company Fidia farmaceutici S.p.A., as
the
investigation of medical device specified below in

sponsor, wishes to perform a clinical
this Agreement; the Sponsor, on grounds of its
position of a sponsor, is entitled to receive

performance and exercise rights of the sponsor.

b) The the
investigation of medical device is xxx (“hereinafter

investigator  for clinical
The Provider has a valid
the
Investigator. A separate contract shall be concluded
the

accordance with valid internal rules of the Provider.

the “Investigator”).
employment agreement concluded with

between Sponsor, and Investigator in
The provider agrees with the clinical investigation of

medical device performance within its premises;

c) Neox is a contractual research organisation
and it is in a contractual relationship with the
Sponsor of the clinical investigation of medical
device who has authorised Neox to ensure the
performance of the Sponsor’s activities or roles in
relation to the clinical investigation. The Sponsor
has also authorised Neox to monitor the clinical
investigation.

d) the Provider and the Investigator are fully
competent and qualified for due and timely
performance of this clinical investigation of medical
device in compliance with the approved Clinical
Investigation Plan.

ARTICLE II.

Subject of Agreement

The subject of this Agreement is the clinical
investigation of the investigational medical device
named xxx“ (hereinafter ,clinical investigation of
medical device or clinical investigation®) and in
compliance with this Agreement for remuneration
being paid both to the Provider and to the
Investigator upon the separate agreement (more in
Art. 4.1).

ARTICLE Iil.
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CLANEK III.

Zakladni predpoklady pro provedeni klinické
zkousky

Poskytovatel provede klinickou zkousku
zdravotnického prostredku v souladu se zakonem €.
268/2014 Sbh., o zdravotnickych prostfedcich a o
zméné zakona ¢. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozdéjsich predpist (dale jen
,zakon o zdravotnickych prostredcich”) a dalSimi
zavaznymi pravnimi predpisy CR, zejména zdkonem
¢. 372/2011 Sb, o

podminkach

zdravotnich sluzbach a

jejich  poskytovani (zdkon o
zdravotnich sluzbach), ve znéni pozdéjsich predpist
(dale jen ,,zakon o zdravotnich sluzbach”), planem
klinické zkousky, povolenim Statniho Ustavu pro
kontrolu léciv, souhlasnym stanoviskem pfislusné
etické komise, touto smlouvou a dalSimi pokyny

spolec¢nosti Neox ¢i zadavatele.

CLANEK IV.

Misto provedeni klinické zkousky zdravotnického

prostiedku a definovani zkousejiciho

4.1.
bude provedena ve Fakultni nemocnici v Motole,
V Uvalu 84, 150 06 Praha 5, na xxx

provadi

Klinickd zkouska zdravotnického prostiedku

na adrese

Zkousejici klinickou zkousku
zdravotnického prostfedku v souladu s pokyny
poskytovatele zdravotnich sluzeb na zakladé
pfislusnych prdv a povinnosti stanovenych touto
smlouvou poskytovateli zdravotnich sluzeb a
pfislusnych pravnich predpis. Spoleénost Neox
provéfila zpUsobilost pracovisté k provedeni
klinické zkousky a toto pracovisté je k provedeni
zpUsobilé. Spolecnost Neox uzavie se zkousejicim
separatni dohodu o provedeni klinické zkousky
podle platnych internich predpisd poskytovatele.
Tato

ucinéna zkousejicim dle ustanoveni § 20 zakona o

separatni smlouva obsahuje prohlaseni

zdravotnickych prostredcich.

4.2.  Poskytovatel prohlasuje, Ze:

Basic preconditions for the performance of the
clinical investigation

The Provider shall perform the clinical investigation
of medical device in compliance with Act No.
268/2014 Coll.
amendments to Act No.

on medical devices and on
634/2004 Coll. on
administrative fees, as amended (hereinafter the
“Act on Medical
compliance with other binding legal regulations of
the Czech Republic and Act.No 372/2011 Coll., On
Health Services and the conditions for their
(Health Services Act),
(hereinafter referred to as the "Health Services

Devices”), particularly in

provision as amended
Act"), the Clinical Investigation Plan, the approval of
the State Institute for Drug Control, the consent of
the competent Ethics committee, this Agreement
and any other instructions that may be provided by
Neox or the Sponsor.

ARTICLE IV.

Place of the clinical investigation of medical

device and definition of the Investigator

4.1.
shall take place at Fakultni nemocnice v Motole, at
the address V Uvalu 84, 150 06 Prague 5, on xxx The
Investigator shall perform the clinical investigation

The clinical investigation of medical device

in compliance with the employer’s instructions, in
compliance with applicable rights and obligations
stipulated herein with respect to the Investigator or
the Provider and in compliance with applicable legal
regulations. Neox has verified qualification of the
site for conducting the clinical investigation, and
this site is qualified for the conduct thereof. Neox
shall conclude with the investigator a separate
clinical investigation agreement in accordance with
applicable internal regulations of the Provider. This
separate agreement contains declarations made by
the investigator pursuant to the provisions of
Section 20 of the Act on Medical Devices.

4.2. The Provider hereby declares that:

a) the
skills and capabilities and is fully qualified as a

Investigator possesses professional
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a) zkousejici  disponuje  odbornymi
schopnostmi a dovednostmi a jako lékaf je plné
kvalifikovan bez jakéhokoliv omezeni pfijimat
veskerad lékarska rozhodnuti tykajici se subjektl

hodnoceni, kterd v souvislosti s klinickou zkouskou

zdravotnického prostfedku ucini nebo bude
pfipadné nucen ucinit;
b) ostatni osoby, které se budou podilet

na provadéni klinické zkousky zdravotnického
prostfedku, jsou pro plnéni svych ukoll patfi¢né
vzdélany a rovnéz disponuji pfislusnymi znalostmi
a dovednostmi.

c) zadnd zuvedenych osob nebyla
vyloucena zvykonu svého povolani v duisledku
poruseni povinnosti ulozenych pravnimi predpisy,
nebylo proti zddné z osob vedeno fizeni ve véci
zakazu cinnosti, nebyla obvinéna, odsouzena, a ani
jinak zapojena do jednani, v dusledku néhoz by bylo
mozné vést fizeni ve véci zakazu ¢innosti. Pokud by
doslo ke zméné téchto skutecnosti, poskytovatel je
povinen neprodlené informovat zadavatele a

spole¢nost Neox.

4.3.  Pokud
ukondi i prerusi na dobu delsi nez 1 (jeden) mésic

zkousejici  z jakéhokoliv  divodu
svoji Ucast na klinické zkouSce zdravotnického
prostfedku nebo z jakéhokoliv dlivodu nebude
radné plnit své zavazky, je poskytovatel povinen
neprodlené oznamit tuto skutecnost zadavateli a
spole¢nosti Neox v pisemné podobé. Poskytovatel
se zavazuje navrhnout zadavateli prostfednictvim
spole¢nosti Neox nahradniho zkousejiciho. Bez
ohledu na ndvrh ndhradniho zkousejiciho
poskytovatelem, je spolecnost Neox, v pripadé
ukonéeni ¢i preruseni ucasti na studii zkousejicim,
opravnéna odstoupit od této smlouvy v souladu
s ustanovenim ¢l. 12.2. pism. (a) této smlouvy.

physician, without any limitations, to adopt all
medical decisions relating to the investigation
subjects that will be made or will have to be made
by the Investigator in connection with the clinical
investigation of medical device;

b) the other persons participating in the
performance of the clinical investigation of medical
adequately the
performance of their tasks and also possess

device are educated for

appropriate knowledge and skills.

c) none of the aforementioned persons have
been prohibited from the performance of their job
as a consequence of a breach of their obligations
imposed by applicable legal
relating to prohibition of

regulations, no
proceedings job
performance have been conducted against any of
the

aforementioned persons

aforementioned persons, none of the
have been accused,
sentenced or otherwise involved in any acts that
might result in the commencement of proceedings
on the prohibition of their job performance. Should
any of these facts change, the Provider shall be
obliged to promptly inform the Sponsor and Neox

of such changes.

4.3.
terminate or suspend his/her participation in the

Should the Investigator for any reason

clinical evaluation of medical device for a period
than one (1) should the
Investigator for any reason fail to duly perform

longer month or
his/her obligations, the Provider or the Investigator
shall inform the Sponsor and Neox of this fact in
writing without delay. The Provider undertakes to
propose a substitute investigator to the Sponsor
through Neox. Irrespective of the Provider’s
proposal of the substitute investigator, Neox shall
be entitled,
suspension of the Investigator’s participation in the
this
Agreement in compliance with Art. 12.2 (a) hereof.

in the event of termination or

clinical evaluation, to withdraw from

ARTICLE V.
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CLANEK V.

Doba trvani klinické zkousky

5.1. Tato smlouva se uzavira na dobu trvani
klinické zkousky zdravotnického prostfedku a jeji
ucinnost zanika fadnym ukoncéenim klinické
zkousky, tzn. uzavienim centra spolu s predanim
pisemné informace od zadavatele o uzavieni

databaze klinické zkousky.

5.2.
zkousky bude probihat ode dne uzavieni smlouvy

Nabor subjektd hodnoceni do klinické

pfiblizné xxx. Samotné trvani klinické zkousky dle
planu klinické zkousky je xxx v€etné naboru.

CLANEK VI.

Nabor subjektd hodnoceni

6.1.
prostiednictvim zkousejiciho zarfazeno maximalné

Do klinické zkousky bude poskytovatelem
xxx subjektl hodnoceni, po fadném pouceni a
podpisu informovaného souhlasu. Zafazeni dalSich
subjektll hodnoceni je podminéno souhlasem
Zadavatele. Poskytovatel prostfednictvim
zkousejiciho bude v pribéhu xxx mésicd od
zahajovaci ndvstévy zarazovat subjekty hodnoceni
do této klinické zkousky. Poskytovatel bere na
védomi, Ze se jedna o kompetitivni ndbor a tento
muze byt kdykoliv zadavatelem ukoncen, jakmile
pocet subjektl hodnoceni zarfazenych do klinické
zkousky dosdhne potfebné urovné. Poskytovatel
prostfednictvim zkousejiciho zahaji zarazovani
subjektl hodnoceni do klinické zkousky po splnéni
veskerych  povinnosti

stanovenych platnymi

pravnimi predpisy. Poskytovatel je povinen
neprodlené po doruceni pisemného oznameni
o pripadném ukonceni naboru subjektl hodnoceni
ukoncit dalsi zafazovani subjektd hodnoceni do

klinické zkousky.

6.2.
zkousky

Zarazeni subjektd hodnoceni do klinické
je  moiné pouze s jejich pisemnym
informovanym souhlasem apo jejich fadném
pouceni. Vyzadani souhlasu od subjektt hodnoceni

musi byt ve shodé s etickymi principy, platnymi a

Duration of the clinical investigation

5.1.
term of the clinical investigation duration and its

This Agreement has been concluded for the

effectiveness shall terminate upon due completion
of the clinical investigation, i.e. upon closing the
centre and delivery of written information by the
Sponsor on closing the clinical investigational
database.

5.2.
subjects shall take place from the date of the
The
duration of the clinical investigation pursuant to the

The enrolment of the clinical investigation

contract concluding approximately xxx.

Clinical Investigation Plan shall be xxx including the
recruitment period.

ARTICLE VI.

Investigation subject enrolment

6.1.The Provider through Investigator shall enrol
maximum xxx investigation subjects in the
clinical investigation, subject to their being
properly informed and signing an informed
consent form. Enrollment of other
investigation subjects is subject to the
consent of the Sponsor. In the course of xxx
months after the initial visit, the Provider
through Investigator shall enrol subjects into
the clinical investigation. The Provider
acknowledges that the enrolment is of
competitive nature and may be terminated at
any time, as soon as the number of
investigation subjects enrolled reaches the
sufficient level. The Provider through
Investigator shall commence investigation
subject enrolment after the fulfilment of all
obligations stipulated by applicable legal
regulations. The Provider is obliged, upon
delivery of a written notice on the investigation
subject enrolment termination, to discontinue
any further enrolment of subjects into the
clinical investigation.

6.2.
investigation subject to their written informed

Subjects may only be enrolled in the clinical

consent and subject to having been properly
informed. The consent must be obtained from the
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ucinnymi pravnimi predpisy a ve shodé se zadsadami
Spravné klinické praxe.

6.3.
zkousky povinen prostfednictvim

Poskytovatel je pred zahajenim klinické
zkousejiciho
zajistit podpis informovaného souhlasu kazdym
subjektem  hodnoceni, ¢ jeho  zakonnym
zastupcem, pokud subjekt hodnoceni neni plné
zpUsobily k tomuto pravnimu uUkonu. Zkousejici
neprodlené preda subjektu hodnoceni stejnopis
podepsaného a datem opatieného informovaného
souhlasu, jakoz i vytisk pisemnych informaci o
klinické zkousce uréenych pro subjekty hodnoceni.
Poskytovatel prostfednictvim zkousejiciho je dale
povinen informovat subjekty hodnoceni o vsech
nezbytnych skutecnostech tykajicich se klinické

zkousky, véetné jejiho preruseni.

6.4. zdravotnich sluzeb se

zavazuje poskytovat zadavateli a spole¢nosti Neox

Poskytovatel

veskeré informace vyZzadované planem klinické
zkousky o subjektu hodnoceni, véetné vysledkl
vstupnich vysetfeni. Pokud zkousejici kdykoliv v
prabéhu klinické subjekt
hodnoceni nesplfiuje kritéria klinického zkousky,

zkousky zjisti, ze

bude otom poskytovatel zdravotnich sluzeb

neprodlené pisemné informovat spole¢nost Neox.

CLANEK VII.

Prava a povinnosti zadavatele

7.1. Pred uzavienim této smlouvy predal
zadavatel prostfednictvim spolecnosti  Neox
zkousejicimu tyto dokumenty: plan klinické

zkousky, zdznam o subjektu hodnoceni (,Case
Report Form” — dale téZz jen ,CRF“), Pfirucka

zkousejiciho (,Investigator's Brochure”) a dalsi

protokolarné predané informacni materidly

poskytnuté spolecnosti Neox nebo pfimo

zadavatelem.

investigation subjects in compliance with ethical
principles, applicable and effective legal regulations
and the principles of good clinical practices.

6.3. clinical

commencement,

Prior to the investigation
the the

Investigator is obliged to arrange for the signing of

Provider through

the informed consent form by each investigation
if the
investigation subjects are not fully competent to

subject or their lawful representative,
perform this legal act. The Investigator shall
promptly hand over to each investigation subject a
counterpart of the signed and dated informed
consent form, as well as a copy of written
information on the clinical investigation addressed
to the investigation subjects. The Provider through
the Investigator shall be further obliged to inform
the investigation subjects on all necessary facts
relating to the clinical investigation, including its
termination.

6.4.
Sponsor and Neox with all information required by
the Clinical
investigation subjects, including the results of initial

The Provider undertakes to provide to the

Investigation Plan regarding the
examinations. Should the Provider find out, at any
time during the clinical investigation, that an
investigation subject fails to meet the criteria of the
clinical investigation, he/she shall promptly inform
Neox of this fact in writing.

ARTICLE VII.

Rights and obligations of the Sponsor

7.1.
the Sponsor delivered the following documents to
the
Investigation

Prior to the conclusion of this Agreement,

through  Neox: Clinical
the

(hereinafter also the “CRF”), the Investigator’s

Investigator

Plan, Case Report Form
Brochure” and other information materials the
delivery of which by Neox or directly by the Sponsor

was confirmed by a written protocol.
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7.2. Vyse uvedené dokumenty nesmi byt ze strany
zdravotnického zafizeni nebo zkousejiciho ménény
bez predchoziho pisemného souhlasu zadavatele.

7.3. Zadavatel

zdravotnicky prostfedek je

zajistuje, Ze  hodnoceny

radné zabalen,
distribuovan a uchovavan tak, aby byl prokazatelné
chranén pred kontaminaci a znehodnocenim

béhem dopravy. Predanim zdravotnického
prostfedku nedochazi k pfevodu vlastnického prava
Zadavatel

na poskytovatele ¢i zkousejiciho.

prostfednictvim  spoleénosti  Neox  zajistuje
pfipadnou napravu vzniklych nedostatk(. Smluvni
strany stvrdi predani a pfevzeti hodnoceného

zdravotnického prostredku.

7.4. Zadavatel prostfednictvim spolecnosti Neox
poskytne zkouSejicimu a poskytovateli veskeré
informace v Uplné afadné podobé vcas tak, aby
tento mohl provést klinickou zkousku a povinnosti
s tim souvisejici Fadné a vcas, v souladu s platnymi
pravnimi predpisy a touto smlouvou. Zadavatel

spolecnosti bude bez
odkladu poskytovat
zkousejicimu veskeré informace a Udaje tykajici se

prostfednictvim Neox

zbytecného pfimo
hodnoceného zdravotnického prostfedku nebo
klinické zkousky, které budou zndmy azZ po uzavieni
této smlouvy.

7.5. Spole¢nost Neox se zavazuje k jednani se

Statnim Ustavem pro kontrolu [éCiv
a s etickou komisi v souvislosti s touto klinickou

zkouskou zdravotnického prostredku.

7.6. Pro pripad poskytovani jakychkoliv konzultaci
subjektiim hodnoceni o zdravotnich problémech
a otdzkdch vzniklych v souvislosti s klinickou
zkouskou se zadavatel prostrednictvim spolecnosti
Neox zavazuje ustanovit nalezité kvalifikovaného a
snadno dostupného lékare. Neurci-li zadavatel po
domluvé s poskytovatelem jinak, je timto lékarem

zkousejici.

7.2. The documents specified above may not be
altered by the Provider or by the Investigator
without the Sponsor’s prior written consent.

shall that the
device be packaged,
distributed and stored in compliance with good

7.3.
Investigational

The Sponsor ensure

medical

distribution practice so as to be demonstrably
protected against contamination and adulteration
the
Investigational medical device, the ownership title

during transport. Upon delivery of
shall not pass to the Provider or the Investigator.
The Sponsor shall arrange, through Neox, for the
remedy of any occurring defects. The contracting
parties shall confirm the delivery and receipt of the

investigational medical device.

7.4. The Sponsor shall provide the Investigator
and the Provider through Neox with any and all
information, complete and proper, allowing for due
and timely performance of the clinical investigation
and fulfilment of the related obligations in
compliance with applicable legal regulations and
this Agreement. The Sponsor shall provide the
Investigator directly through Neox without undue
delay with all information and data relating to the
Investigational medical device or the clinical
investigation that will become known after the

conclusion of this Agreement.

7.5. Neox undertakes to deal with the State
Institute for Drug Control and with the Ethics
committee for multi-centre studies in connection

with this clinical investigation of medical device.

7.6.
investigation subjects with respect to their health

In the case of providing any consultations to

problems and issues occurring in connection with
the clinical investigation, the Sponsor undertakes,
through Neox, to appoint a properly qualified and
easily accessible physician. Unless otherwise
instructed by the Sponsor subject to agreement
with the Provider, such physician shall be the

Investigator.

7.7. Prior to the commencement of the clinical

investigation, the Sponsor has concluded, in
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7.7.
uzavrel v souladu s ustanovenim § 14 odst. 2 pism.

Pfed zahajenim klinické zkousky zadavatel

I) zdkona o zdravotnickych prostfedcich pojisténi
odpovédnosti pro pfipad Skody, Gjmy na zdravi Ci
smrti .

CLANEK VIII.

Prava a povinnosti poskytovatele a zkousejiciho

8.1. Pred klinické

poskytovatel a zkousSejici seznami se sprdvnym

zahajenim zkousky se

pouzivdnim a  vlastnostmi  zdravotnického
prostiedku, jak vyplyva z této smlouvy a predané

dokumentace ke klinické zkousce.

8.2. této

souhlasi s provedenim klinické zkousky ve svych

Poskytovatel podpisem smlouvy

prostordch, s poskytnutim prostor pro vysetieni

subjektd  hodnoceni, kterd souvisi pouze

s provedenim  klinické zkousSky. Poskytovatel
umozni zkousejicimu pfistup na internet, aby mohl
fadné plnit povinnosti stanovené zkousejicimu pfi

provadeéni klinické zkousky.

8.3.
nezbytné ukony,

Poskytovatel je povinen ucinit veskeré

pfijmout veskerd nezbytna
opatfeni a spolupracovat se spolecnosti Neox a
aby klinickd byla

provedena radné a vcas, jakoZz iumoznit jeji

zadavatelem tak, zkouska

monitorovani. Poskytovatel se zavazuje

prostfednictvim zkousejiciho zodpovédét
v zadavatelem poZadované lhité a formé veskeré
dotazy, tzv. queries, vznesené spolecnosti Neox
nebo zadavatelem. Poskytovatel je povinen
zabezpecit pfistup do prostor poskytovatele, ke
zdrojovym dokumentlim (tj. ke zdravotnické
dokumentaci jednotlivych subjektd hodnoceni) a ke
zpravam pro ucely monitorovani, auditd, inspekci
Statniho

zahranicnich kontrolnich urada.

Ustavu pro kontrolu Ié¢iv nebo

accordance with the provisions of Section 14(2)(l) of
the Act on Medical Devices, insurance of liability for
damage, injury or death.

ARTICLE VIII.

Rights and Obligations of the Provider and the
Investigator

8.1. Prior to the commencement of the clinical
investigation, the Provider and Investigator shall get
acquainted with the proper use and characteristics
of the Investigational medical device, as stipulated
in this Agreement and the delivered documentation

relating to the clinical investigation.

8.2.
agrees with the performance of the clinical

By signing this Agreement, the Provider

investigation within its premises, with the provision
of its premises for the examination of the
investigation subjects relating only to the clinical
shall
provide Internet access to the Investigator in order
to be able to duly fulfil

investigation performance. The Provider

his/her obligations

prescribed for the clinical investigation
performance.
8.3. The Provider shall be obliged to perform

any necessary acts, adopt any necessary measures
and co-operate with Neox and the Sponsor so as to
ensure that the clinical investigation be performed
in a due and timely manner, and to allow the clinical
investigation monitoring. The Provider through the
Investigator undertakes to respond all queries
raised by Neox or the Sponsor and to do so within a
period and in a form requested by the Sponsor. The
Provider shall be obliged to ensure access to the
Provider’s premises, to the source documents (i.e.
the medical records of individual investigation
subjects) and to the reports for the purpose of
monitoring, audits and inspections of the State
Institute for Drug Control or any foreign inspection
authorities.

8.4.
agreed procedure, as described in particular in the

The Provider may not deviate from the

Clinical Investigation Plan, as well as other
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8.4. nesmi odchylit od

sjednaného postupu, ktery je obsazen zejména

Poskytovatel se

v planu klinické zkousky, dalSich dokumentech a

pravnich predpisech, vcetné této smlouvy.
V nezbytnych pfipadech je poskytovatel opravnén
odchylit se od sjednaného postupu, avSak pouze za
predpokladu, Ze je to nutné v zajmu zabranéni
poskozeni zdravi subjektu hodnoceni. Poskytovatel
prostfednictvim zkousejiciho je povinen informovat
zadavatele, spole¢nost Neox a mistni etickou
komisi bez zbyte¢ného odkladu o kazdé takové
odchylce, nestanovi-li dale tato smlouva anebo

pfislusné pravni predpisy jinak.

8.5.
je bez zbytecného odkladu povinen informovat
zadavatele prostfednictvim

Poskytovatel prostfednictvim zkousejiciho
spole¢nosti Neox
a mistni etickou komisi o jakychkoliv zménach
vyznamné ovliviiujicich vedeni klinické zkousky
anebo riziko

zvysujicich subjektll hodnoceni,

neocekavanych udalostech a zavaznych
nezadoucich u¢incich zdravotnického prostiedku.
Dale je poskytovatel

prostfednictvim

povinen informovat

zadavatele spolecnosti Neox
o veskerych uplatnénych ndrocich a pozadavcich
tretich

vztahujicich se ke klinické zkousce a o veskerych

osob, zejména subjektd hodnoceni,

nezadoucich ucincich.

8.6.  Poskytovatel prosttednictvim zkousejiciho
zajisti  spravné, Uplné, Citelné a vcasné
zaznamenavani podrobného pribéhu klinické
zkousky, vcetné uvedeni pfislusného data a

podpisu zkousSejiciho, zejména pak veskerych
klinickych pozorovani, zjisténi a dalSich ¢innosti
nezbytnych pro podrobné zrekonstruovani
a hodnoceni klinické zkousky. Zkousejici aktualizuje
CRF do 48 (ctyficetiosmi) hodin od okamziku, kdy se
dozvi o novych skutecnostech a ve stejné Ihaté je
zkousejici povinen pisemné zodpovédét jakékoliv
dotazy spole¢nosti Neox nebo zadavatele tykajici se

dat uvedenych v CRF, nedostatkd, nejasnosti nebo

documents and legal regulations, including this
Agreement. In necessary cases, the Provider shall
be entitled to deviate from the agreed procedure,
but only if this is necessary in order to prevent
causing damage to health of any of the investigation
subjects. The Provider through the Investigator
shall be obliged to inform the sponsor, Neox and the
local Ethics committee without undue delay of any
such deviation, unless otherwise stipulated in this
Agreement or in applicable legal regulations.

8.5.
obliged to inform the Sponsor through Neox and

The Provider through the Investigator is

the local Ethics committee without undue delay of
any changes materially affecting the conduct of the
clinical investigation or increasing the risk for the
investigation subjects, unexpected events and
serious adverse effects of the Investigational
medical device. The Provider is further obliged to
inform the Sponsor through Neox of all claims
the
investigation subjects, in connection with the

clinical investigation as well as any early de-blinding

raised by third parties, in particular

of the Investigational medical device and any and all
adverse effects.

8.6.
ensure accurate, complete, legible and timely

The Provider through the Investigator shall

recording of detailed course of the clinical
investigation, including specification of the date
and signature of the Investigator, in particular with
respect to all clinical observations, findings and
detailed
reconstruction and assessment of the clinical

other  activities  necessary  for
investigation. The Investigator shall update the
CRFs within forty eight (48) hours after the moment
of having learned for any new facts and shall be
obliged, within the same period of time, to answer
any queries raised by Neox or the Sponsor in
connection with the data contained in the CRFs, any
deficiencies, ambiguities or discrepancies in the
clinical data contained in the medical records of the

investigation subjects.
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nesrovnalosti v klinickych ddajich uvedenych ve
zdravotnické dokumentaci subjektu hodnoceni.

8.7.
Zze dle podminek stanovenych v planu klinické
bude

Neox

Poskytovatel a zkousejici se déle zavazuje,
zadavateli  prostfednictvim
hlasit
zavainé nezadouci prihody a dalsSi vyznamné

zkousky

spolecnosti neprodlené jakékoli

zdravotni projevy stanovené planem klinické
zkousky, které se vyskytnou u jakéhokoli pacienta v
ramci klinické zkousky, a to nejpozdéji do dvaceti
Ctyr (24) hodin od jejich zjisténi formou pisemné
faxové zpravy. Poskytovatel se dale zavazuje, Ze
toto hlaseni ndasledné doplni o podrobné pisemné
zpravy v souladu se vSemi pravnimi a regula¢nimi
poZadavky.

8.8. bude
dokumentaci klinické zkousky po dobu maximalné

Poskytovatel uchovavat Uuplnou
15 (patnacti) let od data ukonceni klinické zkousky
v takovém stavu, aby veskeré udaje tykajici se
klinické zkousky bylo mozné kdykoliv presné
vykazat, hodnotit a ovéfit, a tak pribéh klinické
zkousky kdykoliv zrekonstruovat. Poskytovatel po
ukonceni klinické zkousky a na vyzadani zadavatele
vrati predané dokumenty s davérnymi
informacemi, vzorky a dal$i materidly, které jsou

vyluénym majetkem zadavatele.

8.9.
hodnoceny zdravotnicky prostfedek uréeny pro

Poskytovatel neumoini tfeti osobé pouZit

provedeni klinické zkousky a ani je nepoufZije pro
nez pro které byly poskytnuty.

které

jiné ucely,

Hodnocené  zdravotnické  prostfedky,

nebudou pouZity vramci klinické zkousky, je
poskytovatel povinen neprodlené vratit zadavateli,
na naklady zadavatele. V ostatnich pfipadech je
nahradit

spolecnosti

poskytovatel povinen zadavateli

prostfednictvim Neox hodnotu

zdravotnickych prostfedk(, které nebyly ve studii

8.7.
undertake to notify the Sponsor through Neox by

The Provider and the Investigator further

means of a detailed fax report without delay and in
compliance with the terms set out in the Protocol of
any serious adverse events and other material
health manifestations, as specified in the Clinical
Investigation Plan, occurring in any subject in the
course of the clinical investigation, no later than
within twenty four (24) hours after their detection.
The Provider further undertakes to supplement
such report at a later stage with detailed written
reports in compliance with all statutory and
regulation requirements.

8.8. The Provider shall keep

documentation of the clinical investigation for a

complete

period of fifteen (15) years maximum after the date
of the clinical investigation completion in a form
allowing for precise recording, assessment and
verification of all data relating to the clinical
and thus
the course of the clinical
investigation at any time. After the clinical
investigation completion and upon request of the

investigation at any time, for

reconstructing

Sponsor, the Provider shall return all received
documents containing confidential information,
samples and other materials in exclusive ownership
of the Sponsor.

8.9.
to use the Investigational medical devices assigned

The Provider shall not allow any third party

for the clinical investigation performance and shall
not use them for any other purpose than the
purpose for which they were provided. The
Investigational medical devices not used in the
clinical investigation shall be promptly returned by
the Provider to the Sponsor on sponsor’s expenses.
In all other cases, the Provider shall be obliged to
reimburse the Sponsor through Neox for the value
of the Investigational medical devices not used in
the clinical investigation and not returned to the
Sponsor through Neox. The contracting parties shall
the the
Investigational medical device by signing a delivery

confirm delivery and receipt of

and acceptance protocol that shall state at least the
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pouzity a zaroven nebyly vrdceny zadavateli
prostfednictvim spoleénosti Neox. Smluvni strany
stvrdi pfedani a prevzeti ptipravku podepsanim
ktery bude
obsahovat alespon datum predani a pfevzeti, druh,

protokolu o predani a prevzeti,

mnozstvi a osobu, jednajici na jedné i druhé strané.

8.10.
klinické zkousky provést monitorovaci navstévu

Spolecnost Neox je opravnéna v kazdé fazi

poskytovatele s cilem oveérit kvalitu
shromazdovanych dat dle poZzadavk planu klinické
zkousky, zasad Spravné klinické praxe a pfislusnych
pravnich predpisu. O takové monitorovaci
navstévé se spolec¢nost Neox zavazuje informovat
Poskytovatele alespoil dva dny predem a
monitorovaci navstéva nesmi narusit bézny chod

Poskytovatele.

CLANEK IX.
Odména

9.1. Spolecnost Neox se zavazuje uhradit
poskytovateli souhrnnou odménu pfi zafazeni
maximalniho moZného poétu pacientlli ve vysi
9536 Euro, bez DPH. Rozpis, ve kterém jsou
uvedeny platby za jednotlivé ukony v rdmci klinické
zkousky, je uveden v pfriloze €. 2 k této smlouvé.

Spole¢nost Neox se ddle zavazuje uhradit
odménu zkousejicimu a vSsem c¢lendm studijniho
tymu uvedenym v tzv. Delegation Logu na zakladé
separatni dohody se zkousejicim. DPH bude
pfipoctena dle platnych pravnich predpisu.

9.2. Jednotlivé kazdy subjekt

hodnoceni budou uskutecnény pouze do vyse

platby za

celkové odmény uvedené v odst. (1) tohoto clanku.
Jakékoliv platby nad rdmec této odmény musi byt
predem pisemné schvaleny spole¢nosti Neox.
Spolec¢nost Neox uhradi naklady za vySetreni, ktera
budou provadéna pouze pro potreby této klinické

date of delivery and acceptance, the type and
amount of the preparation and the persons
representing each party.

8.10.
clinical investigation to carry out a monitoring visit

Neox shall be entitled at any stage of the

of the Provider in order to verify the quality of the
collected data pursuant to the requirements set out
in the Clinical Investigation Plan, the principles of
clinical and applicable legal

good practice

regulations. Neox undertakes to inform the
Provider about such monitoring visit at least two
days ahead and the monitoring visit may not

interfere with Providers’ common operations.

ARTICLE IX.
Remuneration

9.1. undertakes

remuneration to the Provider for the maximum

Neox to pay aggregate
possible number of enrolled patients in the
amount of EUR 9536, excl. VAT. The schedule
specifying the payments for individual activities
within the framework of the clinical investigation is
attached hereto as Annex No. 2.

Neox further undertakes to pay remuneration to
the Investigator and all members of the research
team listed in the so-called Delegation Log in
accordance with the separate agreement with the
Investigator. VAT shall be added under applicable
law.

9.2.
subject shall be remitted only up to the total

Individual payments for each investigation

amount of remuneration specified in paragraph (1)
above. Any payments exceeding this remuneration
amount are subject to prior written approval by
shall the
examinations carried out only for the purposes of

Neox. Neox cover costs of any

the clinical investigation and shall not reimburse
any costs of examinations covered from other
sources and performed independently on the
in the clinical The

participation investigation.
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zkousky, nebude proplacet ndklady na vysetreni,
které bylo uhrazeno zjinych zdroji a bylo
provedeno nezavisle na Ucasti subjektu hodnoceni
ve studii. Odména zahrnuje veskeré naklady

poskytovatele, vynaloZzené v souvislosti

s provadénim klinické zkousky.

9.3. podle odst. (1)
tohoto ¢lanku bude vyfakturovdna poskytovatelem
vidy k 30.11. béZného roku. Platba je bez DPH. DPH
bude prfipoctena podle platné pravni Upravy v den

Odmeéna poskytovateli

fakturace poskytovatelem. Platba bude provddéna
na zakladé fakturace poskytovatelem dle kalkulace
uskute¢nénych navstév vytvorené Neoxem a
faktur
vystavenych poskytovatelem je stanovena na 30

odsouhlasenych zkousejicim. Splatnost
dni ode dne doruceni spole¢nosti Neox. Podklady
pro fakturaci a veskerd ozndmeni poskytovateli
budou zasldna do Fakultni nemocnice v Motole,
sekretariat naméstka pro LPP, V Uvalu 84, 150 06,
Praha 5 - -

Fakturacni adresa
Neoxu : Neox s.r.0., Pancifova 1196/2, 143 00 Praha
4, kontaktni adresa: Neox s.r.o., VJameé 1, 110 00

Praha 1. Nahrady cestovnich vydaji subjektim

hodnoceni budou vyplaceny prostfednictvim
financni  Uctarny  poskytovatele ze zalohy
poskytnuté zadavatelem k témto ucellm.

Poskytovatel je po vycerpani zdlohy opravnéna
poZadovat Umérné navysSeni zalohy zadavatelem
cestovnich  ndahrad
pokud bude

vyCerpdna. Pfi ukonceni studie bude prebytek

pro zajisténi  vyplaceni

subjektim  hodnoceni, zaloha

vracen na Ucet zadavatele.

9.4. Spolecnost Neox neni povinna platit
odmeénu za subjekt hodnoceni, ktery:
a) neni kvalifikovan pro ucast v klinické

zkousce na zakladé kritérii pro zarazeni subjektu
hodnoceni dle planu klinické zkousky;

remuneration includes all costs of the Provider

incurred in  connection with the clinical

investigation performance.

9.3.
pursuant to paragraph (1) above shall be invoiced

The remuneration payable to the Provider

by the Provider each year to the date of 30™"
November. The payment is without VAT. VAT will be
added according to the valid legal regulations on
the date of the issue of the invoice by the Provider.
The payment will be made on the basis of the
invoice of the Provider according to the calculation
of the visits made by Neox and agreed upon by the
Investigator.The invoices issued by the Provider
shall be payable within thirty (30) days after their
delivery to Neox. The documents for invoicing and
all notifications to the Provider will be sent to
Fakultni nemocnice Motol, the secretariat of the
deputy LPP, V Uvalu 84, 150 06, Prague 5
person -
. Neox billing address :
Neox s.r.0., Pancifova 1196/2, 143 00 Prague 4,
correspondence address: Neox s.r.o., V Jamé 1, 110
00 Prague 1. Travel expenses of investigation
subjects will be reimbursed through the financial
accounting department of the Provider from a
deposit provided by the Sponsor for this purpose.
When the deposit is consumed, the Provider shall
be entitled to request a proportional increase of the
deposit from the Sponsor for the payment of travel
expenses to investigation subjects if the deposit is
consumed. Upon completion of the study, any
excess deposit shall be returned to the Sponsor’s
account.

9.4. Neox shall not be obliged

remuneration for an investigation subject who:

to pay

a) is not qualified for participation in the
clinical investigation based on the criteria of the
investigation subject enrolment according to the
Clinical Investigation Plan;
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b) podepsal informovany souhlas, ale
neobdriel hodnoceny zdravotnicky prostredek;
nebo

c) nemiZe byt hodnocen zdivodi

nedodrZeni planu klinické zkousky nebo jiného
poruseni povinnosti ze strany poskytovatele nebo
zkousejiciho.

9.5. se vhodnosti subjektu
hodnoceni pro zafazeni do klinické zkousky musi
a to pred

zafazenim daného subjektu hodnoceni do studie.

Dotazy tykajici

byt adresovany spolecnosti Neox,

Spole¢nost Neox je povinna tyto dotazy bez
zbytecného odkladu zodpovédét.

9.6.
z klinické zkousky vyrazeni, se vypocita pomérné

Odména za subjekty hodnoceni, ktefi byli

k po¢tu skuteéné vykonanych ndvstév a procedur
dle planu klinické zkousky.

9.7.
platby dani, které vzniknou na zakladé provedeni

Poskytovatel je odpovédny za veskeré

klinické zkousky v prostorach poskytovatele.

CLANEK X.

Zachovani mléenlivosti, ochrana osobnich udajt a

dusevniho vlastnictvi

10.1.
mlcenlivost o veskerych

Smluvni strany se zavazuji zachovavat
informacich a udajich
tykajicich se klinické zkousky, a to bez ¢asového
omezeni. Tyto Udaje se povazuji za davérné, s
vyjimkou pfipadd, kdy je smluvni stranou, v jejiz
téchto
informaci mohlo vést, vyslovné uvedeno, Ze se

neprospéch by jakékoliv zverejnéni

nejednd  oddvérné informace. O dlvérné
informace se vSak v zZadném ptipadé nejedn3,
jestlize tyto informace jsou za obvyklych podminek
obecné znamé a verejné béiné dostupné, tedy
zejména nedoslo-li k tomuto zverejnéni v dlsledku

poruseni povinnosti nékteré ze smluvnich stran.

b) has signed the informed consent form, but
has not received the Investigational medical device;
or

c) cannot be assessed due to a failure to
follow the Clinical Investigation Plan or due to
another breach of obligations by the Provider or by
the Investigator.

9.5.
investigation subjects for the clinical investigation

Any queries relating to eligibility of
must be addressed to Neox prior to the enrolment
of the given investigation subject into the clinical
investigation. Neox shall be obliged to answer such
gueries without undue delay.

9.6.
subjects disqualified from the clinical investigation

The remuneration for any investigation

shall be calculated in proportion to the number of
visits and procedures actually performed, based on
the Clinical investigation Plan.

9.7.
payments of taxes charged on grounds of the

The Provider shall be responsible for all

clinical investigation performance within the

Provider’s premises.

ARTICLE X.

Confidentiality, protection of personal data and
intellectual property

10.1.
maintain confidentiality of all information and data

The contracting parties undertake to
relating to the clinical investigation, without any
time limitations. This information shall be deemed
confidential, except for cases when the contracting
party that might suffer a harm from any disclosure
of such information expressly states that the
information is not classified as confidential.

However, information shall not be deemed
confidential if it is generally known and commonly
publicly accessible under usual circumstances, in
particular if its disclosure does not breach any

obligations of either contracting party.
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10.2.
zpfistupnit tyto informace a Udaje tfeti osobg,

Smluvni strany nesméji pfimo ¢i nepfimo

s vyjimkou situaci blize upravenych v soucasné
pravni Upravé a dale vtéto smlouvé. Veskeré
osoby,
poskytnuty vsak musi byt soucasné pouceny

kterym byly tyto informace a udaje
o duleZitosti téchto informaci a Udaji a zavazany
mlcenlivosti ve stejném rozsahu jak stanovi tato
smlouva. Informacemi a udaji se pro ucely této
smlouvy rozumi zejména veskeré informace
a Udaje zahrnujici zejména informace o strukture,
povaze hodnoceného zdravotnického prostiedku,
pouzitych technickych procesech pfi jeho vyrobé,
informace o obchodni a registraéni strategii
zadavatele, informace spadajici pod obchodni
tajemstvi zadavatele a spole¢nosti Neox, které tvori
plan klinické zkousky, broZzura zkousejiciho,
rozpocet studie a dalsi informace jako dlvérné
oznacené a poskytnuté v souvislosti s provedenim
této klinické zkousky a dale osobni Udaje pacientl
zafazenych do této klinické zkousky a jinych

fyzickych osob podilejicich se na této Studii.

10.3.
bude povaiovat za nezbytné zpfistupnit vyse

V pfipadé, Ze kterdkoliv ze smluvnich stran

uvedené informace a Udaje, nebo jejich cast treti

osobé, ukteré lze dlvodné ocekdvat, Ze je
nezneuzije, je tato smluvni strana povinna vyzadat
druhé

Nasledné je tato smluvni strana povinna poucit tuto

si predchozi pisemny souhlas strany.
treti osobu o duleZitosti téchto informaci a Gdaju a
zavazat ji k povinnosti mlcenlivosti v souladu a

rozsahu této smlouvy.

10.4.
nutné tyto informace a Udaje zpfistupnit, ozndmi

Pokud je ze zakonem stanovenych divodu

druhd smluvni strana pisemné tuto skutecnost

neodkladné strané prvni

a provede sama, nebo spolec¢né s druhou smluvni

stranou, veskeré ukony nezbytné

10.2. The contracting parties may not, directly or
indirectly, disclose such information and data to any
third parties with the exceptions described in more
detail in applicable legal regulations and this
Agreement. However, all persons to whom such
information and data is disclosed must be informed
of the importance of such information and data and
must be bound by a confidentiality obligation within
the same scope as provided for in this Agreement.
For the purposes hereof, information and data shall
include in particular all information and data
relating to the structure and nature of the
Investigational medical device, the technical
processes used in its manufacture, information
regarding the business and registration strategy of
the Sponsor, information constituting a business
secret of the Sponsor and Neox, namely the Clinical
Investigation Plan, Investigator’s Brochure, study
budget

confidential and provided in connection with this

and other information marked as
clinical investigation, as well as personal data of the
investigation subjects enrolled in this clinical
investigation and other personnel involved in this

study.

10.3.
necessary to disclose the information and data

Should either contracting party consider it

specified above or any part thereof to a third party
that can be reasonably expected not to misuse such
information and data, the disclosing party shall be
obliged to obtain prior written consent of the other
party  with
Subsequently, the disclosing party shall be obliged

contracting such  disclosure.

to inform the recipient third party of the
importance of the disclosed information and data
and bind it by a confidentiality obligation within the
scope of this Agreement.

10.4. Should it become necessary for any reasons
set out in applicable laws to disclose the
information and data specified above, the

disclosing party shall inform the first (affected)
party of this fact without delay in writing and the
first (affected) party shall itself or in co-operation
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k zabranéni wvzniku jakékoliv Skody v této
souvislosti.
10.5. Smluvni strany zarucuji, Ze budou

zpracovavat osobni Udaje subjektl hodnoceni
ziskané v souvislosti s provadénim klinické zkousky
v souladu se zdkonem ¢. 101/2000 Sb., o ochrané
osobnich Udajli a o zméné nékterych zakond, ve
znéni pozdéjsich predpisli a to vylucéné pro potieby
uvedené klinické zkousky. Poskytovatel zabezpedi,
aby osoby pristup
k databazim obsahujicim osobni Gdaje subjektl

neopravnéné nemély
hodnoceni a pokud jsou osobni Udaje zpracovavany
pocitatovym systémem, zabezpedi, aby systém
zaruCoval droven bezpecnosti vyZzadovanou
pravnimi predpisy o ochrané osobnich udaji a to
zejména ochranu proti zméné, ztraté, poskozeni

nebo zniceni.

10.6.
ziskanych

Poskytovatel zajisti anonymizovani udaju
v pribéhu klinické zkousky
identifikacnich

v souladu

¢i  kédovani subjektd
pokyny

zkousejicim i

udaja
hodnoceni s pisemnymi
bude

poskytovatelem prostfednictvim spolecnosti Neox

zadavatele. Zadavatel
informovan o jakémkoliv zniceni, ztraté, zméné
nebo neopravnéném zpfistupnéni nebo zverejnéni
udaja ziskanych v priibéhu klinické zkousky a to bez
zbytecného odkladu po vzniku takové udalosti.

10.7.
pouze spravné udaje, které jsou systematicky

Poskytovatel a zkouSejici zpracovavaji
aktualizovany, nepresné a neuplné udaje jsou
opraveny. Poskytovatel na poZadani subjektu
hodnoceni mu kdykoliv umozni pfistup k jeho
udajlim, jejich doplnéni, aktualizaci nebo opravu a
ihned

spolecnosti Neox o této Zadosti. Poskytovatel

uvédomi zadavatele prostfednictvim
zajisti, aby zaméstnanci a pfipadni dodavatelé
sluzeb vramci této klinické zkousky byli radné

proskoleni o ochrané osobnich udajli a pokud by

with the disclosing party take any and all steps
necessary for preventing any damage occurring in
connection with such disclosure.

10.5.
they shall process personal data of the investigation

The contracting parties hereby warrant that

subjects obtained in connection with the clinical
investigation in compliance with the provisions of
Act No. 101/2000 Coll., on Personal Data Protection
and on Amendments to Certain Related Laws, as
amended, exclusively for the purposes of the
clinical investigation specified above. The Provider
shall ensure that no unauthorised persons have
access to the databases containing personal data of
the investigation subjects and if personal data is
processed in a computer system, the Provider shall
ensure that the system guarantee a security level
required by applicable legal regulations pertaining
to personal data protection, in particular protection
against modifications, loss, damage or destruction.

10.6. The Provider shall
nature of the data obtained in the course of the
investigation encoding of the
identification data of the investigation subjects in

ensure anonymous

clinical and
compliance with written instructions provided by
the Sponsor. The Sponsor shall be informed by the
Investigator or the Provider through Neox of any
damage, loss, modification or unauthorised access
or disclosure of the data obtained in the course of
the clinical investigation without undue delay after
the occurrence of any such event.

10.7. The Provider and the Investigator shall
process only correct data that shall be
systematically updated; any inaccurate and

incomplete data shall be corrected. Upon the
investigation subject’s request, the Provider shall
allow the investigation subject access to their data
at any time, including their supplementation,
updating or correction. The Sponsor shall be
promptly notified of such request through Neox.
The Provider shall ensure that the employees and
involved in the clinical

service providers
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doslo ke zméné pravni Ci jiné Upravy nakladani
s osobnimi Udaji, budou zaméstnanci neprodlené o
této zméné informovani.

10.8. Vysledek klinické zkousky je wvyluénym
vlastnictvim zadavatele. V ptipadé, Ze by v ramci
plnéni provadéni klinické zkousky doslo k vytvoreni
vynalezu ve smyslu zdkona ¢. 527/1990 Sb., o
vynalezech, prlmyslovych vzorech a zlepSovacich
navrzich, nalezi pravo na plvodcovstvi zadavateli,
ktery je opravnén podat svym jménem a na vlastni
naklady patentové prihlasky na takové vynalezy a
objevy u pfislunych afadd v Ceské republice i
v zahranici, pricemz zkousejici nebo jind osoba
podilejici se na vynalezu bude jmenovan plivodcem
(dale jen ,pGvodce”) a uznan za autora vynalezu.

Pfi podani téchto pfihlasek zadavatelem plvodce
poskytne soucinnost vrozsahu, vjakém ji lze
spravedlivé pozadovat, vCetné podpisu veskeré
dokumentace poZadované jak v zemi ptvodu, tak v

zahranidi.

Za uvedené ukony nenadlezi plvodci Zadna odména
kromé odmény stanovené v ¢l. IX.

10.9.
Neox povoli prezentace a publikace vysledkd

Zadavatel prostrednictvim  spolecnosti
klinické zkousky ¢&i diléi vysledky za podminky, Ze
poskytovatel nebo zkousejici poskytne zadavateli
kazdou zamySlenou prezentaci nejméné 15
(patnact) pracovnich dnl pred jejim planovanym

a kazdou zamyslenou

pét)
pldnovanym zverejnénim resp. pfedanim publikace

zverejnénim publikaci

nejméné 45 (Ctyricet dnG pred jejim
do tisku a soucasné za podminky, Ze zadavatel bude
mit v odlvodnénych pripadech pravo poZadovat
Upravy kazdé takové navrhované prezentace a

publikace.

investigation, if any, be duly trained with respect to
personal data protection and that they be promptly
informed of any potential changes of legal or other
regulations pertaining to personal data processing.

10.8.
be the exclusive property of the Sponsor. Should

The results of the Clinical Investigation shall

any inventions be conceived in the course of the
Clinical Investigation performance in the sense of
Act No. 527/1990 Coll., on Inventions, Industrial
Designs and Rationalisation Proposals, the right to
their origination shall belong to Sponsor, which will
be entitled to file, in its own name and at its own
expenses, patent applications relating to such
inventions with the competent authorities in the
Czech Republic and abroad, while the Investigator

in the
inventor

or another inventor who participated
shall be designated as
(hereinafter the “Inventor”) and recognized as

invention

author of the invention.

The Inventor shall provide its co-operation within
the scope that can be reasonably requested for the
purpose of filing these applications by the Sponsor,
including signing all the required documentation for
both the country of origin and abroad.

No remuneration will be due to Inventor for the said
designation in addition to the remuneration set out
in Art. IX.

10.9.
presentations and publications of the clinical

The Sponsor shall allow through Neox any

investigation results or partial results, provided that
the Provider of the Investigator submit each
planned presentation to the Sponsor at least fifteen
(15) business days prior to its intended date and
each planned publication at least forty five (45) days
prior to its intended date of publication or the date
of its handover for the print, subject further to the
condition that the Sponsor shall have the right in
justified cases to request changes of each such
proposed presentation or publication.

10.10. The Sponsor that the
publication of any particular presentation or

may request

publication be postponed by up to four (4) months
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10.10. Zadavatel mlze poZadovat, aby zverejnéni
bylo
odlozZeno az o 4 (Ctyfi) mésice za Ucelem pfipravy a

konkrétni prezentace nebo publikace
podani Zadosti o registraci patentu. Uvedend 4
meésiéni doba zadind dnem pfijeti navrhované
prezentace nebo publikace, anebo dnem, kdy
vSechny podstatné Udaje z klinické zkousky jsou
zpfistupnény zadavateli, pficemz plati den, ktery

nastane driv.

10.11. V pfipadé multicentrické klinické zkousky,
prvni zvefejnéni Udaji a dat bude zalozeno na
konsolidovanych datech ze vsech center, které
budou analyzovany podle planu klinické zkousky,
pokud se pisemné nedohodnou jinak zkousejici
z center zahrnutych ve studii a zadavatel.

10.12. Podpisem této smlouvy poskytovatel a
zkousejici berou na védomi, Ze Zadna odborna
publikace k objevim ¢i zkousenym pfipravkiim
nesmi byt zkousejicim ¢i poskytovatelem vyddéna
pred okamzikem podani Zadosti o patentovou
prihlasku, pokud vzhledem k povaze vysledkl
klinické zkousky bude podani takové pfihlasky
prichazet v Uvahu.

10.13. Ustanoveni tohoto ¢lanku nejsou omezena

délkou  trvani této  smlouvy. Povinnosti
poskytovatele a zkousejiciho pozbyvaji platnosti ke
dni, kdy se takové informace stanou verejné
dostupnymi, aniz by dosSlo k pochybeni
poskytovatele Ci zkousejiciho, anebo k datu, kdy
zadavatel prostrednictvim spole¢nosti Neox vydal
souhlas s pfistupem k vyse uvedenym informacim,

které byly predmétem ochrany.

CLANEK XI.

Narok poskytovatele na nahradu Skody

for the purpose of preparation and filing a patent
registration application. The aforementioned 4-
month period shall commence on the day of receipt
of the proposed presentation or publication or on
the day when all significant data from the clinical
investigation is disclosed to the Sponsor, whichever
occurs first.

10.11. In the case of this multi-centre clinical
investigation, the first publication of information
and data shall be based on the consolidated data
from all centres that shall be analysed according to
the Clinical Investigation Plan, unless otherwise
agreed in writing by the investigators from the
centres participating in the clinical investigation and

the Sponsor.

10.12. By signing this Agreement, the Provider and
the Investigator acknowledge that neither the
Investigator nor the Provider may publish any
specialised publication relating to the discoveries or
investigational medical devices prior to filing an
application for patent registration if the nature of
the
considering to file such application.

clinical investigation results allows for

10.13. The provisions of this Article shall not be
restricted by the term of this Agreement. The
obligations of the Provider and the Investigator
shall expire as of the day when such information
become publicly available without a fault at the side
of the Provider or the Investigator or, as the case
may be, as of the day when the Sponsor grants its
consent through Neox with the access to the
aforementioned information that was subject to
confidentiality.

ARTICLE XI.

Entitlement of the Provider to damage
compensation

The Sponsor undertakes to compensate the
Provider for any damage on health caused to any

investigation subject in the amount successfully
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Zadavatel se zavazuje poskytnout poskytovateli
nahradu skody za Ujmu na zdravi zplUsobenou
subjektu hodnoceni ve vysi subjektem hodnoceni
Uspésné uplatnéného naroku u soudu. Tento narok
tykat
a nepredvidatelné Ujmy na zdravi, ktera subjektu

se vSak musi wvyluéné nepredvidané

hodnoceni, jez se fadné ucastnil klinické zkousky,
vznikla v souvislosti s provadénim klinické zkousky.

CLANEK XII.

Predcasné ukonceni smlouvy

12.1. Tato dnem

podpisu posledni smluvni stranou a uc¢innosti dnem

smlouva nabyvd platnosti

uverejnéni v registru smluv a neni-li stanoveno
jinak, jeji ucinnost zanikd k okamziku uzavreni
centra spolu
s predanim pisemné informace od zadavatele
prostfednictvim spoleCnosti Neox o uzavieni

databaze klinické zkousky.

12.2.
tuto smlouvu ukondit, ato pouze v nasledujicich

Kterdkoliv ze smluvnich stran je opravnéna

pfipadech:

a) pokud néktera smluvni strana nesplini
¢i neplni nékteré z ustanoveni této smlouvy
a neodstrani zdvadny stav ani ve |h{té 30 (tficeti)
dnl od doruceni vyzvy k jeho odstranéni, je druha
smluvni strana opravnéna odstoupit od této
smlouvy s okamZitou Ucinnosti;

b) bude-li
zdravotnického prostfedku

riziko vyplyvajici z aplikace

hodnoceného pro

subjekty hodnoceni dle uUvahy zadavatele (i
zkousejiciho neumérné zvyseno; v tomto pripadé
mUzZe zadavatel odstoupit s okamZitou ucinnosti od
této smlouvy a poskytovatel a zkousejici muze
ukondit tuto smlouvu vypovédi. Vypovéd je ucinna

dnem doruceni vypovédi.

c) v pripadé podstatného poruseni

jakékoliv smluvni povinnosti; druha smluvni strana

recovered by the investigation subject in court.
However, this entitlement must relate exclusively
to unpredicted and unpredictable damage to health
suffered by an investigation subject who properly
the
connection with the providing of the Clinical

participated in clinical investigation in

investigation.
ARTICLE XII.

Early termination of the Agreement

12.1.
date of last contracting party’s signature and

This Agreement shall become valid on the

effective on the date of publication in the Contract

register and unless agreed otherwise, its

effectiveness shall terminate upon closing the
centre and delivery of written information by the
Sponsor

on closing the clinical investigation

database to Neox.

12.2. Either contracting party shall be entitled to
terminate this Agreement only in the following
cases:

a) if any of the contracting parties fails to fulfil

any of the provisions of this Agreement and fails to
remedy the defective situation even within a period
of thirty (30) days after the delivery of a request for
remedy, the other contracting party shall be
entitled to withdraw from this Agreement with
immediate effect;

b) if the risk associated with the application of
the the
investigation subjects is, in the opinion of the
the
increased, the Sponsor shall be entitled to withdraw

Investigated medical device for

Sponsor or Investigator, disproportionally
from this Agreement with immediate effect and the
Provider and the Investigator shall be entitled to
this The

termination notice becomes effective on the day of

terminate Agreement by notice.

the notice delivery.

) in the event of a material breach of any
contractual obligation, the other contracting party
shall be entitled to withdraw from this Agreement
with immediate effect;
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je opravnéna odstoupit od této smlouvy
s okamzitou ucinnosti;
d) pouze zadavatel je opravnén odstoupit

s okamzitou ucinnosti od této smlouvy, pokud zjisti,

Zze klinickd zkouSka neni védecky, technicky
proveditelna nebo je proveditelna s nepfimérenymi

naklady Ci rizikem pro subjekty hodnoceni.

12.3. Dojde-li této

smlouvy z dlvodl uvedenych vySe v ustanoveni

k pfed¢asnému ukonceni

odst. 2), s vyjimkou ustanoveni pism. b) a d) , je
smluvni strana, kterd svym jedndnim dala podnét k
ukonceni této smlouvy, povinna nahradit strané
druhé veskeré ndklady, které tato skutecné
v souvislosti s plnénim této smlouvy vynalozila.
Naklady se hradi v poméru, v jakém nedoslo
ke splnéni jejiho predmétu a ucelu, tj. pomér poctu
hodnotitelnych zdznam( subjektd hodnoceni
vzhledem k objemu nékladd, které byly na ziskani
zaznamu subjektl hodnoceni celkové vynaloZeny.
Odstoupenim od smlouvy zanikaji prava a
povinnosti smluvnich stran okamZikem ucinnosti

odstoupeni.

12.4. V pfipadé, Ze tato smlouva bude ukoncéena
z nékterého didvodu uvedeného v odst. (2) tohoto
¢lanku pred okamzikem jejiho ukoncéeni uvedeného
v €l. V. této smlouvy, poskytovatel

a) ukondi zafazovani subjektl hodnoceni
do klinické zkousky;

b) ukonci léCbu subjektl hodnoceni podle
planu klinické zkousky a pokynli zadavatele, a to
zplUsobem povolenym a pfipustnym z Iékarského
hlediska; a

c) ukonéi co nejdfive, nejpozdéji vsak do

30 (tficet) dnl od ucinnosti ukonceni smlouvy
veskeré ostatni Cinnosti v ramci klinické zkousky.

d) only the Sponsor shall be entitled to
withdraw from this Agreement with immediate
effect if it finds out that the clinical investigation is
not feasible in scientific or technical terms or that it
is feasible only with inadequate costs or risks for the
investigation subjects.

12.3.
Agreement

In the event of early termination of this

for reasons specified above in
paragraph 2), except for points b) and d) , the
contracting party whose conduct resulted in the
termination of this Agreement shall be obliged to
reimburse the other party for any and all costs
factually incurred by the other party in connection
with its performance of this Agreement. The costs
shall be reimbursed in the proportion to which the
objective and purpose of this Agreement has not
been fulfilled, i.e. the proportion of the assessable
records of the investigation subjects to the
aggregate amount of costs spent on obtaining the
investigation subject records. Upon withdrawal
from this Agreement, the rights and obligations of
the contracting parties shall expire as of the

moment of the withdrawal effectiveness.

12.4,
for any of the reasons specified in paragraph (2)

Should this Agreement be terminated early

above prior to its termination set out in Art. V.
hereof, the Provider:

a) shall terminate enrolment of investigation
subjects into the clinical investigation;

b) shall terminate the treatment of the
investigation subjects pursuant to the protocol and
instructions of the Sponsor, in a manner permitted

and acceptable in medical terms; and

c) shall terminate as soon as possible, but no
later than within thirty (30) days after the
effectiveness date of the Agreement termination,
any and all other activities within the framework of
the clinical investigation.

12.5.
event of early termination of this Agreement, to

The Provider shall be obliged, even in the
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12.5.
pred¢asného ukonceni smlouvy povinen dokondit

Poskytovatel je vsak i v pripadé
shromazdovani udaji a vypliiovani zdznaml o
subjektech hodnoceni v ramci klinické zkousky,
nestanovi-li zadavatel nebo spole¢nost Neox jinak.
Do 90 (devadesati) dnli ode dne ukonceni smlouvy
poskytne poskytovatel zadavateli prostfednictvim
spole¢nosti Neox vSechny Uudaje shromazidéné
v souvislosti s klinickou zkouskou a pokud neni
vtéto smlouvé uvedeno jinak, vrati zadavateli
prostfednictvim  spole¢nosti  Neox  vsSechny
materidly a hodnocené zdravotnické prostredky
poskytnuté k provadéni klinické zkousky. Za tyto

¢innosti nalezi poskytovateli odména dle ¢l. IX. této

smlouvy.
CLANEK XIIl.
Zavérecna ustanoveni
13.1. Prava a povinnosti smluvnich stran

neupravend touto smlouvou se fidi pravem Ceské
¢. 89/2012 Sb.,
a zakonem o zdravotnickych

republiky, zejména zdkonem
obcansky zakonik,
prostfedcich, ve znéni pozdéjsich predpisd. Strany
se zavazuji resit pfipadné spory mezi nimi smirnou
cestou a vzajemnou dohodou, pokud vSak nebudou
vyfeSeny vzajemnou dohodou, budou se vSechny
spory vyplyvajici z této smlouvy a s touto smlouvou
souvisejici resit u vécné a mistné pfislusného soudu

v Ceské republice.

13.2.
ujedndni v této zalezZitosti mezi smluvnimi stranami.

Tato smlouva nahrazuje veskera ptredchozi

13.3.
jen pisemnou dohodou smluvnich stran.

Zmény a doplriky této smlouvy jsou mozné

13.4. Nedilnou soucasti této smlouvy jsou tyto
prilohy:
a) pfiloha €. 1 - xxx

complete the data collection and filling the records

on the investigation subjects in the clinical
investigation, unless instructed otherwise by the
Sponsor or Neox. Within ninety (90) days after the
Agreement termination, the Provider shall provide
the Sponsor through Neox with all data collected in
connection with the clinical investigation, and
unless otherwise stipulated herein, they shall return
to the Sponsor through Neox any and all materials
and investigational medical devices provided for
the clinical investigation performance. The Provider
shall be entitled to

activities, as set out in Art. IX. hereof.

remuneration for these

ARTICLE Xiil.

Final provisions

13.1. The and the

contracting parties not regulated in this Agreement

rights obligations of
shall be governed by the laws of Czech Republic and
in particular by the provisions of Act No. 89/2012
Coll., the Civil Code, and the Act on Medical Devices,
as amended. Parties undertake to solve any
disputes between them in a conciliatory way by
mutual agreement. If not solved by mutual
agreement, all disputes resulting form or related to
this agreement shall be governed by the respective
court of the Czech Republic, having jurisdiction over

such case.

13.2.  This
understandings between the contracting parties

Agreement supersedes all prior

relating to the subject matter hereof.

13.3.
Agreement may only be made in the form of a

Any changes and amendments to this

written agreement between the contracting
parties.
13.4. The following annexes shall constitute an

integral part of this Agreement:
a) Annex No. 1 — xxx

b) Annex No. 2 — xxx
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b) pfiloha €. 2 - xxx

c) priloha €. 3 —verze smlouvy uréena pro
zverejnéni

13.5. Tato smlouva je vyhotovena v 2 (dvou)

stejnopisech. V ptipadé rozporu jazykovych verzi je
rozhodujici verze Ceska.

13.6.
smlouvy poskytovatelem zdravotnich sluzeb za

Smluvni strany souhlasi s uvefejnénim

ucelem splnéni povinnosti uloZzenych mu/ji platnou
a ucinnou pravni Upravou, a to zejména zdkonem ¢.
340/2015 Sb., o registru smluv, ve znéni pozdéjsich
predpist, a
Ministerstva zdravotnictvi Ceské republiky. Druha

dale pokyny a rozhodnutimi
smluvni strana bere na védomi, Ze poskytovatel
zdravotnich sluzeb jakoZto statni pfrispévkova
organizace, je povinna na dotaz tfeti osoby
poskytnout informace podle zdkona ¢. 106/1999
Sb., o svobodném pfistupu k informacim, ve znéni
pozdéjsich predpisli. Smluvni strany souhlasi s
uverejnénim této smlouvy v registru smluv v
rozsahu daném platnou pravni Upravou s vyjimkou
zverejnéni designu studie, planu klinické zkousky,
detailniho rozpoctu, brozury zkousejiciho, pojistné
smlouvy, poctu subjektd klinické zkousky a
osobnich udaji - tento vycet smluvni strany
oznacuji za obchodni tajemstvi. Informace o
zvetejnéni smlouvy bude odesldna do datové

schranky 76npwvj (Neox s.r.o.)

Poskytovatel:
V Praze dne ............ 2017

MUDr. Pavel Budinsky, Ph.D., MBA
povéreny jednanim za feditele poskytovatele

c) Annex No. 3 — Agreement version to be
published in the Contract register

13.5.
(2) counterparts.

This Agreement has been executed in two
In case of contradiction in
shall take

language versions, Czech version

precedence.

13.6.
public disclosure by the health care provider of the

Contracting parties grant their consent to a

present agreement for the purpose of fulfilling a
statutory obligation imposed by an effective acts,
especially by the Act No. 340/2015 Coll., on the
register of contracts, as amended, and further by
the instructions and decisions of the Ministry of
Health of the Czech Republic. The other contracting
party acknowledges that the health care provider,
as a state-funded organization, is obliged upon the
request of any third party to provide the
information in accordance with the act No.
106/1999 Coll., on the free access to information, as
amended. Contracting parties grant their consent
with the public disclosure of the present agreement
in the contract register within the scope of the
applicable legislation, with the exception of
disclosing the Study design, Clinical Investigation
Plan, detailed budget, Investigator's Brochure,
insurance contract, number of  clinical
investigation’s subjects and personal data — this
listing has been established to constitute business
secret by the contracting parties. The agreement
disclosure information shall be sent to the data box

No.: 76npwvj (Neox s.r.o.)

Provider:
In Prague on ............. 2017

MUDr. Pavel Budinsky, Ph. D., MBA
Responsible for acting as Director of the Provider
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Neox:
V Praze dne ............ 2017

MUDr. Pavel Marek, jednatel

J3, niZze podepsany xxx. jako zkousejici potvrzuji, Ze
jsem se fadné seznamil se smlouvou a pfislusnou
dokumentaci ke klinické zkousce a zavazuji se
zajistit dodrzovani povinnosti z nich vyplyvajicich.
Dale se zavazuji nezverejiiovat informace tykajici se
predchoziho

predmétné klinické zkousky bez

pisemného souhlasu zadavatele, zachovavat
mlcenlivost o vSech poskytnutych informacich,
povaZovat tyto za davérné a zdrZet se jakéhokoliv
jiného uZiti téchto informaci a vysledkd neZ pro
ucely této klinické zkousky. Jako zkousejici
souhlasim stim, Ze zadavatel (a popf. i CRO)
bude/budou shromazdovat, pouzivat, zpracovavat
a zverejiovat mé osobni uUdaje, véetné jména,
kvalifikace a zkusenosti v klinickém hodnoceni écCiv
a zdravotnickych prostfedkd, mé financni Udaje
vztahujici se mimo jiné k obdriené odméné a
dalsi

k administrativnim Gceldm v souvislosti s klinickou

finanéni  nahradé a osobni  udaje
zkouskou, popf. k poskytnuti etickym komisim a
statnim Uradim a zavazuji se zajistit tento souhlas i
od spoluzkousejicich a ostatnich ¢lenl studijniho

tymu.

V Praze dne ............ 2017

XXX

Neox:
In Prague on ............. 2017

Pavel Marek, MD., managing director

I, the undersigned xxx as the Investigator certify
that | have fully acquainted myself with this
Agreement and the relevant documentation of the
clinical investigation and undertake to ensure
respect for the obligations arising from them. | also
agree not to disclose information related to the
present clinical investigation without the prior
written consent of the Sponsor, keep all provided
information confidential, consider these as
confidential and to refrain from any other use of the
information and results than for the purposes of
this investigation. As an Investigator, | agree that
the sponsor (and possibly CRO) will collect, use,
process and disclose my personal data, including
name, qualifications and experience in clinical trials
of medicinal products and clinical investigations of
medical devices, my financial data, inter alia, to
receive compensation and financial compensation
data for administrative
with the

to provide ethics

and other personal

purposes in connection clinical

investigation, respectively,
authorities and
of the

subinvestigators and other members of the study

committees and regulatory

undertake to ensure this approval
team.

In Prague on ............. 2017

XXX
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P¥iloha €. 2 - Rozpis plateb Annex No. 2 — Payments schedule

XXX

XXX
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