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SERVICE PROVIDER AGREEMENT

This Service Provider Agreement (the
"Agreement") is made by and between
Specialized hospital St. Svorad Zobor,

Klastorska 134, 949 88 Nitra, Slovak Republic, IN:
37971832, represented by Ing. Erika Chuda (the
“Service Provider”)

and
PSI CRO Slovakia s.r.o.

Located at: Krasovského 3742/13, 851 01
Bratislava, Slovak Republic, IN: 43 800 807, VAT
IN: SK 2022515231, registered in Business
Register, Provincial Court Bratislava |, Section Sro,
Folio 49073/B, represented by Petr Vaculik, MD,
and Petr Sedlak, PhD, by Power of Attorney dated
23/08/2011 (“PSI”)

PREAMBLE:

PSI is authorized to act for and on behalf of
Celgene International Il, Sarl, Rue des Moulins 4,
2108 Couvet, Switzerland (the “Sponsor”) in
Slovak Republic for the conduct of a clinical trial
(the “Study”) according to protocol RPC01-3001 “A
multi-site, open-label extension trial of oral
RPC1063 in relapsing multiple sclerosis” and any
amendments thereto (the “Protocol”).

PSI has signed a separate agreement with Milan
Cervenak, MD
s poliklinikou Lu€enec (the “Investigator”) who acts
as a principal investigator in the Study.

from VSeobecna nemocnica

Now therefore, in consideration of the foregoing, the
parties agree as follows:

1. Obligations of the Service Provider

1.1. The Service Provider shall perform Services
required by the Investigator in compliance with the
Protocol (the “Services”). The Services shall
include:

a) Pulmonary Function Tests (PFT),
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ZMLUVA O POSKYTOVANI SLUZIEB

Tato zmluva o poskytovani sluzieb (,zmluva®“) sa
uzatvara medzi

Specializovana nemocnica Sv. Svorada Zobor,
n.o., Klastorska 134, 949 88 Nitra, Slovenska
republika, 1CO: 37971832, v zastupeni Ing. Erika
Chuda (dalej len ,poskytovatel sluzieb,)

a
PSI CRO Slovakia s.r.o.

so sidlom: Krasovského 3742/13, 851 OlBratislava,
Slovenska republika, ICO: 43 800 807, DIC: SK
2022515231, zapisana v Obchodnom registri
Okresného sudu Bratislava |, Oddiel: Sro, Vlozka
49073/B, v zastupeni MUDr.
Vaculikom a PhDr. Petrom Sedlakom na zaklade
plnej moci zo dfa 23.8.2011 (dalej len ,PSI)

Cislo: Petrom

PREAMBULA:

PSI je v mene spolo¢nosti Celgene International I,
Sarl, Rue des Moulins 4, 2108 Couvet, Switzerland
(,objednavatel™) v Slovenskej republike
opravnena konat pri klinického
skusania (,8tudia“) v sulade s protokolom RPCO1-
3001 “Multicentricka, otvorena extenzia klinického
skuSania peroralne podavaného sku$aného lieku
RPC1063 pri relaps-remitujicej skleréze multiplex*
a v8etkymi jeho dodatkami (dalej len ,protokol).

vykonavani

PSI podpisala osobitni zmluvu s MUDr Milanom
Cervenakom zo VSeobecnej
s poliklinikou Luéenec (dalej len ,skasajuci lekar®),
ktory v Studii vystupuje ako hlavny skusajuci lekar.

nemocnice

Preto po zvazeni skutoCnosti uvedenych vysSie sa
strany dohodli nasledovne:

1. Zavazky poskytovatela sluzieb

1.1. Poskytovatel  sluZieb  poskytne  sluzby
vyzadované skuSajucim lekarom v sulade s
protokolom (dalej len ,sluzby®). Sluzby zahffaju:

a) Pracne funkéné testy (budu zahfiat FEV1
a FVC) a DLCO (difuzna kapacita pfuc) vysetrenia;
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includes Forced expiratory volume at 1
second (FEV1); Forced vital capacity (FVC);
and Diffusing Capacity of the lung for carbon
monoxide (DLCO).

b) Originally signed and dated written reports;

c) Preparation of all necessary documentation
in compliance with this Agreement.

1.2. The Service Provider shall provide the
Services at Specialized hospital St. Svorad Zobor,
Klastorska 134, 949 88 Nitra, Slovak Republic.

1.3. The Service Provider shall provide the

Services in full compliance with:

a) the terms of this Agreement,

b) the Protocol, if provided by PSI,

c) the International Conference on
Harmonization Good Clinical Practices

principles and guidelines (ICH GCP),

d) the requirements of the Good Laboratory
Practice

e) all applicable laws, regulations, regulatory
requirements,

f) the instructions of the Investigator, including
the medical documentation prepared and
signed by the Investigator, and

Q) all written instructions of PSI
Sponsor, respectively.

and/or the

The Service Provider may apply Service Provider's
own SOPs only for issues, which are not regulated
by this Agreement and its Exhibits.

1.4. The Service Provider shall provide the
Services under this Agreement in a professional,
diligent and timely manner and shall ensure that all
individuals involved in the provision of the Services
are appropriately trained and qualified to do so.

1.5. During the term of this Agreement the Service
Provider shall not enter into any agreement, which
would materially impair Service Provider’'s ability to
provide the Services in a timely manner.

1.6. Service Provider shall timely prepare and
submit the reports as well as all other original
documentation regarding the Services to the
Investigator and central reader if any.

C. protokolu skugania: RPC01-3001
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b) Vypracovanie originalov pisomnych sprav

s podpisom a uvedenym datumom;

c) Pripravu vSetkej potrebnej dokumentacie v
sulade s touto zmluvou.
1.2. Poskytovatel sluzieb  poskytne sluzby

v Specializovanej nemocnici Sv. Svorada Zobor,
n.o., Klastorska 134, 949 88 Nitra, Slovenska
republika.

1.3. Poskytovatel sluzieb poskytne sluzby v plnom
sulade s:
a) podmienkami tejto zmluvy,
b) protokolom tak, ako ho poskytla spolo€nost’
PSI,
¢) Medzinarodnou konferenciou
0 harmonizacii  principov  a usmerneni
dobrej klinickej praxe (ICH GCP),
d) poziadavkami spravnej laboratérnej praxe,

e) vSetkymi uplatnitelnymi zakonmi,
nariadeniami, regulaénymi poziadavkami,

f) pokynmi skuSajuceho lekara, vratane
lekarskej dokumentacie pripravenej

a podpisanej skusajucim lekarom,
g) vSetkymi pisomnymi pokynmi PSI a/alebo
pripadne objednavatela tejto Studie.

Poskytovatel sluZieb mbze uplatiiovat vlastné
Standardné postupy len v pripade
zaleZitosti, ktoré sa neriadia touto zmluvou a jej

prilohami.

pracovné

1.4. Poskytovatel sluzieb poskytne sluzby na
z&klade tejto zmluvy profesionédlne, riadne a v€as
aby boli jednotlivci do
poskytovania sluZzieb k tomuto vhodne
vyskoleni a kvalifikovani.

a zaisti, zapojeni

ucelu
1.5. Polas trvania tejto zmluvy poskytovatel
sluzieb neuzatvori ziadnu ind zmluvu, ktora by
podstatne ovplyviiovala jeho schopnost poskytovat
sluzby vcas.

1.6. Poskytovatel sluZieb v€as pripravi a predlozZi
spravy ako aj vSetky ostatné originalne dokumenty
tykajuce sa sluzieb skuSajucemu alebo centralnému
vyhodnotitelovi.
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1.7. The Service Provider shall maintain all
relevant documents related to Services in sufficient
details and in good scientific manner. Such
documents shall include, without limitation, the log
with the information of all evaluated
patients, the maintenance record for the used
equipment and a log tracking the reports and
documentation submitted to the Investigator and
central reader if any. The Service Provider shall not
destroy or otherwise dispose of any records or
other documents without the prior written consent of
PSI.

relevant

1.8. The Service Provider shall notify PSI
immediately (within maximum 24 hours) of any
significant risks, adverse events (AE and SAE) or
unexpected results related to the Study and/or
occurring during the conduct of the Services
regardless of their possible causal relationship to
the Study drug.

1.9. The Service Provider shall immediately inform
PSI of any problems associated with the
performance of the Services.

1.10. During the term and after any termination or
expiration of this Agreement, the Service Provider
shall enable and support, without additional charge,
the audit and inspection of the facilities required for
performance of the Services and of all the
documents related to the Services for compliance
with the present Agreement and provide reasonable
support to PSI, the Sponsor, their authorized
representatives and representatives of foreign and
domestic regulatory authorities in their conduct of
Study inspections, audits and monitoring. If, as a
result of Study monitoring, PSI requests corrective
or preventative action, the Service Provider will
promptly create and implement a corrective and/or
preventative action plan.

1.11. The Service Provider shall be available for
consultation with the Investigator, PSI monitors or
other representatives of PSI and/or the Sponsor
during the normal business hours.

C. protokolu skugania: RPC01-3001
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1.7. Poskytovatel sluzieb uchova v8etky
relevantné dokumenty vztahujuce sa na sluzby
s uvedenim dostatoénych podrobnosti nalezite
vedeckym spésobom. Takéto dokumenty zahfaju,
obmedzenia, zapisy s relevantnymi
informaciami o v8etkych hodnotenych pacientoch,
zaznamy o udrzbe pouzivaného vybavenia a zapisy
spravy a dokumentaciu
predlozenu skusajucemu lekarovi a centralnemu
vyhodnititelovi. Poskytovatel sluZieb nezni¢i ani sa
inak nezbavi inych
dokumentov bez predchadzajuceho pisomného

sUhlasu PSI.

bez

zaznamenavajuce

Ziadnych zaznamov alebo

1.8. Poskytovatel sluzieb bezodkladne (maximalne
do 24 hodin) upovedomi PSI o akychkolvek
vyznamnych  rizikach, neziaducich  ucinkoch
(neziaducich ucinkoch a zavaznych neziaducich
ucinkoch) alebo neoc¢akavanych vysledkoch, ktoré
sa obijavili al/alebo pocas
vykonavania sluzieb nezavisle na moznej pri¢innej
suvislosti so sledovanym liekom.

vo vztahu k Studii

1.9. Poskytovatel sluzieb bezodkladne informuje
PSI 0 akychkolvek problémoch spojenych
s vykonom sluZzieb.

1.10. Pocas trvania a po akomkolvek vypovedani €i
uplynuti tejto zmluvy poskytovatel sluzieb bez
dodatonych poplatkov umozni a podpori audit
a inSpekciu zariadeni pozadovanych na
poskytovanie sluZieb a v8etkych dokumentov
vztahujucich sa na sluzby kvéli zisteniu ich suladu
s touto zmluvou a poskytne PSI, objednavatelovi,
ich
zahrani¢nych aj domacich regulaénych organov pri
vykone inSpekcii, auditov a monitorovani Studie
primeranu asistenciu. Ak vysledkom monitorovania
Studie PSI poziada o napravné alebo preventivne
opatrenia, poskytovatel sluZieb urychlene vytvori
a zavedie plan opravnych a/alebo preventivnych
opatreni.

autorizovanym  zastupcom  a zastupcom

1.11. Poskytovatel sluzieb bude poCas beznych
pracovnych hodin  k dispozicii pre potreby
konzultacii so skuSajucim lekarom, monitorujucimi
pracovnikmi PSI inymi  zastupcami PSI
al/alebo objednavatela.

alebo
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1.12. The Service Provider may not assign any of
its rights or subcontract obligations hereunder
without the prior written consent of PSI. Even if PSI
authorizes delegation or subcontracting in full or in
part, the Service Provider remains fully responsible
and liable for the performance of all delegated
duties.

2. Obligations of PSI

2.1 Upon request, PSI shall provide any
assistance reasonably requested by the Service

Provider for the proper performance of the
Services.
2.2  PSI shall provide to the Service Provider all

reasonable assistance in promptly answering all
questions related to the performance of the
Services in compliance with ICH GCP principles.

2.3 PSI shall compensate the Service Provider in
accordance with Article 3 below.

3. Fees

3.1 As a remuneration for the provision of the
Services in compliance with the terms of this
agreement, PSI| shall compensate the Service
Provider in accordance with the following fee
schedule:

Services/Sluzby

Pulmonary function tests (will

include Forced expiratory

Specializovana nemocnica Sv. Svorada Zobor, n.o.

1.12. Poskytovatel sluzieb nesmie preniest Ziadne

zo svojich prav, ani nesmie subkontrahovat
zavazky podfa tejto zmluvy bez predchadzajuceho
suhlasu PSI. Aj ak PSI v plnom rozsahu alebo
povoli ich prenesenie
subkontrahovanie, poskytovatel sluzieb zostava

plne zodpovedny a zaviazany vykonat vSetky mu

Ciastocne alebo

zverené zavazky.
2. Zavazky poskytovatela sluzieb

2.1. PSI na poziadanie poskytne akukolvek
podporu primerane vyzadovanu poskytovatelom
sluzby pre riadny vykon sluzieb

2.2. PSI  poskytne poskytovatelovi sluzby
akukolvek primerand pomoc pri promptnom
zodpovedani vSetkych otazok vztahujacich sa

k poskytovaniu sluzieb v sulade s principmi ICH
GCP.

2.3 PSI zaplati poskytovatelovi sluzieb v sulade
s ¢lankom 3 nizSie.

3. Poplatky

31 Ako odmenu za poskytovanie sluzieb v

sulade s podmienkami tejto zmluvy v sulade
s pripojenym rozvrhom poplatkov.

Fee per examination in EUR/ Sluzby
Poplatok za vySetrenie v EUR

25 EUR

volume at 1 second (FEV1) and forced vital capacity (FVC)
measurements/Plfucne funkéné testy (budu zahffiat FEV1 a

FVC)

Diffusing capacity of the lung for carbon monoxide (DLCO)
(zahrnujuce

(including
spirometriu)

spirometry)/DLCO vySetrenie

The amounts are inclusive of any applicable
fees, taxes, etc. and represent the entire
compensation under the Agreement.

3.2 Within 10 (ten) days after the end of every
guarter year the Service Provider shall provide

C. protokolu skugania: RPC01-3001
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60 EUR

Sumy su vratane vSetkych platnych poplatkov,
dani atd. a predstavuju celkovi odmenu podla
tejto zmluvy.

3.2 Do 10 (desiatich) dni po uplynuti
kaZdého Stvrtroka poskytovatel sluZieb vystavi
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PSI with a detailed invoice, listing all Services
rendered within the past quarter with their costs.
A detailed list containing data regarding each
individual service (protocol number, patient’s
study ID, date of performance, scope of the
Services performed) shall be attached to each
invoice.

3.3 The Service Provider shall answer all
guestions from PSI and/or the Sponsor regarding
the Services rendered before PSI shall be
obliged to make any payments hereunder. PSI
may also request information from the
Investigator about the Services requested in
order to check the information provided by the
Service Provider.

3.4 PSI shall pay the undisputed invoices
within 30 days after receiving the documentation
under Article 3.2. to the following bank account of
the Service Provider:

Full bank details of the Service Provider

Payee Name: Specializovana nemocnica Sv.
Svorada Zobor, n.o.

Payee Address: Klastorska 134, 949 88 Nitra,
Slovak Republic

Tax ID Number: 37971832

Method of Payment: Bank Transfer

Bank name: Slovenska sporitelfia, a.s.

Bank address: Stefanikova 35/61, 949 01 Nitra
Bank account number: 0232706854/0900

IBAN Number: SKO7 0900 0000 0002 3270 6854
Account type: current

Swift Code/CBU: GIBASKBX

4. Confidentiality

4.1 “Confidential Information” means all
confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed by or on behalf of PSI and/or

the Sponsor to the Service Provider in

C. protokolu skugania: RPC01-3001
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PSI detailnd faktiru s uvedenim vsetkych
sluzieb poskytnutych za posledny &tvrtrok spolu
sich cenou. Ku kazdej faktire pripoji detailny
zoznam obsahujici vSetky udaje tykajuce sa
poskytovania kazdej jednotlivej sluzby (Cislo
protokolu, identifikacné Cislo pacienta v studii,
datum vykonania a rozsah vykonanych sluzieb).

3.3 Poskytovatel sluzieb zodpovie vSetky
otazky zo strany PSI alalebo objednavatela
tykajuce sa poskytnutej sluzby predtym, nez
PSI vyvstane povinnost vykonat akékolvek
platby na zaklade tejto zmluvy. PSI méze tiez
od skusSajuceho lekara pozadovat informacie
o vyzadovanych sluzbach s ciefom kontroly

informacii  poskytovanych  poskytovatelom
sluzieb.
3.4  PSI vyplati nesporné faktury do 30 dni od

prijatia dokumentacie podfa ¢lanku 3.2. na
nasledujuci bankovy ucet poskytovatela sluzieb:

Bankové udaje poskytovatela sluzieb

Nazov prijemcu: Specializovana nemocnica Sv.
Svorada Zobor, n.o.

Adresa prijemcu: Klastorska 134, 949 88 Nitra,
Slovensko

ICO DPH: 37971832

Spdsob platby: Bankovym prevodom

Nazov banky: Slovenska sporitelfia, a.s.
Adresa banky: Stefanikova 35/61, 949 01 Nitra
Cislo bankového G&tu: 0232706854/0900
IBAN: SKO7 0900 0000 0002 3270 6854

Typ uctu: bezny

SWIFT kod: GIBASKBX

4. Dévernost’

4.1“Déverné informacie” znamenaju vSetky
doverné alebo vlastnicke informacie alebo
Udaje, ato akéhokolvek druhu a ziskané

akymkolvek spbésobom, to je: (i) poskytnuté
poskytovatelovi sluzieb zo strany alebo v mene
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connection with this Agreement; or (ii) obtained,
developed or generated by the Service Provider
and/or any members of the personnel involved in
the provision of the Services (collectively the
“Service Provider Staff”’) as a result of
performing the Study. The Confidential
Information shall include, without limitation, the
Study, the Study Drug, the Protocol, the
Investigator's Brochure, the Study Data, the
Intellectual Property (defined below) and
information regarding the Sponsor, PSI or either
of their affiliates. All Confidential Information shall
belong solely and exclusively to PSI or the
Sponsor, as the case may be.

4.2  Confidential Information does not include
information that (i) is in the public domain at the
time of its disclosure to the Service Provider; (ii)
was, as evidenced by written records or other
competent proof, in the Service Provider’s
possession on a non-confidential basis prior to its
disclosure; or (iii) enters the public domain as a
result of a third party’s activities, through no act
or omission by the Service Provider or any
Service Provider Staff.

4.3 The Service Provider shall hold all
Confidential Information in strict confidence and
use all reasonable safeguards to prevent
unauthorized use or disclosure. The Service
Provider shall use the Confidential Information
only as required for the purpose of this
Agreement. The Service Provider shall limit its
disclosure of the Confidential Information to
those members of the Service Provider Staff who
need to know the Confidential Information for the
conduct of the Study and are subject to
obligations of confidentiality no less stringent
than those contained in this Agreement. The
Service Provider
Provider Staff of the confidential nature of the
Confidential Information and remain liable for any
breach by a Service Provider Staff.

shall advise the Service

C. protokolu skugania: RPC01-3001
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PSI a/alebo objednavatela v suvislosti s touto
zmluvou; alebo (ii) ziskané, vytvorené alebo
vygenerované poskytovatelom sluzieb a/alebo
ktorymkolvek  &lenom ktory
spolupracuje na poskytovani sluzieb (spolo¢ne
“personal poskytovatela sluzieb”) z dbévodu
uskuto€nenia
zahffiaju, okrem iného, Studiu, sledovany liek,
protokol, prirucku pre skuasajuceho, udaje
Studie, duSevné vlastnictvo (definované nizSie)
a informacie tykajuce sa objednavatela, PSI
alebo ktorejkolvek zich
spolo¢nosti. VSetky dbverné informacie patria
vyluéne a vyhradne PSI alebo objednavatelovi,
ak by taky pripad nastal.

personalu,

Studie. Do6verné informacie

pridruzenych

4.2 Déverné
informacie, ktoré (i) su v ¢ase ich poskytnutia
poskytovatelovi sluzieb na verejne doméne; (ii)
boli vo vlastnictve poskytovatela sluzieb ako nie
doverné esSte pred ich poskytnutim, o je
preukazatelné podfa pisomnych zaznamov
alebo iného postacujuceho dbdkazu; alebo (iii)
ktoré sa objavia na verejnej doméne dbsledkom
Cinnosti  tretej nie konanim alebo
opomenutim zo strany poskytovatela sluZieb,
ani nikoho z personalu poskytovatela sluzieb.

informacie sa nevztahuju na

strany,

4.3 Poskytovatel sluzieb udrzi vSetky déverné
informé&cie v prisnej tajnosti a vyuZije vSetky
opodstatnené bezpeCnostné opatrenia, aby
zabranil ich neopravnenému pouzitiu alebo
zverejneniu.  Poskytovatel
doverné informacie len tak, ako je to potrebné
pre ucely tejto zmluvy. Poskytovatel sluzieb
obmedzi poskytnutie dévernych informécii na
tych c&lenov persondlu poskytovatela sluzieb,
ktori potrebuju byt oboznameni s dévernymi
informaciami
a podliehaju aspori takej povinnosti uchovania
dovernosti, aka je uvedena vtejto zmluve.

sluzieb  pouzije

pre ucely uskutoCnenia Studie

Poskytovatel sluzieb poudi personal
poskytovatela sluzieb o dbvernej povahe
dovernych informacii a nadalej ma
zodpovednost za akékolvek poruSenie zo

strany personalu poskytovatela sluZieb.
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4.4 Should the Service Provider or any
Service Provider Staff receive a court order or
other legally binding request to disclose
Confidential Information, the Service Provider
shall immediately inform PSI upon the discovery
of such request and before any Confidential
Information is disclosed. The Service Provider
shall cooperate with PSI and/or the Sponsor in
any efforts to seek limitation or protection from
the order demanding disclosure. In any case, the
Service Provider shall disclose only the minimum
amount of Confidential Information necessary to
comply with such request.

4.5 The obligations of confidentiality exist at all
times during this Agreement and shall survive the
expiration or earlier termination of this
Agreement for a period of ten (10) years.

5. Intellectual Property

5.1 The Service Provider acknowledges and
agrees that the Sponsor shall have exclusive
ownership  rights to all Study Data,
improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable), created, developed,
and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or
the use of the Study Drug or the Confidential
Information, together with all intellectual property
rights relating thereto (“Intellectual Property”).
The Service Provider shall promptly disclose in
writing to PSI and the Sponsor all Intellectual
Property made by the Service Provider and/or
the Service Provider Staff. The Service Provider
hereby assigns to the Sponsor all rights titles and
interests in and to any such Intellectual Property
without compensation
provide reasonable assistance to obtain patents,
including causing the execution of any invention
assignment or other documents.

additional and shall

C. protokolu skugania: RPC01-3001
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4.4 Ak by poskytovatel sluzieb alebo ktokolvek
z personalu poskytovatela sluzieb dostal sudny
prikaz alebo inu pravne zavaznu Ziadost
o poskytnutie dovernych informacii,
poskytovatel sluzieb musi bezodkladne po
zisteni takejto Ziadosti a predtym, ako budu
poskytnuté akékolvek doverné informacie o tom
informovat PSI. Poskytovatel sluzieb bude
spolupracovat’ s PSI a/alebo objednavatelom pri
kazdej snahe zaistit obmedzenie alebo ochranu
pred prikazom, ktory vyZzaduje poskytnutie
informécii. V kazdom pripade poskytovatel
sluzieb poskytne
dovernych informacii, ktoré su potrebné na
splnenie takejto ziadosti.

len minimalne mnozstvo

4.5 Povinnost uchovania dévernosti existuje po
cely tejto zmluvy a zostava
v platnosti po vyprSani alebo pred¢asnom
vypovedani tejto zmluvy po dobu desiatich (10)
rokov.

¢as trvania

5. Dusevné vlastnictvo

5.1 Poskytovatel sluzieb sa
a suhlasi s tym, Zze objednavatel ma vyluéné
vlastnicke prava na vSetky udaje Studie,
ZlepSenia, zdokonalenia, objavy, vynalezy,
pracu, know-how a dalSie prava (i uz su alebo
nie su patentovatelné), ktoré boli vytvorené,
vyvinuté a/alebo obmedzené na to, aby boli
vysledkom alebo s jej
uskuto¢nenim a/alebo s pouzitim sledovaného
lieku alebo dévernych informacii, spolo¢ne so
vSetkymi

zavazuje

Studie v suvislosti

suvisiacimi na dusevné

(“dusevné vlastnictvo”).
Poskytovatel sluzieb  bezodkladne pisomne
oznami PSI| a objednavatefovi vSetko dudevné
vlastnictvo, ktoré vytvoril poskytovatel sluzieb
a/alebo  personal poskytovatela
Poskytovatel sluzieb tymto bez dalSich odmien
priznava objednavatelovi v8etky pravne naroky
azaujmy va na vSetkom takomto duSevnom
vlastnictve a poskytne opodstatnenu asistenciu
patentov, podpisania
akéhokolvek priznania vynalezu alebo inych
dokumentov.

pravami
vlastnictvo

sluzieb.

pri  ziskani vratane
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6. Publication

6.1 The Service Provider shall not publish any
articles or papers or make any presentations, nor
assist any other person in publishing any articles
or papers or making any presentations, relating
or referring to the Study, the Confidential
Information and/or the Inventions, without the
prior written consent of PSI and the Sponsor, in
their sole discretion.

6.2 The Service Provider shall not use PSI’s or
the Sponsor's name, the names of any of their
employees, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of
PSI or the Sponsor, as applicable.

7. Data Protection

7.1 The Service Provider shall protect the
personal data of the Study subjects and process
them in accordance with the applicable data
protection laws and regulations.

7.2 Both prior to and during the course of the
Study, the Service Provider and the Service
Provider Staff may provide PSI and/or the
Sponsor with personal data. Such data may
include contact information, bank
account details, work experience, qualifications,
publications, resumés, educational background,
performance information, facilities, staff
capabilities, and other information relevant to the
Study (the Data”).
Provider hereby consents to the processing
(including use, disclosure or transfer) of Service
Provider's and/or Service Provider's Staff
Personal Data as required for the following
purposes (the “Purposes”): (i) the conduct of
clinical trials; (ii) review by governmental or
regulatory agencies, PSI, the Sponsor and their
agents, and affiliates; (iii) compliance with legal
or regulatory requirements; and (iv) storage in
databases for use in selecting investigators and
C. protokolu skugania: RPC01-3001

names,
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6. Publikacia

6.1 Poskytovatel sluzieb nepublikuje Ziadne
¢lanky alebo referaty alebo nevykona ziadne

prezentacie, ani nepomdbze inej o0sobe
s publikaciou akychkolvek ¢&lankov alebo
referatov. alebo vykonavanim akychkolvek

prezentacii vztahujucich sa alebo odkazujucich
na $tudiu, déverné informacie a/alebo vynalezy,
bez predchadzajiceho pisomného suhlasu PSI
a objednavatela, na zaklade ich vlastného
uvazenia.

6.2 Poskytovatel' sluzieb nepouzije meno PSI
objednavatela, Ziadnych ich
zamestnancov, symboly alebo obchodné
znacky v ziadnej reklame, v materialy na
podporu predaja, ani tlatovom vyhlaseni bez
predchadzajiceho pisomného suhlasu PSI,
alebo, podla potreby, objednavatefla.

ani mena

7. Ochrana udajov

7.1 Poskytovatel  sluzieb musi chranit
osobné udaje pacientov $tudie a spracovat ich
v sulade s platnymi zakonmi a usmerneniami na
ochranu udajov.

72 Pred @& vpriebehu Stidie mobze
poskytovatel sluzieb a personal poskytovatela
sluzieb poskytnut PSI a/alebo objednavatelovi
osobné udaje. Tieto udaje mdbZu obsahovat
mena, kontaktné informacie, Udaje o bankovych
ucétoch, pracovné skusenosti,
publikacie, zivotopisy, dosiahnuté vzdelanie,
informéacie o vykone ¢innosti, zdravotnickych
zariadeniach, spodsobilosti personalu, a dalSie
informécie, ktoré sa tykaju Studie (“‘osobné
Udaje”). Poskytovatel sluzieb tymto suhlasi so
spracovanim (vratane pouZitia, poskytnutia
alebo prenosu) udajov poskytovatela sluzieb
al/alebo personalu poskytovatela sluZieb, ako je
to potrebné pre nizSie uvedené ucely (“Gcely”):
(i) uskutoCnenie klinickych skusani; (ii) kontrola
zo strany vladnych alebo regulaénych agentur,
PSI, objednavatela aich agentov
a pridruzenych (i) splnenie
legislativnych alebo regulaénych podmienok; a

kvalifikaciu,

pracovnikov;
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institutions for future clinical trials. Such consent
also includes the transfer abroad for the
Purposes, if such Personal Data is
transferred to countries that do not ensure an
equivalent level of protection as that provided in
Slovak Republic. The Service Provider shall
notify PSI immediately if such consent has been
withdrawn.

even

8. Liabilities of the Parties

8.1 PSI undertakes to defend, indemnify and
hold harmless the Service Provider against any
and all claims, damages, losses and costs
arising out of (i) any breach of this Agreement by
PSI; or (ii) any negligent or willful act or omission
by PSI, including by its officers, employees,
contractors or other staff.

8.2  PSI expressly disclaims any and all liability
whatsoever in connection with the Study Drug
and the Protocol, except to the extent that such
liability arises from (i) any negligent or willful act
or omission of PSI; or (ii) any breach of this
Agreement by PSI.

8.3 The Service Provider undertakes to
defend, indemnify and hold harmless the
Sponsor and PSI against any and all claims,
damages, losses and costs arising out of (i) any
breach of this Agreement by the Service
Provider; or (i) any negligence or willful act or
omission of the Service Provider or the Service
Provider Staff.

C. protokolu skugania: RPC01-3001
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(iv) uchovanie v databazach pre ich pouzitie pri
vybere skuSajucich a zdravotnickych zariadeni
pre klinické skuSania v buducnosti. Takyto
suhlas zaroven pre ucely zmluvy zahffia ich
prenos do zahranicia, dokonca aj ak sa takéto
osobné Udaje prenaSaju do krajin, ktoré
nezabezpecuju taku uroven ochrany, aka sa
poskytuje v Slovenskej republike. Poskytovatel

sluzieb bezodkladne oboznami PSI, ak by
takyto suhlas odvolal.
8. Zodpovednosti zmluvnych stran

8.1 PSI
odSkodni a zabrani Skodam pre poskytovatela
sluzieb nasledkom akychkolvek narokov, $kod,
strat a nakladov, ktoré vznikli (i) désledkom
akéhokolvek porudenia tejto zmluvy zo strany
PSI; alebo (ii) akéhokolvek nedbanlivého alebo
umyselného konania alebo opomenutia zo

sa zavazuje, ze bude -chranit,

strany PSI, vratane jej pracovnikov,
zamestnancov, zmluvnych partnerov alebo
inych oséb.

8.2 PSI sa vyslovne vzdava akejkolvek
zodpovednosti v suvislosti so sledovanym

liekom a protokolom, toho
rozsahu, ak tieto zodpovednosti vyplyvaju z (i)
akéhokolvek nedbanlivého alebo umyselného
konania alebo opomenutia zo strany PSI alebo
(i) akéhokolvek poruSenia tejto zmluvy zo
strany PSI.

s vynimkou do

8.3 Poskytovatel sluzieb sa zavazuje, ze
bude chranit, odSkodni a zabrani Skodam pre
objednavatela a PS| nasledkom akychkolvek
narokov, Skéd, strat a ndkladov, ktoré vznikli (i)
dosledkom akéhokolvek porusenia tejto zmluvy
zo strany poskytovatela sluzieb; alebo (ii)
akéhokolvek nedbanlivého alebo umyselného

konania alebo opomenutia zo  strany
poskytovatela  sluzieb  alebo  personalu
poskytovatela sluZieb.
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9. No Debarment

The Service Provider represents and warrants
that neither it nor any of the Service Provider
Staff is or ever has been debarred, disqualified,
excluded or suspended from participation in
clinical research by any competent authority or
agency in any country (including in particular but
without limitation the US FDA), and that the
Service Provider shall not make use of, nor
involve in this Study any person or organization
which is or has been debarred, suspended,
excluded or disqualified by any competent
authority to participate in clinical research. In the
event the Service Provider or any person or
organization involved in the Study is or becomes
threatened with or becomes debarred,
disqualified, suspended or excluded during the
Study, the Service Provider shall notify PSI in
writing about this fact within five (5) days of its
discovery.

10. Anti-bribery

10.1 PSI and the Sponsor are subject to anti-
bribery and anti-corruption laws which make it a
criminal offence for PSI or the Sponsor to directly
or indirectly offer, give or promise a Bribe to a
Government  Official or other business
counterpart. A “Bribe” is an offer, delivery or
promise of a payment or anything of value to any
Government  Official or other business
counterpart for the purpose of (i) unduly inducing
or influencing that person to do or refrain from
any official act; (ii) attempting to gain or maintain
business; or (iii) securing an improper
advantage. A "Government Official' is any
person acting in an official capacity for or on
behalf of any government, including for its public
agencies, departments and/or international
organizations.

C. protokolu skugania: RPC01-3001

PSI Service Provider Agreement/Zmluva o poskytovani sluzieb, Slovakia, FINAL (28-April-2016)

Specializovana nemocnica Sv. Svorada Zobor, n.o.

9. Nevyluéenie

Poskytovatel sluzieb prehlasuje a zavazuje sa,
Ze ani on ani nikto z personalu poskytovatela

sluzieb nie je ani nikdy nebol zo strany
akéhokolvek zodpovedného dradu alebo
agentury v akejkolvek  krajine  (vratane

predovSetkym americkej FDA, okrem iného)
vylu€eny, nebola mu zastavena &innost, nebol
vyfiaty, ani mu nebola doCasne pozastavena
¢innost’ €o sa tyka ucasti na klinickom vyskume
aze poskytovatel nevyuzije,
nezapoji do tejto Studie ziadnu osobu ani
organizaciu, ktora je alebo bola zo strany
akéhokolvek zodpovedného uradu vylucena,
bola jej doCasne pozastavena Cd&innost, bola
vynata alebo jej bola zastavena cinnost pri
uc€asti na klinickom vyskume. V pripade, ze
poskytovatel sluzieb alebo akakolvek osoba
alebo organizacia, ktoré je sucastou Studie, je
riziko alebo sa stane

sluzieb ani

alebo unej vznikne
vylu€ena, je jej zastavena CcCinnost, doCasne
pozastavena ¢innost alebo je po¢as Studie z nej
vyfiata, poskytovatel o tejto
skuto€nosti pisomne informovat’ PSI do piatich
(5) dni od jej zistenia.

sluzieb musi

10. Protikorupéné zasady

10.1  PSI a objednavatel podliehaju
protikorupnym zakonom a zakonom  proti
prijimaniu uplatkov, o znamena pre PSI alebo
objednavatela trestny ¢in, ak by priamo alebo
poskytli alebo prisfubili
Uplatok vladnemu udradnikovi alebo
obchodnému partnerovi. “Uplatok” je ponuka,
poskytnutie alebo prislub platby alebo
¢ohokolvek hodnotného v prospech
akéhokolvek vladneho uradnika alebo iného
obchodného partnera, ato za ucelom (i)
neprimeraného alebo
ovplyviiovania takejto osoby, aby urobila alebo
zabranila akémukolvek oficialnemu konaniu; (ii)
pokusu ziskat alebo si
cinnost; alebo (iii)
neopodstatnené vyhody. ,Vladny udradnik" je
akakolvek osoba, ktora kona z uradnej moci pre

nepriamo  ponukili,
inému

navadzania

udrzat obchodnu

zabezpe it Si
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10.2 Acknowledging PSI's and the Sponsor’s
obligation, the Service Provider represents and
warrants that neither it nor any of its officers,
directors, employees, staff or agents (including
all Service Provider Staff) have or shall pay or
promise to pay a Bribe to any Government
Official or business counterpart in connection
with the Study. The Service Provider shall
promptly notify PSI if either learns of or has
reason to know of any activities in connection
with the Study which may constitute a violation of
this Anti-Bribery and Anti-Corruption section of
this Agreement or the anti-bribery, anti-corruption
laws that apply to the Service Provider.

11. Term and Termination

11.1 The term of this Agreement shall
commence on the date of the last named party
signature, shall become effective the day
following the date of its publication in the Central
Register of Contracts of Slovak Republic and
shall remain in full force and effect until the end
of the Study, unless extended in writing by both
parties or earlier terminated pursuant to Articles
11.2. or 11.3.

11.2 PSI, in consultation with the Sponsor, may
terminate this Agreement with immediate effect
@ if this
Agreement and fails to cure such breach within
fifteen (15) calendar days from the receipt of
written notice; (i) if PSI or the Sponsor in good
faith believe the Study Drug or continuation of
the Study presents an unreasonable medical risk
to the Study subjects or if there are efficacy or
safety concerns; (iii) if the Study is suspended or
not initiated at the Investigator's site for any
reason; or (iv) if the agreement between the

the Service Provider breaches

C. protokolu skugania: RPC01-3001
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alebo v mene akejkolvek vlady, vratane jej
verejnych oddeleni alalebo
medzinarodnych organizacii.

agentdr,

10.2
uznali

Za predpokladu, Ze PSI a objednavatel
svoje zavazky, poskytovatel
prehlasuje a zavazuje sa, Zze ani on ani Ziaden
Z jeho predstavitelov, riaditelov, zamestnancov,
personalu alebo zastupcov (vratane vsetkych
Clenov  persondlu  poskytovatela sluzieb)
neposkytol ani nema v suvislosti so Studiou
poskytnut ani neprislfubil poskytnut uplatok
ktorémukolvek vladnemu Udradnikovi alebo
obchodnému partnerovi. Poskytovatel sluzieb
bude bezodkladne informovat PSI, ak sa dozvie
alebo ak ma dévodné informacie o akejkolvek

sluzieb

¢innosti v suvislosti so Studiou, ktoré mdzu
porusenie tejto zmluvy
o protikorupnych zasadach a zasadach proti
prijimaniu  Uplatkov protikorupénych
zakonov alebo proti
Uplatkov, ktoré sa vztahuju na poskytovatela
sluzieb.

znamenat Casti
alebo

zakonov prijimaniu

11. Trvanie a vypovedanie

11.1 Tato Zmluva nadobuda platnost podpisom
poslednej zo zmluvnych stran a u€innost’ diiom
dni  jej

zmliv SR a zostava

nasledujucim  po
registri
v plnej platnosti a u€innosti az do konca Studie,
pokial ju obe zmluvné strany pisomne
nepredizia alebo pokial neddjde kjej
pred€asnému vypovedaniu v sulade s Elankami
11.2. alebo 11.3.

zverejnenia
v Centralnom

11.2 PSIl, po dohode s objednavatelom,
mbéze tuto zmluvu vypovedat
ucinkom (i) ak poskytovatel sluZieb tuto zmluvu
porusi aak takéto poruSenie nenapravi do
patnastich (15) kalendarnych dni od prijatia
pisomného oznamenia; (i) ak si PSI alebo
objednavatel v dobrej myslia, Ze
sledovany liek alebo pokraCovanie v Studii
znamena pre pacientov Studie neopodstatnené
medicinske riziko alebo ak existuju obavy
ohladom ucinnosti alebo bezpec&nosti; (iii) ak je
Studia pozastavena alebo ak sa z akychkolvek

s okamzitym

viere
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Sponsor and PSI regarding the Study is
terminated. PSI, in consultation with the Sponsor,
may also terminate this Agreement without cause
upon thirty (30) calendar day’s notice.

11.3 The Service Provider may terminate this
Agreement with immediate effect if PSI breaches
this Agreement and fails to cure such breach
within thirty (30) calendar days from the receipt
of written notice.

11.4 In the event of early termination of this
Agreement pursuant to Articles 11.2. or 11.3., the
Service Provider shall immediately cease
performance of Services, unless otherwise
instructed by PSI. PSI shall reimburse the
Service Provider for all Services performed by it
under this Agreement through the effective date
of the termination notice, provided, however that
such Services were performed by the Service
Provider in full compliance with the requirements
of this Agreement.

11.5 Upon any termination or expiration of this
Agreement, the Service Provider shall send all
devices, equipment and other related materials, if
applicable, that were furnished to the Service
Provider under this Agreement, to the address
indicated by PSI or destroy (if explicitly requested
by PSI).

11.6 Provisions of Articles 1.7, 1.8, 1.10, 4, 5, 6,
7,8,9,11.4,11.5, 11.6, 12 and 13 shall survive
any termination or expiration of this Agreement
for a period of 15 years.

12. Miscellaneous

12.1 Any notice between the parties shall be
served to the following addresses, or to such
other address as may be subsequently and
reliably specified in writing by the parties:

If to PSI:

PSI CRO Slovakia s.r.o.
Krasovského 3742/13, 851 01 Bratislava
Slovak Republic
Attn: Petr Vaculik, MD
C. protokolu skugania: RPC01-3001
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pricin v centre skusajuceho nezacne; alebo (iv)
ak je medzi
objednavatelom a PSI ohladom Studie. PSI, po
dohode s objednavatelom, mdze tato zmluvu
vypovedat dévodu
lehotou (30)

vypovedand zmluva

udania
tridsiatich

zaroven bez
s vypovednou

kalendarnych dni.

11.3  Poskytovatel sluzieb méze tuto zmluvu
vypovedat s okamzitym ucinkom, ak PSI tato
zmluvu porusi a ak takéto porusSenie nenapravi
do tridsiatich (30) kalendarnych dni od prijatia
pisomného oznamenia.

11.4 Vpripade predéasného vypovedania
tejto zmluvy podla ¢lanku 11.2. alebo 11.3.,
ukonéi poskytovatel sluzieb bezodkladne vykon
sluzieb, pokial nedostane od PSI iné pokyny.
PSI odmeni poskytovatela sluzieb za vSetky
sluzby, ktoré vykonal podla tejto zmluvy po
datume ucinnosti
zmluvy, avSak za predpokladu, ze tieto sluzby
poskytovatel sluzieb vykonal
s podmienkami tejto zmluvy.

oznamenia o vypovedani

plne v sulade

11.5 Pri vypovedani alebo vyprSani tejto
zmluvy odoSle poskytovatel sluZieb na adresu,
ktort ur¢i PSI, vSetky pomécky, vybavenie
a dalSi suvisiaci material, ak je to potrebné,
ktory bol poskytovatelovi sluzieb poskytnuty
podla tejto zmluvy, alebo ich zni¢i (ak o to PSI
vyslovne poziada).

11.6  Ustanovenia Clankov 1.7, 1.8, 1.10, 4,
56,7,8,9,114, 115, 11.6, 12 a 13 zostavaju
v platnosti aj po vypovedani alebo vypr3ani tejto
zmluvy na obdobie 15 rokov.

12. Roézne

12.1 Akékolvek oznamenie medzi stranami sa
podad na nasledujuce adresy alebo na inu
adresu neskdr spolahlivo pisomne uvedenu
zmluvnymi stranami:

V pripade oznamenia PSI:

PSI CRO Slovakia s.r.o.

Krasovského 3742/13, 851 01 Bratislava
Slovak Republic

Do pozornosti: MUDr. Petr Vaculik
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Tel: +420-277-004-800 ext. 6201
Fax: +420-277-004-809

If to the Service Provider:

Specializovana nemocnica Sv. Svorada
Zobor, n.o.,

Klastorska 134

949 88 Nitra, Slovak Republic

Attn: Bohumil Matula, MD

Tel: +421-37-6941-267

12.2 No amendment to this Agreement or any
exhibit shall be effective unless it is made in
writing and signed by the parties hereto.

12.3 If any provision(s) of this Agreement shall
be declared invalid by a court of competent
jurisdiction, such determination shall not affect
the remaining provisions of this Agreement which
shall remain in full force and effect. The parties
hereto shall, however, attempt to replace the
provision(s) declared invalid as aforesaid with
legally valid provision(s) which reflect(s) the
same purpose of the invalid provision(s) to the
greatest extent possible.

12.4 This Agreement is entered into between
the parties hereto on principal to principal basis.
Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the Service Provider and PSI or the
Sponsor; and neither party hereto by virtue of
this Agreement shall have the right, power or
authority to act or create any obligation, express
or implied, on behalf of the other party

12,5 If there is a discrepancy between the
English and the Slovak versions of this
Agreement, the actual intention of the parties
shall be established by a good faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the
Slovak version shall prevail.

13. Governing Law and Jurisdiction

13.1 This Agreement shall be governed by,

C. protokolu skugania: RPC01-3001
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Tel:+420-277-004-800,ext.6201
Fax:+420-277-004-809

V pripade oznamenia
sluzieb:
Specializovana nemocnica
Svorada Zobor, n.o.,

Klastorska 134

949 88 Nitra, Slovenska republika

Do pozornosti: MUDr. Bohumil Matula
Tel: +421-37-6941-267

poskytovatelovi

Sv.

12.2  Ziadne dodatky alebo prilohy k tejto
zmluvy nie su pokial
vypracované pisomne a podpisané zmluvnymi
stranami podfa tejto zmluvy.

ucinné, nie su

12.3 Ak by akékolvek ustanovenie(a) tejto
zmluvy vyhlasil sud kompetentnej jurisdikcie za
neplatné, takéto vyhlasenie nema vplyv na
zostavajuce ustanovenia tejto zmluvy,
zostavaju v plnej platnosti a ucinnosti. Avsak
zmluvné strany tejto zmluvy sa musia pokusit
nahradit ustanovenie(a), ktoré je(su)
prehlasené za neplatné, ako bolo uvedené
vySSie, pravne platnym(i) ustanovenim(iami),
ktoré €o najviac zodpovedaju rovnakému ucelu,
aké malo(i) neplatné ustanovenie(a).

ktoré

12.4 Tuato zmluvu uzatvaraju tu uvedené
zmluvné strany na zaklade Ni¢
obsiahnuté v tejto zmluve sa nepoklada za
navrh medzi poskytovatefom sluzieb a PSI
alebo objednavatelom na spoloCnost so
zahrani¢nou ucastou, zamestnanecky pomer,
alebo na hlavny pomer pre zastupcu; a Ziadna
zo stran tu uvedenych v zmysle tejto zmluvy
nema narok, pravomoc alebo opravnenie konat
druhe;j strane
akékolvek zavazky, vyslovné ani skryté.

rovnosti.

alebo vzniest vodi zmluvnej

12,5 Ak sa zisti rozpor medzi anglickou
a slovenskou verziou tejto zmluvy, momentalne
zamery zmluvnych stran sa maju stanovit
nezaujatym vykladom oboch verzii. V pripade
Ze rozpor sa neda takymto vykladom vyrieSit,
ma prednost’ slovenska verzia.

13. Rozhodujuce pravo a jurisdikcia

13.1 Tato zmluva sa riadi, vyklada
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construed and enforced in accordance with the
laws and regulations of Slovak Republic, without
giving effect to any choice of law principles that
would require the application of the laws of a
different jurisdiction.

13.2 All disputes arising out of or in connection
with the present contract shall be submitted to
the exclusive jurisdiction of the courts in the
Slovak Republic. Notwithstanding the foregoing,
either party may seek injunctive relief in a court
of competent jurisdiction.

C. protokolu skugania: RPC01-3001
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a vykonava v sulade so zakonmi a nariadeniami
Slovenskej republiky,
akejkolvek volby principov zakona, ktory by
vyzadoval uplatnenie zakonov inej jurisdikcie.

bez moznosti UGinku

13.2  VSetky spory vyvstavajuce ztejto
zmluvy alebo v spoijitosti s nou sa predlozia do
jurisdikcie Slovenskej
republiky. Napriek skutocnostiam uvedenym
kazda zo stran poziadat
o predbezné opatreniena sude s kompetentnou
jurisdikciou.

exkluzivnej sudov

vySSie moze
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Done in duplicate, each party having received Uzatvorené v dvoch vyhotoveniach, priCom kazda
one original. zo stran si ponechava jeden original.

Service Provider / Poskytovatel sluZieb: Specializovana nemocnica Sv. Svorada Zobor, n.o.

Name/Meno: Ing. Erika Chuda
Title/Funkcia: riaditelka

DATED this: day of
DATUM: — zodfa 2016

PSI: PSI CRO Slovakia s.r.o.

Name / Meno: MUDr. Petr Vaculik

Title/ Funkcia: by Power of Attorney/na zakladé pinej moci

DATED this: day of
DATUM: —  zodfa 2016

PSI: PSI CRO Slovakia s.r.o.

Name / Meno: PhDr. Petr Sedlak

Title/ Funkcia: by Power of Attorney/na zakladé plnej moci

DATED this: day of
DATUM: —  zodfa 2016

C. protokolu skugania: RPC01-3001
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