
ZMLUVA 0 KLINICKOM SKUSANI 

uzatvorena podfa § 269 ods. 2 a nasi. zakona c. 
513/1991 Zb. Obchodny zakonnfk v platnom 
zneni (d'alej len ,obchodny zakonnik") {d'alej len 
,Zmluva") 

Medzi 

PAREXEL International (IRL) Limited konajuca 
vo vlastnom mene a opravnena vykonavaf 
klinicke skusania pre Pfizer Inc (d'alej len 
"Sponsor") so sidlom na adrese 70 Sir John 
Rogerson's Quay Dublin 2, Ireland 

(d'alej len zmluvna vyskumna organizacia alebo 
CRO) 

A 

Detska fakultna nemocnica Kosice 
so sfdlom: Trieda SNP 1, 040 11 Kosice
Zapad, Slovensko] 
ICO.: 00606715 
DIC: 2020777880 
zriadena Zriad'ovacou listinou Ministerstva 
zdravotnfctva SR c. 1842/90-A/11-1 z 18.12.1990 
zastupena MUDr. MUDr. Andrej Koman, riaditer 
(d'alej len "Centrum") 

CRO s Centrom spolu d'alej len ,Zmluvne strany" 
alebo jednotlivo ako ,Zmluvna strana") 

Centrum spolu s Hlavnym skusajucim d'alej tiez 
ako , Zmluvnf partneri" 

Preambula 

VZHL.:ADOM K TOMU, ZE Zadavatef poziadal 
Centrum, aby vykonalo prostrednictvom svojho 
hlavneho skusajuceho klinicke skusanie so 
skusany liekom , Marstacimab" (d'alej len 
"Skusany liek") s nazvom ,NEZASLEPENE 
KLINICKE SKUSANIE U PEDIATRICKYCH 
PACIENTOV (VO VEKU < 18 ROKOV) 
S HEMOFiLIOU TAZKEHO STUPNA 
(KOAGULACNA AKTIVITA FAKTORA < 1 %) 
S INHIBiTORMI ALEBO BEZ NICH ALEBO 
U PACIENTOV S HEMOFiLIOU B STREDNE 
TAZKEHO AZ TAZKEHO STUPNA 
(KOAGULACNA AKTIVITA FAKTORA ~2%) 
S INHIBiTORMI ALEBO BEZ NICH 
POROVNAVAJUCE 12 MESIACOV 
STANDARDNEJ LIECBY OPROTI 
PROFYLAKTICKEJ LIECBE 
MARSTACIMABOM " 

CLINICAL TRIAL AGREEMENT 

concluded pursuant to Section 269 (2) of Act 
no. 513/1991 of Coli., the Commercial Code, 
as amended {hereinafter referred to as the 
"Commercial Code") {hereinafter referred to as 
the "Agreement") 
Between 

PAREXEL International (IRL) Limited acting in 
its own name and authorized to perform clinical 
trials for Pfizer Inc (hereinafter referred to as 
"Sponsor") whose registered office is at 70 Sir 
John Rogerson's Quay Dublin 2, Ireland 

(hereinafter referred to as "CRO") 

AND 

Children University Hospital of 
Kosice with its registered seat at: 
Trieda SNP 1, 040 11 Kosice-Zapad, 
Slovakia 
ID No.: 00606715 
VAT No.: 2020777880 
established by the Deed of Foundation of the 
Ministry of Health of the Slovak Republic no. 
1842/90-A/11-1 dated 18 December 1990 
Represented by: MUDr. Andrej Koman, Director 
(hereinafter referred to as the "Center") 

the CRO with the Center hereinafter collectively 
referred to as the "Contracting Parties" or 
individually as a "Contracting Party" 

the Center and the Principal investigator 
collectively also referred to as "Contracting 
Partners" 

Preamble 

WHEREAS, the Sponsor asked the C e n t e r 
to conduct a clinical trial v i a its 
P r i n i c p a I I n v e s t i g a t o r involving the 
Clinical Trial drug , Marstacimab" (hereinafter 
called the "Investigational medicinal product") 
named 
"AN OPEN-LABEL STUDY IN PEDIATRIC (<18 
YEARS OF AGE), SEVERE HEMOPHILIA A 
PARTICIPANTS (COAGULATION FACTOR 
ACTIVITY <1%) WITH OR WITHOUT 
INHIBITORS OR MOD ERA TEL YSEVERE TO 
SEVERE HEMOPHILIA B PARTICIPANTS 
(COAGULATION FACTOR ACTIVITY ~2%) 
WITH OR WITHOUT INHIBITORS COMPARING 
12 MONTHS OF HISTORICAL STANDARD 
TREATMENT TO MARSTACIMAB 
PROPHYLAXIS" 
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(d'alej len "Kiinicke skusanie"), ktora je blizsie 
popfsana v protokole c. 87841008, ktory bude 
Centru a/alebo hlavnemu skusajucemu odovzdany 
CRO alebo Zadavaterom a ktorY m6Ze 

byt' Zadavaterom jednostranne doph"lovany 
(d'alej len "Protokol"). 

VZH~ADOM K TOMU, ZE, Hlavny skusajuci ako 
zamestnanec Centra: MUDr. Natalia Gal6ova, 
narodena 07.04.1961 
miesto bydliska: Wuppertalska 29, 040 23 Kosice 

(d'alej len "Hiavny skusajuci") 

VZH~ADOM K TOMU, ZE Centrum potvrdzuje, 
ze spolu s jeho Hlavnym skusajucim disponuju 
znalost'ami, skusenost'ami a zdrojmi potrebnymi 
na vykonanie Klinickeho skusania a podfa ich 
najlepsieho vedomia maju prfstup k 
pozadovanemu poctu subjektov skusania podfa 
kriterif pre zaradenie alebo vyradenie tak, ako su 
vymedzene v Protokole, a su ochotnf Klinicke 
skusanie vykonat'. 

Zadavater delegoval zodpovednost' za riadenie 
tejto studie, vratane uzatvarania zmluv a 
monitorovania studie, na CRO a poveril CRO, aby 
zavazovala Zadavatefa k vsetkym zavazkom v 
ramci tejto Zmluvy, ktore su oznacene ako 
patriace Zadavatefovi. Medzi CRO a Hlavnym 
skusajucim existuje osobitna zmluva tykajuca sa 
Klinickeho skusania (pozri clanok 1.2 nizsie). 

Tato Zmluva nadobudne ucinnost' dnom 
nasledujucim po dni zverejnenia tejto Zmluvy 
v Centralnonm registri zmluv SR sp6sobom ako 
je dhodnute v clanku 4.5. 

Cl. 1 - Predmet Zmluvy 

1.1 Predmetom tejto Zmluvy je vykonanie 
Klinickeho skusania v Centre a rozdelenie 
povinnosti suvisiacich s Klinickym skusanfm 
medzi Zadavatefa a/alebo povereneho 
subjektu CRO na zaklade pfsomnej plnej moci, 
Centra a Hlavneho skusajuceho. Predmetom 
tejto Zmluvy su zavazky Centra tykajuce sa 
vykonania Klinickeho skusania za podmienok 
dohodnutych v tejto Zmluve (vratane 
podmienok v Prflohe c. 8) a zavazok 
Zadavatefa/CRO k uhrade odmeny za spravne 
vykonanie Klinickeho skusania. Akekofvek 
odchylky od Protokolu a dodatky k Protokolu, 
vratane avsak nielen akehokofvek skumania 
alebo hodnotenia doplnujucich klinickych ci 

(hereinafter referred to as the "Clinical Trial") 
as described in protocol 87841008 which will be 
provided to the C e n t e r a n d I o r 
P r i n c i p a I I n v e s t i g a t o r by the C R 0 
or Sponsor and which may be unilaterally 
updated by the Sponsor (hereinafter referred 
to as the "Protocol"). 

WHEREAS , Principal investigator as an 
employee of center MUDr. Natalia Gal6ova born 
on 07.04. 1961 , place of residence at 
Wuppertalska 29, 040 23 Kosice 

(hereinafter referred to 
"Principal Investigator") 

as the 

WHEREAS, the Center confirms that it and its 
Principal Investigator possess knowledge, 
experience and resources necessary for 
conducting the Clinical Trial, and have - to the 
best of their knowledge - access to the required 
number of trial subjects based on the inclusion or 
exclusion criteria as laid down in the Protocol and 
are willing to conduct the Clinical Trial. 

Sponsor has delegated responsibility for 
management of this Clinical Trial, including 
contracting and Clinical Trial monitoring, to CRO, 
and has authorized CRO to bind Sponsor to all 
commitments within this Agreement identified as 
belonging to Sponsor. There is a separate 
agreement between CRO and the Principal 
Investigator relating to the Clinical Study (see 
Section 1.2 below). 
This Agreement shall have an effective date from 
the day following the publication of this 
Agreement in the Central Register of Contracts of 
the Slovak Republic as agreed in Article 4.5 
hereof. 

Article 1 -Subject of the Agreement 

1.1 The subject of the Agreement is the 
performance of the Clinical Trial at the Cente 
and the division of Clinical Trial-related 
obligations among the Sponsor and/or a 
delegated entity based on a written Power o 
Attorney of CRO, The Center and the Principal 
Investigator. The subject of the Agreement are 
covenants of the Center to conduct the Clinical 
Trial under the terms and conditions agreed 
herein (including the terms and conditions in 
Appendix 8) and the covenant of the 
Sponsor/CRO to pay remuneration for a duly 
conducted Clinical Trial. Any deviations from 
the Protocol or amendments of the Protocol, 
including without limitation, any investigation 
or evaluation of additional clinical or 
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laborat6rnych parametrov, vyzaduju 
predchadzajuci pfsomny suhlas Zadavatera. 

1.2 Vedenie Klinickeho skusania Hlavnym 
skusajucim a suvisiace povinnosti Hlavneho 
skusajuceho voci CRO a Zadavaterovi su 
zdokumentovane v samostatnej zmluve medzi 
CRO a Hlavnym skusajucim. Centrum 
potvrdzuje, ze je si vedome tejto samostatnej 
zmluvy. Centrum d'alej potvrdzuje, ze dostalo 
k6piu tejto zmluvy (so zahrnutfm alebo bez 
zahrnutia prflohy rozpoctu Klinickeho 
skusania) alebo bolo inak uspokojivo 
informovane o pravach a zodpovednostiach 
Hlavneho skusajuceho. Centrum a Hlavny 
skUSajUci urCi rozdelenie zodpovednosti 
medzi Centrom a Hlavnym skusajucim v 
suvislosti s cinnost'ami suvisiacimi s Klinickym 
skusanim, ktore su vyzadovane Protokolom 
alebo su uvedene v tejto Zmluve alebo v 
zmluve medzi CRO a Hlavnym skusajucim. 
Hlavny skusajuci vsak prebera prinajmensom 
vsetky povinnosti, ktore su Hlavnym 
skusajucim pridelene podra prislusnych 
predpisov upravujucich vykonavanie 
klinickych skusani 

1.3 Klinicke skusanie sa vykonava podra § 29 az 
44 zakona c. 362/2011 Z.z. o liekoch a 
zdravotnickych pom6ckach a o zmene a 
doplnenf niektor9ch zakonov v zneni 
neskorsich predpisov (d'alej len "zakon o 
liekoch"). 

Cl. 2 - Povinnosti Centra 

2.1 Centrum sa zavazuje a zabezpeCi, ze Hlavny 
skusajuci vykona a zdokumentuje Klinicke 
skusanie hospodarne a s nalezitou odbornou 
starostlivost'ou v prisnom sulade s (a) 
Protokolom; a 
(b) podmienkami tejto Zmluvy; a (c) etickymi 
zasadami Helsinskej deklaracie; a (d) 
Harmonizovanym trojstrannym usmernenim 
ICH pre spravnu klinicku prax vratane jeho 
naslednych zmien a vseobecne 
akceptovanymi normami spravnej klinickej 
praxe; a (e) vsetkymi prislusnymi pravnymi 
predpismi platnymi pre krajinu, kde sa studia 
vykonava; a (f) vsetkymi odbornymi 
usmerneniami prislusnych organov verejnej 
moci a spravy, zdravotnych poist'ovni a 
etickych komisii, ak take existuju ; (g) 
instrukciou Zadavatera nazvanej "Prirucka 
pre skusajuceho" (Investigator's Brochure) 
obsahujucej vsetky v sucasnej dobe zname 

laboratory parameters, require the prior 
written approval of the Sponsor. 

1.2 Clinical Trial conduct by the Principal 
Investigator and the Principal Investigator's 
associated obligations to CRO and Sponsor 
are documented in a separate agreement 
between CRO and Principal Investigator. The 
Center confirms that it is aware of this 
separate agreement. The Center further 
confirms that it has received a copy of that 
agreement (either with or without inclusion of 
the Clinical Trial budget attachment) or has 
been otherwise satisfactorily informed as to 
Principal Investigator's Clinical Trial-related 
rights and responsibilities. The Center and 
Principal Investigator will determine the 
division of responsibil ities between the Center 
and Principal Investigator for Clinical Trial
related activities required by the Protocol or 
identified in this Agreement or the agreement 
between CRO and Principal Investigator. 
However, Principal Investigator will, at 
minimum, assume all those responsibilities 
assigned to principal investigators by the 
relevant regulations governing the conduct of 
clinical investigations. 

1.3 The Clinical Trial is performed pursuant to 
Sections 29 to 44 of No. 362/201 1 Coli. , on 
pharmaceuticals and medical devices and on 
amendments to certain acts, as amended 
(hereinafter the "Pharmaceuticals Act"). 

Article 2- Obligations of the Center 

2.1 The Center shall and will ensure that the 
Principal Investigator shall, conduct and 
document the Clinical Trial in a diligent and 
efficient manner in strict compliance with (a) 
the Protocol; and 
(b) the terms and conditions of this 
Agreement; and (c) the ethical principles of 
the Declaration of Helsinki; and (d) the ICH 
Harmonised Tripartite Guideline for Good 
Clinical Practice as amended from time to 
time as well as generally accepted standards 
of Good Clinical Practice; and (e) all legal 
regulations applicable in the country where 
the Clinical Trial is conducted; and (f) all 
orders and directives of competent public 
administration authorities, health insurance 
companies and ethics committees, if any; 
(g) an instruction issued by Sponsor entitled 
"Investigator's Brochure", which contains all 
currently known information on the 
producUmedication used in 
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informacie o produkte I lieku pouzitom v Studii 
a jeho vlastnostiach. Prfrucku Zadavatef 
odovzdal Hlavnemu skusajucemu a bude ju 
aktualizovat' v periodicite vyzadujucej stavom 
Klinickeho skusania alebo stanovenej 
pravnymi predpismi. Prfrucka bude pripojena 
k dokumentacii Klinickeho skusania; (h) so 
vseobecnymi podmienkami Zadavatera 
(pokiaf ich Zadavatef vydal a poskytol 
Centru) o vykonavanf klinickych skusanf, s 
vynimkou tych podmienok, ktore su 
modifikovane touto Zmluvou. Centrum sa 
zavazuje poskytnut' primerane zdroje a 
vybavenie na vykonavanie Klinickeho 
skusania. 

2.2 Klinicke skusanie bude v Centre vykonavane 
pod dohfadom Hlavneho skusajuceho. 
Centrum je zodpovedne za jeho riadny 
priebeh. Hlavny skusajuci je zodpovednym 
veducim skupiny skusajucich v prfpade, ze 
Klinicke skusanie je v Centre vykonavane 
viae ako jednym skusajucim (dalej len 
"Skusajuci"). Hlavny skusajuci je 
zodpovedny za celkovu pohodu subjektov 
zaradenych do Klinickeho skusania z 
hfadiska poskytovania zdravotni-ej 
starostlivosti na primeranej odbornej urovni. 
Do tohto Klinickeho skusania bude zaradeny 
v Centre 1 ucastnik. 

2.3 Hlavny skusajuci sucasne moze sluzit' pre 
Zadavatera a/alebo splnomocneny subjekt 
CRO ako kontaktna osoba v Centre vo 
vzfahu ku Klinickemu skusaniu, pokiaf nie je 
nizsie v tejto Zmluve stanovene inak. Hlavny 
skusajuci vykonava Klinicke skusanie ako 
zamestnanec Centra. 

2.4 Centrum sa zavazuje zabezpecit', aby 
Skusajuci (vratane Hlavneho skusajuceho) a 
ostatne osoby zahrnute do vykonavania 
Klinickeho skusania (d'alej len "Cienovia 
skusajuceho timu") podfa zoznamu, ktor9 
tvori prilohu k tejto Zmluve, konali v sulade s 
podmienkami tejto Zmluvy. Centrum sa 
prostrednictvom Hlavneho skusajuceho 
zavazuje zabezpecit', ze povodni aj novi 
Glenovia skusajuceho tfmu su riadne 
preskolenf, kvalifikovanf a vzdelanf, obzvlasf, 
ze sa zucastnuju vsetkych skoliacich stretnutf 
o Klinickom skusanf, vratane skolenf na 
spravnu klinicku prax vyzadovanych a 
zabezpecovanych Zadavatefom (Gienovia 
skusajuceho tfmu vsak nemusia skolenie 
na spravnu klinicku prax absolvovat', ak sa 
preukazu certifikatom z absolvovaneho 
skolenia spravnej klinickej praxe nie starsfm 

the Clinical Trial and on its properties. 
Sponsor provided the Principal Investigator 
with the Brochure and shall periodically 
update the Brochure as required by the 
status of the Clinical Trial or set out in the 
legal regulations. The Brochure will be 
appended to the Clinical Trial documents; 
(h) general terms and cond itions of Sponsor 
(provided that Sponsor has issued them 
and submitted them to the Center) on the 
conduct of clinical studies, except for the 
conditions modified by this Agreement. The 
Center shall provide adequate resources and 
facilities for the performance of the Clinical 
Trial. 

2.2 The Clinical Trial at the Center shall be 
conducted under the supervision of the 
Principal Investigator. The Center shall be 
responsible for due course of the Clinical Trial. 
The Principal Investigator is the responsible 
head of the group of investigators in case the 
Clinical Trial is conducted at the Center by 
several investigators (hereinafter referred to 
as "Investigators"). The Principal 
Investigator is responsible for the well-being 
of the trial subjects enrolled to Clinical 
Trialthe Clinical Trial in terms of professional 
medical care provided. In this Clinical Trial 
will be enrolled in 1 participant in the Centre. 

2.3 The Principal Investigator may also serve as 
the contact person for Sponsor and/or an 
authorized entity CRO with regard to the 
Clinical Trial at the Center, unless this 
Agreement specifies otherwise. The Principal 
Investigator shall conduct the Clinical Trial 
as employee of the Center. 

2.4 The Center shall ensure that the 
Investigators (including the Principal 
Investigator) and other persons involved 
with the Clinical Trial (hereinafter referred 
to as "Clinical Trial Team Members") 
according to the list annexed to this 
Agreement, comply with the terms and 
conditions of this Agreement. The Center 
shall ensure through the Principal 
Investigator that original and new Clinical 
Trial Team Members are appropriately 
trained, qualified and educated, in particular 
that they participate in all training sessions 
regarding the Clinical Trial, including any 
good clinical practice training required and 
organized by the Sponsor (Clinical Trial Team 
Members, who have a good clinical practice 
certificate that is not older than 3 years as of 
the first day of the Clinical Trial, are not 
required to participate in good clinical 
practice traininQ). The Sponsor 
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ako 3 roky odo dna zacatia Klinickeho 
skusania). Zadavater a/alebo splnomocneny 
subjekt CRO ma pravo odmietnut' 
konkretnych Clenov skusajuceho timu, ak 
sa Zadavater a/alebo splnomocneny subjekt 
CRO domnieva, ze nie su prislusne vzdelani 
a I alebo odborne kvalifikovani. Clenovia 
skusajuceho timu su zamestnanci Centra. 
Clenovia skusajuceho timu a Hlavny 
skusajuci sa budu zucastnovat' skoleni, 
ktore v suvislosti s Klinickym skusanim pre 
tieto osoby Zadavater zorganizuje a 
Centrum je povinne takuto ucast' umoznit'. 
Zadavater a/alebo splnomocneny subjekt 
CRO nahradi primerane cestovne a 
ubytovacie naklady suvisiace so vzdelavanim 
podra tohto clanku, ak to bude potrebne, ale 
za ucast' na tomto vzdelavani nenalezi 
ucastnikom ani nikomu inemu ziadna 
odmena. 

2.5 Centrum sa zavazuJe umoznit' Hlavnemu 
skusajucemu, Skusajucim a Clenom 
skusajuceho timu, zucastnovat' sa podfa 
potreby a bez narusenia prevadzky Centra 
stretnutia skusajucich a telekonferencii 
uskutocnovanych v priebehu Klinickeho 
skusania v rozsahu pozadovanom 
Zadavaterom a/alebo CRO. 

and/or authorized entity CRO shall have the 
right to reject specific Clinical Trial Team 
Members, if the Sponsor and/or authorized 
entity CRO deems them not appropriately 
educated and/or qualified. Clinical Trial Team 
Members are employees of the Center. 
Clinical Trial Team Members and the 
Principal Investigator shall attend trainings 
organized for them by the Sponsor in 
connection with the Clinical Trial, and the 
Center shall allow such persons to attend. 
The Sponsor and/or authorized entity CRO 
shall reimburse reasonable travel and 
accommodation costs, if applicable related 
to the trainings under this article, but no 
remuneration shall be provided to participants 
or any other persons for attending such 
trainings. 

2.5 The Center shall make it possible for the 
Principal Investigator, Investigators and 
Clinical Trial Team Members, as required and 
without disturbing of operation of the Centre, 
to participate in Investigators' meetings and 
teleconferences held in the course of the 
Clinical Trial to the extent requested by the 
Sponsor and/or CRO. 

~-----------------------------------4--------------------------------- ----
2.6 Ka:Zde uzatvorenie subdodavaterskej zmluvy, 

ktorej predmet plnenia tretej strany sa bude 
tykat' ktorejkofvek z povinnosti Centra na 
zaklade tejto Zmluvy si vyzaduje 
predchadzajuci pisomny suhlas Zadavatera 
a/alebo CRO. Udelenie takehoto suhlasu je 
na vylucnom rozhodnuti Zadavatera a/alebo 
CRO. V pripade udelenia takehoto suhlasu 
zo strany Zadavatera alebo CRO Centrum: 

2.6.1 je povinne zabezpecit' u subjektu, na 
ktoreho svoju povinnost' prenasa, 
dodr:Ziavanie podmienok, (a) ktore su 
vzhfadom k charakteru pozadovanej sluzby 
relevantne a podobne podmienkam tejto 
Zmluvy vratane, avsak nielen, lehot na 
plnenie povinnosti, (b) na zaklade ktorych 
tretia strana postupi vsetky prava k 
vysledkom svojej cinnosti I Klinickeho 
skusania na Centrum alebo Zadavatera a 
(c) podfa ktorych tretia strana umozni 
ZadavateFovi a/alebo CRO alebo tretim 
stranam Zmluvne opravnenym 
Zadavaterom a/alebo CRO a prislusnym 
regulacnym uradom vykonanie auditov a 
inspekcii u takejto tretej strany, co sucasne 
neznamena obmedzenie povinnosti Centra 
vo vzt'ahu k auditom a inspekcie; a 

2.6 Any subcontracting of any of the Center's 
obligations under this Agreement to a third 
party requires the prior written consent of 
the Sponsor and/or CRO. Granting of such 
consent shall be within the Sponsor's and/or 
CRO's sole discretion. In the case that such 
Sponsor's or CRO's consent is granted, the 
Center shall: 

2.6.1 make sure that such subcontractors 
observe the terms and conditions (a) that 
are relevant to the nature of requested 
services and similar to the terms and 
conditions of this Agreement, including -
without limitation - the timelines for fulfilling 
obligations, (b) based on which the third 
party shall assign all rights with regard to 
the results of its performance/the Clinical 
Trial to the Center or the Sponsor and (c) 
based on which the third party shall allow 
the Sponsor and/or CRO or third parties 
contracted by the Sponsor and/or CRO and 
competent regulatory authorities to perform 
audits and inspections at such a third party' 
site, whereas this shall not limit the Center's 
obligations with respect to audits and 
inspections; and 

273629 87841008 SVK I 094 INST CSA Ga16ova Bilingual 20230905 VI.O 
Page 5 of65 

tkusnyirova
Textový rámček



2.6.2 bude niest' zodpovednost' za riadne plnenie 2.6.2 be responsible for due performance of all 
vsetkych povinnosti, ktore budu predmetom subcontracted duties. 
subdodavatefskych zmluv. 

2.7 Centrum a Hlavny skusajuci sa zavazuju 
vynalozit' vsetko usilie na zaradenie 
subjektov skusania do Klinickeho skusania v 
sulade s poziadavkami na zarad'ovanie a 
lehotami ustanovenymi v Protokole. 
Sucasne lehoty vzt'ahujuce sa k 
vykonavaniu Klinickeho skusania su 
nasledovne: 

2. 7.1 Predpokladany zaciatok naboru subjektov 
skusania je Septebmer 2023 a 
predpokladane ukoncenie naboru 11-Sep-
27. Naber subjektov skusania sa vzdy riadi 
aktualnymi podmienkami Protokolu. 

2.7.2 Hlavny skusajuci a Centrum suhlasia, ze 
Zadavatef moze jednostranne kedykofvek 
zmenit' pocet subjektov skusania, ktor)ich 
Hlavny skusajuci do Klinickeho skusania 
moze zaradit' a/alebo casovy harmonogram 
naboru, a to prostrednictvom vydania 
prislusneho pokynu ku Klinickemu 
skusaniu. Takyto pokyn sa nebude 
vzt'ahovat' na uz zaradenych subjektov 
skusania. 

2.8 Hlavny skusajuci sa zavazuje do Klinickeho 
skusania zaradit' iba riadne sposobile 
subjekty skusania v sulade s Protokolom a 
oznamit' zaradenie subjektu skusania do 
Klinickeho skusania s uvedenim Cisla 
rozhodnutia o Klinickom skusani a datumu 
zaradenia subjektu skusania do Klinickeho 
skusania zdravotnej poist'ovni vykonavajucej 
verejne zdravotne poistenie subjektu 
skusania bezodkladne po zaradeni subjektu 
skusania do Klinickeho skusania v sulade s 
ustanovenfm § 44 pfsm. o) zakona o liekoch. 

2. 9 Centrum sa zavazuje zabezpecit', ze Klinicke 
skusanie bude vykonavane v sulade s 
povolenfm alebo suhlasom k ohlaseniu 
vydanym Statnym ustavom pre kontrolu lieciv 
a suhlasmi prfslusnych etickych komisif. 
Centrum sa zavazuje poskytnut' 
Zadavatefovi a/alebo CRO sucinnost' pri 
prfprave dokumentov tykajucich sa 
Klinickeho skusania a odovzdat' 
Zadavatefovi a/alebo CRO alebo tretej 
strane urcenej Zadavatefom a/alebo CRO 
bezodkladne vsetky vyhlasenia potrebne na 
povolenie Klinickeho skusania regulacnymi 

2.7 The Center and Principal Investigator agree 
to make maximum efforts to enroll trial 
subjects in the Clinical Trial in accordance 
with the inclusion requirements and 
timelines set forth in the Protocol. The 
current timelines for conducting the Clinical 
Trial are as follows: 

2. 7.1 Recruitment of trial subjects is expected 
to beg in on September 2023 and to be 
completed by 11-Sep-27. Recruitment of 
trial subjects is always governed by 
current terms and conditions of the 
Protocol. 

2.7.2 The Principal Investigator and Center 
agree that the Sponsor may unilaterally 
change the number of trial subjects that 
the Principal Investigator shall include in 
the Clinical Trial and/or the recruitment 
timeframe by issuing a relevant 
instruction for the Clinical Trial. Such an 
instruction shall not concern the already 
included trial subjects. 

2.8 The Principal Investigator agrees to include 
in the Clinical Trial only such trial subjects 
that are duly suitable for the Clinical Trial in 
compliance with the Protocol and announce 
the inclusion of the trial subject to the 
Clinical Trial specifying the decision 
number of the Clinical Trial and the date of 
inclusion of the trial subject in the Clinical 
Trial to the health insurance company 
conducting the Public Health Insurance of 
trial subject immediately after inclusion of 
the trial subject to Clinical Trial in 
accordance with the provisions of Section 
44 letter o) of the Pharmaceuticals Act. 

2.9 The Center agrees to ensure that the Clinical 
Trial shall be conducted in compliance with 
the approval or consent with notification 
issued by the State Institute for Drug 
Control and approvals of the competent 
ethics committees. The Center agrees to 
cooperate with the Sponsor and/or CRO in 
preparing documents concerning the Clinical 
Trial and to immediately provide the Sponsor 
and/or CRO or a th ird party specified by the 
Sponsor and/or CRO with all declarations 
necessary for the approval of the Clinical 
Trial 
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organmi a I alebo etickymi komisiami, vratane 
avsak nielen (i) Vyhlasenie o financnych 
zaujmoch, (ii) CV a (iii) potvrdenie o 
zodpovedajucom vybaveni miesta skusania. 
Centrum sa zavazuje zabezpecit', ze 
poskytnute dokumenty tykajuce sa 
Klinickeho skusania su uplne a spravne. 
Napriklad, Vyhlasenie o financnych zaujmoch 
musi obsahovat' vsetky financne vzt'ahy 
medzi Hlavnym skusajucim a ktor}lmkorvek 
Clenom studijneho timu, a ich financne 
zaujmy, na jednej strane a Zadavaterom 
alebo ktoroukorvek spolocnost'ou prepojenou 
so Zadavatefom, na strane druhej. vratane -
avsak nielen - odmeny alebo ineho 
financneho prospechu prijateho kazdym z 
nich od Zadavatefa alebo ktorejkofvek zo 
spolocnostf prepojenych so Zadavaterom za 
konzultacne cinnosti alebo ine sluzby 
nepokryte touto Zmluvou. Potvrdenia o 
financnych zaujmoch by mali byt' predlozene 
v priebehu Klinickeho skusania, pri jeho 
zmene a jeden rok po skonceni Klinickeho 
skusania. "Prepojenou osobou" je 
akakol'vek fyzicka alebo pravnicka osoba, 
ktora priamo alebo nepriamo kontroluje, je 
kontrolovana alebo je pod spolocnou 
kontrolou s prislusnou zmluvnou stranou. 

2.10 Centrum sa zavazuje, ze Hlavny skusajuci 
bude vsetky subjekty skusania 
zodpovedajucim sp6sobom informovat' o 
ciefoch, met6dach, predpokladanych 
prinosoch a potencialnych rizikach 
Klinickeho skusania a o okolnostiach, za 
ktor}lch by ich osobne udaje mohli byt' 
spristupnene Zadavaterovi a/alebo CRO, ich 
Prepojenym osobam, prislusnym organom, 
tretfm stranam, ktore poskytuju sluzby 
Zadavaterovi a /alebo CRO a/alebo etickym 
komisiam. Centrum sa zavazuje zabezpecit', 
ze subjekty skusania sa zucastnia Klinickeho 
skusania az potom, co podpisu informovany 
suhlas subjektu skusania poskytnuty 
Zadavaterom. Centrum zabezpeci, ze 
Hlavny skusajuci uchova original takeho 
suhlasu v zdravotnickej dokumentacii 
subjektu skusania. Ak subjekt skusania svoj 
suhlas v priebehu Klinickeho skusania 
odvola, Centrum ani Hlavny skusajuci nesmu 
vo vzt'ahu k tomuto subjektu vykonat' ziadne 
d'alsie postupy v ramci Klinickeho skusania 
okrem pripadnych opatreni tykajucich sa 
d'alsieho sledovania predpisanych 
Protokolom, s ktor}lmi subjekt skusania 
suhlasil. Nasledna liecba subjektu, ktora 
nesUvisi s KlinickYm skUSanim, je 
vyhradnou lekarskou zodpovednost'ou a 
pravnou zodpovednost'ou Centra. 

by regulatory authorities and/or ethics 
committees, including without limitation, if 
applicable, (i) Financial Interest 
Declarations,(ii) CVs and (iii) confirmation of 
adequate trial site facilities. The Center shall 
ensure that the provided Clinical Trial 
documents are complete and correct. For 
example, the Financial Interest Declarations 
shall contain all financial relations between, 
and financial interests of, the Principal 
Investigator and any Clinical Trial Team 
Member, on one hand, and the Sponsor or 
any of the Sponsor's affiliates, on the other 
hand, including - but not limited to -
remuneration or other financial benefits 
received by each of them from the Sponsor 
or any of the Sponsor's affiliates for 
consultations or other services not covered 
in this Agreement. The Financial Interest 
Declarations should be submitted in the 
course of the Clinical Trial, upon a change in 
the Clinical Trial and one year after 
completion of the Clinical Trial. For purposes 
of this Agreement an "Affiliate" shall mean 
any individual or legal entity, which directly or 
indirectly controls, is controlled by, or is under 
common control with the named Contracting 
Party. 

2.1 0 The Center agrees that the Principal 
Investigator will appropriately inform all trial 
subjects of the aims, methods, expected 
benefits and potential risks of the Clinical 
Trial and the circumstances under which 
their personal data might be disclosed to the 
Sponsor and/or CRO, their Affiliates, 
competent authorities, third parties providing 
services for the Sponsor and/or CRO and/or 
ethics committees. The Center agrees to 
ensure that the trial subjects shall not 
participate in the Clinical Trial until after they 
sign their informed consent provided by the 
Sponsor. The Center shall ensure that the 
Principal Investigator shall keep the original 
of such consent in the trial subjects' medical 
records. If such consent is revoked in the 
course of the Clinical Trial, no further Clinical 
Trial-related procedures may be performed 
by the Center or Principal Investigator with 
regard to the respective trial subject, except 
for any Clinical Trial-related follow-up 
monitoring laid down in the Protocol and 
consented to by the trial subject. Subsequent 
treatment of the trial subject, which is not 
related to the Clinical Trial, lies in the sole 
medical responsibility and legal liability of the 
Center. 
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2.11 Centrum sa zavazuJe zabezpecit', ze 
subjektom skusania zaradenym do Klinickeho 
skusania sa v Centre nebudu podavat' ine 
neregistrovane lieky podfa § 46 zakona o 
liekoch a v zmysle Vyhlasky Ministerstva 
zdravotnictva SR c. 507/2005 Z.z., ktorou sa 
upravuju podrobnosti o povofovanf 
terapeutickeho pouzitia hromadne vyrabanych 
liekov, ktore nepodliehaju registracii, a 
podrobnosti 0 ich uhrade na zaklade 
verejneho zdravotneho poistenia, ani sa 
nebudu zucastnovat' ineho klinickeho skusania 
v Centre, pri ktorom by subjekty skusania 
dostavali v priebehu Klinickeho skusania bez 
predchadzajuceho pisomneho suhlasu 
Zadavatefa liek neregistrovany v Slovenskej 
republike. 

2.12 Ak pocas tohto Klinickeho skusania v Centre 
dojde k poskodeniu zdravia subjektu skusania, 
Centrum sa zavazuje o kazdej takejto udalosti 
informovat' Zadavatefa (i) v pripade zavazneho 
neziaduceho ucinku a/alebo zavaznej 
neziaducej udalosti a/alebo v prfpadoch 
tehotenstva, ak take existuju, najneskor do 24 
hodfn a (ii) v prfpade neziaduceho ucinku 
a/alebo neziaducej prfhody bezodkladne v 
ramci lehot stanovenych v Protokole a inych 
pokynoch danych Zadavatefom o hlasenl 
udajov tykajucich sa bezpecnosti. Sucast'ou 
takeho hlasenia musf byt' tiez posudenie 
pricinnej suvislosti. 0 akomkofvek inom 
poskodeni zdravia subjektu skusania alebo 
akomkofvek zavaznom poruseni Protokolu 
alebo pokynov spravnej klinickej praxe, musi 
Centrum informovat' Zadavatefa bez 
zbytocneho odkladu. Centrum bude vzdy 
spolupracovat' (a zabezpecf, ze aj Hlavny 
skusajuci bude spolupracovat') so 
Zadavatefom pri jeho hlaseniach vsetkych 
zavaznych neziaducich udalostf a neziaducich 
ucinkov produktov alebo liekov SUKL, Etickej 
komisii , prfslusnej zdravotnej poist'ovni 
vykonavajucu verejne zdravotne poistenie 
subjektu klinickeho skusania, prfpadne 
prfslusnym organom clenskych statov, na 
ktorych uzemf sa vykonava multicentricke 
klinicke skusanie, a v prfpade ak to stanovuju 
pravne predpisy alebo o to poziada Zadavater, 
poskytnu prislusnym organom aj pozadovane 
informacie. Centrum a Hlavnf skusajuci su 
povinnf poskytovat' Zadavatefovi sucinnost' s 
plnenfm povinnostf tykajucich sa hlaseni 
neziaducich ucinkov. Na tento ucel ma 
zadavatef uzatvorenu Poistnu zmluvu po celu 
dobu trvania klinickeho skusania na 
odskodnenie ucastnfkov klinickeho skusania. 
K6piu Poistnej zmluvy v osvedcenej forme 
poskytne zadavater centru. 

2.11 The Center shall ensure that the trial 
subjects included in the Clinical Trial do not 
receive other unregistered medicinal 
products according to Section 46 of 
Pharmaceuticals Act and within the meaning 
of Decree of Ministry of Health of the SR no. 
507/2005 Coli. , regulating details on 
authorization of the therapeutic use of mass
produced medicines which are not subject to 
registration and details of their payment on 
the basis of public health insurance, nor shall 
they participate in any other clin ical trial in 
Centre in which the trial subjects would use 
medicinal products not registered in the 
Slovak Republic in the course of the 
Clinical Trial without the prior written 
consent of the Sponsor. 

2.12 If in the course of the Clinical Trial at the 
Center trial subjects' health is harmed, the 
Center shall inform the Sponsor of any such 
event (i) in case of any serious adverse effect 
and/or serious adverse events and/or, if 
applicable, in case of pregnancy, within 24 
hours at the latest and (i i) in case of any 
adverse effect and/or adverse event 
immediately within the timelines specified in 
the Protocol and other instructions on safety
related data reporting provided by the 
Sponsor. Such reporting must also include an 
assessment of causality. Any other harm to 
health of trial subjects or any serious breach 
of the Protocol or good clinical practice 
guidelines must be reported to the Sponsor 
without undue delay. The Center will always 
cooperate with Sponsor (and ensure that the 
Prinicpal Investigator cooperates with 
Sponsor) in his reports of all serious adverse 
events and adverse effect suspected of 
products or medicines to SUKL, the Ethics 
Committee, the relevant health insurance 
company performing public health insurance 
of Clinical Trial Subjects, or the competent 
authorities of the Member States in whose 
territory is performed the multicentre clinical 
trial , and in case it is stipulated by the 
legislation or required by Sponsor, will provide 
to the relevant authorities also requested 
information. The Center and Principal 
lnvestigatorare obliged to cooperate with 
Sponsor with the reporting of adverse effects. 

For this purpose, the Sponsor has concluded 
an Insurance Contract for the entire duration 
of the clinical trial to compensate the 
participants in the clinical trial. The Sponsor 
shall provide the Center with a certified copy 
of the Insurance Contract. 
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2.13 Centrum sa zavazuje bez zbytocneho 
odkladu zodpovedat' vsetky otazky 
Zadavatefa alebo osob poverenych 
Zadavatefom tykajuce sa dokumentacie 
neziaducej udalosti. Toto zahrr'\a najma 
aktfvne nasledne sledovanie a objasnenie 
prfslusnych nezrovnalostf v hlaseniach 
neziaducich udalostf a udalostf tehotenstva. 
Na ucel hlasenia neziaducich udalostf a 
udalostf tehotenstva je Centrum povinne 
pouzfvat' formulare poskytnute Zadavatefom, 
ak take existuju. 

2.14 Pocas a po skoncenf Klinickeho skusania 
sa zavazuje Centrum predlozit' Zadavatefovi 
vsetky dokumenty prijate od statnych 
organov, etickych komisif a/alebo prfslusnych 
regulacnych organov tykajuce sa akychkorvek 
suhlasov alebo povolenf alebo prfslusnej 
komunikacie o bezpecnosti vo vzt'ahu ku 
Klinickemu skusaniu do 24 hodfn od ich 
obdriania. 

2.15 Zadavatef zabezpecf pre Centrum dostatocne 
mnozstvo Skusaneho lieku na vykonanie 
Klinickeho skusania. Pokiaf nie je v prflohe 1 
uvedene inak, Zadavatef taktiez poskytne 
vsetky ostatne lieky vyzadovane Protokolom 
(napr. placebo, porovnavacie liecivo, 
sprievodne liecivo podfa definfcie v Protokole) . 
Vsetky ostatne lieky, ktore Zadavater 
poskytuje alebo ktoreho naklady hradf, sa 
spolu so Skusanym liekom oznacuju ako 
, Studijne lieky" . Centrum sa zavazuje 
pouzivat' studijne lieky vylucne na ucely 
vykonavania Klinickeho skusania a iba 
sposobom specifikovanym v Protokole. 
Centrum j e zodpovedne za riadne 
prijimanie, pouZivanie, nakladanie, 
skladovanie a vedenie dokladnej a presnej 
evidencie zaobchadzania so Studijnymi 
liekmi v priebehu Klinickeho skusania v 
sulade s poziadavkami spravnej klinickej 
praxe, spravnej lekarenskej praxe a 
Protokolom. Naviac sa Centrum zavazuje 
vratit' alebo zabezpecit' riadnu likvidaciu 
nepouziteho Skusaneho lieku, ak si Zadavatef 
likvidaciu vyziadal (na naklady Zadavatefa), a 
tuto likvidaciu riadne zdokumentovat'. V 
prfpade nacateho a nespotrebovaneho 
Skusaneho lieku, ktoreho forma podania je 
infuzia, zaistf Centrum likvidaciu ihned po 
priprave ci uprave Skusaneho lieku. 

2.13 The Center agrees to immediately answer 
any questions of the Sponsor or persons 
authorized by the Sponsor regarding 
adverse event documentation. This 
includes - but is not limited to - active 
follow-up monitoring and clarification of 
relevant inconsistencies in adverse event 
and pregnancy reports. For the purposes of 
adverse event and pregnancy reporting, 
the Center must use the forms provided by 
the Sponsor, if applicable 

2.14 During and after completion of the Clinical 
Trial, the Center shall submit to the Sponsor 
all documents received from authorities, 
ethics committee/s , and/or competent 
regulatory authorities regarding any consent 
or authorization or safety- related 
communication with respect to the Clinical 
Trial within 24 hours following their receipt. 

2.15 Sponsor will arrange for the Center sufficient 
quantities of the Investigational Medicinal 
product to conduct the Clinical Trial. Unless 
otherwise indicated in Appendix 1, Sponsor 
will also arrange for the Center to receive 
any other Protocol-required drugs (e.g. 
placebo, comparator drug, concomitant drug 
as defined in the Protocol). Any other 
Protocol-required drug that Sponsor 
provides or covers the cost of is, together 
with the Investigational medicinal product, 
considered "Clinical Trial Drugs". The 
Center agrees to use the Clinical Trial 
Drugs exclusively for the purposes of 
conducting the Clinical Trial and only as 
specified in the Protocol. The Center is 
responsible for the proper receipt, use, 
handling, storage and keeping detailed and 
accurate records of handling of the 
Clinical Trial Drugs in the course of the 
Clinical Trial pursuant to the requirements 
of good clinical practice, good pharmacy 
practice and Protocol. The Center agree to 
return any unused Investigational 
medicinal product or properly liquidate any 
unused Investigational medicinal product, 
provided that the Sponsor requested such 
liquidation (at the expense of the Sponsor), 
and properly document such liquidation. 
The Center shall immediately liquidate any 
unfinished or unused Investigational 
medicinal product administered by infusion 
immediately after its preparation or 
modification. 
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2.16 Centrum sa tymto zavazuje zabezpecit' 
uskladnenie, prfpravu, kontrolu a distribuciu 
studijnych liekov v sulade s ustanovenrm 
Protokolu, ako aj v sulade so vseobecne 
zavaznymi pravnymi predpismi a v sulade so 
vsetkymi ustanoveniami pokynov pre klinicke 
skusanie liekov Statneho ustavu pre kontrolu 
lieciv. Centrum nebude vyzadovat' zaplatenie 
Skusaneho lieku alebo akejkofvek sluzby 
hradenej Zadavaterom podfa tejto Zmluvy 
od subjektu skusania alebo od tretej strany, 
ako je naprfklad zdravotna poist'ovna. 

2.17 Centrum prehlasuje, ze disponuje 
dostatocnym poctom zamestnancov, ktorf 
spinaju kvalifikacne poziadavky na vykon 
povolania farmaceuta alebo farmaceutickeho 
laboranta v zmysle zakona c. 578/2004 Z.z, 
o poskytovatefoch zdravotnej starostlivosti, 
zdravotnfckych pracovnfkoch, stavovskych 
organizaciach v zdravotnfctve a o zmene a 
doplnenf niektorych zakonov, v znenf 
neskorsfch predpisov a v zmysle nariadenia 
vlady c. 296/2010 Z.z. o odbornej sposobilosti 
na vykon zdravotnfckeho povolania, sposobe 
d'alsieho vzdelavania zdravotnfckych 
pracovnfkov, sustave specializacnych odborov 
a sustave certifikovanych pracovnych cinnostr, 
v znenf neskorsfch predpisov. Tfto 
zamestnanci budu zodpovednf za nakladanie 
so Studijnymi liekmi a za vedenie suvisiacich 
zaznamov a dokumentacie. lhned' po 
vymenovani tohto zamestnanca, oznam1 
Centrum Zadavatefovi pisomne meno a 
priezvisko poverenych os6b spolu s 
prislusnymi kontaktnymi informaciami. 

2.18 Centrum zaisti, ze Hlavny skusajuci sa 
zavazuje odoberat' Skusany liek v sulade s 
Protokolom, a to v davkach potrebnych pre 
kazdu jednotlivu navstevu subjektu skusania. 

2.19 Kedykofvek o to Zadavatef a/alebo CRO 
poziada, Centrum a Hlavny skusajuci sa 
zavazuju podat' hlasenie o postupe v 
Klinickom skusanf v Centre vratane udajov o 
zarad'ovanf subjektov skusania. 

2.16 The Center hereby agrees to ensure that 
the Clinical Trial Drugs are stored, 
prepared, inspected and distributed in 
compliance with the Protocol , the 
applicable law and all provisions of the 
instructions for the clinical trials of drugs 
issued by the State Institute for Drug 
Control. The Center shall not charge any 
trial subject or third party, such as a 
health insurance company, for the 
Investigational medicinal product or for 
any services paid for by the Sponsor 
under this Agreement. 

2.17 The Center represents that it has ensured 
a sufficient number of employees who 
meet qualification requirements for the 
position of a pharmacist and pharmacist 
laboratory assistance pursuant to Act no. 
578/2004 Coli ., on healthcare providers, 
healthcare workers, health organizations, 
and amendments to certain acts, as 
amended, and within the Government 
Decree no. 296/201 0 Coli. on the 
professional competence for the 
performance of the medical profession, on 
the training method of health workers, on 
the system of specialized branches and on 
the system of certified work activities, as 
amended. These employees shall be 
responsible for handling the Clinical Trial 
Drugs and for keeping related records and 
documentation. Immediately after the 
appointment of the employees, the Center 
shall notify the Sponsor in writing about 
the first and last name and contact details 
of such appointees. 

2.18 The Center will ensure that the Principal 
Investigator agrees to draw the 
Investigational medicinal product in 
compliance with the Protocol and in doses 
required for every visit of the trial subject. 

2.19 The Center and the Principal Investigator 
agree to report on the progress of the 
Clinical Trial at the Center, including 
information about the enrolment of trial 
subjects, upon the Sponsor's and/or CRO's 
request. 
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2.20 Centrum potvrdzuje, ze Hlavny skusajuci 
bude zhroma:Zd'ovaf udaje a vkladat' ich v 
lehote na zadc'wanie udajov stanovenej v 
dokumente Poziadavky na vypinanie CRF, 
ktoryr CRO poskytol Hlavnemu skusajucemu 
do elektronickych zaznamovych listov (d'alej 
len "CRF") v sulade s nalezitost'ami 
stanovenymi v Protokole. Centrum zabezpeCi, 
ze Hlavny skusajuci bude pravidelne 
odovzdavaf Zadavaterovi a/alebo CRO CRFy 
a vsetku dokumentaciu vyzadovanu 
Protokolom, aby ich Zadavater a/alebo CRO 
mohol priamo alebo prostrednictvom ineho 
subjektu priebezne spracovavaf. V pripade 
omeskania dlhsom ako 10 pracovnych dni s 
vkladanim udajov je Zadavatef a/alebo CRO 
opravneny, na zaklade pisomneho oznamenia 
doruceneho Hlavnemu skusajucemu, zastavit' 
zarad'ovanie subjektov skusania Hlavnym 
skusajucim az do doby, kedy bude vkladanie 
udajov aktualizovane. Pokiar bude mat' toto za 
nasledok omeskanie v zarad'ovani subjektov 
skusania, Zadavatefovi prinalezia prava 
stanovene v cl. 12.4 tejto Zmluvy. V lehote 4 
pracovnych dni po osetreni posledneho zo 
subjektov skusania musi byt' dokoncene 
vlozenie vsetkych zostavajucich CRF, 
suvisiacej dokumentacie a takisto nepouzite 
CRF v listinnej podobe, ak take existuju, musia 
byt' odovzdane Zadavatefovi alebo na 
poziadanie Zadavatefa/C RO znicene. 
Centrum sa zavazuje poskytovat' sucinnost' pri 
bezodkladnom objasnovani akychkofvek 
otazok tykajucich sa udajov v CRF a venovat' 
sa tymto otazkam a zodpovedat' ich najnesk6r 
v lehote 5 (piatich) pracovnych dni. Zadavater 
a/alebo CRO m6ze pozadovat' odpovede aj v 
kratsom casovom useku s ohfadom na 
kfucove stadia Klinickeho skusania, ako napr. 
cista databaza. Centrum sa d'alej na ziadost' 
Zadavatefa a/alebo CRO zavazuje poskytovat' 
primeranu sucinnost' pri priprave celkovej 
spravy o Klinickom skusani. Centrum 
zabezpeci, ze CRF nebudu pristupne nikomu 
inemu ako Clenom skusajuceho timu a 
Hlavnemu skusajucemu a pristup k nim, ak 
budu v elektronickej podobe, bude chraneny 
pristupovym menom a heslom. 

2.21 Centrum je povinne zabezpecit', ze vsetky 
CRF poskytnute Zadavatefovi a/alebo CRO 
su pravdivo, presne a riadne vyplnene a ze 
su vernym odrazom skutocnych vysledkov 
Klinickeho skusania. Centrum sa tiez 
zavazuje odovzdat' Zadavatefovi a/alebo 
CRO k6pie vsetrych sprav, vratane vsetkych 
aktualizacii a zmien, ktore si vyziadala eticka 
komisia. 

2.20 The Center confirms that the Principal 
Investigator will collect data and enter them 
within the timlines for data entry set out in 
the CRF Completion Requirements 
document provided to Principal Investigator 
by CRO or Sponsor, in the electronic case 
report forms (hereinafter referred to as 
"CRFs") in accordance with the 
requirements set forth in the Protocol. The 
Center will ensure that the Principal 
Investigator agrees to regularly forward 
CRFs and any documentation required in 
the Protocol to the Sponsor and/or CRO so 
that the Sponsor and/or CRO could process 
them directly or through another entity on a 
continuous basis. In case of a delay with 
data entering for more than 1 0 working 
days, the Sponsor and/or CRO shall have 
the right by giving written notice to the 
Principal Investigator to stop the 
recruitment of trial subjects by the Principal 
Investigator until data entering is up to date. 
If this results in a delay with recruiting trial 
subjects, the Sponsor shall have the rights 
set forth in Article 12.4 of this Agreement. 
Within 4 working days of the last trial 
subject's treatment, all outstanding CRFs 
must be entered and related documentation 
as well as unused paper CRFs, if 
applicable, must be forwarded to the 
Sponsor or destroyed upon the 
Sponsor's/CRO's request. The Center 
agree to assist in promptly clarifying any 
questions concerning CRF data and to 
address and answer such questions within 
five (5) working days. The Sponsor and/or 
CRO may request answers sooner than 
that due to key Clinical Trial milestones, 
such as a clean database. Furthermore, the 
Center agree to reasonably assist in 
preparing the overall Clinical Trial report 
upon the Sponsor's and/or CRO's request. 
The Center shall ensure that CRFs shall not 
be available to any persons other than 
Clinical Trial Team Members and the 
Principal Investigator and that access to 
CRFs, if they are in electronic form, shall be 
protected by user name and password. 

2.21 The Center shall ensure that all CRFs 
submitted to the Sponsor and/or CRO are 
true, complete, correct and accurate and 
reflect the actual results of the Clinical 
Trial. The Center also agrees to provide 
the Sponsor and/or CRO with copies of 
all reports, including all updates and 
changes, that were requested by the ethics 
committee. 
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2.22 Centrum sa zavazuJe uchovavaf vsetku 
elektronicku aj inu dokumentaciu, vratane 
zdrojovej dokumentacie a zlozky 
Skusajuceho, zoznamu identifikacnych k6dov 
subjektov skusania a zdravotnej 
dokumentacie subjektov skusania vzfahujucej 
sa ku Klinickemu skusaniu, ktore su 
vyzadovane na zaklade ICH predpisov a 
ostatnych prislusnych pravnych predpisov 
upravujucich vykonavanie Klinickeho 
skusania, po dlhsej z nasledujucich dvoch dob: 
1) patnast' (15) rokov po skonceni a lebo 
preruseni Klinickeho skusania alebo 2) 
akukoFvek dlhsiu dobu pre archivaciu 
dokumentacie stanovenu prislusnymi 
pravnymi predpismi. Dokumentacia o 
Klinickom skusani musi byt' uchovavana na 
vhodnom mieste a vhodnym sposobom a 
Centrum je povinne viesf zaznamy o mieste, 
kde je dokumentacia o Klinickom skusani 
uchovavana, aby tato bola bez zbytocneho 
odkladu k dispozicii na poziadanie 
povereneho zastupcu Zadavatera, etickej 
komisie, auditora alebo prislusnych statnych 
organov. Centrum je povinne Zadavatera 
a/alebo CRO informovat' v pripade, ze 
planuje archivovaf dokumentaciu o Klinickom 
skusani v inych priestoroch ako su tie, ku 
ktorym ma Centrum vlastnicke alebo ine 
uzivacie pravo. 

2.23 Centrum je si vedome, ze Zadavater/CRO 
alebo v jeho mene tretia strana dokladne 
monitoruje vykonavanie Klinickeho skusania a 
pravidelne navstevuje Centrum. Centrum sa 
zavazuje primerane podporovat' tieto 
monitorovacie aktivity, vratane ale bez 
obmedzenia, poskytnutim pristupu 
poverenemu zastupcovi ZadavateFa/CRO do 
priestorov a k udajom podFa potreby a d'alej sa 
zavazujU spolupracovaf so Zadavaterom 
a/alebo CRO alebo prislusnou tret'ou stranou 
v tomto ohfade. Centrum suhlasi , ze 
Hlavny skusajuci a Clenovia studijneho 
skusajuceho timu su povinni sa zucastnit' 
osobnej diskusie na ziadost' Zadavatera 
a/alebo CRO . 

2.24 ZadavateF/CRO a statne organy, ako je napr. 
Urad Spojenych statov americkych pre 
potraviny a lieky (d'alej len "FDA") maju pravo 
vykonavat' audit alebo kontrolu zaznamov 
Centra a Hlavneho skusajuceho, 
ktorYchkoFvek inych dokumentacii a priestorov 
suvisiacich s vykonavanim Klinickeho 
skusania, a to kedykorvek v priebehu a I 
alebo po dobu 15 rokov po skonceni 

2.22 The Center shall keep all electronic and other 
documents, including without limitation, 
source documents and the Investigator's 
files, list of the trial subjects identification 
numbers and trial subjects health 
documentation related to the Clinical 
Trial required by ICH guidelines and 
applicable laws regulating Clinical Trial 
performance for the longer of the two 
following periods: 1) fifteen (15) years after 
the end or suspension of the Clinical Trial 
or 2) any longer documentation archiving 
period laid down in applicable legal 
regulations . Clinical Trial documentation 
must be kept in a suitable location and 
manner, and the Center must keep 
record of the location where Clinical Trial 
documentation is stored to ensure that it is 
without undue delay available upon the 
request of the Sponsor's appointed 
representative , the ethics committee, an 
auditor or competent authorities. The 
Center must notify the Sponsor and/or 
CRO in the event that the Center plans to 
archive Clinical Trial documentation 
outside of its own premises to which the 
Center has proprietary or other right of use. 

2.23 The Center understand that the 
Sponsor/CRO or a third party on behalf of 
the Sponsor/CRO closely monitors the 
performance of the Clinical Trial and 
regularly visits the Center. The Center 
agrees to appropriately support such 
monitoring activities, including without 
limitation, by providing the 
Sponsor's/CRO's appointed representative 
with access to the facilities and data as 
necessary and further agree to cooperate 
with the Sponsor and/or CRO or the 
relevant third party in this regard . The 
Center agrees that the Principal 
Investigator and Clinical Trial Team 
Members must participate in personal 
discussions upon the request of the 
Sponsor and/or CRO. 

2.24 The Sponsor/CRO and government 
authorities, such as for example the 
United States of America Food and Drug 
Administration (the "FDA") have the right 
to audit or inspect the Center's and 
Principal Investigator's records, any and 
all other documentation and the faci lity 
relating to the Clinical Trial at any time 
during the Clinical Trial and/or for another 

273629 8784 1008 SVK I 094 INST CSA Gal6ova Bilingual 20230905 V 1.0 
Page 12 of65 

tkusnyirova
Textový rámček



Klinickeho skusania a bez akychkorvek 
narokov Centra na zvlastne financne plnenie. 
Takyto audit alebo kontrolu je Zadavater 
povinny primerane vopred ohlasit' v pripade, 
ze je vykonavany Zadavaterom a/alebo 
CRO. Centrum a Hlavny skusajuci su povinni 
poskytovat' Zadavaterovi a/alebo CRO, nim 
poverenym zastupcom alebo vsetkym 
statnym organom sucinnost' pri plneni ich 
uloh v sulade s Protokolom a podniknut' 
vsetky primerane kroky pozadovane 
Zadavaterom/CRO alebo statnymi organmi 
na ucely odstranenia nedostatkov zistenych 
pocas auditu alebo kontroly. 

2.25 Centrum a Hlavny skusajuci sa zavazuju, ze 
pocas a po skonceni Klinickeho skusania 
umoznia a budu podporovat' vsetky kontroly 
zodpovednych statnych organov bez 
akychkofvek narokov na osobitnu odmenu ci 
nahradu. Centrum a Hlavny skusajuci su 
povinni informovat' Zadavatera o kazdej 
takejto kontrole ci zamere takuto kontrolu 
vykonat' ihned' potom, co sao nich dozvedia. 
Centrum a Hlavny skusajuci sa zavazuju 
umoznit', aby Zadavater a/alebo CRO mohol 
byt' pritomny na kazdej kontrole vykonavanej 
statnymi organmi alebo podobnymi 
instituciami. Pred vyjadrenim sa k vysledkom 
takejto kontroly, ak nejake budu, su Centrum 
a Hlavny skusajuci povinni odpoved' posudit' a 
prediskutovat' so Zadavatefom a/alebo CRO. 
Centrum a Hlavny skusajuci bez zbytocneho 
odkladu poskytnu Zadavaterovi a/alebo CRO 
k6pie akychkofvek zisteni alebo kontrol 
zodpovednych uradov vo vzt'ahu ku 
Klinickemu skusaniu. 

2.26 Centrum ani Hlavny skusajuci nesmu 
vedome vyuzivat' sluzby, bez ohfadu na ich 
rozsah, :Ziadnej osoby, kto,Ym bolo 
poskytovanie tychto sluzieb zakazane FDA 
alebo kto,Ymkofvek inym prislusnym 
organom v priebehu vykonavania Klinickeho 
skusania. Centrum ani Hlavny skusajuci d'alej 
zavazne vyhlasuju , ze podfa ich vedomosti 
ani im ani ich zamestnancom, 
splnomocnencom alebo zastupcom, ktori sa 
zucastnuju vykonavania Klinickeho skusania, 
nebolo zakazane vykonavat' Cinnosti , ktore su 
vykonavane v ramci Klinickeho skusania, zo 
strany FDA alebo ineho organu, ani podfa ich 
najlepsieho vedomia v sucasnosti 
neprebieha ziadne konanie tykajuce sa 
takehoto zakazu vo vzt'ahu k tymto osobam, 
najma na zaklade nasledujucich pravnych 

15 years after completion of the Clinical 
Trial and without the Center's right to 
special payment. The Sponsor must 
announce such audit or inspection 
sufficiently in advance, provided that it is 
carried out by the Sponsor and/or CRO. 
The Center and Principal investigator must 
assist the Sponsor and/or CRO, its 
designated representatives or all 
government authorities in performing their 
tasks pursuant to the Protocol and take 
any and all reasonable actions requested 
by the Sponsor/CRO or government 
authorities to remedy deficiencies noted 
during an audit or inspection. 

2.25 The Center and Principal Investigator shall, 
during and after the Clinical Trial, allow 
and support any inspections of responsible 
authorities without any right to special 
payment or reimbursement. The Center 
and Principal Investigator must inform the 
Sponsor about any such inspection or the 
intent to conduct such inspection as soon 
as the they learn about it. The Center and 
Principal Investigator shall allow the 
Sponsor and/or CRO to be present at 
any inspection conducted by authorities or 
similar institutions. Prior to responding to 
the findings of any such inspection, if any, 
the Center and Principal Investigator must 
review and discuss such response with 
the Sponsor and/or CRO. The Center and 
Principal Investigator shall promptly 
provide the Sponsor and I or C R 0 with 
copies of any find ings or inspections of 
responsible authorities in relation to the 
Clinical Trial 

2.26 The Centre and the Principal Investigator 
may not knowingly use the services, 
regardless of their volume, of any person 
prohibited to provide such services by the 
FDA or any other competent authority in 
the course of the Clinical Trial. 
Furthermore, the Centre and the Principal 
Investigator represent and warrant that, 
as far as they know, neither they nor their 
employees, agents or representatives, who 
are involved in the Clinical Trial, have been 
prohibited by the FDA or any other 
competent authority from performing the 
activities that are performed during the 
Clinical Trial, nor that they are currently, 
to the best of their knowledge, the subject 
of proceedings concerning such prohibition 
by the FDA or any other authority, in 
particular on the basis of following 
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predpisov: (i) United States 21 USC § 335a 
a/alebo (ii) Hlavy 21 Code of Federal 
Regulation § 312.70. Centrum a Hlavny 
skusajuci sa zavazuju v priebehu Klinickeho 
skusania a po dobu 3 rokov po jeho ukonceni 
ihned' informovat' Zadavatera a/alebo CRO, ak 
sa dozvedia, ze sa zacne taketo konanie vo 
vzt'ahu k Hlavnemu skusajucemu, Centru ci 
jeho zamestnancovi. Centrum sa d'alej 
zarucuje a zavazuje, ze podra jeho vedomostf 
Centrum ani Hlavny skusajuci nie su 
subjektom predchadzajucich ani 
prebiehajucich vysetrovani, vyziev, 
upozorneni alebo nepodliehaju vykonu 
rozhodnutf organov statnej spravy 
vzt'ahujucich sa k ich vykonavaniu klinickeho 
vyskumu, ktore by neboli oznamene 
Zadavaterovi. V pripade, ze nastane 
skutocnost' podra predchadzajucej vety vo 
vzt'ahu ku Klinickemu skusaniu, Centrum to 
bez zbytocneho odkladu oznami 
Zadavaterovi. 

2.27 V pripade, ze Hlavny skusajuci v priebehu 
Klinickeho skusania ukonci pracovnopravny 
vzt'ah s Centrom, Centrum je povinne o tejto 
skutocnosti informovat' Zadavatera a/alebo 
CRO bezodkladne potom, ako sa o tom 
dozvie, a sUCasne navrhnUf riadne 
kvalifikovanu osobu ako noveho hlavneho 
skusajuceho. Zadavater a/alebo CRO ma 
pravo podat' namietku voci novemu hlavnemu 
skusajucemu. Centrum sa zavazuje s 
vynalozenim maximalneho usilia pozadovat' 
po novom hlavnom skusajucom, aby sa 
pisomne zaviazal k dodr2iavaniu podmienok 
dohodnutych v tejto Zmluve. Ak Centrum a 
Zadavater/CRO nie su schopni dohodnut' sa 
na osobe noveho hlavneho skusajuceho alebo 
ak navy hlavny skusajuci nie je ochotny 
zaviazat' sa k podmienkam stanovenym v tejto 
Zmluve, Zadavater je opravneny vypovedat' 
tuto Zmluvu v sulade s cl. 12.5 tejto Zmluvy. 
Centrum a Hlavny skusajuci su povinni 
bezodkladne pisomne informovat' Zadavatera 
a/alebo CRO o vsetkych zmenach, ktore maju 
vplyv na dostupnost' zdrojov a I alebo Clenov 
studijneho timu vykonavajucich Klinicke 
skusanie. 

2.28 Centrum sa zavazuje priamo a bezodkladne 
informovat' Zadavatera a/alebo CRO v pripade, 
ze subjekt skusania zucastr'\ujuci sa Klinickeho 
skusania oznami ci vyjadri nazor, ze doslo k 
poskodeniu jeho zdravia v dosledku ucasti na 
Klinickom skusani, a ze ma preto pravo na 
financne odskodnenie. 

legislative acts (i) United States 21 U.S.C. 
Section 335a and (ii) Title 21 Code of Federal 
Regulation, Section 312.70. During the 
Clinical Trial and for a period of 3 years after 
its completion , the Centre and the Principal 
Investigator agree to promptly notify the 
Sponsor and/or CRO about any such 
proceedings initiated against the Principal 
Investigator, the Center or its employees. 
Furthermore, the Center represent and 
warrant that, as far as they know, it and the 
Principal Investigator are not the subject of 
any past or current investigations, inquiries, 
warnings or enforced decisions of public 
administration authorities that concern their 
conduct of clinical trials that have not been 
disclosed to the Sponsor. The Center shall 
notify the Sponsor about the fact described in 
the previous sentence without undue delay. 

2.27 In the event that the Principal Investigator 
terminates his or her employment at the 
Center in the course of the Clinical Trial, the 
Center shall inform the Sponsor and/or CRO 
as soon as it learns about it and shall propose 
a duly qualified person acting as a new 
principal investigator. The Sponsor and/or 
CRO shall have the right to object to such 
replacement. The Center shall make 
maximum efforts to require the new principal 
investigator to agree in writing to the terms 
and conditions stipulated in this Agreement. 
If the Center and the Sponsor/CRO are 
unable to agree on the new principal 
investigator or if the new principal 
investigator is unwilling to agree to the terms 
and conditions stipulated in this Agreement, 
the Sponsor/CRO shall have the right to 
terminate this Agreement in accordance with 
Article12.5. The Center and the Principal 
Investigator must immediately inform the 
Sponsor and/or CRO in writing about any and 
all changes having an impact on the 
availability of resources and/or Clinical Trial 
Team Members conducting the Clinical Trial. 

2.28 The Center agrees to inform the Sponsor 
and/or CRO directly and immediately in the 
case that a trial subject participating in the 
Clinical Trial announces or opines that his or 
her health has been damaged due to his or her 
participation in the Clinical Trial and that he/she 
is therefore entitled to financial compensation. 
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2.29 Centrum sa zavazuje umoznit' vyskumnym 
organizaciam, ktore maju uzatvorenu zmluvu 
so Zadavaterom alebo ktorejkorvek z 
Prepojenych os6b, aby v mene Zadavatera 
vykonavali ktorekorvek z prav a povinnostf 
Zadavatera na zaklade takejto Zmluvy, v 
pripade, ze sa preukazu poverenim ci 
originalom plnomocenstva, z ktoreho 
vyplyva ich opravnenie vykonavat' prava a 
povinnosti Zadavatera. Centrum sa zavazuje 
spolupracovat' s takymito vyskumnymi 
organizaciami. 

2.30 Centrum sa zavazuje poskytovat' zdravotne 
vykony subjektom, ktofY'ch ucast' v Klinickom 
skusani neskoncila, v pripade ciastocneho 
uzatvorenia Klinickeho skusania, a cfalej tiez 
subjektom zaradenym do nasledneho 
sledovania po skonceni Klinickeho skusania, v 
sulade s etickymi pravidlami . 

2.31 V pripade, ze pri Klinickom skusani pouziva 
Centrum, Hlavny skusajuci alebo Clenovia 
skusajuceho tfmu prfstrojove vybavenie, ktore 
bolo poskytnute na zaklade Zmluvy o 
vypozicke Zadavaterom a/alebo 
splnomocnenym subjektom CRO, ktore 
vyzaduje servis, kalibraciu alebo inu osobitnu 
starostlivost', Centrum sa zavazuje udriiavat' 
take pristrojove vybavenie sp6sobile riadnej 
prevadzky na naklady Zadavatera, o com je 
povinne Zadavaterovi a/alebo CRO na 
vyziadanie poskytnut' zodpovedajucu 
dokumentaciu. 

2.29 The Center agrees to allow research 
organizations contracted by the Sponsor or 
any of its Affiliates to exercise any of the 
Sponsor's rights and to perform any of the 
Sponsor's obligations under this Agreement 
on behalf of the Sponsor, provided that they 
have authorization or an original of the power 
of attorney to exercise the Sponsor's rights 
and to perform the Sponsor's obligations. 
The Center agrees to cooperate with such 
research organizations. 

2.30 The Center undertakes to provide medical 
performances to trial subjects whose 
participation in the Clinical Trial has not yet 
ended, in the case of a partial c losure of the 
Clinical Trial, as well as to subjects included 
in the post Clinical Trial follow-up in 
compliance with ethics ru les. 

2.31 In the case that the Center, the Principal 
Investigator or Clinical Trial Team Members 
use in the course of the Clinical Trial devices 
provided under the Loan Agreement by the 
Sponsor and I or the authorized CRO entities 
that require servicing, calibration or any other 
special care, the Center agrees to maintain 
such devices in due operational condition on 
Sponsor's costs and to provide relevant 
documentation thereof to the Sponsor and/or 
CRO upon the request of the Sponsor and/or 
CRO. 

Cl. 3- Povinnosti Zadavatel'a a/alebo CRO Article 3 - Obligations of the Sponsor and/or 
CRO 

3.1 Kontaktnymi osobami Zadavatera/CRO vo 
vzt'ahu ku Klinickemu skusaniu su: 

Monitor klinickeho skusania 

a lebo 
osoby 
skusajucemu. 

ktorekorvek 
oznamene 

d'alsie 
Hlavnemu 

3.2 Zadavater sa zavazuje Centru poskytnut' 
bezplatne v mnozstve a casovych intervaloch 
na riadne vykonanie Klinickeho skusania 
Studijne lieky, nevyhnutne vzory CRF a d'alsie 
informacie vyzadovane na vykonavanie 
Klinickeho skusania, napr. Prirucka 
skusajuceho. 

3.1 The Sponsor I CRO's contact persons 
regarding the Clinical Trial are: 

Clinical research associate 

or any other person announced to the 
Principal Investigator. 

3.2 The Sponsor agrees to provide the Center 
with the Clinical Trial Drugs, necessary CRF 
templates, other information free of charge 
and in the quantity and frequency necessary 
for the proper performance of the Clinical 
Trial, the Investigator's Brochure . 
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3.3 Studijne lieky budu dodiwane na nasledujucu 3.3 The Clinical Trial Drugs shall be delivered to 
adresu: the following address: 

Nemocnicna lekarer'i 

DFN Kosice 

Trieda SNP 1 

Kosice, 040 11 
Slovakia 

Nemocnicna lekarer'i 

DFN Kosice 
Trieda SNP 1 

Kosice, 040 11 
Slovakia 

3.4 Studijne lieky, nevyhnutne vzory CRF a dalsie 3.4 
informacie vyzadovane na vykonavanie 
Klinickeho skusania poskytnute Centru su a 
zostavaju vlastnictvom Zadavatera. Zadavater 
vyhlasuje, ze su splnene vsetky podmienky 
stanovene prislusnymi pravnymi predpismi na 
vyrobu (dovoz) dodavaneho Skusaneho lieku a 
jeho distribuciu do Centra. 

The Clinical Trial Drugs, necessary CRF 
templates and other information required for 
the performance of the Clinical Trial and 
provided to the Center are and shall remain 
the Sponsor's property. The Sponsor declares 
that all conditions stipulated in applicable 
laws regulating the production (import) of the 
provided Investigational medicinal product 
and the distribution of the Investigational 
medicinal product to the Center have been 
met. 

3.5 Zadavatef sa zavazuje poskytovat' Hlavnemu 
skusajucemu prislusne nove informacie o 
bezpecnosti tykajuce sa Skusaneho lieku bez 
zbytocneho odkladu. 

3.6 Zadavater a/alebo CRO sa zavazuje poskytnut' 
Centru vybavenie a materialy na ucely jeho 
vyhradneho pouzitia v Klinickom skusani, o 
ktorom Centrum bude viest' pisomnu 
evidenciu. Rozsah a podmienky poskytnutia su 
vymedzene v samostatnej Zmluve o vypozicke 
- prilohe c. 5. Centrum vybavenie po skonceni 
Klinickeho skusania vrati Zadavaterovi. 

Cl. 4 - Odmena 

4.1 CRO sa zavazuje zaplatit' Centru za riadne 
vykonane cinnosti na zaklade tejto Zmluvy, 
vratane prevodu prav podfa cl. 5 tejto Zmluvy 
odmenu vo vyske, sp6sobom a za podmienok 
uvedenych v tomto clanku Zmluvy a v prilohe 
c. 1. Odmena Hlavnemu skusajucemu sa 
vypl<ka v sulade so samostatnou zmluvou 
medzi CRO a Hlavnym skusajucim. Hlavny 
skusajuci a Zadavater!CRO oznamia centru 
uzavretie takejto zmluvy. Na ziadost' 
zmluvnych partnerov CRO suhlasi aj s tym, ze 
s clenmi skusajuceho timu, ktori maju byt' 
podfa rozhodnutie Hlavneho skusajuceho 
odmeneni za cinnosti na vykonavani 
Klinickeho skusania uzavrie samostatne 
zmluvy (dalej len ako , Zmluvy s clenmi 
skusajuceho timu" ) aby clenovia timu mohli 
poberat' platby za sluzby suvisiace s Klinickym 
skusanim priamo od CRO. Podrobne 

3.5 The Sponsor agrees to provide the Principal 
Investigator with new information regarding 
the safety of the Investigational medicinal 
product without undue delay. 

3.6 The Sponsor and/or CRO agrees to provide 
the Center, with equipment and material for 
the purposes of its exclusive use in the Clinical 
Trial, about which the Center shall keep a 
written inventory; the scope and conditions of 
its provision are defined in a separate Contract 
on Borrowing which forms Appendix 5. The 
Center shall return the equipment once the 
Clinical Trial is completed. 

Article 4- Renumeration 

4.1 For the activities properly performed based on 
this Agreement and for the transfer of rights 
under Article 5, the Sponsor/ CRO agrees to 
provide the Center with remuneration in the 
amount, by means and under the terms stated 
below herein and in Appendix 1. The 
remuneration due to the Principal Investigator 
shall be paid in accordance with the 
separate agreement between CRO and the 
Principal Investigator. The Principal 
Investigator and the Sponsor/CRO shall notify 
the agreement. At the request of the 
Contracting Partners, CRO also agrees to 
enter in to separate agreements with Clinical 
Trial Team Members, who are to be 
compensated for activites provided in the 
Clinical Trial conduct Center about such 
according to the decision of the Principal 
Investigator ("Team Member Agreement(s)") 
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lnformacie su uvedene v casti 4.7. Zmluvnf 
partneri d'alej potvrdzuju, ze existencia zmluv s 
Clenmi skusajuceho tfmu nijakym sposobom 
neobmedzuje zodpovednost' Zmluvnych 
partnerov za dohfad nad clenmi skusajuceho 
timu a za ich dodrziavanie predpisov tak, ako sa 
uvadza v tejto Zmluve a vyzaduje vnutrostatnymi 
pravnymi predpismi 

4.2 Centrum nema narok na ziadnu inti odmenu 
ci nahradu okrem tych , ktore su uvedene v tejto 
Zmluve alebo v prilohe c. 1 alebo inych 
zmluvach uzatvorenych so Zadavaterom 
a/alebo CRO, ibaze ich vopred pfsomne 
schvali Zadavater a/a lebo CRO. 

4.3 Vsetky odmeny a financne nahrady, ktore maju 
byf zaplatene Centru, su splatne v lehote 60 
dnf odo dna, kedy bude CRO doruceny 
zodpovedajuci danovy doklad (faktura) so 
vsetkymi nalezitost'ami podra prfslusnych 
pravnych predpisov upravujucich dan z 
pridanej hodnoty, a to v prospech bankoveho 
uctu Centra: 

Banka: Statna pokladnica 
K6d banky: SPSRSKBA 
Majitef uctu: Detska fakultna nemocnica 
Kosice 
Cfslo uctu: SK5081800000007000280825 
Referencie: 87841008 
Faktury musia byt' zasielane CRO s uvedenfm 
cfsla protokolu, Cfsla objednavky a mena 
zodpovednej osoby za Zadavatefa alebo CRO 
podfa prflohy c. 1 . Odmeny a financne nahrady 
podfa tejto Zmluvy a prflohy c. 1 (s vynimkou 
odmien a financnych nahrad, u ktory.ch je 
splatnost' zvlast' up ravena v prflohe c. 1 Zmluvy) 
budu Centru uhradene takto: Spatne za 
bezprostredne uplynule a doteraz 
nefakturovane obdobie kazdeho kalendarneho 
polroka Klinickej studie si Zmluvne strany 
navzajom pfsomne alebo formou e-mailu 
odsuhlasia prehfad poctu, druhu a im 
odpovedajuce hodnoty jednotlivych ukonov 
vykonanych Hlavnym skusajucim a I a lebo inymi 
Clenmi skusajuceho tfmu, ktore maju byt' podfa 
tejto Zmluvy Zadavaterom hradene (tzv. navrh 
faktury), zaslany osobou poverenou 
Zadavaterom/CRO. Tento prehfad musf byt' 
spracovany zvlast' pre kazdy subjekt klinickeho 
skusania a musf zahfnat' polozkovite 
vyuctovanie vsetkych navstev, vysetrenf a 

in order that such Clinical Trial Team 
Members can receive payment for Clinical 
Trial-related services directly from CRO as 
further detailed in Section 4.7. The 
Contracting Partners confirm that the 
existence of the Team Member Agreements 
is in line with Center's policies 
and procedures and local law. The 
Contracting Partners further confirm that that 
the existence of the Team Member 
Agreements does not in any way reduce the 
Contracting Partners' responsibilities for 
oversight of and compliance by Clinical 
Trial Team Members as set out in this 
Agreement and as required by local law. 

4.2 The Center is not entitled to any remuneration 
or reimbursement other than that set forth in 
this Agreement and its Appendix 1 or other 
agreements concluded with the Sponsor 
and/or CRO, unless approved in advance by 
the Sponsor and/or CRO in writing. 

4.3 Any remuneration and reimbursement for the 
Center must be paid within 60 days of the day 
the CRO receives a relevant tax document 
(invoice), which meets all requirements 
stipulated in applicable laws regulating value
add tax, to the following bank account of the 
Center: 

Bank: Statna pokladnica (State Treasury) 
code: SPSRSKBA 
Account holder: Detska fakultna nemocnica 
Kosice 
Account No. : SK5081800000007000280825 
Reference: 87841 008 

Invoices must be addressed to the CRO and 
must include the Protocol number, order 
number and the name of the Sponsor or CRO's 
responsible person: according to Appendix 1. 
Any remuneration and reimbursement based 
on this Agreement and Appendix 1 (except for 
remuneration and reimbursement, the due 
date of which is specified separately in 
Appendix 1 to the Agreement) shall be paid to 
the Center in the following manner: 
retroactively for the past and not yet invoiced 
period of each calendar half-year of the Clinical 
Trial, the Contracting Parties shall approve in 
writing or by e-mail an overview of the number, 
type and value of individual activities, which 
were performed by the Principal Investigator. 
Every overview must be prepared separately 
for each trial subject and must include an 
itemized list of all visits, examinations and other 
services provided in the relevant calendar half
year. Based on the mutually approved draft 
invoice, 
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d'alsfch sluzieb vykonanych v prfslusnom 
kalendarnom polroku. Na zaklade vzajomneho 
odsuhlasenia navrhu faktury , Centrum vystavf 
fakturu na odmenu a prfpadne financne 
nahrady, ktoru doruCf Zadavatefovi/CRO. 
Zadavatef!CRO zaplatf Centru na zaklade 
riadne vystavenej a riadne dorucenej faktury 
prislusnu odmenu a pripadne opravnene 
fakturovane financne nahrady za obdobie, pre 
ktore bol predmetny navrh faktury podra tohto 
clanku odsuhlaseny. 

V prfpade, ze CRO nezasle Centru vyssie 
uvedeny prehfad (navrh faktury) na 
odsuhlasenie v lehote 30 dnf odo dna ukoncenia 
kalendarneho polroku, zasle Centrum CRO 
pfsomnu vyzvu a ak CRO nezasle uvedeny 
prehfad (navrh faktury) ani v lehote 30 dnf od 
dorucenia takejto v'fzvy, je Centrum opravnene 
vystavit' faktUru a CRO je povinny uhradit' Centru 
odmenu a financne nahrady za vsetky 
fakturovane ukony vykonane v obdobf 
kalendarneho polroku. 
V prfpade, ze Centrum zistf, ze su v prehfade 
(navrhu faktury) nedostatky, tieto oznami bez 
zbytocneho odkladu CRO, ktor'f je povinny ich 
odstranit'. Ak ma CRO zato, ze v prehfade 
(navrhu faktury) ziadne nedostatky nie su, 
oznami toto Centru. Centrum a CRO su 
nasledne povinni si navzajom poskytnut' 
sucinnost' nevyhnutnu na odstranenie 
prfpadnych rozporov. Neposkytnutie 
sucinnosti sa povaZuje za nepodstatne 
porusenie Zmluvy. 

Ak neodstrani CRO nedostatky v prehfade 
(navrhu faktury) ani v lehote 45 dnf odo dna 
dorucenia oznamenia podfa predchadzajuceho 
odseku, alebo v tej istej lehote neoznami 
Centru, ze v prehfade (navrhu faktury) ziadne 
nedostatky nevidi, platf , ze rozhodny pre 
vystavenie faktury je prehfad (navrh faktury) v 
znenf pripomienok Centra, na zaklade ktoreho 
je Centrum opravnene vystavit' fakturu a CRO 
je povinny zaplatit' odmenu a financne nahrady 
za fakturovane vykony vykonane v obdobf 
kalendarneho polroku. 

4.4 Pokiaf tato Zmluva neustanovi inak, vsetky sumy 
uvedene v tejto Zmluve a v ich prilohach su 
uvedene bez DPH. Ak niektore platby za sluzby 
podliehaju DPH, CRO zaplatf Centru prfslusnu 
sumu DPH vo v'fske podfa pravnych predpisov 
Slovenskej republiky ucinnych ku dnu 
uskutocnenia zdanitefneho plnenia na zaklade 
prislus- neho danoveho dokladu (faktury} , ktora 
bude spinat' vsetky 

the Center shall issue an invoice for remuneration 
and potential reimbursement and shall send it to 
the Sponsor/CRO. Based on the duly issued and 
delivered invoice, the Sponsor/CRO shall pay the 
Center the relevant remuneration and potential 
justified financial reimbursement for the period for 
which the draft invoice has been approved 
pursuant to this article. 

In the case that the CRO does not send the 
Center the aforesaid overview (draft invoice) for 
approval within 30 days of the end of the calendar 
half-year, the Center shall send the CRO a written 
reminder and if the CRO does not send the 
aforesaid overview (draft invoice) within 30 days 
of receipt of the reminder, the Center shall have 
the right to issue an invoice and the CRO shall 
pay the Center the remuneration and financial 
reimbursement for all invoiced activities 
performed during the calendar half-year. The 
Center must immediately report any potential 
deficiencies in the overview (draft invoice) to the 
CRO, and the CRO must remedy such 
deficiencies. In the case that the CRO believes 
that the overview (draft invoice) has no 
deficiencies, the CRO shall announce it to the 
Center. The Center and the CRO must then 
cooperate as necessary to rectify such 
discrepancies. Failure to cooperate shall be 
considered a minor breach of this Agreement. 

In the case that the CRO fails to remedy 
deficiencies in the overview (draft invoice), or fails 
to inform the Center that the CRO believes that 
the overview (draft invoice) has no deficiencies, 
within 45 days of announcement based on the 
previous paragraph, the Center shall use its 
version of the overview (draft invoice), based on 
which the Center shall issue an invoice and the 
CRO shall have to pay the remuneration and 
financial reimbursement for invoiced activities 
performed during the calendar half-year. 

4.4 Unless otherwise stated in this Agreement, no 
amounts specified in this Agreement and its 
Appendices include VAT. In the case that any 
payment for services is subject to VAT, the CRO 
shall pay to Center the relevant VAT amount 
stipulated in Slovak legal regulations effective 
as of the date of taxable supply based on the 
relevant tax document (invoice) that shall meet the 
requirements laid down in applicable legal 
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nalezitosti predpisane prislusnymi pravnymi 
predpismi a bude vystavena Centrom. Centrum 
nesie zodpovednost' za uhradenie vsetkych 
ostatnych dani v suvislosti s platbami na 
zaklade tejto Zmluvy. 

4.5 Centrum a Hlavny skusajuci su si vedomi, ze 
Zadavatef a/alebo CRO moze zverejnit' na svojej 
centralnej webovej stranke celkovu vYSku platby 
a ine plnenia tykajuce sa tohoto Klinickeho 
skusania, tzn. (1) platby vykonane zo strany 
CRO na zaklade tejto Zmluvy a (2) vsetky 
vYdavky na ubytovanie, suvisiace vYdavky na 
obcerstvenie a na dopravu, ktore CRO uhradi na 
zaklade tejto Zmluvy a (3) vsetky kongresove 
registracne poplatky, ucastnfcke poplatky alebo 
obdobne poplatky, ktore Zadavatef uhradf na 
zaklade tejto Zmluvy, a to anonymnym 
sposobom, tj . na agregovanej urovni. Tieto 
informacie mozu byt' tiez publikovane ako 
sucast' tejto Zmluvy v registri zmluv na zaklade 
ustanovenia §5a a§ 5b zakona c. 211/2000 Z.z. , 
o slobodnom pristupe k informaciam a o zmene 
a doplneni niektorYch zakonov v znenr zakona 
c. 546/2010 Z.z. (zakon o slobode informacii). 
Bez ohfadu na vyssie uvedene moze 
Zadavatef/CRO zverejnit' prevod akejkofvek 
hodnoty poskytnutej v ramci tejto Zmluvy. 

Zmluvne strany sa dalej dohodli, ze popri 
osobnych udajoch, nebudu zverejnene aj tie 
casti Zmluvy, resp. jej prflohy, ktore Zadavater 
vyslovne oznacil za svoje obchodne tajomstvo, 
a ktorYmi su: 

• predpokladany pocet subjektov skusania, 
ktori mozu byt' do Klinickeho skusania zaradenr 
(cl. 2.2 Zmluvy); 
• detaily o vyske odmeny a sp6sobe jej 
urcenia podfa pacienta, podfa navstev ci podfa 
jednotlivych vykonov/ procedur (prfloha c. 1 
Zmluvy}, pricom sa ma za to, ze suhrnne 
informacie tykajuce sa celkovych ciastok 
platenych Centru smu byt' zverejnene. Obsah 
prilohy c. 1 tak musf byt' cely znecitefneny, a iba 
nasledujuce ustanovenie smie byt' zverejnene v 
ramci prilohy c. 1 : 

"Predpokladana celkova ciastka odmeny, ktora 
maze byf zaplatena Centru za vykonanie 
Klinickt:ho skusania je 2800 EUR. 

regulations and will be made by the Center. The 
Center shall be responsible for paying any other 
tax with respect to the payments made based on 
this Agreement. 

4.5 The Center and Principal Investigator 
understand that the Sponsor and/or CRO may 
disclose on the central website of the total 
payment amount and any transfer of value 
relating to this Clinical Trial, i.e. (1) payments 
made by CRO under this Agreement and (2) 
any cost of accommodation, refreshments and 
travel, which CRO covers under this 
Agreement and (3) any congress registration or 
participation fees or similar fees, which 
Sponsor covers under this Agreement, all this 
in an anonymized way, i.e. on aggregated 
level. This information may also be disclosed 
as a part of this Agreement in the Agreements 
Register pursuant to section 5a and section 5b 
of Act No. 211/2000 Coli. , on free access to 
information and on amendments to certain 
acts, as amended by Act No. 546/201 0 Coli. 
(Freedom of Information Act). 
Notwithstanding the aforementioned, the 
Sponsor/CRO may also disclose any transfer 
of value under this Agreement. 

The Contracting Parties have agreed that 
beside personal data also the parts of the 
Agreement and ~s Appendixes which the Sponsor 
marked as his trade secret, shall not be published; 
these are: 

• Planned Study Subject recruitment numbers 
(Art. 2.2 of the Agreement); 
• Details of funding on a per subject, per visit 
or procedure level basis (Appendix 1 to the 
Agreement), but it is acknowledged that 
generalised information regarding sums paid 
to the Center can be published. The following 
wording should remain in the redacted version 
of Appendix 1 (all other information from 
Appendix 1 having been removed) : 

'The anticipated total amount to be paid to the 
Center for conducting this Clinical Trial is 2800 
EUR. 
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4.6 Vsetky penazne plnenia subjektom skusania 
su vyplacane Hlavnym skusajucim. Pravidla 
pre financovanie tychto nahrad v tomto 
Klinickom skusani su blizsie upravene v 
samostatnej zmluve medzi 
Zadavatefom/CRO a Hlavnym skusajucim. 

4.7 CRO zabezpeCi, aby sa platby Clenom 
skusajuceho timu vyplacali v sulade s 
ustanoveniami Zmluv s clenmi skusajucho 
timu. Aby nedoslo k pochybnostiam, Zmluvne 
strany beru na vedomie, ze odmeny pre Clenov 
skusajuceho timu nie su sucast'ou rozpoctu 
Klinickeho skusania, ktorY je uvedeny v prilohe 
c. 1, a ze celkovY financny zavazok CRO voci 
Centru za sluzby v ramci vykonavania 
Klinickeho skusania podfa tejto Zmluvy v 
ziadnom pripade nepresiahne tento rozpocet. 

4.6 Payments to trial subjects shall be made by by the 
Principal Investigator. Rules for funding of these 
compensations in this clinical Clinical Trial are 
specified in a separate Agreement between 
Sponsor/CRO and the Principal Investigator. 

4.7 CRO will arrange for payments to be made to 
Clinical Trial Team Members in accordance with the 
provisions of the Team Member Agreements. For 
the avoidance of doubt, the parties acknowledge 
that the Clinical Trial Team Members' remuneration 
does not form part of the Clinical Trial Budget 
detailed in Appendix 1 and in no event shall CRO's 
total financial obligation with respect to the Center 
for seNices in the conduct of the Clinical Trial unde 
this Agreement exceed that Budget. 

Cl. 5- Prava k vysledkom Article 5- Rights to Results 

5.1 Zadavaterovi patria yYhradne prava ku 5.1 The Sponsor shall own the exclusive rights to all 
vsetkym yYsledkom, udajom zisteniam, results, data, findings, discoveries, inventions and 
objavom, vynalezom a specifikaciam, bez specifications, whether patentable or not, that 
ohfadu na to ci su sposobile byt' predmetom were originated, conceived, derived, produced, 
patentovej ochrany alebo nie, ktore vznikli , boli discovered, invented or otherwise made by the 
vytvorene, odvodene, vyprodukovane, Center, the Principal Investigator and/or Clinical 
objavene, vymyslene alebo inak vyprodkovane Trial Team Members in connection with conducting 
Centrom, Hlavnym skusajucim a/alebo Clenmi the Clinical Trial (hereinafter referred to as 
skusajuceho trmu v suvislosti s vykonavanfm "Results"). The Center hereby assigns, and will 
Studie (dalej len "Wsledky"). Centrum tymto ensure that all Clinical Trial Team Members will 
vopred postupuje a zabezpeci, aby vsetci assign, all of their proprietary rights to Results to 
Clenovia skusajuceho timu postupili vsetky the Sponsor in advance and the Sponsor accepts 
svoje majetkove prava k vysledkom na such assigned rights. The royalty fee for this 
Zadavatefa a Zadavatef tieto postupene prava assignment is already included in the 
prijima. Odmena za tento prevod je uz zahrnuta remuneration of the Center and site staff through 
v odmene Centra a skusajuceho timu the Principal Investigator under Article 4 of this 
prostrednictvom Hlavneho skusajuceho podra Agreement. The Center and his employee -
cl. 4 tejto Zmluvy. Centrum ani jeho Principal Investigator shall not acquire any rights 
zamestnanec- Hlavny skusajuci neziskavaju k to Results by performing this Agreement. 
Vysledkom plnenim tejto Zmluvy ziadne prava. 

5.2 Cela zdravotna dokumentacia a povodna 
zdrojova dokumentacia zostanu majetkom 
Centra; avsak, Zadavatef a/alebo 
splnomocneny subjekt CRO je opravneny ich 
pouzit' v sulade s touto Zmluvou a na zaklade 
suhlasu, ktorY udelia subjekty skusania. 
Spristupnenie vysledkov akemukofvek 
subjektu, vratane zmluvnej vyskumnej 
organ1zacie Ci etickej komisie alebo 
regulacneho organu nebude povazovane za 
udelenie vlastnickeho prava k tymto 
informaciam tymto subjektom. 

5.2 All medical records and original source 
documents shall remain the property of the 
Center; however, the Sponsor and/or an 
authorized CRO entity shall be permitted to use 
them in accordance with this Agreement and 
based on the consent of trial subjects. Disclosure 
of Results to any subject, including a contracted 
research organization, ethics committee or 
regulatory authority, shall not be deemed as 
granting the ownership of such information to 
these entities. 
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5.3 V rozsahu, v akom prava dusevneho 
vlastnfctva k Vysledkom nie su prevoditefne, 
udefuje tymto Centrum Zadavatefovi vyhradnu, 
neodvolaternu v mieste a case neobmedzenu 
licenciu s pravom udefovat' sublicencie, a to na 
vsetky sposoby pouzitia tychto Vysledkov. 
Odmena za tuto licenciu je uz zahrnuta v 
odmene Centra podfa cl. 4 tejto Zmluvy. 
Centrum sa zavazuje vyvinut' maximalne usilie 
na to, aby skutocnf vlastnfci tychto prav 
dusevneho vlastnfctva, t.j . zamestnanci Centra 
a I a lebo zainteresovane tretie strany, umoznili 
Centru udelit' vyssie uvedenu licenciu 
Zadavatefovi. 

5.4 Pre odstranenie pochybnostf platf, ze vynalezy , 
ktore su vylepseniami, alebo novym pouzitfm 
ci novymi liekovymi formami Skusaneho lieku 
su vylucnym vlastnfctvom Zadavatera. 

5.5 Centrum a Hlavny skusajuci sa zavazuju 
zabezpecit', ze vsetky vysledky (d'alej len 
"Vynalezy"), dosiahnute zamestnancami 
Centra alebo inymi stranami zahrnutymi i do 
vykonavania Klinickeho skusania, budu 
bezodkladne oznamene Zadavaterovi a/alebo 
CRO. 

5.6 Zadavatef alebo ktorekofvek nfm splnomocnene 
osoby a/alebo s nfm Prepojene osoby (ako su 
definovane v clanku 2.9) su opravnenf podaf 
prihlasku patentu pre tieto Vynalezy vo svojom 
mene a lebo v mene urcenej tretej strany, na 
vlastne naklady, s uvedenfm mena vynalezca (
ov) v prihlaske patentu. Centrum a Hlavny 
skusajuci sa zavazuju podpfsat' a zabezpecit', 
aby zamestnanci Centra a Clenovia studijneho 
tfmu uvedenf v prflohe c. 4 k tejto Zmluve a 
zaradenf do vykonavania Klinickeho skusania 
Centrom a Hlavnym skusajucim, poskytli take 
pravdive verifikovane svedectva a podra potreby 
podpfsali prfslusne dokumenty, ktore sa 
vyzaduju na ucel podania prihlasky patentu a 
zfskania patentu s ciefom ochranit' opravnene 
zaujmy Zadavatera tykajuce sa dusevneho 
vlastnictva, ktore vzniknu v suvislosti s Klinickym 
skusanfm. 

5.7 Zadavatef a jeho splnomocnene osoby mozu 
uzfvat', rozmnozovat' a prevadzaf 
anonymizovane radiologicke/ diagnosticke 
snfmky zhotovene v priebehu Klinickeho 
skusania v rozsahu uvedenom v informovanom 
suhlase na vsetky ucely, vedecke a/alebo 
komercne, v akejkofvek podobe a akymkofvek 
sposobom, elektronickym alebo mechanickym, 
vratane vyhotovovania fotok6pif , elektronickych 
zaznamov (napr. na CD-ROM), mikro-k6pii, 
alebo prostrednictvom systemov uchovavania a 

5.3 To the extent intellectual property rights to 
Results are legally not assignable, the 
Sponsor is hereby granted by the Center an 
exclusive, worldwide, sub- licensable, time
unlimited and irrevocable license for 
unlimited use of these Results. The royalty 
fee for this license is already included in 
the remuneration of the Center under Article 
4 of this Agreement. The Center shall make 
maximum efforts so that the actual owners 
of the intellectual property rights, i.e. 
employees of the Center and/or involved 
third parties, would allow the Center to 
grant the aforementioned license to the 
c..., ... ,..,.,. ... ~ 

5.4 To eliminate any doubts, an invention that is 
an improvement, a new use or a new drug 
form of the Investigational medicinal product 
shall be the sole property of the Sponsor. 

5.5 The Center and Principal Investigator agree to 
ensure that all Results (hereinafter the 
"Inventions") made by employees of the 
Center or other parties included in the 
Clinical Trial shall be reported to the 
Sponsor and/or CRO without undue delay. 

5.6 The Sponsor or any of its authorized persons 
(including its Affiliates as defined in Section 
2.9) shall have the right to file a patent 
application for such Inventions under its own 
name or under the name of a designated third 
party and at its own expense, with the 
inventor(s) named in the patent application. 
The Center and Principal Investigator agree 
to have employees and members of the 
Clinical Trial site staff listed in the Appendix 
no. 4 to this Agreement involved in the 
Clinical Trial by the Center and Principal 
Investigator give such true verified testimony 
and, where necessary sign documentation 
required for filing a patent application and for 
obtaining a patent in order to protect its 
intellectual property interests arising from the 
Clinical Trial. 

5.7 The Sponsor and its authorized person 
may utilize, reproduce and transform 
anonymized radiological/diagnostic images 
made in the course of the Clinical Trial, in 
compliance with the provisions of the 
informed consent and to the extent specified 
in the informed consent, for any scientific 
and/or commercial purposes, in any form and 
by any means, electronic or mechanical, 
including making photocopies, electronic 
recordings (e.g. on CD-ROM), 
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obnovovania udajov, vn3tane databank a 
internetu. Na tento ucel udefuje Centrum 
Zadavatefovi vyhradnu, miestom neobmedzenu 
a neodvolatefnu licenciu, vratane prava udelit' 
sublicencie pisomne splnomocnenym osobam 
Zadavatera. na uzivanie vyssie uvedenych 
snimok anonymizovanym sposobom bez 
moznosti identifikacie subjektu skusania. 
Odmena za tuto licenciu je uz zahrnuta v odmene 
Centra pod fa cl. 4 tejto Zmluvy. Ak nie je Centrum 
vlastnikom prav k tymto snimkam, Centrum sa 
zavazuje zabezpecit', aby skutocny vlastnik 
tychto prav, tzn. zamestnanci Centra a/alebo 
tretie osoby zahrnute do vykonavania Klinickeho 
skusania, umoznili Centru udelit' vyssie uvedenu 
licenciu Zadavatefovi. Centrum potvrdzuje, ze 
vsetky taketo snimky budu ziskane so suhlasom 
subjektu, ktor)l Centru odovzda Zadavater a ze 
nebudu obsahovat' ziadne informacie, podobizne 
ani osobne udaje, prostrednictvom ktor)lch by 
mohol byt' identifikovany konkretny subjekt 
skusania. 

micro-copies, or by any data storage and 
retrieval systems, includ ing data banks and 
the Internet. The Center hereby grant to the 
Sponsor an exclusive, worldwide and 
irrevocable license, with the right to grant a 
sublicense to the written authorized person 
by Sponsor (including its Affiliates), for the 
use of aforementioned images in an 
anonymous way exclud ing the possibility of 
identification of a trial subject. The royalty fee 
for this license is already included in the 
remuneration of the Center under Article 4 of 
this Agreement. In the case that the Center is 
not the owner of these rights to such images, 
the Center agrees to ensure that the actual 
owner of these rights, i.e. employees of the 
Center and/or third parties involved in the 
Clinical Trial, would allow the Center to grant 
the aforementioned license to the Sponsor. 
The Center confirm that all such images shall 
be obtained with trial subjects' consent that 
shall be submitted to the Center by the 
Sponsor and that the images shall not contain 
any information, faces or personal data, 
through which the relevant trial subject could 
be identified. 

5.8 Zadavatef udefuje Centru nevyhradnu licenciu 
bez prava na sublicenciu k datam klinickej studie 
vytvorenym v Centre na interne nekomercne 
vyskumne a vzdelavacie ucely pri dodr2ani 
podmienok zachovania dovernosti a podmienok 
pre publikovanie, ktore su obsiahnute v tejto 
Zmluve. Tato licencia neopravnuje k udefovaniu 
akychkofvek sublicencii. 

5.8 The Sponsor provides the Center with a non
exclusive license, with no right to sub-license 
to Clinical Trial data created at the Center for 
internal non- commercial research and 

6.1 

Cl. 6- Zachovavanie dovernosti 

Centrum a Hlavny skusajuci sa zavazuju 6.1 
zaobchadzat' so vsetkymi informaciami 
oznacenymi ako "Doverne" a prijatymi od 
Zadavatefa/CRO alebo v jeho mene alebo od 
pisomne splnomocnenych osob (vratane jeho 
Prepojenych osob) v suvislosti s Klinickym 
skusanim, Skusanym liekom, Protokolom alebo 
touto Zmluvou a s vysledkami ( d'alej len 
,.Doverne informacie") prisne doverne. Centrum 
zaroven suhlasi, ze su Centrum a Hlavny 
skusajuci povinni zaobchadzat' ako s dovernymi 
aj s tymi informaciami, ktore sice ako ,.Doverne" 
nie su oznacene, ale mozu byt' povazovane za 
Doverne informacie, a to na zaklade ich povahy 
alebo podmienok, ktore sa vzt'ahovali k ich 
poskytnutiu alebo spristupneniu, vratane 
vsetkych udajov tykajucich sa Klinickeho 
skusania, udajov pre vnutornu potrebu, alebo 
informacii vytvorenych na zaklade Klinickeho 

educational purposes, subject to 
confidentiality and publication terms 
specified in this Agreement. Such license 
does not allow for granting any sub-licenses. 

Article 6- Confidentiality 

The Center and principle investigator agree to 
treat as strictly confidential all information 
marked as "Confidential" and received from or 
on behalf of the Sponsor/ CRO or any of its 
authorized persons in writing (including its 
Affiliates) in relation to the Clin ical Trial, the 
Investigational medicinal product, the 
Protocol or this Agreement as well as Results 
(hereinafter referred to as "Confidential 
Information"). The Center agrees that the 
Center and Principal Investigator must also 
treat as strictly confidential any information 
that is not marked as "Confidential" but can 
be considered Confidential Information 
based on its nature or conditions under 
which it was provided or disclosed, including 
any data concerning the Clinical Trial, 
information for internal use only or 
information created based on the Clinical 
Trial, 
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skusania, a to napriklad vratane Brozury 
pre skusajuceho, Protokolu, rozpoctu pre 
klinicke skusanie, suboru informacii pre 
skusajuceho ci predbeznych vysledkov 
Studie. 

Centrum a jeho zamestnanec - Hlavny 
skusajuci smu pouzivat' Doverne 
informacie iba na ucely plnenia tejto Zmluvy 
a zavazuju sa nespristupnit' taketo Doverne 
informacie ziadnej tretej strane, mimo stran 
poverenych Zadavatefom, bez 
predchadzajuceho pisomneho suhlasu 
Zadavatefa. Centrum a Hlavny skusajuci sa 
zavazuju umoznit' pristup k dovernym 
informaciam len osobam, ktore sa s 
Dovernymi informaciami maju potrebu 
zoznamovat' na ucel poskytovania 
zdravotnych vykonov na zaklade tejto 
Zmluvy, a aj to len vtedy, ak tieto osoby bali 
Centrom preukazatefne zaviazane k 
respektovaniu podmienok aspon tak 
prisnych, aka su podmienky podfa tohto 
clanku. 6. 

6.2 Povinnost' na zachovavanie dovernosti sa 
nevzt'ahuje na na akekofvek informacie, 
ktore su opravneni Centrum a/alebo Hlavny 
skusajuci publikovat' Doverne informacie v 
sulade s cl. 7. 

6.3 Pojem Doverne informacie, ako je 
pouzivany v tejto Zmluve, sa nevzt'ahuje 
na udaje a informacie, pri ktor}'ch mozu 
Centrum a/alebo jeho zamestnanec 
Hlavny skusajuci preukazat', ze 

(i) nimi Centrum alebo Hlavny skusajuci 
disponovali bez povinnosti zachovavat' o 
nich mlcanlivost' v case, ked' im bali 
spristupnene Zadavatefom/CRO alebo 
jeho pisomne splnomocnenymi osobami , 
alebo v mene niektor}'ch z nich, 

(ii) su alebo sa stanu sucast'ou verejnych 
informacii inak aka konanim alebo 
opomenutim Centra alebo Hlavneho 
skusajuceho, 

(iii) ich Centrum alebo Hlavny skusajuci pravom 
nadobudli od tretej strany, ktora nie je voci 
Zadavatefovi a/alebo CRO alebo jeho 
pisomne splnomocnenym osobam 
viazana vyslovnou alebo implicitnou 
povinnost'ou mlcanlivosti, alebo 

(iv) boli vytvorene nezavisle Centrom alebo 
Hlavnym skusajucim bez odkazovania sa 
na Doverne informacie alebo ich pouzitie. 

for example including the Investigator 
Brochure, Protocol, the Clinical Trial budget, 
the dataset for the investigator or preliminary 
results of the Clinical Trial. 

The Center and his employee - Principal 
Investigator may use Confidential 
Information only for the purposes of 
performance of this Agreement and agree 
not to disclose such Confidential Information 
to any third party other than parties 
authorized by the Sponsor without the 
Sponsor's prior written consent. The Center 
and Principal Investigator agree to provide 
access to Confidential Information only to 
persons that need to know Confidential 
Information for the purpose of providing 
medical performances based on this 
Agreement and only if such persons were 
provably bound by the Center to observe 
conditions that are at least as stringent as the 
conditions under this Article 6. 

6.2 The confidentiality obligation shall not apply to 
any information which the Center and/or 
Principal lnvestigtor have the right to publish 
Confidential Information in accordance with 
Article 7. 

6.3 The term Confidential Information, as used in 
this Agreement, does not apply to data and 
information where the Center and/or his 
employee Principal lnvestigtor can prove that 
such data and information 

(i) were already in possession of the Center or the 
Principal Investigator without the 
confidentiality obligation at the time of their 
disclosure to them by or on behalf of the 
Sponsor/CRO or any of its Affiliates, 

(ii) are or become a part of public information by 
means other than by an act or omission on the 
part of the Center or the Principal 
Investigator, 

(iii) were legally acquired by the Center or the 
Principal Investigator from a third party not 
bound to the Sponsor and/or CRO or its 
authorized persons in written (including its 
affiliates) by an explicit or implied 
confidentiality obligation or 

(iv) were created independently by the Center or the 
Principal Investigator without reference to 
Confidential Information or its use. 
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6.4 Navyse Centrum je opravnene spristupnit' 
D6verne informacie v takom rozsahu, v 
akom je taketo zverejnenie vyzadovane 
zakonom alebo vykonatefnym sudnym 
rozhodnutfm, avsak za podmienky, ze 
Centrum prostrednictvom Hlavneho 
skusajuceho o tejto skutocnosti v 
primeranom casovom predstihu informuje 
Zadavatefa/CRO a na jeho ziadost' s nim 
budu spolupracovat' v snahe dosiahnut' 
opatrenia na ucely ochrany alebo ineho 
primeraneho pravneho prostriedku. 
Centrum sa zavazuje vyvinut' vsetko 
primerane usilie, aby zabezpecili doverne 
zaobchadzanie s ktoroukofvek z 
Dovernych informacii , ktora bude 
spristupnena. 

6.5 Tieto povinnosti zachovavat' mlcanlivost' a 
zakaz pouzivania Dovernych informacii 
podfa tejto Zmluvy zostanu v platnosti aj po 
skonceni tejto Zmluvy. 

6.6 Centrum sa zavazuje na ziadost' 
Zadavatefa/CRO znicit' Doverne 
informacie, ktor)fmi disponuju alebo ich 
vratit' Zadavatefovi a/alebo CRO. 

6.7 Vsetky dohody existujuce pred uzavretim 
tejto Zmluvy, ktore sa tykaju povinnosti 
zachovavat' mlcanlivost' vo vzt'ahu ku 
Klinickemu skusaniu, sa nahradzaju touto 
Zmluvou a len pokiaf sa tykaju Klinickeho 
skusania. 

6.4 Furthermore, the Center may disclose 
Confidential Information to the extent required 
by law or an enforceable court order, provided, 
however, that the Center through Principal 
Investigator shall give the Sponsor/CRO 
reasonable advance notice and shall 
cooperate with the Sponsor/CRO to seek a 
protective order or any other appropriate 
remedy upon the request of the 
Sponsor/CRO. The Center agrees to make 
maximum reasonable efforts to ensure 
confidential treatment of any Confidential 
Information that shall be disclosed. 

6.5 This confidentiality obligation and the 
prohibition to use Confidential Information as 
specified in this Agreement shall remain in 
effect even after this Agreement is terminated. 

6.6 The Center agree to destroy any Confidential 
Information in its possession or to return it to 
the Sponsor and/or CRO upon the request of 
the Sponsor/CRO. 

6. 7 All pre-existing agreements regarding the 
confidentiality obligation with regard to the 
Clinical Trial shall be superseded by this 
Agreement and only with regard to the Clinical 
Trial. 

Cl. 7 - Publikovanie, tlacove spravy a Article 7 - Publication, Press Releases and 

7.1 

verejne oznamenia Public Announcements 

Zadavater uznava zaujem Hlavneho 
skusajuceho na nekomercnom vedeckom 
publikovani V)fsledkov Klinickeho skusania, 
bez ohfadu na to, ci vysledok Klinickeho 
skusania je pozitfvny alebo negativny. S 
ohfadom na opravnene zaujmy Zadavatera 
sa Centrum a jeho zamestnanc Hlavny 
skusajuci zavazuju dodr:Ziavaf nasledujuce 
povinnosti a podmienky na publikovanie: 

7.1 The Sponsor acknowledges the interest of the 
Principal Investigator in the non-commercial 
scientific publication of Clinical Trial results, 
regardless of whether the outcome of the 
Clinical Trial is positive or negative. 
Considering the Sponsor's reasonable 
interests, the Center and its employee 
Principal Investigator agree to comply with the 
following publication obligations and terms: 
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7.1.1 Centrum a Hlavny skusajuci sa zavazuju 
poskytovat' Zadavatefovi vsetky navrhy na 
publikovanie alebo ustne prezentacie 
tykajuce sa Klinickeho skusania alebo 
Skusaneho lieku alebo vysledkov 
klinickeho skusania (d'alej len "Publikacie") 
najmenej sesfdesiat (60) dni pred 
zamysfanym predlozenim alebo 
prezentaciou Publikacie, aby ich Zadavater 
mohol skontrolovaf. 

7.1.2 Pokiar Zadavater neda Hlavnemu 
skusajucemu ziadnu spravu v ramci lehoty 
45 dni odo dna, ked' mu bola dorucena 
zamysfana Publikacia, centrum 
prostrednictvom Hlavneho skusajuceho sa 
zavazuje pripomenuf Zadavaterovi 
predpokladany datum Publikacie. Hlavny 
skusajuci a Centrum nie su opravneni 
publikovat' Publikacie bez vyslovneho 
suhlasu Zadavatefa. 

7.1 .3 Zmluvne strany beru na vedomie a 
suhlasia, ze v pripade multicentrickych 
studii sa YY'sledky Klinickeho skusania 
publikuju iba prostrednictvom koordinacie 
so Zadavatefom na ucel kombinovania 
vysledkov zo vsetkych centier 
zucastnenych na Klinickom skusani. 
Centrum a Hlavny skusajuci su opravneni 
publikovat' vysledky ich Centra za 
podmienky, ze celkove vysledky neboli 
publikovane do 18 mesiacov od 
dokoncenia Klinickeho skusania, a 
sUCasne za podmienky postupovania v 
sulade s podmienkami stanovenymi vtomto 
clanku. 

7.1.4 Zadavatef a Centrum sa zavazuju 
prediskutovat' vsetky rozdiely v nazoroch na 
zamysfany obsah Publikacie s ciefom najst' 
riesenie uspokojive pre Zadavatefa aj pre 
Centrum a Hlavneho skusajuceho 
Zadavater je opravneny navrhnut' 
akekofvek zmeny Publikacie, ktore 
odovodnene povazuje za potrebne na 
vedecke ucely. Centrum a Hlavny skusajuci 
sa zavazuju, ze implementacia takychto 
odporucanych zmien nebude bezdovodne 
odmietnuta. 

7.1.1 The Center and Principal Investigator agree to 
provide the Sponsor with all proposed 
publications or oral presentations relating to 
the Clinical Trial or the Investigational 
medicinal product or Clinical Trial results 
(hereinafter referred to as the "Publication") at 
least sixty (60) days prior to the intended 
submission or presentation of the 
Publication in order to allow the Sponsor to 
review it. 

7.1.2 If the Sponsor does not notify the Principal 
Investigator within 45 days of the Sponsor's 
receipt of the intended Publication, the Center 
(via Principal Investigator) agrees to remind 
the Sponsor of the intended date of the 
Publication. The Principal Investigator and the 
Center arenot allowed to publish 
Publications without the explicit consent of 
the Sponsor. 

7.1.3 The Contracting Parties acknowledge and 
agree that, in case of multi-center studies, 
results of the Clinical Trial are published only 
through coordination with the Sponsor in 
order to combine the results of all centers 
participating in the Clinical Trial. The Center 
and Principal Investigator may publish results 
of their Centers on the condition that overall 
results were not published within 18 months 
of the completion of the Clinical Trial, subject 
to the compliance with the terms set forth in 
this Article. 

7 .1.4 The Sponsor and the Center agree to discuss 
any difference of opinion with regard to the 
intended content of the Publication in order 
to find a solution satisfactory for the Sponsor 
and the Center and Principal Investigator. The 
Sponsor may recommend any changes in the 
Publication, which the Sponsor reasonably 
deems necessary for scientific purposes. 
The Center and Principal Investigator agrees 
that the implementation of such 
recommended changes shall not be 
unreasonably refused . 

273629 87841008 SVK I 094 INST CSA Gal6ova Bilingual 20230905 V 1.0 
Page 25 of65 

tkusnyirova
Textový rámček



7.1 .5 Ak mozno ocakavat', ze takato Publikacia by 
mohla mat' neziaduci ucinok na zachovanie 
dovernosti ktorejkofvek z Dovernych 
informacif Zadavatera, Centrum a Hlavny 
skusajuci sa zavazuju zabranit' takejto 
Publik<ilcii, ibaze by predmetna Doverna 
informacia nemohla byt' vymazana z 
Publikacie bez ujmy vedeckej spravnosti 
Publikacie. 

7.1.6 Ak by Publikacia z pohfadu Zadavatera 
mohla mat' neziaduci ucinok na 
schopnost' ziskat' patentovu ochranu pre 
ktorykofvek Vynalez, Zadavatef ma pravo 
pozadovat' odklad Publikacie na 
primeranu dobu na ucel pripravy a 
podania ziadanej patentovej prihlasky 
Zadavatefom alebo v jeho mene, avsak 
tato doba nesmie presiahnut' sest' (6) 
mesiacov od datumu, kedy bola 
Zadavatefovi Publikacia dorucena na 
kontrolu . Zadavatef ma pravo pozadovat' 
dalsi odklad Publikacie, ak patentova 
prihlaska bola podana a ak prihlaska s 
pravom prednosti je neuplna a v ramci 
1 roka od podania prihlasky s pravom 
prednosti musi byt' do ziadosti doplneny 
predmet patentovej prihlasky. V tomto 
pripade ma Zadavatef pravo pozadovat' 
odklad akejkofvek Publikacie az do 
doplnenia prihlasky s pravom prednosti. 
Zadavater nebude zakazovat' Publikaciu 
v prfpade, ked informacia, ktora je 
sposobila byt' predmetom patentovej 
ochrany, bola z planovanej Publikacie 
odstranena. 

7.1.7 Centrum v spolupraci s Hlavnym 
skusajucim sa zavazuju zahrnut' do 
kazdej Publikacie ustanovenia 
informujuce, .ie vytvorenie udajov bolo 
sponzorovane a financne podporene 
Zadavaterom a sucasne sa Centrum a 
Hlavny skusajuci zavazuju informovat' o 
svojej miere angazovanosti na Klinickom 
skusani i na prospechu, ktory im z 
Klinickeho skusania plynul. Autorstvo a 
uznanie za vedecke publikovanie by mali 
byt' v sulade s jednotnymi poziadavkami 
na rukopisy vydanymi Medzinarodnym 
vyborom redaktorov lekarskych 
casopisov - ICMJE (Uniform 
Requirements for Manuscripts). 

7.2 Povinnosti stanovene v cl. 7.1 zostanu v 
platnosti d'alsfch patnast' (15) rokov po 
predcasnom ukoncenf alebo po ukonceni 
tejto Zmluvy. 

7.1 .5 If such Publication is expected to have an 
adverse effect on the confidentiality of any of 
the Sponsor's Confidential Information, the 
Center and Principal Investigator shall prevent 
such Publication, unless the Confidential 
Information can be deleted from the 
Publication without detriment to the scientific 
correctness of the Publication. 

7.1.6 If the Publication may - in the Sponsor's view 
- have an adverse effect on the ability to 
obtain patent protection for any Invention, the 
Sponsor may request a delay of the 
Publication for a reasonable period of time in 
order to enable the preparation and filing of 
any desired patent application by, or on behalf 
of, the Sponsor; such period, however, may 
not to exceed six (6) months from the day the 
Sponsor received the intended Publication for 
review. The Sponsor may request a further 
delay of the Publication in the case that the 
patent application has been filed and the 
priority application is incomplete, and the 
subject-matter must be added to the 
application during the priority year. In such 
case, the Sponsor has the right to request a 
postponement of any Publication until 
completion of the priority application. The 
Sponsor shall not prohibit the Publication if the 
patentable information was removed from the 
planned Publication. 

7 .1. 7 The Center in cooperation with the Principal 
Investigator agree to include in every 
Publication information that the creation of 
data was sponsored and financially supported 
by the Sponsor as well as information about 
their involvement in the Clinical Trial and 
their benefits from the Clinical Trial. 
Authorship and acknowledgements for 
scientific publications should be consistent 
with the Uniform Requirements for 
Manuscripts issued by the International 
Committee of Medical Journal Editors 
(ICMJE). 

7.2 The obligations set forth in Article 7.1 shall 
remain in effect for another fifteen (15) years 
after early termination or expiration of this 
Agreement. 
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7.3 Zadavater je opravneny zverejnit' yYsledky 
Klinickeho skusania sp6sobom, ktorY uzna 
za vhodny a ktorY nie je zakazany 
legislativou na uzemf Slovenskej republiky, 
a to ako po celu dobu trvania tejto Zmluvy, 
tak aj po jej ukoncenf, dalej je Zadavatef 
opravneny umiestnit' informacie o 
Klinickom skusanf a o Vysledkoch na 
internet, napr. na stranky 
www. ClinicaiTrials.gov (zverejnenie 
registra) a na stranky pre zverejnenie 
vysledkov, na firemne stranky Zadavatera 
(zverejnenie registra a vysledkov) a v 
ktorejkofvek databaze a/alebo v registri v 
sulade s pravnymi predpismi a s 
prfslusnymi normami vo vzt'ahu k rozsahu, 
forme a obsahu. 

7.4 Centrum a Hlavny skusajuci sa zavazuju 
nepublikovat' ziadne tlacove spravy alebo 
me vereJne oznamenia o Klinickom 
skusanf, Vysledkoch Klinickeho skusania 
a/alebo Skusanom lieku bez 
predchadzajuceho pfsomneho suhlasu 
Zadavatefa, s vynimkou verejne 
dostupnych informacii. 

7.5 Nazov Zadavatera a/alebo CRO nesmie byt' 
pouzivany v ziadnom reklamnom alebo 
inom materiali Centra alebo Hlavneho 
skusajuceho bez 
predchadzajuceho pfsomneho schvalenia 
Zadavatefom a/alebo CRO. 

Cl. 8 - Zodpovednost' a odskodnenie 

8.1 Centrum sa zavazuje Zadavatefovi a/alebo 
CRO nahradit' ujmu (vratane ujmy 
nemajetkovej a smrti subjektu skusania) 
vzniknutej z d6vodu (i) nedbanliveho alebo 
umyselneho protipravneho konania alebo 
opomenutia a/alebo (ii) porusenia 
ktorejkofvek z povinnostf prijatych na 
zaklade tejto Zmluvy ako aj (iii) porusenia 
pravnych predpisov ktorYmkofvek z nich, 
alebo ktorYmkofvek zo zamestnancov 
Centra alebo jeho dodavatefov (pre 
vylucenie pochybnostf, vratane Hlavneho 
skusajuceho), ktorf budu participovat' na 
plnenf tejto Zmluvy. Narok na nahradu 
skody nevznika, prfpadne vznika len v 
pomernej vyske, ak ujma na zdravf 
(vratane smrti) bola sp6sobena zavinenfm 
ci spoluzavinenfm subjektu skusania ci jeho 
zakonneho zastupcu, co aj z nedbanlivosti 
alebo bola zavinena ci spoluzavinena 
Zadavaterom/CRO ci "Prepojenymi osobami" 
vo vzt'ahu k Zadavatefovi. 

7.3 The Sponsor may publish Results of the 
Clinical Trial in any manner it deems 
appropriate provided it is not prohibited by 
legislation in the territory of the Slovak 
Republic, both during, and following 
termination of this Agreement; the Sponsor 
may also post information about the Clinical 
Trial and Results on the Internet, e.g. on 
www.CiinicaiTrials.gov (register posting) and 
on websites for results posting, on the 
Sponsor's company website (register and 
results posting) and in any other database 
and/or registry required by laws in accordance 
with applicable standards regarding scope, 
form and content. 

7.4 The Center and Principal Investigator agree not 
to publish any press release or any other 
public announcements about the Clinical 
Trial, Results of the Clinical Trial and/or the 
Investigational medicinal product without the 
Sponsor's prior written consent, except for 
publicly available information. 

7.5 The name of the Sponsor and/or CRO may not 
be used in any advertising or any other 
material of the Center or Principal 
Investigator without the Sponsor and/or 
CRO's prior written authorization. 

Article 8 - Liability and Indemnity 

8.1 The Center agree to indemnify the Sponsor 
and /or CRO for any damage (including non
pecuniary damage and death of trial subject) 
incurred as a result of (i) a negligent or willful 
illegal act or omission and/or (ii) a breach of 
any obligations assumed under this 
Agreement as well as (iii) breach of legal 
regulations by either of them or any employee 
of the Center or contractors used for the 
purposes of fulfilment of this Agreement 
(including, for the avoidance of doubt, the 
Principal Investigator). Claim for damages 
does not arise, or arises only in a proportional 
amount, if health-related harm (including 
death) occurred due to the fault or 
contributory fault of the trial subject or his/her 
legal representative, also due to negligence 
or occurred due to the fault or contributory fault 
of the Sponsor/CRO or Sponsor's Affiliates. 
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8.2 Zadavater je Centru "Odskodnovana 8.2 
strana") povinny nahradit' ujmu (vratane 

The Sponsor must indemnify the Center 
(hereinafter the Center referred to as the 
"Indemnified Party") for damage (including 
non-pecuniary damage) to the extent to 
which a trial subject or any other under law 
entitled person successfully claims namely 
damage to health (including death) as a result 
of using the Investigational medicinal product 
or any clinical intervention or procedure 
required by the Protocol to which the trial 
subjects would not have been exposed, but 
for their participation in the Clinical Trial in a 
competent court of justice, provided that such 
damage: 

ujmy nemajetkovej) v rozsahu, v akom je 
voci nemu na prislusnom sude, subjektom 
skusania alebo inymi, nato podra platnych 
pravnych predpisov opravnenymi 
osobami, uspesne uplatneny najma narok 
na nahradu ujmy na zdravi (vratane smrti) 
vzniknutej z d6vodu uzivania Skusaneho 
lieku alebo akehokorvek v'{konu alebo 
postupu vykonaneho na subjekte 
skusania podra poziadaviek Protokolu, 
ktoremu by subjekty skusania neboli 
vystavene, ak by sa neucastnili na 
Klinickom skusani a to za podmienky, ze 
tato ujma: 

8.2.1 nevznikla z d6vodu, ze Odskodnovana 
strana nekonala v sulade (a) s 
podmienkami tejto Zmluvy; a/alebo (b) 
Protokolom; a/alebo 
(c) vsetkymi prislusnymi pravnymi 
predpismi a pravidlami upravujucimi 
vykonavanie Klinickeho skusania; a/alebo 
(d) bezpecnostnymi opatreniami a 
pisomnymi pokynmi Zadavatera, CRO 
alebo jeho Prepojenych os6b; a/alebo 

8.2.2 nevznikla z d6vodu nedbanlivostneho 
alebo umyselneho protipravneho konania 
alebo opomenutia Odskodnovanej strany; 
a/alebo 

8.2.3 nie je pine hradena z poistenia 
dohodnuteho v sulade s pravnymi 
predpismi v prospech Odskodnovanej 
strany 

8.3 Dalej plati, ze ak vznikne taka ujma iba z 
casti z d6vodov na strane Odskodnovanej 
strany uvedenych v cl. 8.2.1 , alebo 8.2.2, 
Odskodnovanej strane vznika narok na 
nahradu ujmy voci Zadavaterovi v 
rozsahu, v akom vznikla skodu mimo 
d6vodov uvedenych v cl. 8.2.1 a/alebo 
8.2.2. 

8.4 Pravo Centra na nahradu ujmy podra cl. 
8.2 d'alej nevznikne a Zadavater nebude 
mat' povinnost' nahradu ujmy poskytnut', s 
vynimkou ods. 8.4.3, len v rozsahu, v 
ktorom bude mat' porusenie niektorej z 
nizsie uvedenych povinnosti zo strany 
Centra negativny vplyv na moznost' 
uspesne sa branit' proti uplatnenemu 
naroku na nahradu ujmy: 

8.2.1 did not arise from the failure of the Indemnified 
Party to comply with (a) the terms of this 
Agreement; and/or (b) the Protocol, and/or (c) 
all applicable laws and regulations governing 
the performance of the Clinical Trial, and/or 
(d) safety measures and written instructions of 
the Sponsor, CRO or its Affiliates; and/or 

8.2.2 does not arise from a negligent or willful illegal 
act or omission of the Indemnified Party; 
and/or 

8.2.3 is not fully covered by insurance taken out in 
compliance with applicable laws for the 
benefit of the Indemnified Party. 

8.3 In the case that such damage incurs only in 
part due to reasons on the part of the 
Indemnified Party as specified in Article 8.2.1 
or 8.2.2, the Indemnified Party shall be entitled 
to indemnification from the Sponsor to the 
extent to which the reasons indicated in Article 
8.2.1 and/or 8.2.2 did not contribute to the 
damage. 

8.4 The Center shall not be entitled to 
indemnification under Article 8.2 and the 
Sponsor shall not provide indemnification, 
with the exception of Paragraph 8.4.3, if the 
Center breaches any of the following 
obligations and such breach has a negative 
impact on the possibility of successful 
defense against the lodged claim: 
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8.4.1 Centrum a jeho zamestnanec - Hlavny 8.4.1 
skusajuci sa zavazuju plsomne informovat' 
Zadavatefa o ka.Zdom naroku a/alebo 
zalobe v maximalnom moznom rozsahu , 

The Center and its employee Principal 
Investigator agree to notify the Sponsor in 
writing and as much as possible about a claim 
and/or lawsuit according to these provisions on 
indemnification within fifteen ( 15) days of 
learning about such a claim or lawsuit and to 
allow the Sponsor to approve all acts and 
defense against such a claim or lawsuit, 
including the right to decide on its settlement; 
and 

podfa tychto ustanovenl o nahrade ujmy, a 
to do patnastich (15) dni odo dna, ked' sao 
nich dozvedia, a sucasne sa zavazuju 
umoznit' Zadavatefovi, aby schvafoval 
vsetky ukony a obranu proti takto 
uplatnenemu naroku alebo zalobe vratane 
rozhodovania o urovnanf sporu; a 

8.4.2 Centrum a jeho zamestnanec - Hlavny 8.4.2 
skusajuci su povinnl spolupracovat' so 
Zadavatefom a jeho pravnymi zastupcami 

The Center and its employee Principal 
Investigator must cooperate and require its 
employees to cooperate, with the Sponsor and 
its attorneys and insurers in the defense of such 
a claim or lawsuit; and 

a poist'ovatefmi pri obrane proti takemu 
naroku alebo zalobe, a zabezpecit' takuto 
spolupracu to strany svojich 
zamestnancov; 

8.4.3 Centrum a jeho zamestnanec - Hlavny 8.4.3 
skusajuci nesmu uznat' ani prijat' alebo 
uspokojit' ziadny takyto narok mimo alebo 

The Center and its employee Principal 
Investigator may not recognize, make any 
admission or settle any such claim or lawsuit 
without the prior written consent of the Sponsor. 

8.5 

v ramci sudneho konania bez 
predchadzajuceho pisomneho suhlasu 
Zadavatera. 

Pre odstranenie pripadnych pochybnosti , 
plati, ze nic v tomto clanku 8 nebrani 
Zadavaterovi, aby napriek tomu, ze ho k 
tomu ziadna zmluvna povinnost' 
nezavazuje, zvolil moznost' poskytnut' 
kompenzaciu za ujmu, ako je blizsie 
specifikovana v cl. 8.2 vyssie, priamo 
subjektu skusania aj bez toho, aby tento 
subjekt skusania uplatnil svoj narok narok 
na prislusnom sude proti Odskodnovanej 
strane. 

Cl. 9- Poistenie 

9.1 Zadavater zodpoveda za zabezpecenie 
poistenia na ucel Klinickeho skusania v 
sulade s prislusnymi pravnymi predpismi 
na celu dobu trvania Klinickeho skusania. 
Na tento ucel Zadavatef vyhlasuje, ze 
zabezpecil poistenie zodpovednosti 
Zadavatera za skodu (vratane 
nemajetkovej ujmy, okrem nemajetkovej 
ujmy sp6sobenej porusenim prav na 
ochranu osobnosti ci mena, urazkou na cti, 
ohovaranfm, sikanovanfm, obt'azovanlm, 
nerovnakym zaobchadzanim ci inymi 
sp6sobmi diskriminacie), prostrednictvom 
ktoreho je zabezpecene aj odskodnenie v 
pripade smrti subjektu skusania alebo v 

8.5 For the avoidance of doubt, nothing in this Section 
8 would prevent the Sponsor from choosing to 
provide compensation to a trial subject directly 
for damage to their health as detailed in Section 
8.2, without the trial subject bringing a claim 
through the Court against the Indemnified Party 
(although is under no contractual obligation to 
do so). 

Article 9 -Insurance 

9.1 The Sponsor shall be responsible for taking out 
insurance for the purposes of the Clinical Trial 
in compliance with applicable legal regulations 
for the entire duration of the clinical Clinical Trial. 
For these purposes, the Sponsor represents 
and warrants that it took out insurance of 
liability of the Sponsor for damage (including 
the non- pecuniary damage, with the exception 
of non- pecuniary damage caused by violation 
of personality or name protection rights, by 
defamation, slander, bullying, harassment, 
unequal treatment or by any other way of 
discrimination), including indemnification in 
case of death of a trial subject or damage to 
health to a trial subject due to the Clin ical Trial 
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10.1 

10.2 

prfpade ujmy vzniknutej na zdravf subjektu 
skusania v dosledku vykonavania 
Klinickeho skusania v sulade s § 43 pfsm. 
h) bod 3 zakona o liekoch. Zadavatef d'alej 
prehlasuje, ze zabezpecil poistenie 
zodpovednosti Centra za skodu, ktora moze 
byt' sposobena subjektu skusania v sulade s 
§ 43 pfsm. h) bod 4. zakona o liekoch. Pre 
vylucenie pochybnosti Zadavatef a 
Centrum vyhlasuju , ze poistenie podfa tohto 
odseku nenahradza poistenie vzt'ahujuce sa 
k hlavnej cinnosti Centra,, ktore nesuvisia 
s Klinickym skusanfm zodpovednosti za 
poskytovanie zdravotnej starostlivosti 
hradenej z verejneho zdravotneho 
poistenia, tzn. bezne poskytovanie 
zdravotnej starostlivosti. Poistna zmluva v 
osvedcenej kopii uzavreta Zadavatefom je 
poskytnuta Centru. 

Cl. 10 - Ochrana a spristupnenie 
osobnych udajov 

Zmluvne strany sa zavazuju postupovat' v 
oblasti ochrany osobnych udajov pri 
Klinickom skusani v zmysle Usmernenia 
Uradu na ochranu osobnych udajov -
"Zakonne spracuvanie osobnych udajov pri 
klinickom skusani", ktore je zahrnute do 
Prilohy c. 2 k tejto Zmluve. 

Centrum a Hlavny skusajuci su si vedomf, ze 
Zadavatef a/alebo CRO alebo tretia osoba 
Zadavatefom a/alebo CRO poverena budu 
vkladat' Vysledky Klinickeho skusania a 
vSetky spravy sUvisiace s KlinickYm 
skusanfm, zaznamy o skoleniach v mieste 
realizacie Klinickeho skusania a vystupy z 
akychkofvek auditov vykonanych 
Zadavatefom a/alebo CRO alebo v jeho 
mene podra pravidiel spravnej klinickej 
praxe alebo inspekcif do internych 
elektronickych databaz Zadavatera a/alebo 
CRO a I alebo tretfch osob poverenych 
Zadavatefom a/alebo CRO. V ramci tejto 
spravy udajov mozu byt' osobne udaje 
Hlavneho skusajuceho, ako su meno, 
priezvisko a adresa, financne zaujmy podfa 
Potvrdenia o financnych zaujmoch, a d'alej 
tiez osobne udaje inych zamestnancov 
Centra, Clenov studijneho timu a pripadne 
subjektov skusania a udaje 0 ich ucasti v 
Klinickom skusanf, yYstupy auditov 
vykonanych Zadavatefom a/alebo CRO v 
sulade s pravidlami spravnej klinicke praxe 
alebo inspekciami (d'alej len ako "Udaje") 

performance pursuant to Section 43, letter h) 
point 3 of Pharmaceuticals Act. The Sponsor 
further represents and warrants that it took out 
insurance of liability of the Center for damage 
that may be caused to the trial subject 
pursuant to Section 43 letter h) point 4 of 
Pharmaceuticals Act. In order to eliminate any 
doubts, the Sponsor and the Center 
represent and warrant that this insurance 
does not replace insurance covering the 
primary activities of the Center which are not 
related to the Clinical Trial, responsibilities for 
the provision of healthcare covered by public 
health insurance, e.g. a regular provision of 
medical services. The insurance contract in a 
certified copy concluded by the Sponsor is 
provided to the Center. 

Article 10- Personal Data Protection and 
Disclosure 

10.1 The Contracting Parties undertake to proceed in 
the field of personal data protection in the 
Clinical trial in accordance with the Guideline 
of the Office for Personal Data Protection 
"Legal Processing of Personal Data in Clinical 
Trials", which is included in appendix No.2 of 
this Agreement. 

10.2 The Center and the Principal Investigator 
understand that the Sponsor and/or CRO or 
a third party authorized by the Sponsor 
and/or CRO shall enter Results of the 
Clinical Trial, all reports related to the 
Clinical Trial, site-training records and 
outcomes of all audits performed by, or on 
behalf of, the Sponsor and/or CRO into 
internal electronic databases of the Sponsor 
and/or CRO and/or third parties authorized by 
the Sponsor and/or CRO in compliance with 
good clinical practice rules or inspections. As 
part of such data management, the personal 
data of the Principal Investigator, such as 
first and last name, address and financial 
interests according to the Financial 
Interests Declaration, as well as the personal 
data of other employees of the Center, 
Clinical Trial Team Members and possibly 
trial subjects and their involvement in the 
Clinical Trial and outcomes of audits 
performed by the Sponsor and/or CRO in 
compliance with good clinical practice rules 
or inspections (hereinafter referred to as 
"Data") may be stored, processed and used 
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uchovavane, spracovane a pouzite 
Zadavatefom a/alebo CRO, jeho 
Prepojenymi osobami a splnomocnenymi 
tretimi osobami v sulade s poziadavkami 
pravidiel spravnej klinickej praxe a 
prislusnych pravnych predpisov na useku 
ochrany osobnych udajov, obzvlast' avsak 
nie len so zakonom c. 18/2018 Z.z. , v znenf 
neskorsich predpisov, a GDPR. Zadavatef 
bude poskytovat' Udaje do externych 
verejnych databaz+. aka je napr. 
clinicaltrials.gov aka aj v rozsahu 
nevyhnutnom na zaklade platnych pravnych 
predpisov statnym instituciam. Udaje budu 
spracovavane za ucelom plnenia pravnych 
povinnosti Zadavatefa a/alebo CRO a pre 
ucely riadenia klinickych skusani. Udaje 
budu spracovavane po urcitu ale nie vopred 
znamu dobu, avsak sucasne, nikdy nie 
dlhsie nez do dosiahnutia ucelu, pre ktOrY SU 
spracovavane. 

10.3 Centrum sa zavazuje bezodkladne a 
pfsomne informovat' Zadavatera o 
akomkofvek porusenf ustanoveni o 
bezpecnosti osobnych udajov, v kazdom 
prfpade vsak najnesk6r do dvoch (2) dni od 
datumu zistenia takehoto porusenia. 

10.4 Zmluvne strany sa zavazuju konat' v st.ilade 
s prislusnymi pravnymi predpismi na 
useku ochrany osobnych udajov, najma s 
Nariadenfm Eur6pskeho parlamentu a 
Rady (EU) 2016/679 z 27. aprfla 2016 o 
ochrane fyzickych os6b pri spracovanf 
osobnych udajov a vofnom pohybe tychto 
udajov a o zruseni smernice 95/46/ES 
(vseobecne nariadenie o ochrane osobnych 
udajov}, d'alej so zakonom c. 18/2018 Z.z. 
o ochrane osobnych udajov a o zmene a 
doplnenf niektOrYCh zakonov V platnom 
znenf a v sulade s prfslusnymi pokynmi 
Statneho ustavu pre kontrolu lieciv, najma 
pokynom MP 131/2018, ak sa uplatni. 

Cl. 11 - Trvanie Zmluvy 

11 .1 Tato Zmluva nadobuda ucinnost' dnom 
nasledujucim po dni jej zverejnenia v 
centralnom registri zmluv na 
www.crz.qov.sk v sulade s clankom 4.6, a 
skonci dnom kedy (a) bude dokoncena 
celkova sprava o Klinickom skusanf , alebo 
(b) bude vykonana posledna platba CRO, 
pricom rozhodujuca je ta z tychto 
skutocnostf, ktora nastane nesk6r. 

by the Sponsor and/or CRO, its Affiliates and 
authorized third parties in compliance with 
good clinical practice rules and applicable 
personal data protection laws, especially but 
without limitation the Personal Data Protection 
Act no. 18/2018 Z.z. as amended and GDPR. 
The Sponsor shall provide Data to external 
public databases, such as clinicaltrials.gov, as 
well as, to the extent necessary under 
applicable law, to government authorities. 
Data shall be processed for the purposes of 
compliance with the Sponsor and/or CRO's 
legal obligations and for the management of 
clinical trials. Data shall be processed for a 
definite but not known in advance period of 
time, however, no longer than until the 
purpose, for which they are processed, is 
fulfilled. 

1 0.3 The Center agrees to inform the Sponsor in 
writing about any breach of personal data 
protection provisions without undue delay; 
however, no later than two (2) days following 
finding of such breach. 

10.4 The Contracting Parties agree to adhere to 
applicable personal data protection laws, 
especially Regulation (EU) 2016/679 of the 
European Parliament and of the Council of 27 
April 2016 on the protection of natural 
persons with regard to the processing of 
personal data and on the free movement of 
such data, and repealing Directive 95/46/EC 
(General Data Protection Regulation) . the 
Act. No. 18/2018 Coli. on Protection of 
Personal Data and on Amendments to 
Certain Laws, as amended and relevant 
guidelines of the State Institute for Drugs 
Control, in particular guideline MP 131/2018, 
if applicable. 

Article 11 -Term of the Agreement 

11 .1 This Agreement shall come into force on the 
day following the day of its publication in the 
central register of contracts on 
www.crz.gov.sk in accordance with Article 4.6 
and shall end on the day (a) the overall 
Clinical Trial report is completed or 
(b) the CRO makes its last payment, 
whichever occurs later. This Agreement shall 
enter into force on the date of its signature by 
the last of the Contracting Parties. 
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Tato Zmluva nadobuda platnosf driom jej 
podpisu poslednou zo Zmluvnych stran. 

11 .2 Prava a povinnosti Zadavatefa a/alebo CRO 
a Centra vratane prav a povinnosti 
zamestnanca Centra - Hlavneho 
skusajuceho stanovene v tejto Zmluve, 
ktore vzhfadom na svoju povahu maju 
pretrvat' aj po skonceni tejto Zmluvy 
(vratane prav s ohfadom na vlastnictvo, 
Vynalezy, zachovavanie mlcanlivosti, 
publikacie, protikorupcnych ustanoveni, 
zodpovednosti a odskodnenie), zostavaju v 
platnosti aj po skonceni tejto Zmluvy. 

Cl. 12- Skoncenie 

12.1 Bez ohfadu na akekofvek ine pravo skoncit' 
tuto Zmluvu, ktore moze byt' stanovene v 
tejto Zmluve alebo vyplyva zo vseobecne 
zavaznych pravnych predpisov, Zadavatef 
a/alebo CRO ma pravo skoncif tuto Zmluvu 
kedykofvek aj bez uvedenia dovodu na 
zaklade pisomnej vypovede s tridsat'driovou 
(30) vypovednou dobou. Vypovedna doba 
zacne plynut' prv;'m driom mesiaca 
nasledujucom po mesiaci, v ktorom bola 
pisomna vypoved' dorucena druhej 
zmluvnej strane lhned' po doruceni 
pisomnej v;'povede tejto Zmluvy druhej 
zmluvnej strane na zaklade ktorehokofvek 
ustanovenia tejto Zmluvy, sa Centrum a 
Hlavny skusajuci zavazuju (i) zastavit' 
nabor a zarad'ovanie subjektov skusania 
do Klinickeho skusania, (ii) zastavit' 
vykonavanie vsetkych postupov, u u:Z 
zahrnutych subjektoch skusania, a to v 
miere, v akej to dovofuje lekarske hfadisko, 
a (iii) zdr:Zaf sa v maximalnej moznej miere 
vytvarania d'alsich nakladov a v;ldavkov. 

V pripade, ze Centrum alebo 
Zadavatef/CRO oznami, ze vypovedna 
doba v dfzke tridsiatich (30) dni je 
nedostatocne dlha doba na vyhodnotenie 
rizik pre zaradene subjekty skusania, 
ktor;'m sa podava Skusany liek, budu 
Zmluvne strany spolupracovat' na tom, aby 
bola bezpecne ukoncena liecba tychto 
subjektov skusania tymto Skusanym 
liekom v priebehu vzajomne dohodnutej 
doby, ale v ziadnom pripade nebude 
zavazok Zadavatefa dodavaf Skusany liek 
podfa tejto Zmluvy trvaf dlhsie ako 
primeranu dobu. 

This Agreement shall become valid as of the 
day when signed by the last Party hereto. 

11 .2 The rights and obligations of the Sponsor 
and/or CRO and the Center including the 
rights and obligations of Center's employee -
Principal Investigator that are set forth in this 
Agreement and by nature are to survive this 
Agreement (including, without limitation, 
rights with respect to ownership, Inventions, 
confidentiality, publication, anti-bribery, 
liability and indemnification) shall remain in 
effect even after this Agreement is terminated. 

Article 12-Termination 

12.1 Notwithstanding any other termination right 
set forth in this Agreement or in the applicable 
generally binding legal regulations, the 
Sponsor and I or C R 0 reserves the right to 
terminate this Agreement at any time without 
cause based on thirty-day written notice. The 
notice period begins on the first day of the 
month following the month in which the 
written notice was delivered to the other 
Contracting party. Immediately upon receipt 
of the written notice by other Contracting 
party based on any provision of this 
Agreement, the Center and the Principal 
Investigator agree to (i) cease recruiting and 
enrolling trial subjects in the Clinical Trial, 
(ii) cease all procedures to the extent 
medically permissible on trial subjects already 
enrolled in the Clinical Trial and (iii) refrain 
as much as possible from incurring 
additional costs and expenses. 

In the case that the Center or the 
Sponsor/CRO announces that the thirty-day 
notice does not provide enough time to 
evaluate risks for enrolled trial subjects who 
receive the Investigational medicinal product, 
the Contracting Parties shall cooperate so 
that the treatment of the trial subjects with 
the Investigational medicinal product would 
be safely terminated during a mutually 
agreed period of time; however, the Sponsor 
shall not be required to provide the 
Investigational medicinal product based on 
this Agreement for an unreasonable period of 
time. 
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12.2 Centrum a Zadavatef, kazdy z nich, maju 
pravo ukoncit' tuto Zmluvu s okamzitym 
ucinkom formou pisomnej vypovede 
dorucenej druhej Zmluvnej strane v pripade, 
ze vykonavanie Klinickeho skusania v 
Centre musi byt' ukoncene na zaklade 
ziadosti prislusnej Etickej komisie alebo ak 
sa taketo ukoncenie vyzaduje podfa 
odovodneneho stanoviska ktorejkofvek zo 
Zmluvnych stran na ochranu zdravia 
subjektov v klinickom skusani z lekarskych 
alebo etickych- dovodov. Ucinky takejto 
vypovede nastanu dnom je dorucenia 
druhej zmluvnej strane. Skoncenie Zmluvy 
Centrom podfa predchadzajucej vety je 
Hlavny skusajuci povinny vopred 
prekonzultovat' so Zadavatefom a/alebo 
CRO. lhned' po doruceni pisomnej 
vypovede tejto Zmluvy druhej zmluvnej 
strane na zaklade ktorehokofvek 
ustanovenia tejto Zmluvy, sa Centrum a 
Hlavny skusajuci zavazuju (i) zastavit' nabor 
a zarad'ovanie subjektov skusania do 
Klinickeho skusania, (ii) zastavit' 
vykonavanie vsetkych postupov, u uz 
zahrnutych subjektov skusania, a to v miere, 
v akej to dovofuje lekarske hfadisko, a (iii) 
zdr2at' sa v maximalnej moznej miere 
vytvarania d'alsich nakladov a vydavkov. 
Zmluvne strany budu spolupracovat' na tom, 
aby bola bezpecne ukoncena liecba 
subjektov skusania Skusanym liekom v 
priebehu vzajomne dohodnutej doby, ale v 
ziadnom pripade nebude zavazok 
Zadavatera dodavat' Skusany liek podfa 
tejto Zmluvy trvat' dlhsie ako primeranu 
dobu. Bez ohfadu na predchadzajuce 
ustanovenie, v pripade kritickych alebo 
dolezitych zisteni v ramci auditu alebo 
inspekcie tykajucich sa spravnej klinickej 
praxe, dohfadu nad liekmi alebo 
regulacnych zalezitosti, praxe alebo 
postupu, ktore maju nepriaznivy vplyv na 
prava, bezpecnost', alebo celkovu pohodu 
subjektov skusania alebo ktore mozu 
predstavovat' potencialne riziko pre verejne 
zdravie alebo ktore mozu mat' za nasledok 
neprijaternost' udajov z Klinickeho skusania 
alebo ktore predstavuju vazne porusenie 
prislusnych pravnych predpisov a pravidiel, 
ma Zadavatef a/alebo CRO pravo (podfa 
svojej vofby) s okamzitym ucinkom docasne 
zastavit' nabor subjektov skusania, kym 
nebudu predmetne zistenia uplne posudene 
alebo s okamzitym ucinkom pisomne 
vypovedat' tuto Zmluvu. 

12.2 The Center and the Sponsor each have the 
right to terminate this Agreement with 
immediate effect by giving written notice to 
the other party in the case that the Clinical 
Trial at the Center needs to be terminated 
upon request of the competent Ethics 
Committee or upon request of either 
Contracting Party on the basis of its justified 
statement due to medical or ethical reasons. 
Such termination becomes effective on the 
date of its receipt by the last of the 
Contracting Parties. The Principal 
Investigator must consult termination of this 
Agreement by the Center under the previous 
sentence with the Sponsor and/or CRO 
beforehand. Immediately upon receipt of the 
written notice by other Contracting Party 
based on any provision of this Agreement, the 
Center and the Principal Investigator agree to 
(i) cease recruiting and enroll ing trial subjects 
in the Clin ical Trial, (ii) cease all procedures 
to the extent medically permissible on trial 
subjects already enrolled in the Clinical Trial 
and (iii) refrain as much as possible from 
incurring additional costs and expenses. The 
Contracting Parties shall cooperate so that 
the treatment of the trial subjects with the 
Investigational medicinal product would be 
safely terminated during a mutually agreed 
period of time; however, the Sponsor shall not 
be required to provide the investigational 
medicinal product based on this Agreement 
for an unreasonable period of time. Without 
prejudice to the foregoing, in the event of 
critical or important find ings from an audit or 
inspection related to good clinical practice, 
pharmacovigilance or regulatory matters, 
practice or procedure that have a negative 
impact on the rights, safety or well-being of 
trial subjects or that may pose a potential risk 
to public health or that may render Clinical 
Trial data inadmissible or that seriously 
violate applicable legal regulation and rules, 
the Sponsor and/or CRO reserves the right (at 
its own discretion) to temporarily stop the 
recruitment of trial subjects with immediate 
effect until the relevant findings are fully 
assessed or to terminate by written notice this 
Agreement with immediate effect. 
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12.3 V prfpade, ze ktorekofvek z povolenf alebo 
suhlasov potrebnych na vykonavanie 
Klinickeho skusania je (i) s pravoplatne 
zamietnute alebo (ii) pravoplatne rusene, 
skoncf tate Zmluva automaticky driom 
dorucenia oznamenia (rozhodnutia) o 
takomto pravoplatnom zamietnutf alebo 
pravoplatnom zrusenf. 

12.4 Ak sa Zadavater a/alebo CRO primerane 
domnieva, ze Centrum a jej zamestnanec 
- Hlavny skusajuci nebudu schopnf zacat' 
nabor alebo plnit' svoje povinnosti tykajuce 
sa naboru v ramci dohodnutej lehoty, ma 
Zadavatef a/alebo CRO pravo na zaklade 
oznamenia doruceneho Centru (a) s 
okamzitYm ucinkom znfzit' pocet subjektov 
skusania, ktorf sa maju zaradit' do 
Klinickeho skusania; alebo (b) predizit' dobu 
naboru; alebo (c) ukoncit' tuto Zmluvu s 
okamzitym ucinkom. Podfa pfsmena c) 
maze Zadavatef pfsomne odstupit' od 
Zmluvy s okamzitym ucinkom, avsak len 
ak vopred pfsomne upozornil Centrum na 
ich omeskania s naborom subjektov 
skusania a poziadal ich o napravu v 
dodatocnej primeranej lehote, ktoru im na 
tento ucel stanovuje, a Centrum ani v takej 
dodatocnej lehote napravu neurobi. 
Centrum musi byt' o moznosti 
Zadavatefa/CRO odstupit' od tejto Zmluvy s 
okamzitym ucinkom v prfpade, ak Centrum 
nezjedna napravu ani v dodatocne 
stanovenej lehote, nalezite pfsomne 
poucene. 

12.5 V prfpade, ze Zadavatef a/alebo CRO 
neschvali noveho Hlavneho skusajuceho 
podfa cl. 2.27 alebo sa tento novy Hlavny 
skusajuci pfsomne nezaviaze k 
povinnostiam podfa tejto Zmluvy, 
Zadavatef/CRO je opravneny tuto Zmluvu 
ukoncit' vypoved'ou ku driu dorucenia 
vypovede Centru. V prfpade, ze Hlavny 
skusajuci a Zadavatef/CRO maju zaujem 
pokracovat' v spolupraci pri vykonavanf 
Klinickeho skusania v inom zdravotnfckom 
zariadenf, Centrum sa zavazuje poskytnut' 
sucinnost' pri prevedeni relevantnych 
udajov, informacif a materialu, ktore nie su 
vlastnfctvom Centra v prospech noveho 
centra. 

12.3 In the case that any authorization or consent 
necessary for the performance of the Clinical 
Trial is (i) finally rejected or (ii) withdrawn, this 
Agreement shall be automatically terminated 
on the day of receipt of notification (decision) 
of such final rejection or withdrawal. 

12.4 In the case that the Sponsor and/or CRO 
reasonably believes that the Center and its 
employee - Principal Investigator shall be 
unable to start recruitment or to fulfil their 
recruitment obligations by the agreed 
deadline, the Sponsor and/or CRO shall have 
the right, by sending written notice to the 
Center, to (a) decrease with immediate effect 
the number of trial subjects to be recruited; 
or {b) extend the recruitment deadline; or (c) 
terminate this Agreement. According to (c) , 
the Sponsor may withdraw from this 
Agreement by written notice with immediate 
effect, provided that the Sponsor informed 
the Center about their delay with recruiting 
trial subjects in writing beforehand and 
asked them to remedy this delay within an 
additional reasonable time- limit and the 
Center failed to remedy this delay within 
such additional reasonable time-limit. The 
Center must be duly informed in writing about 
the Sponsor/CRO's possibility to withdraw 
from this Agreement with immediate effect if 
the Center does not remedy the situation 
even within an additional period of time. 

12.5 In the case that the Sponsor and/or CRO does 
not approve a new Principal Investigator 
pursuant to Article 2.27 or a new Principal 
Investigator does not accept in writing the 
obligations under this Agreement, the 
Sponsor/CRO may terminate this 
Agreement as of the day of delivery of the 
termination notice to the Center. In the case 
that the Principal Investigator and the 
Sponsor/CRO wish to continue to cooperate 
with regard to the Clinical Trial in another 
medical facility, the Center agrees to 
cooperate with transferring relevant data, 
information and materials that are not owned 
by the Center to such a medical facility. 
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12.6 V pripade, ze pocas auditu alebo inspekcie 
regulacnych organov bude zistene porusenie 
ustanoveni tejto Zmluvy alebo Protokolu zo 
strany Centra alebo Hlavneho skusajuceho 
(alebo nedodr:Zanie ustanoveni tejto Zmluvy 
zo strany ktorehokofvek ineho Clena 
studijneho timu), ma Zadavatef/CRO pravo 
tuto Zmluvu pisomne vypovedaf s okamzitou 
ucinnost'ou, pricom ucinky takejto vypovede 
nastanu dnom jej dorucenia poslednej zo 
Zmluvnych stran. 

12.7 CRO je povinny uhradif vsetky dlzne ciastky 
za riadne poskytnute sluzby Centrom a/alebo 
Hlavnym skusajucim reprezetnovanym 
timom klinickeho skusania na zaklade tejto 
Zmluvy a naklady, ktore im odovodnene 
vznikli, ku dnu dorucenia v)lpovede alebo v 
pripade ukoncenia tejto Zmluvy podfa cl. 
12.1 k poslednemu dnu vypovednej lehoty 
alebo v pripade ukoncenia tejto Zmluvy podfa 
cl. 12.3 ku dnu dorucenia oznamenia. Ak 
Centrum preukazatefne obdr:Zalo vyssiu 
sumu odmeny a nakladov, na ktore mu podfa 
skutocne vykonanych cinnosti vznikol narok 
v sulade s touto Zmluvou, Centrum sa 
prislusny rozdiel zavazuje zaplatit' (vratit') 
spat' Zadavatefovi/CRO bez zbytocneho 
odkladu. 

12.8 Pri skonceni Zmluvy sa centrum a Hlavny 
skusajuci zavazuju vratit' Zadavaterovi 
a/alebo CRO vsetok nespotrebovany 
material a predmety, ktore im bali poskytnute 
v suvislosti s Klinickym skusanim, a to 
najneskor do tridsiatich (30) pracovnych dni 
od datumu skoncenia Zmluvy. Vratenie 
nespotrebovanych liekov, material a 
hnutefneho majetku sa uskutocni v sidle 
Centra. 

Cl. 13- Rozne ustanovenia 

13.1 Uzatvorenie tejto Zmluvy nie je podmienene 
ziadnym existujucim alebo buducim 
obchodnym vzfahom medzi Centrom alebo 
Hlavnym skusajucim a Zadavatefom a/alebo 
CRO ani ziadnym obchodnym rozhodnutim, 
ktore Centrum a/alebo Hlavny skusajuci 
urobili voci Zadavatefovi/CRO alebo 
v)lrobkom obchodovanym Zadavatefom. 

12.6 In the case that an audit or inspection of 
supervising authorities discovers a breach of 
this Agreement or the Protocol on the part of 
the Center or the Principal Investigator (or 
failure by any Clinical Trial Team Members to 
observe the provisions of th is Agreement), the 
Sponsor/CRO shall have the right to term inate 
this Agreement by written notice with 
immediate effect, and such termination 
becomes effective on the date of its delivery to 
the last of the Contracting Parties. 

12.7 The CRO must pay all outstanding amounts 
for the services properly provided by the Center 
and/or Principal Investigator represented site 
staff based on this Agreement and all 
reasonably incurred costs, as of the day of 
receipt of the notice or, in the case that this 
Agreement is terminated pursuant to Article 
12.1, as of the last day of the termination 
period or, in the case that this Agreement is 
terminated pursuant to Article 12.3, as of the 
day of receipt of the notice. In the case that 
the Center provably received higher payments 
than the payments due according to the work 
actually performed based on this Agreement, 
the Center shall refund (pay back) the 
balance to the Sponsor/CRO without undue 
delay. 

12.8 Upon termination of this Agreement, the 
Center and Principal Investigator shall return 
to the Sponsor and I or C R 0 all unused 
materials and items provided to them in 
relation to the Clin ical Trial within thirty (30) 
working days of the day of termination of this 
Agreement. The return of unused drugs, 
materials and movable property shall take 
place at the registered office of the Center. 

Article 13-Miscellaneous 

13.1 The conclusion of this Agreement is not 
contingent on any existing or future business 
relationship between the Sponsor and/or CRO 
and the Center or Principal Investigator or on 
any business decision that the Center and/or 
Principal Investigator made or shall make with 
respect to the Sponsor/CRO or the products 
sold by the Sponsor. 
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13.2 Centrum sa zavazuje plnit' svoje povinnosti 
podfa tejto Zmluvy sp6sobom, ktorj bude 
v sulade s prislusnymi pravnymi predpismi 
zameranymi proti korupcii a podplacaniu a 
v sulade s prilohou c. 3. Centrum zavazne 
vyhlasuje, ze v suvislosti s Klinickym 
skusanim neakceptovalo alebo neposkytlo 
ani nebude akceptovat' a neposkytne ziadnu 
platbu ani prospech, priamo alebo 
nepriamo, uradnej osobe, zakaznikom, 
obchodnym partnerom, odbornikom v 
zdravotnictve ani ziadnej inej osobe na ucel 
ziskania nedovoleneho prospechu alebo 
nekalej obchodnej yYhody, nebudu 
ovplyvnovat' rozhodovanie v sukromnej ani 
verejnej sfere, predpisovanie, ani nebudu 
nikoho podnecovat' k porusovaniu 
profesijnych povinnosti alebo pravidiel. 
Centrum sa zavazuje bezodkladne pisomne 
oznamit' Zadavaterovi a/alebo CRO kazde 
podozrenie ci zistene porusenie vyssie 
uvedenych zasad v suvislosti s obchodnou 
cinnost'ou Zadavatefa a bude v tychto 
pripadoch spolupracovat' so Zadavaterom 
pri presetreni takej zalezitosti. 

13.3 Centrum vyhlasuje, ze Centrum ani Hlavny 
skusajuci nemaju v sucasnosti uzatvorenu 
ziadnu zmluvu ani zavazok, ktorjch plnenie 
by negativne ovplyvnilo plnenie povinnosti 
voci Zadavatefovi a/alebo CRO na zaklade 
tejto Zmluvy a sucasne sa zavazuju po celu 
dobu priebehu Klinickeho skusania ziadnu 
takuto zmluvu neuzavriet' ani ziadny takyto 
zavazok neprijat'. Hlavny skusajuci ruci za 
to, ze ziadny z Clenov studijneho timu 
nema v sucasnej dobe uzatvorenu ziadnu 
takuto Zmluvu, a zavazuje sa zabezpecit', 
ze ziadny z Clenov studijneho timu takuto 
zmluvu neuzavrie. 

13.4 Tato Zmluva obsahuje uplne dojednanie o 
predmete Zmluvy a vsetkych nalezitostiach, 
ktore Zmluvne strany mali a chceli v Zmluve 
dojednat', a ktore povazuju za d61ezite. 
Sucasne Zmluvne strany vyhlasuju, ze si 
vzajomne oznamili vsetky informacie, ktore 
povatuju za d61ezite a podstatne na 
uzatvorenie tejto Zmluvy. 

13.5 Zmluvne strany prejavili voru neuplatnovat' 
akekofvek prava a povinnosti Zmluvnych 
stran vyvodene z doterajsej alebo buducej 
praxe zavedenej medzi nimi alebo zvyklosti 
udrZiavanych vseobecne ci v odvetvi 
tykajucom sa predmetu plnenia tejto 
Zmluvy, pokiaf tato Zmluva neustanovuje 
inak. 

13.2 The Center agrees to perform its obligations 
under this Agreement in compliance with 
applicable anti-bribery and anti-corruption 
laws and in compliance with Appendix 3. 
The Center represents and warrants that in 
connection with the Clinical Trial it did not 
accept or provide and shall not~ or provide 
any payment or benefit, directly or indirectly, 
to/from government officials, customers, 
business partners, healthcare professionals 
or any other persons in order to secure an 
improper benefit or unfair business 
advantage, shall not influence private or 
official decision-making, shall not influence 
prescribing and shall not instigate anyone to 
breach professional duties or rules. The 
Center agrees to immediately report to the 
Sponsor and/or CRO in writing any suspected 
or detected violation of the above principles in 
connection with the Sponsor's business 
activity and, in such cases, shall cooperate 
with the Sponsor in reviewing the matter. 

13.3 The Center represents and warrants that it 
and Principal Investigator are not presently 
under any agreement or obligation that would 
negatively affect the performance of their 
obligations with respect to the Sponsor and/or 
CRO based on this Agreement and agree not 
to enter into any such agreement or accept 
any such obligation in the course of the 
Clinical Trial. The Principal Investigator 
warrants that no Clin ical Trial Team Member 
is presently under any such agreement and 
agrees to ensure that no Clinical Trial Team 
Member shall enter into any such agreement. 

13.4 This Agreement represents an entire 
agreement about the subject-matter hereof 
and all matters that the Contracting Parties 
were and wished to negotiate herein and 
consider important. The Contracting Parties 
represent and warrant that they provided to 
each other all information they consider 
important and substantial for entering into this 
Agreement. 

13.5 The Contracting Parties do not wish to have 
any of their rights and obligations implied from 
current or future practice established between 
them or from usages observed in general or in 
the industry related to the subject-matter of 
this Agreement, unless explicitly agreed in 
the Agreement. 
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13.6 Kazda zo Zmluvnych stran kona ako 
nezavisly subjekt a na ziadne ucely nie je v 
postaveni partnera, sprostredkovatefa, 
zamestnanca ani zastupcu druhej Zmluvnej 
strany. 

13.7 CRO-maze slobodne postupit' ktorekofvek 
alebo vsetky svoje prava a delegovat' 
kton3kofvek alebo vsetky svoje povinnosti 
podfa tejto zmluvy na Zadavatera na 
zaklade pfsomneho oznamenia Centru. 
CRO (alebo Zadavater po vymenovanf a 
delegovani zo strany CRO) maze tiez na 
zaklade predchadzajuceho oznamenia 
Centru slobodne delegovat' a postupit' 
povinnosti a prava suvisiace s Klinickym 
skusanim na externeho poskytovatera a 
maze vofne delegovat' alebo postupit' svoje 
povinnosti alebo prava suvisiace s Klinickym 
skusanfm ktorejkofvek Prepojenej osobe 
spolocnosti Zadavatera. CRO nesmie bez 
pfsomneho suhlasu dotknutej strany inak 
postupit' svoje prava ani delegovaf svoje 
povinnosti podfa tejto Zmluvy. Ak 
Zadavatef/CRO deleguje alebo plnf 
prostrednfctvom subdodavatefov 
ktorekofvek povinnosti, CRO alebo 
Zadavater zostava zodpovednym pre 
Centrum za plnenie tychto povinnosti. Ak 
CRO postupi vsetky prava a povinnosti CRO 
podfa tejto Zmluvy v sulade s podmienkami 
tejto Zmluvy na ineho poskytovatefa sluzieb, 
tento poskytovater sluzieb bude 
zodpovedny za plnenie vsetkych povinnosti. 
Uvedene skutocnosti musia byt' pfsomne 
oznamene Centru. Okrem vyssie 
uvedeneho nie je ziadna zo Zmluvnych 
stran opravnena postupit' svoje prava a I 
alebo povinnosti uplne ani scasti na tretiu 
stranu bez predchadzajuceho pfsomneho 
suhlasu ostatnych Zmluvnych stran. Tato 
Zmluva zavazuje Zmluvne strany, ako aj ich 
pravnych nastupcov a osoby, na ktore budu 
prava a zavazky Zmluvnych stran v sulade s 
tymto clankom postupene. 

13.8 Neplatnost' a lebo nevymahaternost' 
konkretneho ustanovenia tejto Zmluvy nema 
vplyv na platnost' ostatnych ustanoveni. 
Zmluvne strany sa zavazuju nahradit' 
neplatne a nevymahaterne ustanovenie 
platnym a vymahatefnym ustanovenim, 
podfa potreby, ktor>'m bude co mozno 
najblizsie dosiahnuty umysel, ktor>' 
zmluvne strany mali v case uzavretia tejto 
Zmluvy. 

13.6 Each Contracting Party shall act as an 
independent entity and shall not be construed 
for any purposes as a partner, agent, 
employee or representative to the other 
Contracting Party. 

13.7 CRO may freely assign any or all of its rights 
and delegate any or all of its duties under this 
Agreement to Sponsor on written notice to 
Center. CRO (or Sponsor, following 
assignment and delegation by CRO) may also 
freely delegate and assign Clinical Trial
related duties and rights to an external 
provider upon advance notice to Center, and 
may freely delegate or assign its Clinical Trial
related duties or rights to any Sponsor 
affiliate. CRO may not otherwise assign its 
rights or delegate its duties under this 
Agreement without written permission from 
the affected party. If CRO or Sponsor 
delegates or subcontracts any duties, CRO or 
Sponsor remains responsible to Center, for 
the performance of those duties. If CRO 
assigns all of CRO's rights and duties under 
this Agreement, in accordance with the terms 
herein, to another service provider, that 
service provider will become responsible for 
performance of all duties. The above facts 
must be notified in writing to the Center. Save 
for the foregoing, neither Contracting Party may 
assign its rights or obligations under this 
Agreement, in whole or in part, to a third party 
without the prior written consent of the other 
Contracting Parties. This Agreement is 
binding for all Contracting Parties as well as 
their legal successors and parties to which the 
rights and obligations of the Contracting 
Parties shall be assigned in compliance with 
this Article. 

13.8 The invalidity or unenforceability of a 
particular provision of this Agreement shall not 
prejudice the validity of the remaining 
provisions. The Contracting Parties agree to 
replace the invalid or unenforceable provision 
with a valid or enforceable provision that shall 
correspond as much as possible to the intent 
of the Contracting Parties at the time they 
entered into this Agreement. 
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13.9 Jednostranne vzdanie sa prava a lebo tichy 
suhlas alebo neuspesne dovolania sa 
porusenia ktorehokofvek ustanovenia tejto 
Zmluvy ktoroukofvek Zmluvnou stranou 
nezaklada jednostranne vzdanie sa prava v 
suvislosti s akymkofvek naslednym 
porusenim ktorehokofvek ustanovenia tejto 
Zmluvy. 

13.10 Pokiaf nie je v tejto Zmluve dohodnute inak, 
povazuje sa za kontaktnu osobu Centra 
JUDr.Gabriela Ballaschova, veduci referent 
klinickeho skusania. Ukon urobeny voci 
Centru sa povaZuje za riadne urobeny aj 
voci Hlavnemu skusajucemu, resp. Clenom 
skusajuceho timu. 

13.11 Zmluvne strany sa dohodli, ze tato Zmluva 
moze byt' s d'alej uvedenou vynimkou 
menena iba pisomne prostrednictvom 
vzostupne ocislovanych dodatkov 
podpisanych Zmluvnymi stranami. Zmluvne 
strany nemusia uzavriet' dodatok k tejto 
Zmluve v pripade tzv. nepodstatnych 
zmien Protokolu. Nepodstatnou zmenou 
Protokolu sa pritom rozumie taka zmena 
Protokolu, ktora nemeni rozsah ci sposob 
vykonavania ukonov (najma vysetrenie) 
vykonavanych Centrom alebo Hlavnym 
skusajucim v ramci Klinickeho skusania a 
nema teda akykofvek vplyv na vysku 
odmeny za vykonavanie Klinickeho 
skusania ci inej ceny uvedenej v tejto 
Zmluve. Nepodstatne zmeny Protokolu su 
ucinne dnom ich dorucenia Centru. 

13.12 Tato Zmluva je vypracovana podra 
slovenskeho prava a riadi sa slovenskym 
pravom. Zmluvne strany sa v sulade s 
ustanovenim § 262 ods. 1 a 2 
Obchodneho zakonniku vyslovne dohodli, 
ze ich zavazkovy vzt'ah upraveny touto 
Zmluvou sa bude riadit' Obchodnym 
zakonnikom Slovenskej republiky. Zmluvne 
strany sa d'alej dohodli, ze vsetky spory 
vzniknute z tejto Zmluvy budu riesene 
vecne a miestne prislusnymi sudmi 
Slovenskej republiky. 

13.9 A unilateral waiver of a right or acquiescence 
or failure to claim a breach of any provision of 
this Agreement by either Contracting Party 
shall not establish a unilateral waiver of such 
right with respect to any subsequent breach of 
any provision of this Agreement. 

13.10 Unless otherwise agreed in this Agreement, 
the Center's contact person shall be JUDr. 
Ballaschova, Chief Clinical Trial Officer. All 
actions taken with respect to the Center 
shall be deemed as actions taken with 
respect to the Principal Investigator or 
Clinical Trial Team Members as well. 

13.11 The Contracting Parties have agreed that this 
Agreement may be changed, excluding the 
exception mentioned below, only through 
written consecutively numbered amendments 
signed by Contracting Parties. The 
Contracting Parties are not obliged to execute 
an amendment to this Agreement in case of 
so-called minor changes in the Protocol. A 
minor change in the Protocol means a change 
in the Protocol that does not change the scope 
or manner of procedures (in particular 
examination) performed by the Center or 
Principal Investigator as part of the Clinical 
Trial and has no impact on remuneration for 
performing the Clinical Trial or on any other 
prices specified in this Agreement. Minor 
changes in the Protocol shall come into effect 
on the day of their delivery to the Center. 

13.12 This Agreement is construed and governed by 
the Slovak law, The Contracting Parties, in 
accordance with the provision of Section 262 
para. 1 and 2 of Commercial Code, expressly 
agree that their contractual relationship 
regulated by this Agreement shall be 
governed by the Commercial Code of Slovak 
Republic. The Contracting Parties have 
further agreed that any dispute arising from 
this Agreement shall be decided by 
materially and locally competent courts of the 
Slovak Republic. 
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13.13 Tato Zmluva je vyhotovena v slovenskom a 
v anglickom jazyku, pricom Zmluvne strany 
povazuju obe jazykove verzie za 
rovnocenne, avsak pre pripad vykladovych 
nezrovnalosti medzi jednotlivymi verziami 
sa Zmluvne strany dohodli, ze prednost' ma 
slovenska verzia Zmluvy.Tato Zmluva a 
vsetky jej prilohy predstavuju uplnu dohodu 
Zmluvnych stran o predmete tejto Zmluvy. 

Cl. 14- Prilohy 

13.13 This Agreement has been drawn up in the 
Slovak and English language, and the 
Contracting Parties consider both language 
versions to be equal; however, in case of any 
interpretation discrepancy between the 
individual versions, the Slovak version shall 
prevail as agreed by the Contracting Parties. 
This Agreement and all of its Appendices 
represent an entire agreement of the 
Contracting Parties with respect to the 
subject-matter of this Agreement. 

Article 14 - Appendices 

Nasledujuce prilohy tvoria neoddeliternu sucast' The following Appendices constitute an integral part 
tejto Zmluvy, pokiar nie je v tejto Zmluve of this Agreement, unless set forth otherwise 
stanovene inak: herein: 

Priloha c. 1: Rozpocet stUdie a platobne Appendix 1: Clinical Trial Budget & PaymentTerms 
podmienky 

Priloha c. 2: Pravidla spracuvania osobnych udajov Appendix 2: Rules for Personal Data Processing 

Priloha c. 3: Medzinarodne obchodne principy Appendix 3: Pfizer International Anti-Bribery and 
spolocnosti Pfizer proti podplacaniu a korupcii Anti-Corruption Principles 

Priloha c. 4: Zoznam clenov timu klinickeho 
skusania 

Priloha c. 5: Zmluva o vypozicke 

Priloha c. 6: Dalsie zmluvne podmienky 

Appendix 4: Clinical Trial Team Members List 

Appendix 5: Contract on Borrowing 

Appendix 6: Additional terms and 
Conditions 
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CRO/CRO 

Miesto I Place--~-~-------
Datum I Date _ 1_:2_ ·1:....__· 2.-o_L_~.:::....._ __ _ 

PhDr. Lenka Nagy 
Senior Manager, SSU 

Czech Republic and Slovakia 

zvisko I First and last name: Funkcia I Position: 

Centrum I Cent! 

Miesto I Place ~ )u · 
I 

Datum I Date Y / .9 /c.? ?-._3 

I 
~~ 

Meno a priezyisko I First and last name: 
MUDr. AndreJ Koman 
Pracovna pozicia I Position: 
riaditerka I Director 

Hlavny skusajuci I Principal Investigator 

icoSt~~ 
Miesto I Place----------

· ko I First and last name: 
Gal6ova 
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Priloha c.1 
ROZPOCET STU DIE A PLATOBNE 
PODMIENKY 

Cislo Protokolu: 87841008 

~ Meno a adresa oriiemcu platieb: Sumy 
splatne na zaklade tejto zmluvy budu vyplatene: 

Meno prijemcu: Detska fakultna nemocnica Kosice 

Meno hlavneho skusajuceho: MUDr. Natalia 
Gal6ova 
Cislo pracoviska: 1094 

Prijemca platieb: Detska fakultna nemocnica Kosice 

Adresa prijemcu platieb: Tr. SNP 1, 040 11 Kosice, 
Slovenska republika 

DIC/IC DPH: 2020777880 

Kontaktna osoba prijemcu platieb: Vikt6ria Koverova 
Viktoria. koverova@dfnkosice. sk 

Nazov banky: Statna pokladna 

Cislo uctu: SK50818000000070 00280825 

SWIFT k6d: SPSR SKBA 

Centrum musi pisomne poskytnut' uplne platobne 
pokyny pre CRO, aby bolo mozne akukofvek platbu 
vykonat'. Centrum je povinne pisomne informovaf 
Pfizer I CRO o akychkofvek zmenach alebo 
povinnych aktualizaciach platobnych pokynov 
a/alebo bankovych udajov. 

Ziadna platba nebude prijemcovi platieb uhradena 
do okamziku splnienia nasledujucich podmienok: (1) 
zmluva bude platne uzavrena, (2) vsetky 
administrativne pravne dokumenty budu riadne 
predane spolocnosti Pfizer /CRO a (3) bude vydane 
schvalenie nezavislej etickej komisie. 

Ak je zmluva ukoncena pred ziskanim vsetkych 
platieb, musi byt' zvysok okamzite vrateny CRO v 
sulade s clankom 14 (Vratenie platieb) . Ak tak 
Centrum neurobi, spolocnosf Pfizer alebo CRO 
moze na zaklade vlastneho uvazenia odcitaf tieto 
neuhradene sumy od platieb, ktore treba vykonat' v 
suvislosti s ucast'ou Centra v inom skusani 
spolocnosti Pfizer, alebo moze vyhfadat' ine 
dostupne napravne prostriedky 

2.Naklady na jedneho ucastnika: Naklady na 
jedneho ucastnika definovane v dolozke 1 su 
zalozene na absolvovani vsetkych navstev 
a procedur v sulade so specifikaciou skusania 

Appendix 1 
STUDYBUDGETANDPAYMENTTERMS 

Protocol Number: 87841008 

~ Payee Name and Address: Payment of 
the sums due under this Agreement will be made 
payable to: 
Payee's name: Detska fakultna nemocnica Kosice 

PI Name: MUDr. Natalia Gal6ova 

Site number :1094 

Payee: Detska fakultna nemocnica Kosice 

Payee's Address: Tr. SNP 1, 040 11 Kosice Slovak 
Republic 

Tax ID Number/ VAT Registration Number: 
2020777880 

Payee's AP/Payee's Payment Contact Email 
address: Vikt6ria Koverova 
Viktoria. koverova@dfnkosice. sk 
Bank Name: Statna pokladna 

Account Number: SK5081800000007000280825 

SWIFT Code: SPSR SKBA 

The Center must provide CRO, in writing, full 
payment instructions for the payee listed above, 
including completion of applicable payment 
processing forms, before any payments can be 
made under the Agreement. The Center is 
obligated to inform Pfizer I CRO, in writing , of any 
changes or required updates of payment 
instructions and/or bank details. 

No payments will be made to the Payee until the 
following are completed: (1) execution of the 
Agreement, (2) submission of all regulatory 
documents to Pfizer I CRO, and (3) IRB approval. 

If the Agreement is terminated before all payments 
are earned, the remainder must be returned to CRO 
immediately in accordance with Section 14 
(Refunds) below. If Center fails to do so, Pfizer, in 
its sole discretion, may apply such unearned sums 
to payments otherwise due in connection with 
Center participation in another Pfizer study or may 
pursue other available remedies. 

2.Per Subject Cost: The Per-Subject Cost as 
defined in Exhibit 1 is based upon completion of all 
visits and procedures in accordance with the Study 
specifications set forth in the Protocol. Payments 
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uvedenou v protokole. Platby budu vypocitane na 
zaklade udajov skusania v EDC systeme a budu 
vyplatene, ak pracovisko dodriiava protokol 
a ustanovenia tejto zmluvy, vratane povinnosti 
vystavit' fakturu v pripade, ze je to pozadovane. 
Platby sa budu realizovat' raz za stvrt' roka do 
styridsiatich piatich (45) dni od prijatia faktury za 
dokoncene navstevy potvrdene udajmi zo studie 
prijatymi spolocnost'ou Pfizer a CRO a schvalenymi 
studijnym timom CRO pokiaF je centrum v sulade s 
protokolom a podmienkami tejto zmluvy. 

3.Dalsie naklady suvisiace s liecbou: Okrem 
nakladov na jedneho ucastnfka zaplati CRO 
dodavate aj d'alsie naklady suvisiace so skusanim 
stanovene v Dolozke c. 1. V sulade s clankom 13 
(faktury a platby) Centrum po:Ziada o preplatenie 
tychto cfalsich nakladov suvisiacich skusanim 
a prilozf k tomu podrobnu podpornu dokumentaciu 
alebo potvrdenky dokladajuce tieto priebezne 
vydaje. Akekorvek naklady oznacene ako 
fakturovateFne v Dolozke c. 1, musia byt' 
vyfakturovane CRO pri navstevach a lebo v casovych 
bodoch specifikovanych v Dolozke c. 1 a nebudu 
fakturovane tretim stranam- pojist'ovniam. 

4.Dalsie naklady na urovni skusania: Okrem 
nakladov pokrytych v d'alsfch dvoch castiach Ukazky 
1, CRO zaplati institucii d'alsie naklady na urovni 
studie, ako je uvedene v Ukazke 1. lnstitucia predlozi 
ziadosti o platbu za ine studie. Oroven nakladov v 
sulade s oddielom 13 (Faktury a platby), vratane 
predlozenia akejkoFvek zaloznej dokumentacie alebo 
potvrdenf o prechodnych vydavkoch. AkekoFvek 
neprocesne prechodne vydavky budu zaplatene len 
v skutocne vzniknutej sume, az do maximalnej sumy 
uvedenej v Ukazke 1, bez prirazky k nakladom. 
Akekorvek naklady oznacene ako fakturovaterne v 
Ukazke 1 by mali byt' predlozene na zaplatenie alebo 
fakturovane tam, kde je to vhodne, pri navstevach 
alebo casovych bodoch v nom uvedenych a nemali 
by sa predkladat' platiterom poistenia tretej strany. 

5.Zaverecna platba: Zaverecna platba bude 
vyplatena potom, co CRO a spolocnost' Pfizer 
vykonaju zaverecnu kontrolu a prijmu vsetky udaje 
skusania pre zaradenych pacientov potom, co hlavny 
skusajuci a/alebo institucia ukoncia vsetky 
pozadovane administrativne ulohy, ktore okrem 
ineho zahriiaju vyjasnenie vsetkych nevyriesenych 
otazok a vratenie akehokorvek vybavenia 
spolocnosti Pfizer alebo dodavatera, ktore si 
spolocnost' Pfizer a/alebo CRO vy:Ziadala 

6.Ziadna platba: Centrum nedostane zaplatene za 
:Ziadneho ucastnika skusania, ktoreho zaradenie do 
skusania sa odchyruje od kvalifikacnych kriterii 
uvedenych v protokole, alebo u ktoreho nie je mozne 
analyzovat' udaje skusania z dovodu odchylky od 
protokolu , nedostatku vhodnvch zaznamov alebo 

will be calculated based on Study Data entered into 
EDC system and will be paid as long as the site is 
in compliance with the Protocol and the terms of the 
Agreement including the submission of an invoice 
where required . Payments will be made on 
a quarterly basis within 45 days of receipt of invoice 
for completed visits as confirmed by Study Data 
received by Pfizer and CRO and as approved by the 
CRO Study team as long as the 
site is in compliance with the Protocol and the terms 
of this Agreement. 

3.Additional Treatment Related Costs: In 
addition to the Per-Subject Costs, CRO will pay 
Center for the other Additional Treatment Related 
Costs as set forth in Exhibit 1. Center shall submit 
requests for payment for Additional Treatment 
Related Costs in accordance with Section 13 
{Invoices & Payments), including submission of any 
back-up documentation or receipts for pass-through 
expenses. Any costs designated as invoiceable in 
Exhibit 1 should be invoiced at the visits or 
timepoints specified therein and not submitted to 
third party insurance payors. 

4.0ther Study-Level Costs: In addition to costs 
covered in the other two sections of Exhibit 1, CRO 
will pay Institution for the other Study-Level Costs 
as set forth in Exhibit 1. Institution shall submit 
requests for payment for other Study-Level Costs in 
accordance with Section 13 (Invoices & Payments), 
including submission of any back-up documentation 
or receipts for pass-through expenses. Any non
procedural pass-through expenses will be paid only 
in the amount actually incurred, up to the maximum 
amounts shown in Exhibit 1, with no mark-up in cost. 
Any costs designated as invoiceable in Exhibit 1 
should be submitted for payment or invoiced, where 
applicable, at the visits or timepoints specified 
therein and not submitted to third party insurance 
payors. 

5.Final Payment: The final payment will be paid 
upon final review and acceptance of all Study Data 
for Study Subjects by Pfizer/CRO, completion of all 
required administrative matters by the Principal 
Investigator and/or Institution, including, but not 
limited to, resolution of all outstanding queries, and 
the return of any Pfizer or Vendor-provided 
Equipment requested by Pfizer. . 

6. No Payment: Center will not be paid for any 
Study Subjects whose enrollment in the Study 
deviates from the Protocol's eligibility criteria or from 
whom Study Data cannot be analyzed because of 
Protocol deviations, lack of proper records or 
incomplete, uncorrected or unverifiable CRFs. 
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neuplnych, neopravenych alebo neoveriternych 
formularov CRF. 

7 .Skusany liek: Podra tejto zmluvy poskytne 
spolocnost' Pfizer alebo CRO skusany liek od 
spolocnosti Pfizer. Nasledujuce dodatocne lieky 
vyzadovane protokolom budu tiez poskytovane 
zadarmo, alebo spolocnost' Pfizer uhradf naklady, 
ako je uvedene nizsie: neuplatnf sa. 

S.Standardna starostlivost': Kompenzacia za 
vsetky cinnosti pozadovane protokolom, ktore maju 
byt' vykonane v institucii, je zahrnuta v rozpocte v 
Dolozke c. 1 

9. Neuspesne skriningv: ,Neuspesny skrining" je 
ucastnik, ktorY poskytol suhlas, no nesplnil kriteria 
skrfningovej navstevy, a preto nespfna podmienky na 
zaradenie do skusania. Neuspesne skriningy budu 
preplatene tak, ako je uvedene v Dolozke c. 1. S 
cierom ziskat' platbu za neuspesne skriningy musia 
byt' vyplnene formulare CRF zo skriningu. lnstitucia 
poziada o platbu za kazdy neuspesny skrining v 
sulade s clankom 13 (FaktUry a platby) a uviest' 
skriningove cislo ucastnika (alebo iny jedinecny 
identifikator) a datum neuspesneho skriningu. 

10. Cestovne naklady ucastnikov klinickeho 
skusania: v sulade s rozpoctom studie (v Dolozke 1 
nizsie) preplati CRO cestovne vydaje pacientov za 
kazdu navstevu. lnstitucia vyplati tieto ciastky 
pacientom za ich cestovne vydaje. 

11. Posudenie zaznamu - pacientskej karty 
(Chart review). lnstitucia je opravnena k preplateniu 
vydajov suvisiacich s posudenim zaznamu (Chart 
review) po predchodzej dohode so spolocnostou 
Pfizer /CRO. Maximalna ciastka, ktoru je moine 
vyplatit lnstitucii za posudenie zaznamu (Chart 
review) je uvedena v Dolozke c. 1 ako ostatne 
naklady spojene so studiou a bude lnstituciou 
fakturovana v sulade s clankom 13 (Faktury a Platby) 
ako priebezne vydaje v sulade s Ostatnymi nakladmi 
spojenymi so studiou a Dalsimi nakladmi suvisiacimi 
so skusanim, vratane predlozenia casoveho vykazu 
dokladajuceho pocet hodin vynalozenych na 
posudenie zaznamov. lnstitucii nebudu hradene 
Ciastky presahujuce celkovu ciastku v Dolozke c. 1 . 

12. Dalsie testovanie. liecba alebo procedurv: 
Zmluvne strany suhlasia, ze Dolozka 1 zahfna vsetky 
naklady suvisiace so skusanim, ako su uvedene v 
protokole. Centru nebudu preplatene ziadne 
dodatocne testovania, liecby ani procedury, ktore 
nevyzaduje protokol, alebo ktore nie su 
specifikovane v zmluve, ci v tejto Prilohe A. 
vynimkou su dodatocne testy, liecba alebo 
procedury, ktore vopred schvalila CRO a/alebo 
spolocnost' Pfizer 

7. Investigational Drug: Per this Agreement, 
Pfizer or CRO will provide the Pfizer Drug. The 
following additional Protocol-required drugs will be 
provided at no charge or Pfizer will cover the costs 
of as indicated below: None. 

8. Standard of Care: Compensation for all 
Protocol-required activities to be performed by 
Institution is included in the budget as documented 
in Exhibit 1. 

9. Screen Failures: A "Screen Failure" is a 
consented subject who fails to meet the screening 
visit criteria and is thus not eligible for enrollment 
into the Study. Screen Failures will be reimbursed 
as outlined in Exhibit 1. To receive payment for 
Screen Failures, the Screening CRFs must be 
completed. Institution shall request payment for 
each Screen Failure in accordance with Section 13 
(Invoices & Payments), specifying the candidate's 
screening number (or other unique identifier) and 
the date of the Screen Failure. 

10. Patient Travel Expenses: CRO will reimburse 
reasonable travel expenses per patient visit during 
the Study at the rate set out in the Budget (Exhibit 
1). Travel reimbursement will be issued directly by 
Institution to the Study Subjects. 

11 .Chart Review: Institution eligibility for 
reimbursement of chart review expenses is subject 
to prior approval of Pfizer. The maximum amount of 
chart review expenses reimbursable to Institution is 
reflected as an "Other Study-Level Cost" in Exhibit 
1, and will be submitted for reimbursement in 
accordance with Section 13 (Invoices & Payment) 
below by Institution as a pass-through expense in 
accordance with the "Other Study-Level Costs" and 
"Additional Treatment-Related Costs" sections 
above, including submission to Pfizer of supporting 
timesheets documenting the amount of hours used 
in chart reviews. Institution will not be reimbursed in 
excess of the amount specified in Exhibit 1. 

12.Additional Testing. Treatment or Procedures: 
The Parties agree that the Exhibit 1 includes all 
Trial-related costs, as referenced in the Protocol. 
Center will not be reimbursed for any additional 
testing, treatment, or procedures not required by the 
Protocol or specified in the Agreement or this 
Attachment A, unless such additional testing, 
treatment or procedures are pre-approved by Pfizer 
or CRO. 
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13. Faktury a Platby. CRO vykona platby do 
styridsiatich piatich (45) dni od prijatia a schvalenia 
faktury . 
Centrum nesmie posielat' faktury na naklady, ktore 
nie su uvedene v Dolozke c. 1, kym nebola pine 
vypracovana potrebna prfloha k tejto zmluve alebo 
bol doruceny list upravujuci rozpocet. Na u,.Ychlenie 
platby musia byt' faktury sprevadzane k6piou takejto 
prilohy. 

13.1nvoices and Payments: CRO will make 
payments within forty-five (45) days of receipt and 
approval of invoice. 
For any costs not in Exhibit 1, requests for payment 
or reimbursement or invoices must not be submitted 
by Center until a contract amendment or a budget 
modification letter has been executed. 

Pre u,.Ychlenie platieb, taketo faktury mozu byt' To expedite payment, such invoices can be 
doplnene k6piou dodatku. accompanied by a copy of the amendment. 

Faktury musia byt' vystavene na spolocnost' 
PAREXEL International (IRL) Limited amusia byt' 
v anglictine. V pripadoch, kedy su vyzadovane 
faktury v papierovej podobe, tieto musia byt' zaslane 
na adresu 

PAREXEL International (IRL) Limited , 
70 Sir John Rogerson's Quay 
Dublin 2 
Ireland 
Company number 541507 
VAT Number: IE 3249971 HH 

Nasledujuce informacie musi byt' uvedene na fakture 

• 
• 
• 
• 

• 
• 
• 
• 
• 
• 

• 
• 
• 

Cislo faktury 
Datum faktury 
Ciastka faktury 
Datum a popis sluzieb poskytnutych v sulade s 
Dolozkou c. 1 
Meno hlavneho skusajuceho 
Nazov a adresa dodavatefa 
ID cislo centra pridelene spolocnost'ou Pfizer 
Cislo protokolu 
VAT 
DPH v pripade, ze je aplikovatlna (%) alebo 
informacia o zpetnom zapocitani 
CRO Cislo projektu 
CRO adresa uvedena vyssie 
Dalsie informacie vyzadovane narodnym 
pravom 

Ak tieto pozadovane informacie nebudu uvedene na 
vsetkych fakturach , bude to mat' za nasledok 
oneskorenu platbu. 

14.Vratenie platieb: Pre potvrdenie vratenia platieb, 
Centrum kontaktuje Pfizer na adrese 
investigatorpayments@pfizer.com alebo iny kontakt, 
kto,.Y jej moze byt' pripadne oznameny. 

Invoices must be in the name of PAREXEL 
International (IRL) Limited and submitted in English. 
Where hard copy invoices are required they should 
be submitted and addressed to: 

PAREXEL International (IRL) Limited, 
70 Sir John Rogerson's Quay 
Dublin 2 
Ireland 
Company number 541507 
VAT Number: IE 3249971HH 

The following information shall be provided when 
submitting an invoice 

• Invoice number 
• Invoice date 
• Invoice amount 
• Date and description of service provided as 

described in Exhibit 1 
• Principal investigator Name 
• Contractor Name and Address 
• Pfizer assigned Site ld (as listed above) 
• Protocol Identifier or Number 
• VAT Registration Number 
• Any VAT charge, relevant VAT percentage or 

indication of a 'reverse charge' as appropriate 
• CRO Project Number 
• CRO Address (listed above) 
• Any other items required by local custom, 

regulation or law in your jurisdiction. 

Failure to include this required information on all 
invoices will resu lt in delayed payment. 

14.Refunds: To confirm process for return of 
refunds, Centerr shall contact Pfizer at 
investigatorpayments@pfizer.com or at such other 
contact as may be communicated to Contractor 
from time to time. 
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15. Zmen:l£: Nasledujuce zmeny rozpoctu studie 15.Amendments: The following Study budget 
budu uskutocnene zaslanim dopisu upravujuceho changes may be documented by a modification 
rozpocet podpfsaneho spolocnosfou Pfizer: (1) letter signed by Pfizer or its authorized agent: (1) 
z~Jisenie rozpoctu studie s alebo bez vplyvu na increases in the total Study budget, with or without 
zmenu platobneho kalendara, a lebo (2) zmena modification of the payment schedule, or (2) 
platobneho kalendara bez vplyvu na celkovu vysku modification of the payment schedule with no 
rozpoctu studie change in total Study budget. 

16. Inquiries: Zisfovanie. Vsetky zistenia tykajuce 16.1nguiries: All inquiries regarding the reasons for 
sa dovodov a lebo neschvalenia poziadavku na any denial of, or failure to approve, a request for 
platbu musia byf adresovane CRO na adresu payment or reimbursement or invoice must be 
lnvestigatorPaymentHelpDesk@parexel.com, alebo directed to 
na inu adresu oznamenu lnstitucii lnvestigatorPaymentHelpDesk@parexel.com, or 

such other contact as may be communicated to 
Institution from time to time. 

Dolozka c. 1 k Prflohe 1 I Exhibit 1 to the Appendix 1 

COMPOUND : PF~741086 (marmclmab) !AMENDMENT : I INVESTIGATOR: 
STUDY NUMBER : 87841008 ]ARM/COHORT : I INSTITUTION: 

AN OPEN-LABEl. STUDY IN PEIJIATRIC (<18 YEARS OF A<E).SEVrnf. ftEM OPHIUA A PARTICIPAt-rrS CCID: 
(COAG.JLA TION FACTOR ACTIVTIY <.,,) Wnli OR WITIIOUT INHIFIITORS OR MOD ERA TB..Y SEVERE TO 

Ttl\.E : SI!'VEREH!!MOPHIUA B PARTICIPANTS (COAG.JLA TION FACTOR ACTIVTTY9%) Wnli OR WITHOUT 
INHIBITORS COMPARING 12 MONTHS OF I USTORJCALSTA"DARD TREATMENT TO MARSTACIMAB 
PROPHYLAXIS 

COUNTRY/Currency : Slol<lk1a - EUR 

OVERHEAD I 3000% I 

Per Subject Costs I Naklady na ucastnfka klinickeho skusania 

DESCRIPTION OF COST Conments Frequency of 
Procedure 

Total Number of 

COST 
times a procedure 

Total PSC 
occurs based on 
PSC Structure 

Informed Consent 30.00 1.0 30 
includes Demography and Currently 
prescribed FVIII, FIX. rFVIIa. aPCC, or 

Medical and hemoohilia historv BYCLOT 16.42 1.0 16.42 
Vital siQns 7.76 8.0 62.08 
Full physical examination 19.80 2.0 39.6 
Brief physical examination 15.05 5.0 75.24 
HJHS 18.00 3.0 54 

activity, Hematology, Serum chemistry, 
PT/INR, aPTT, Ant~thrombin Ill, Factor V 
Leiden mutation, prothrombin 20210 
mutation, protein C activity, prolein S 
activity, lmmunogenicity tests, Hepatitis 
B surface antigen, hepatitis B core 
antibody, hepatitis C virus antibody, HIV, 

Central Laboratory {collect, CD4, Biomarkers {TFPI, PF1 +2, D· 
!process & shiP) dimer TGAl. Biomarker (dPn. 10.00 7.0 70 

~a.£!!P.Ie Collection Marstacimab concentration 6.00 6.0 36 
PSC Subtotal 
wfout Overhead 38334 
PSC Subtotal 
with Overhead 498 34 

273629 8 7841008 SVK I 094 fNST CSA Gal6ova Bilingual 20230905 VI.O 
Page 45 of65 
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1.00 

1.00 
1.00 
1.00 

1.00 

I Or Galoova 
OFN Ko!ice 

I 1094 

-
VISIT 1 VISIT 2/3 

Screening f Day1 

30.00 0.00 

16.42 0.00 
7.76 2.00 15.52 

19.80 0.00 
0.00 1.00 15.05 
0.00 1.00 18.00 

10.00 1.00 10.00 
0.00 100 6.00 

8398 6457 

109 17 8394 

I 
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--
VISIT 4 VISIT 5 VISITS VISIT 7 VISITS VISIT9 VISIT 10 VISIT 11 VISIT 12 VISIT 13 VISIT 14 

Day90 
Day 

Day150 
Day 

Day 210 
Day 

f Day7 f Day28 f Day60 f Phone f 
120 

f Phone f 
180 

f Phone f 
240 

f 
Call Call Call 

0.00 0 .00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
0.00 1.00 7.76 1.00 7.76 0.00 0.00 0.00 1.00 7.76 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
0.00 1.00 15.05 1.00 15.05 0.00 0.00 0.00 1.00 15.05 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 0.00 1.00 18.00 0.00 0.00 

0.00 1.00 10.00 1.00 10.00 0.00 0.00 0.00 1.00 10.00 0.00 0.00 
1.00 600 1.00 6.00 1.00 600 000 0 00 000 0.00 0.00 000 

600 3881 38.81 0.00 0.00 000 50 81 000 0 00 

7.80 5045 50.45 0 00 0 00 0 00 66 05 0 00 0.00 

- -- --- -·----
VIS IT 15 VISIT 16 VISIT 17 VIS IT 17 VISIT 18 VISIT 19 VISIT20 VISIT 21 VISIT22 VISIT 23 VISIT 24 

Doy360 Oay390 
Day330 Study 

F~~=p f f Phone ' Coft1)1etion ' ' f f f f f f 
Call n ermnatto 

Call 

0.00 0.00 0.00 0.00 0.00 0.00 0 .00 0.00 0.00 0.00 0 .00 

0.00 0.00 0.00 0.00 0.00 0.00 0 .00 0.00 0.00 0.00 0 .00 
000 1.00 7.76 000 0.00 0.00 0.00 000 000 000 0.00 0 .00 

- - 0.00 1.00 1980 000 0.00 0.00 0.00 0 .00 0.00 0.00 0.00 0 .00 
0.00 0.00 0.00 0.00 0.00 0.00 000 000 0.00 0.00 000 
000 1.00 18.00 o.oc 000 0.00 0.00 0.00 000 0.00 0.00 0.00 

0.00 1.00 10.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0 .00 

:-· 
000 100 600 0.00 000 000 0.00 0.00 000 000 000 0.00 

000 61 56 0 00 0 00 000 000 000 000 000 000 000 

000 8003 000 0.00 000 000 000 0 00 000 000 000 

VISIT 27 VISIT28 VISIT 29 VISIT 30 VISIT 31 VISIT 32 VISIT 33 VISIT 34 VISIT 35 VISIT 36 VISIT 37 VISIT 38 

f f f f ' f ' f f f f f 

0.00 0.00 0 .00 000 0.00 0.00 0 .00 0.00 0.00 0.00 0.00 0.00 

0.00 0.00 0.00 0.00 0.00 0.00 0 .00 000 0.00 0.00 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 0.00 0 .00 0.00 0.00 0.00 0.00 0.00 
0.00 0 .00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 0.00 0 .00 0.00 0.00 0.00 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

0.00 0.00 0.00 000 000 0.00 0.00 000 000 0.00 0.00 0.00 
0.00 0.00 000 000 000 000 0 .00 0.00 0.00 000 0.00 0.00 

000 000 0.00 000 000 0 .00 000 000 000 000 000 000 
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Day270 
Day 

Phone f 
300 

Call 

0 .00 0.00 

0 .00 0.00 
0 .00 1.00 7.76 
0 .00 0.00 
0 .00 1.00 15.05 
0 .00 0.00 

0.00 1.00 10.00 
000 1.00 6 .00 

0 00 3881 

0 00 5045 

VISIT 25 VISIT26 

f f 

0.00 0.00 

000 000 
000 000 
0.00 0.00 
000 000 
0.00 000 

000 000 
000 _ _j1_QQ 

000 000 

0.00 000 

VISIT 39 VISIT40 

f f 

0.00 0 .00 

0.00 0.00 
0.00 0 .00 
0.00 0 .00 
0.00 0 .00 
0.00 0 .00 

0.00 0.00 
000 0 .00 

000 0.00 
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Additional Treatment Related Costs - To be invoiced I vydavky na dodatocnu liecbu- Fakturovaterne 

DESCRIPTION OF COST Comments Frequency of 
Procedure 

.Additional Procedures that COST 
may not apply to all Patients Total Number of 

tomes a procedure Total Potential f 

may_ occur PSC 

Participant Assent ~ aoolicable t4.00 1.0 14 1.00 
FVIII or FIX activity Local lab analYsis if needed 20.06 1.0 20.064 1.00 

\Mal Signs Day 120 or Day 240 if done in person 7.76 2.0 15.52 
Day 120 or Day 240 if done In person 
Includes FVIII or FIX inhibitor, FVIII or FIX 
activity, Hematology, Serum chemistry, 
PT/lNR, aPTI, Anti-thrombin Ill, FactorY 
Leiden mutation, prothrombin 20210 
mutation, protein C activity, proteinS 
activity, lmmunogenicity tests, Hepatitis 
B surface antigen, hepatitis B core 

Central Laboratory (collect, antibody, hepatitis C virus antibody, Hill, 
jprocess & ship) CD4 Biomarkers (TFPI PF1+2 D- 10.00 2.0 20 

Day 120 or Day 240 if d one in person 
PK Sample Collection Marstacimab concentration 6.00 2.0 12 

Per Subject Cost Subtotal 38334 
.Additional Cost Subtotal 81 58 

Subtotal 464.92 
Overhead 139.48 

INVESTIGATOR COST PER 
SUBJECT with Overhead 604.40 

VISIT 4 VISIT 5 VISIT 6 VISIT 7 VISIT 8 VISIT 9 VISIT 10 VISIT 11 VISIT 12 

r IDay60 
Oay90 

Day 
Day 150 

Day 
Day 210 

Day , Day7 , Day 28 f Phone ' f Phone ' f Phone f f 

Call 
120 

Call 
180 

Call 
2AO 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
0.00 0.00 0.00 0.00 0.00 000 000 0.00 0.00 

0.00 0.00 0.00 0.00 1.00 7.76 000 0.00 0.00 1.00 7.76 

0.00 0.00 0.00 0.00 1.00 10.00 0.00 0.00 0.00 1.00 10.00 

0.00 0.00 0.00 0.00 1.00 6.00 0.00 0.00 0.00 1.00 6.00 
6 00 3881 38 81 000 0 00 000 5081 000 000 
uw uw uw uuu :l;j to u uu uuu uuu ;l;j to 
6 00 3881 3881 00 23 76 0 00 5081 0 00 23 76 
100 1 104 104 u uu 1;j uuu 1024 u uu 1;, 

7.80 50.45 50.45 o.oo 30.89 0.00 66.05 0.00 30.89 
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VISIT 1 VISIT 2/3 

Screening f Oay1 

14.00 0 .00 
20.06 0.00 

0 .00 0.00 

0.00 0.00 

0.00 0.00 
83.98 64 57 
34.06 u.w 
118.04 64.57 
35.41 19 37 

153.46 83.94 

VISIT 13 VISIT 14 

Day 270 
Day 

Phone f 
Call 

300 

0.00 0.00 
0.00 0.00 

0.00 0.00 

0.00 0.00 

0.00 0.00 
0 00 3881 
uuu u uo 
0 00 38~ 
uuu 1 04 

o.oo 50.45 
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VISIT 15 VISIT 16 VISIT 17 VISIT 17 VISIT 18 VISIT 19 VISIT20 VISIT 21 VISIT 22 VISIT 23 VISIT 24 VISIT 26 VISIT 26 

Oay330 
Doy360 oay390 

f Phon<! 1 
Study 

Co"1'ietion 
, Follow-up f 

Phone 
, , , f , , f , , 

Cal 
/Terninatio Cal 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 
000 0.00 0.00 0.00 0.00 000 000 0.00 0.00 0.00 0.00 000 000 

0.00 0.00 0.00 0.00 000 0 00 0.00 0.00 0.00 0.00 0.00 000 0 00 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0 00 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0.00 
000 6156 000 000 000 0 00 000 000 000 000 000 000 000 
000 000 000 000 000 000 000 000 000 000 000 000 000 
vw o1 "" 000 000 000 000 000 000 0 00 000 000 000 000 
v w H!4/ vw vw vw 000 000 000 000 000 000 000 000 

0.00 80.03 o.oo 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

VISIT 27 VISIT 28 VISIT 29 VISIT 30 VISIT 31 VISIT 32 VISIT 33 VISIT 34 VISIT 35 VISIT 36 VISIT 37 VISIT 36 VISIT 39 VISIT 40 

, , , f , , , , , f , , , , 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 o.oc 0.00 0.00 0.00 0 00 
0.00 0.00 000 000 0.00 0.00 0.00 000 000 0.00 0.00 0.00 0.00 

0.00 0.00 000 O.OC 0.00 0.00 0.00 000 000 0.00 0.00 000 000 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 000 0 00 0.00 000 000 

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 
000 000 000 000 000 000 000 000 000 000 000 000 000 
000 01 oou uoo uoo lOU uw lOU uou uou uw uu l OU 
uou VI uw uw vw uw uw uw uw uw uw vw u.w 
uw uw uw uw uw uw uw 000 0 00 000 uw 000 uw 

0.00 0.00 000 0.00 0.00 000 0.00 000 000 000 0.00 0.00 0.00 

Other Study Level Costs - Additional Procedures Not included in the Per Subject Cost (Procedures 
not tied to a specific visit) - All Fees Inclusive of Overhead 

lne vydavky suvisiace s klinickym skusanfm - Dalsie procedury, ktore nie su zahrnute v bakladoch na 
ucastnfka skusania (postupy, ktore nie su viazane na konkretnu navstevu) - vsetky poplatky vratane 
rezijnych nakladov 

0.00 
0.00 

0.00 

000 

0.00 
000 
uuo 
uw 
uw 

0.00 

Additional Procedures Not include d in the Per Subje ct Cost {Procedures not tied to a specific 
visit) -All Fees Inclusive of Overhead 

Procedure Comments 

One-tim e fla t fee. p a y able a fte r execution of 
thi s Agreement and s ite initiation 
vi s it I Jednorazova pausalna platba, s pla tna 

Start- up fee po podpise teito zmtuw a iniciac n ei nav5 teve 
Pha rmacy s tart-up fee tm.oice once a t s tudy s tart up 
Record Archiving ln'IIOice at s tudy clos e 

Applicable to s ubjects who S F at Visit 1 . 
Cos t re flects V1 with 25% reduc tion, n o 

Screen Fails overhead p a id. M ax 1 SFs per s ite . 
Cardiac troponin I (cTnl) 
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200.00 

1,424.00 
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Priloha c.2 Appendix 2 
Pravidla spracuvania osobnych udajov Appendix 2: Rules for Personal Data Processing 

Climok 10- Ochrana a zverejnovanie osobnych Article 10 - Personal Data Protection and 
udaiov Disclosure 

10.5 Niektore z Udajov uvedene v clanku 1 0.2 
mozu byt' sprfstupnene alebo prenesene 
Zadavatefovi a jeho Prepojenym osobam, 
zastupcom a dodavatefom vykonavajucim 
cinnost v mene Zadavatera a regulacnym 
organom v ramci sveta. Udaje tykajuce sa 
k Hlavneho skusajuceho, spoluskusajucich 
a Clenov studijneho timu budu tiez 
uchovavane v jednej alebo viacerYch 
databazach za ucelom urcenia ich zahrnutia 
do buduceho vyskumu a za ucelom 
zaistenia suladu s r6znymi regulacnymi 
poziadavkami. Pre odstranenie pochybnostf 
sa vyslovne uvadza a Zmluvne strany 
zavazne potvrdzujU, Ze Zadavaterovi 
a CRO budu pristupne, a preto ich aj budu 
pripadne prenasat', osobne udaje subjektov 
skusania iba v pseudonymizovanej podobe. 
Vsetko spracuvanie Osobnych udajov 
uskutocnovane podfa tejto Zmluvy bude 
prebiehat' v sulade s prfslusnymi pravnymi 
predpismi a v prfpade Osobnych udajov 
subjektov skusania aj v sulade s ich 
informovanym suhlasom. 

10.6.1 Osobne udaje. ,Osobne udaje" maju 
vyznam dany platnym zakonom a zahrnaju, 
bez obmedzenia, akekofvek informacie (bez 
ohfadu na medium a Ci uz samotne alebo v 
kombinacii s 1nym1 dostupnymi 
informaciami), ktore identifikuju alebo sa 
tykaju identifikovanej alebo 
identifikovaternej fyzickej osoby. Kfucom 
k6dovane alebo inak pseudonymizovane 
udaje sa povazuju za osobne udaje, aj ked' 
driiter tychto udajov nema prfstup ku kfucu, 
ktOrY spaja udaje S totoznost'ou jednotlivca. 
Osobne udaje zozbierane v spojeni 
s Klinickym skusanfm budu zahrnat' aj 
akekofvek informacie, ktore musia 
zastupcovia Zadavatefa predlozif Centru , 
ako aj osobne udaje tykajuce sa Hlavneho 
skusajuceho, spoluskusajucich, Clenov 
studijneho timu, tretich stran a subjektov 
klinickeho skusania. 

10.5 Some of the Data referred to in Article 1 0.2 
may be disclosed or transferred to the 
Sponsor and its Affiliates, to representatives 
and contractors working on behalf of the 
Sponsor, and to regulatory authorities 
across the world. Data relating to the 
Principal Investigator, sub-investigators, 
and Clinical Trial Team Members will also 
be held on one or more databases for the 
purpose of determining their involvement in 
future research and in order to comply with 
any regu latory requirements. For the 
avoidance of doubt, the Contracting Parties 
acknowledge that the Sponsor and CRO will 
only have access to and therefore only 
transfer Personal Data relating to trial 
subjects in pseudonymized form. All 
processing of Personal Data conducted 
pursuant to this Agreement will comply with 
applicable law and, in the case of trial 
subjects' Personal Data, be consistent with 
their informed consent. 

1 0.6.1 Personal Data. "Personal Data" has the 
meaning given by applicable law and 
includes, without limitation, any information 
(regardless of the medium and whether 
alone or in combination with other available 
information) that identifies or relates to an 
identified or identifiable natural person. 
Key-coded or otherwise pseudonymized 
data are considered Personal Data even if 
the holder of those data does not have 
access to the key that links the data to the 
identity of an individual. Personal data 
collected in association with the Clinical 
Trial will include any information that 
Sponsor representatives are requ ired to 
submit to the Center, as well as Personal 
Data relating to the Principal Investigator, 
sub-investigators, Clinical Trial Team 
Members, third parties, and trial subjects . 
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1 0.6.2 Zodpovednost' prevadzkovatel'ov a 
zabezpecenie suladu. Centrum a Zadavatef 
(cfalej iba ,Strany") su samostatnymi 
prevadzkovatefmi vo vzt'ahu 
k zaobchadzaniu s udajmi pacientov, vratane 
ich OsobnYch Udajov, ktore sUvisia 
s Klinickym skusanim, a budu dodr:Ziavat' 
platne pravne predpisy o ochrane osobnych 
udajov vratane, ale nielen, vedenia 
zaznamov 0 spracovatefskych cinnostiach , 
uplatnovania primeranych postupov na 
zaistenie bezpecnosti spracovania, urcenia 
zodpovednej osoby a uzatvorenia 
sprostredkovatefskej zmluvy so 
sprostredkovatefmi, ktorych ustanovia. 
Centrum a Zadavatef budu zodpovedni za 
ka.Zde nedodr:Zanie svojich vlastnych uloh 
ako prevadzkovatefov, vratane akehokofvek 
nedodr:Zania sp6sobeneho zo strany 
sprostredkovatefa, za ktoreho sa angazovali. 

1 0.6.3 Spolupraca. Strany budu spolupracovat' a 
navzajom si pomahat' pri vsetkych 
posudeniach vplyvu na ochranu osobnych 
udajov, ktore m6zu byt' vyzadovane v 
suvislosti so spracovanim udajov 
uskutocnovanym na zaklade tejto Zmluvy. 
Strany sa budu navzajom okamzite 
informovat' o (i) kazdom oznameni prijatom 
od prislusneho organu na ochranu osobnych 
udajov, ktore sa tyka Klinickeho skusania; a 
(ii) o kazdom bezpecnostnom incidente, 
tykajucom sa Osobnych udajov uchovanych, 
ktore su uchovavane na zaklade tejto 
Zmluvy. Oznamenie bude obsahovat' 
dostatocne informacie pre druhu stranu, aby 
mohla poskytnut' spatnu vazbu vylucne ako 
zainteresovana strana. Strana, ktora 
inform8ciu poskytuje, urCi, Ci sa 
bezpecnostny incident bude povazovat' za 
porusenie ochrany osobnych udajov a 
vykona vsetky pozadovane oznamenia, ako 
aj vykona vsetky potrebne kroky na napravu 
bezpecnostneho incidentu a bude 
zodpovedna za vsetky naklady a pokuty 
spojene s tymito oznameniami a napravnymi 
opatreniami. 

1 0.6.4 Prava dotknutych osob zucastfwjucich sa 
na Klinickom skusani. Strany - Centrum a 
Zadavatef sa zhodli, ze spomedzi nich je 
Centrum najlepsie schopne riadit' ziadosti 
tykajuce sa ochrany osobnych udajov od 
subjektov skusania a bude odpovedat' na 
ziadosti subjektov skusania v sulade s 
platnymi pravnymi predpismi. Centrum 
bezodkladne informuje Zadavatefa na 
adrese Research dataprivacy@pfizer.com 
o kazdom stiahnuti akehokofvek suhlasu so 
spracovanim udajov subjektu skusania. 

10.6.2 Controllership and compliance. Center and 
Sponsor (hereinafter referred to 

as "Parties") are independent data 
controllers with respect to the handling of 
patient data, including Personal Data, related 
to the Clinical Trial and will comply with 
personal data protection applicable law, 
including but not limited to the 
implementation of records of data processing 
activities, an appropriate security program, 
the appointment of a data protection officer 
and the execution of processing agreements 
with the processors they respectively 
appoint. Center and Sponsor will be 
responsible for any noncompliance of its own 
tasks as data controller, including any 
noncompliance by a processor which it has 
engaged. 

10.6.3 Cooperation. The parties will cooperate and 
assist each other with respect to any 
personal data protection impact assessments 
that may be required with respect to data 
processing carried out under the Agreement. 
Parties will immediately mutualy notify of (i) 
any notices received from a data protection 
authority that re late to the Clinical Trial; and 
(ii) a security incident related to Personal 
Data maintained under the Agreement. The 
notification will contain sufficient information 
for other party to provide feedback, solely as 
an interested party. Each party as provider 
will determine if the security incident will be 
considered a personal data security breach 
and conduct all requ ired notifications as well 
as perform all necessary actions to remediate 
the security incident and be responsible for 
all costs and penalties associated with these 
notifications and remedies. 

1 0.6.4 Rights of Data Subjects Participating in the 
Clinical Trial. Parties -Center and Sponsor 
agree that, as between them, Center is best 
able to manage personal data protection 
requests from trial subjects and will respond 
to trial subjects' requests in accordance with 
applicable law. Center wi ll promptly notify 
S~nwr ~ 
Research dataprivacy@pfizer.com of any 
withdrawal of any consent to data processing 
provided by a trial subject. The Center's 
contact 
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Adresa Centra pre ucely akychkofvek 
dotazov, ktore sa vyskytnu, je 
zodpovednaosoba@dfnkosice.sk. 

10.6.5 Osobne udaje zamestnancov Centra. 
Centrum zavazne potvrdzuje, ze prijalo 
Oznamenie o ochrane osobnych udajov 
spolocnosti Pfizer pre skusajucich a 
studijnych pracovnikov - Eur6pska unia, 
Eur6psky hospodarsky priestor a 
Svajciarsko. 

10.7 v zaujme transparentnosti v suvislosti s jeho 
vzfahmi so skusajucimi a pracoviskami 
Klinickeho skusania alebo s ciefom 
zabezpecif dodrZiavanie platnych pravnych 
predpisov. maze Zadavater verejne 
spristupnif informacie o podpore, ktoru 
poskytuje na zaklade tejto Zmluvy. Taketa 
zverejnenie Zadavaterom m6ze identifikovat' 
Centrum aj Hlavneho skusajuceho, bude 
vsak jasne rozlisovat' medzi platbami alebo 
inymi prevodmi hodnoty instituciam a 
jednotlivcom. 

10.8 Zadavater si vyhradzuje pravo identifikovat' 
Hlavneho skusajuceho a Centrum v spojenf 
s uvedenim Protokolu na zozname databaze 
udajov Narodnych ustavov zdravotnfctva 
Spojenych statov americkych (NIH), na inych 
verejne dostupnych zoznamoch 
prebiehajucich klinickych skusani alebo na 
zoznamoch v suvislosti s inymi sluzbami 
alebo mechanizmami naboru ucastnfkov 
klinickeho skusania. 

email address for any questions arising is: 
zodpovednaosoba@dfnkosice.sk. 

1 0.6.5 Personal Data of Center staff. Center 
acknowledges that it has received the Pfizer 
Privacy Notice for Investigators and Clinical 
Trial Personnel- European Union, European 
Economic Area, and Switzerland. 

10.7 In the interest of transparency relating to its 
relationships with investigators and Clinical 
Trial sites or to ensure compliance with 
applicable local law, Sponsor may publicly 
disclose the support it provides under this 
Agreement. Such a disclosure by Sponsor 
may identify both the Center and the Principal 
Investigator but will clearly differentiate 
between payments or other transfers of value 
to institutions and those made to individuals. 

10.8 Sponsor reserves the right to identify the 
Principal Investigator and Center in 
association with a listing of the Protocol in the 
United States National Institutes of Health 
(NIH) Clinical Trials Data Bank, other publicly 
available listings of ongoing clinical trials, or 
other trial subject recruitment services or 
mechanisms 
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Priloha c. 3 Appendix 3 
MEDZINARODNE OBCHODNE PRINCIPY PFIZER INTERNATIONAL ANTI-BRIBERY AND 
SPOLOCNOSTI PFIZER 
PROTI PODPLACANIU A KORUPCII ANTI-CORRUPTION BUSINESS PRINCIPLES 

Spolocnost' Pfizer ma dlhodobe pravidla, ktore Pfizer has a long-standing policy forbidding bribery 
zakazuju podplacanie a korupciu v pri nasom and corruption in the conduct of our business in the 
podnikani v Spojenych statoch americkych alebo v United States or abroad. Pfizer is committed to 
zahranici. Spolocnost' Pfizer sa zavazuje, ie bude performing business with integrity, and acting 
konat' s integritou, eticky a legalne, v sulade so ethically and legally in accordance with all 
vsetkymi prislusnymi zakonmi a pravidlami. Taky applicable laws and regulations. We expect the 
isty zavazok ocakavame od konzultantov, agentov, same commitment from the consultants, agents, 
zastupcov alebo inych spolocnosti a jednotlivcov representatives or other companies and individuals 
konajucich v nasom mene (cfalej ,obchodny acting on our behalf ("Business Associates"), as 
partner"), ako aj od tych, ktori jednaju v mene well as those acting on behalf of Business 
obchodnych partnerov (napr. zmluvni dodavatelia) Associates (e.g., subcontractors), in connection 
v spoJenl s aktivitami vykonavanymi pre with work for Pfizer. 
spolocnost' Pfizer. 

Podplacanie uradnych osob Bribery of Government Officials 

Vacsina krajin ma zakony, ktore zakazuju Most countries have laws that forbid making, 
poskytovanie, ponukanie alebo prisrub akejkorvek offering or promising any payment or anything of 
platby a lebo eohokorvek hodnotneho (priamo value (directly or indirectly) to a Government 
alebo nepriamo) uradnej osobe, ked' ucelom Official when the payment is intended to influence 
takejto platby je ovplyvnit' uradny ukon a lebo an official act or decision to award or retain 
rozhodnutie tejto osoby ohFadom ziskania alebo business. 
udriania obchodu. 

Pojem ,uradna osoba" sa vyklada siroko a zahriia: "Government Official" shall be broadly interpreted 
and means: 

(i) akehokorvek zvoleneho a lebo (ii) (i) any elected or appointed 
menovaneho vladneho predstavitera Government official (e.g., a legislator or a 
(napr. elena ministerstva); member of a Government ministry); 

(iii) akehokorvek zamestnanca statneho alebo (iv) (ii) any employee or individual acting 
verejneho organu, alebo osobu konajucu for or on behalf of a Government Official, 
za alebo v mene uradnej osoby, agentury agency, or enterprise performing a 
a lebo podniku vykonavaj uceho uradnu governmental function, or owned or 
funkciu a lebo vlastneneho ei controlled by, a Government (e.g., a 
kontrolovaneho statnym alebo verejnym healthcare professional employed by a 
organom (napr. zdravotnicky odbornik Government hospital or researcher 
zamestnany v statnej nemocnici a lebo employed by a Government university); 
vyskumnik zamestnany statnou 
univerzitou); 

(ii i) akehokorvek elena politickej strany, (iv) any political party officer, candidate for 
kandidata na politicky urad, uradnika, public office, officer, or employee or 
zamestnanca a lebo osobu konajucu v individual acting for or on behalf of a 
mene politickej strany alebo kandidata na political party or candidate for public office; 
verejny urad; 

(v) akehokorvek zamestnanca alebo osobu (vi) any employee or individual acting for or on 
konajucu pre a lebo v mene verejnopravnej behalf of a public international 
medzinarodnej organizacie; organization; 

(v) akehokoFvek elena krarovskej rodiny alebo (vi) any member of a royal family or member of 
prislusnika vojska a the military; and 

(vii) akehokoFvek jednotlivca inak (vi) any individual otherwise categorized as a 
zaracfovaneho podra pravnych predpisov Government Official under law. 
medzi uradne osoby. (viii) 
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Pod pojmom ,vlada" sa rozumeju vsetky urovne a "Government" means all levels and subdivisions of 
poddivfzie vlady (t.j. miestne, oblastne a lebo governments (i.e. , local, regional, or national and 
narodne a administratfvne, legislatfvne a lebo administrative, legislative, or executive). 
v\tkonne). 

Ked'ze definicia ,uradnej osoby" je taka siroka, je Because this definition of "Government Official" is 
pravdepodobne ze obchodny partner pride pocas so broad, it is likely that Business Associates will 
normalneho priebehu svojej obchodnej cinnosti interact with a Government Official in the ordinary 
vykonavanej v mene spolocnosti Pfizer do course of their business on behalf of Pfizer. For 
kontaktu s uradnou osobou. Naprfklad lekari example, doctors employed by Government-
zamestnanf v statnych nemocniciach budu podfa owned hospitals would be considered 
zasad spolocnosti Pfizer povazovanf za ,uradne "Government Officials." 
osoby". 

Zakon Spojenych statov americkych 0 The U.S. Foreign Corrupt Practices Act (the 
zahranicnych korupcnych praktikach (,FCPA") "FCPA") prohibits making, 

.. 
or prom1s1ng, 

zakazuje vykonanie, ponukanie alebo povolenie authorizing a payment or providing anything of 
akejkorvek platby alebo cohokofvek hodnotneho value to a non-U.S. Government Official to 
neamerickej uradnej osobe, ked' ucelom takejto improperly or corruptly influence that official to 
platby je nepatricne alebo korupcne ovplyvnit' ciny perform any governmental act or make a decision 
a lebo rozhodnutie tohto predstavitera, a by to assist a company in obtaining or retaining 
pomohol spolocnosti ziskat' alebo udr2at' obchod, business, or to otherwise gain an improper 
alebo inak zfskat' nepatricnu vyhodu. Zakon FCPA advantage. The FCPA also prohibits a company or 
taktiez zakazuje spolocnosti alebo osobe pouzivaf person from using another company or individual 
inu spolocnost' alebo jednotlivca na to, aby sa to engage in any such activities. As a U.S. 
zapojil do vyssie uvedenych aktivit. Spolocnost' company, Pfizer must comply with the FCPA and 
Pfizer je ako americka spolocnost' povinna could be held liable as a result of acts committed 
dodr2iavat' zakon FCPA a moze byt' pravne anywhere in the world by a Business Associate. 
zodpovedna za aktivity vykonavane svojimi 
obchodnymi partnermi kdekofvek vo svete. 

Protiuplatkarske a protikorupcne principy Anti-Bribery and Anti-Corruption Principles 
upravujuce interakcie so statnymi a verejnymi Governing Interactions with Governments and 
organmi a uradnymi osobami Government Officials 

Obchodnf partneri musia komunikovat' Business Associates must communicate and abide 
a postupovat' podra nasledovnych principov v by the following principles with regard to their 
suvislosti s interakciou so statnymi a verejnymi interactions with Governments and Government 
organmi a uradnymi osobami: Officials: 

. Obchodni partneri a osoby konajuce v ich . Business Associates, and those acting on 
mene v suvislosti s aktivitami vykonavanymi their behalf in connection with work for 
pre spolocnost' Pfizer, nesmu priamo alebo Pfizer, may not directly or indirectly make, 
nepriamo poskytnut', prisfubit' alebo schvalit' promise, or authorize the making of a corrupt 
poskytnutie uplatku a lebo cohokofvek payment or provide anything of value to any 
hodnotneho uradnej osobe s ciefom Government Official to induce that 
ovplyvnit' tuto uradnu osobu, aby vykonala Government Official to perform any 
akykofvek uradny ukon alebo rozhodnutie, governmental act or make a decision to help 
ktore napomoze spolocnosti Pfizer zfskat' Pfizer obtain or retain business. Business 
alebo udr2at' si obchodne aktivity . Obchodnf Associates, and those acting on their beha lf 
partneri a osoby, ktore konaju v jeho mene, in connection with work for Pfizer, may never 
nesmu nikdy poskytnut' platbu a lebo make a payment or offer any item or benefit 
ponuknut' uradnej osobe akukofvek vee to a Government Official, regardless of 
alebo vyhodu, bez ohfadu na hodnotu, alebo value, as an improper incentive for such 
nepatricne ju ovplyvnit', aby odsuhlasila, Government Official to approve, reimburse, 
preplatila, predpfsala alebo zakupila produkt prescribe, or purchase a Pfizer product, to 
spolocnosti Pfizer, ovplyvnila vysledok influence the outcome of a clinical trial, or to 
klinickeho skusania alebo inak nepatricne otherwise benefit Pfizer's business activities 
profitovala z obchodnych aktivit spolocnosti improperly . . . 
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Pfizer. 

Obchodni partneri a osoby, ktore konaju v • 
ich mene v suvislosti s aktivitami 
vykonavanymi pre spolocnost' Pfizer musia 
pochopif a dodrziavat' miestne zakony, 
predpisy alebo operacne postupy (vratane 
poziadaviek predpisanych statnymi entitami 
aka su statne nemocnice alebo vyskumne 
institucie), ktore uplatnuju akekorvek limity, 
obmedzenia alebo poziadavky na 
zverejnenie nahrady, financnej podpory, 
donacii alebo darov, ktore mozu byt' 
poskytnute uradnym osobam. Ak si 
obchodny partner nie je isty vyznamom 
alebo uplatnenim akychkorvek 
identifikovaternych obmedzeni alebo 
poziadaviek na zverejnenie s ohFadom na 
interakciu s uradnymi osobami, mal by to 
obchodny partner prekonzultovaf s jeho 
hlavnou kontaktnou osobou zo spolocnosti 
Pfizer skor, nez zacne vykonavat' svoje 
aktivity. 

Obchodni partneri a osoby, ktore konaju v • 
ich mene v suvislosti s aktivitami 
vykonavanymi pre spolocnost' Pfizer nemaju 
povolenie ponukat' urahcujuce platby. 
,u rahcujuca platba" je nominalna, 
neoficialna platba uradnej osobe za ucelom 
zabezpecenia alebo ur-ychlenia vykonu 
beznej uradnej aktivity nevyzadujucej jeho 
vlastne uvazenie. Priklady urahcujucich 
platieb zahrnaju platby na ur-ychlenie 
spracovania licencii, povoleni alebo viz, pre 
ktore su uz pripravene podklady. V pripade, 
ze obchodny partner alebo osoba, ktora 
kana v jeho mene v suvislosti s aktivitami 
vykonavanymi pre spolocnost' Pfizer, 
dostane alebo si je vedoma ziadosti alebo 
poziadavky na urahcujucu platbu alebo 
uplatok v suvislosti s aktivitami 
vykonavanymi pre spolocnosf Pfizer, 
obchodny partner musi ohlasit' takuto 
ziadost' alebo poziadavku svojej hlavnej 
kontaktnej osobe v spolocnosti Pfizer skor, 
nez podnikne akykorvek <falsi krok. 

In conducting their Pfizer-related activities, 
Business Associates, and those acting on 
their behalf in connection with work for 
Pfizer, must understand and comply with any 
local laws, regulations, or operating 
procedures (includ ing requirements of 
Government entities such as Government
owned hospitals or research institutions) that 
impose limits, restrictions, or disclosure 
obligations on compensation , financial 
support, donations, or gifts that may be 
provided to Government Officials. If a 
Business Associate is uncertain as to the 
meaning or applicability of any identified 
limits, restrictions, or disclosure 
requirements with respect to interactions 
with Government Officials, that Business 
Associate should consult with his or her 
primary Pfizer contact before engaging in 
such interactions. 

Business Associates, and those acting on 
their behalf in connection with work for 
Pfizer, are not permitted to offer facilitation 
payments. A "facilitation payment" is a 
nominal payment to a Government Official 
for the purpose of securing or expediting the 
performance of a routine, non-discretionary 
governmental action. Examples of faci litation 
payments include payments to expedite the 
processing of licenses, permits or visas for 
which all paperwork is in order. In the event 
that a Business Associate, or someone 
acting on their behalf in connection with work 
for Pfizer, receives or becomes aware of a 
request or demand for a facil itation payment 
or bribe in connection with work for Pfizer, 
the Business Associate shall report such 
request or demand promptly to his or her 
primary Pfizer contact before taking any 
further action. 

Komercne t.iJ!!atkarstvo Commercial Bribery 

K podplacaniu a korupcii moze dojsf aj v Bribery and corruption can also occur in non
neuradnych vzt'ahoch, vzajomne medzi Government, business to business relationships. 
spolocnost'ami. Vacsina krajin ma zakony, ktore Most countries have laws which prohibit offering, 
zakazuju ponukanie, srubovanie, vyzadovanie, promising, giving, requesting, receiving, accepting, 
preberanie, prijimanie alebo suhlas s prijatim or agreeing to accept money or anything of value 
penazi alebo cohokorvek, co ma hodnotu, ako in exchange for an improper business advantage. 
vymenu za nepatricnu obchodnu vyhodu. Medzi Examples of prohibited conduct could include, but 
priklady zakazaneho spravania moze patrif are not limited to, providing expensive gifts, lavish 
napriklad poskytovanie nepatricnych darov alebo hospitality, kickbacks, or investment opportunities 
pohostenia, provizii a lebo investicnych prilezitosti in order to im!)rO!Jerly_ induce the purchase of goods 
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ponukanych za ucelom nepatricneho povzbudenia or services. Pfizer colleagues are not permitted to 
nakupu tovarov alebo sluzieb. Kolegovia zo offer, give, solicit or accept bribes, and we expect 
spolocnosti Pfizer nemaju povolenie ponukat', our Business Associates, and those acting on their 
davat', uchadzat' sa alebo prijfmat' uplatky. behalf in connection with work for Pfizer, to abide 
Ocakavame, ze nasi obchodni partneri alebo by the same principles. 
osoby, ktore konaju v ich mene v suvislosti 
s aktivitami vykonavanymi pre spolocnost' Pfizer, 
budu dodrZiavat' rovnake principy. 

Protiuplatkarske a protikorupcne principy Anti-Bribery and Anti-Corruption Principles 
upravujuce interakcie so sukromnymi Governing Interactions with Private Parties and 
osobami a zamestanancami spolocnosti Pfizer Pfizer Colleagues 

Obchodni partneri musia komunikovat' a Business Associates must communicate and abide 
dodrZiavat' nasledujuce principy v suvislosti s ich by the following principles with regard to their 
interakciou so sukromnymi osobami a Pfizer interactions with private parties and Pfizer 
zamestnancami: colleaQues: 

Obchodni partneri a osoby konajuce v ich • 
mene v suvislosti s aktivitami 
vykonavanymi pre spolocnost' Pfizer, 
nesmu priamo alebo nepriamo poskytnut', 
prisfubit' alebo schvalit' poskytnutie uplatku 
alebo poskytnut' cokofvek hodnotne 
akejkofvek osobe za ucelom ovplyvnenia 
tejto osoby, aby poskytla spolocnosti 
Pfizer nepatricnu obchodnu v)fhodu. 

Obchodnf partneri a osoby konajuce v ich • 
mene v suvislosti s aktivitami 
vykonavanymi pre spolocnost' Pfizer, 
nemozu priamo alebo nepriamo ponukat', 
suhlasit' s prijatim alebo prevziat' platbu 
alebo cokofvek hodnotne ako protihodnotu 
spojenu s ich obchodnymi aktivitami 
vykonavanymi pre spolocnost' Pfizer. 

Zamestnanci spolocnosti Pfizer maju • 
zakazane od obchodnych partnerov a 
osob konajucich v ich mene v suvislosti 
s aktivitami vykonavanymi pre spolocnost' 
Pfizer prijimat' dary, sluzby, vyhody, 
pohostenie alebo ine polozky vacsej ako 
symbolickej alebo zanedbatefnej periaznej 
hodnoty. Okrem toho su dary 
zanedbatefnej hodnoty povolene iba 
vtedy, ak sa prijmu len obcas a pri 
vhodnych prilezitostiach. 

Business Associates, and those acting on 
their behalf in connection with work for 
Pfizer, may not directly or indirectly make, 
promise, or authorize a corrupt payment or 
provide anything of value to any person to 
influence that person to provide an 
unlawful business advantage for Pfizer. 

Business Associates, and those acting on 
their behalf in connection with work for 
Pfizer, may not directly or indirectly, solicit, 
agree to accept, or receive a payment or 
anything of value as an improper incentive 
in connection with their business activities 
performed for Pfizer. 

Pfizer colleagues are not permitted to 
receive gifts, services, perks, 
entertainment, or other items of more than 
token or nominal monetary value from 
Business Associates, and those acting on 
their behalf in connection with work for 
Pfizer. Moreover, gifts of nominal value are 
only permitted if they are received on an 
infrequent basis and only at appropriate 
gift-giving occasions. 

Ohlasovanie podozreni na porusenia alebo Reporting Suspected or Actual Violations 
skutocnychporuseni 

Od obchodnych partnerov a osob konajucich v ich Business Associates, and those acting on their 
mene v suvislosti s aktivitami vykonavanymi pre behalf in connection with work for Pfizer, are 
spolocnost' Pfizer sa ocakava, ze ohlasia expected to raise concerns related to potential 
podozrenia na mozne porusenia tychto violations of these International Anti-Bribery and 
medzinarodnych protiuplatkarskych a Anti-Corruption Principles or the law. Such reports 
protikorupcnych zasad alebo zakona. Ohlasenie je can be made to a Business Associate's primary 
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mozne uskutocnif u hlavnej kontaktnej osoby point of contact at Pfizer, or if a Business Associate 
obchodneho partnera v spolocnosti Pfizer, alebo prefers, to Pfizer's Compliance Group by e-mail at 
ak obchodny partner uprednostriuje, emailom corporate.compliance@pfizer.com or by phone at 
oddeleniu ,Pfizer Compliance Group" na adresu 1-212-733-3026. 
corporate.compliance@pfizer.com alebo 
telefonicky na cisle 1-212-733-3026. 
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APPENDIX4 Prfloha c. 4 
Clinical Trial Team Members Zoznam clenov tfmu Kl inickeho skusania 

1. Principal Investigator: MUDr. Natalia 1. Hlavny skusajuci: MUDr. Natalia Gal6ova 
Gal6ova 

2. Sub-Investigator: MUDr. Vikt6ria Haluskova 2 . Spoluskusajuci: MUDr. Vikt6ria Haluskova 

3. Study Nurse: Martina Miklosova 3. Zdravotna sestra: Martina Miklosova 

4. Study Nurse: Marta Hudakova 4. Zdravotna sestra: Marta Hudakova 

5. Study Coordinator: RNDr. Viera Tischlerova 5. Studijna koordinatorka: RNDr. Viera 
Tischlerova 

6. Pharmacist: PharmDr. Vlasta Galova 6. Farmaceutka: PharmDr. Vlasta Galova 

7. Pharmacist: PharmDr. Michaela Kozarova 7. Farmaceutka: PharmDr. Michaela Kozarova 

8. Ortoped ist: MUDr. Ondrej Feher 8. Ortoped: MUDr. Ondrej Feher 
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APPENDIX 5 Prfloha c. 5 
EQUIPMENT AND MATERIALS VYBAVENIE A MATERIALY 

ZMLUVA 0 VYPOZICKE CONTRACT ON BORROWING 
uzatvorena podl'a § 659 az 662 zakona cislo concluded pursuant to § 659 to 662 of Act No. 
40/1964 Zb. Obcianskeho zakonnika 40/1964 Coli. Of the Civil Code 

Clanok 1. Article I 
Zmluvne strany Contractual Parties 

1. Obchodny nazov : 1. Commercial Name: 
PAREXEL International (IRL) Limited so PAREXEL International (IRL) Limited whose 
sfdlom na adrese 70 Sir John Rogerson's registered office is at 70 Sir John Rogerson's 
Quay Dublin 2, Ireland Quay Dublin 2, Ireland 
Zastupenie : Authorised representative: 
(d'alej len ,poziciavatel"') (hereinafter referred to as the ,Lender" ) 

a and 

2. Detska fakultna nemocnica Kosice 2. Detska fakultna nemocnica Kosice (Childrens 
sfdlo : Tr. SNP c. 1, 040 11 Kosice Faculty Hospital Kosice) 
ZJtstupena: MUDr. Andrej KOMAN, riaditer Seat: Tr. SNP c. 1, 040 11 Kosice 
ICO: 00 606 715 Authorised Representative: MUDr. Andrej 

(d'alej len ,vypoziciavatel"' KOMAN, Director 
Company Identification Number: 
ID number: 00 606 715 
(hereinafter referred to as the,Borrower") 

Clanok II. Article II. 
Predmet a ucel Subject and purpose 

Predmetom tejto zmluvy ( vypozicky ) je majetok The subject of this contract (borrowing) is the 
poziciavatera, kto,Y poziciavater prenechava do property of the Lender, which the Lender gives for 
bezplatneho uzivania vypoziciavaterovi v stave free use by the Borrower in a condition suitable for 
sp6sobilom na riadne uzfvanie. proper use. 

Predmetom vypozicky je: The subject of the loan is: 

#/NQ Specification I Specifikacia 

Equipment/Prfstroj 
1 ECG GE MAC 2000 v1 .1 

Handheld: Android: Samsung A30s US 

2 

3 

4 

5 
6 

7 

Signant Health 
Single Sim 

TriaiSiate: Windowns: Bluebird ST102 
W4LAL (G lobal) 

Weight/ vaha 

Altimeter I Y9skomer 

pressure gauge I tlakomer 
datalogger for monitoring the temperature of medicines in a refrigerated environment I 
data logger pre monitoring teploty liekov v chladenom prostredf 

data logger for temperature monitoring of samples in -20 oc I data logger pre monitoring t eploty 
vzoriek v -20 oc 
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8 datalogger for sample temperature monitoring in -70 oc I datalogger pre monitoring teploty 
vzoriek v -70 oc 

9 refrigerated centrifuge I chladena centrifuga 

10 freezer box -20 oc I mraziaci box -20 oc 
11 freezer box -70 oc I mraziaci box -70 oc 

("Majetok") v obstaravacej - zostatkovej cene 
urceny pre hlavneho skusajuceho MUDr. 
Nataliu Gal6ovu na realizaciu klinickeho 
skusania NEZASLEPENE KLINICKE SKUSANIE 
U PEDIATRICKYCH PACIENTOV (VO 
VEKU < 18 ROKOV) S HEMOFiLIOU t AZKEHO 
STUPNA (KOAGULACNA AKTIVITA FAKTORA 
< 1 %) S INHIBiTORMI ALEBO BEZ NICH ALEBO 
U PACIENTOV S HEMOFiLIOU B STREDNE 
TAZKEHO AZ TAZKEHO STUPNA 
(KOAGULACNA AKTIVITA FAKTORA ~2%) 
S INHIBiTORMI ALEBO BEZ NICH 
POROVNAVAJUCE 12 MESIACOV 
STANDARDNEJ LIECBY OPROTI 
PROFYLAKTICKEJ LIECBE 
MARSTACIMABOM ("klinicke skusanie") 
sponzorovane spolocnost'ou Pfizer Inc (d'alej len 
,Sponzor"). Priebeh studie poziciavatera je 
podrobne uvedeny v samostatnej zmluve medzi 
poziciavatefom a vypoziciavaterom (,Zmluva o 
klinickom skusani ") .. 

Vypoziciavater pouzije majetok iba na ucely 
vykonavania klinickeho skusania v sulade so 
Zmluvou o klinickom skusani. 
Clanok 111. 
Doba vypozicky 

1. Majetok dava poziciavatef do docasneho 
uzivania vypoziciavaterovi na dobu urcitu , do 
ukoncenia klinickeho skusania November 
2028, ukonCenim zavereCneJ spr8vy 
o poslednom zaradenom pacientovi. 

Clanok IV. 
Odovzdanie a prevzatie predmetu zmluvy 

1. Odovzdanie a prevzatie predmetu Zmluvy 
poziciavater a vypoziciavater potvrdia 
podpisom tejto Zmluvy. 

2. Poziciavater a vypoziciavater spolocne 

(the "Property") in the purchase order, loaned to 
the Principal Investigator MUDr. Natalia Gal6ova 
to conduct clinical trials AN OPEN-LABEL 
STUDY IN PEDIATRIC (<18 YEARS OF AGE), 
SEVERE HEMOPHILIA A PARTICIPANTS 
(COAGULATION FACTOR ACTIVITY <1%) WITH 
OR WITHOUT INHIBITORS OR 
MODERA TEL YSEVERE TO SEVERE 
HEMOPHILIA B PARTICIPANTS (COAGULATION 
FACTOR ACTIVITY ~2%) WITH OR WITHOUT 
INHIBITORS COMPARING 12 MONTHS OF 
HISTORICAL STANDARD TREATMENT TO 
MARST ACIMAB PROPHYLAXIS. (the "Study") 
sponsored by Pfizer Inc (the "Sponsor"). The 
Lender's conduct of the Study is detailed in a 
separate agreement between the Lender and the 
Borrower (the "Clinical Study Agreement") 

The Borrower will use the Property only for the 
purposes of conducting the Study in accordance 
with the Clinical Study Agreement. 

Article Ill. 
Rental period 

2. The Property is placed by the Lender for 
temporary use by the Borrower for a definite 
period of time, until the end of the Study 
November 2028, by concluding the final report 
on the last patient enrolled. 

Article IV. 
Handover and takeover of the subject of the 
contract 

3. The Lender and Borrower shall confirm the 
handover and takeover of the subject of the 
Contract by signing this Contract. 

konstatuju, ze predmet vypozicky 4. The Lender and the Borrower jointly state that 
the subject of the loan specified in Art. II of this 
contract is in a condition for proper use in 
accordance with§ 660 of the Civil Code, which 
the parties confirm by signing this contract. 

specifikovany v cl. II tejto zmluvy je v stave 
sposobilom na riadne uzivanie v sulade s § 660 
Obcianskeho zakonnika , co potvrdzuju 
zmluvne strany podpisom tejto zmluvy. 

273629 B784 1 008 SVK I 094 INST CSA Ga16ova Bilingual 20230905 V 1.0 
Page 59 of65 

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček



Clanok v. Article V. 
Prava a povinnosti 
a vypoziciavatel'a 

poziciavatel'a Rights and obligations of the Lender and the 
Borrower 

1. Poziciavatel' je opravneny a povinny: 

a) odovzdat' majetok v stave sp6sobilom na 
riadne uzivanie, 

b) pozadovat' vratenie majetku, ak sa 
vypozicany majetok uziva v rozpore 
s ucelom tejto zmluvy alebo Zmluvy o 
klinickom skusani, 

c) je opravneny pocas doby vypozicky 
skontrolovat' vypoziciavatefa podfa 
vlastneho uvazenia, ako je zabezpeceny 
predmet zmluvy, ako sa stara 
vypoziciavater o vypozicany majetok 
a v akom technickom stave sa nachadza, 
ci jeho opotrebovatefnost' je primerana 
dobe uzivania, 

d) zabezpecif opravu vypozicaneho majetku. 

1. The Lender shall be entitled and obliged: 

a) to hand over Property in a cond ition fit for 
proper use; 

b) to demand the return of the Property if the 
Property is used contrary to the purpose of 
this contract or the Clinical Study 
Agreement; 

c) is entitled, during the period of the rental, to 
inspect the Borrower at his own discretion 
as to how the subject of the contract is 
secured, how the Borrower cares for the 
Property and in what technical cond ition it is 
in; 

d) to arrange for the repair of the Property. 

2. Poziciavatef ani sponzor nenesu 2. Neither Lender nor Sponsor has any liabil ity for 
damages of any sort, including personal injury 
or property damage, resulting from the use of 
the Property except to the extent that ( 1) such 
damages were caused by the negligence or 
wilful misconduct of Lender or Sponsor or (2) 
such injury is covered by the indemnity given to 
the Borrower under Section 8.2 of the Clinical 
Study Agreement. 

zodpovednost' za skody akehokofvek druhu, 
vratane zranenia os6b alebo poskodenia 
majetku, ktore vyplyvaju z pouzivania majetku, 
s vynimkou pripadov, ked' (1) taketo skody boli 
sp6sobene nedbanlivosfou alebo umyselnym 
zneuzitim povinnosti Poziciavatefa alebo 
sponzora alebo (2) na taketo poskodenie sa 
vzt'ahuje nahrada skody poskytnuta 
Vypoziciavatefovi podfa oddielu 8.2 Zmluvy o 
klinickom skusani. 

3. Vypoziciavatel' je opravneny a povinny: 
a) uzivaf predmetny majetok riadne a len 

v sulade s ucelom a podmienkami tejto 
zmluvy a Zmluvy o klinickom skusani, 
znasat' naklady na jeho prevadzku, starat' 
sa o vypozicany majetok ako riadny a 
starostlivy spravca v sulade s § 661 
Obcianskeho zakonnika, 

b) chranit' predmetny majetok pred jeho 
poskodenim, stratou alebo znicenim. 
V pripade poskodenia, straty, alebo 
znicenia, je povinny uhradif financne 
naklady spojene s uvedenim majetku do 
p6vodneho stavu tak, aby sa zabezpecili 
p6vodne parametre poskodeneho majetku. 
0 vzniknutej skode bez zbytocneho 
odkladu, je povinny vypoziciavatef 
pisomne oboznamit' poziciavatefa. 
V pisomnom protokole musi byt' uvedeny 
rozsah sp6sobenei skody, kto za skodu 

3. The Borrower shall be entitled and obliged: 
a) to use the Property properly and only in 

accordance with the purpose and conditions 
of this contract and the Clinical Study 
Agreement, to bear the costs of its 
operation, to take care of the loaned 
Property as a proper and diligent 
admin istrator in accordance with § 661 of 
the Civil Code, 

b) to protect the Property against damage, loss 
or destruction. In the event of damage, loss 
or destruction, it is obliged to pay the 
financial costs associated with the 
restoration of the Property in order to ensure 
the original parameters of the damaged 
Property. The Borrower is obliged to inform 
the Lender in writing about the damage 
incurred without undue delay. The written 
report must specify the extent of the 
damage caused , who is responsible for the 
damage, details of how the damage 
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zodpoveda, podrobnosti aka ku skode 
doslo a navrh riesenia nasledkov skody. 

c) nahlasit' zavadu (poruchu) na 
vypozicanom majetku alebo poruchu jeho 
cinnosti poziciavatefovi , ktor)' nasledne 
zabezpeCf opravu. 

d) vypoziciavatef nesmie prenechat' majetok, 
ktor)' je predmetom tejto zmluvy na 
uzfvanie tretej fyzickej alebo pravnickej 
osobe. 

Clanok VI. 
Nahrada skody 

Zmluvne strany sa pri nahrade skody budu riadit' 
ustanoveniami § 420 a nasi. Obcianskeho 
zakonnika. 

Zmluvne strany pocas platnosti a ucinnosti tejto 
zmluvy su povinne napfriat' obsah tejto zmluvy tak, 
aby predchadzali prfpadnym hroziacim skodam. 

Clanok VII. 
Platnost' a skoncenie zmluvy 

1. Zmluvne strany sa dohodli, ze tuto zmluvu je 
mozne ukoncit' : 
- na zaklade vzajomnej pfsomnej dohody 
- Ak sa ukonCf platnost' Zmluvy o klinickom 

skusanf 

2. Tato zmluva nadobuda platnost' driom jej 
podpisu obidvomi zmluvnymi stranami 
a ucinnost' driom nasledujucim deri 
zverejnenia tejto zmluvy v registri zmluv. 

occurred and a proposal for the solution to 
the consequences of the damage. 

c) to report the defect of the Property or the 
malfunction of its activity to the Lender, who 
will subsequently provide repair. 

d) the Borrower may not surrender 
Property which is the subject of this contract 
for use to a third natural or legal person. 

Article VI. 
Compensation (Liquidation) of damages 

The contracting parties shall comply with the 
provisions of§ 420 et seq. Of the Civil Code. 

During the validity and effectiveness of this 
Agreement, the Parties are obliged to fulfill the 
content of this Agreement so as to prevent any 
potential damage. 

Article VII. 
Validity and Termination of the Contract 

1. The Parties agree that this Agreement may be 
terminated: 
- by mutual written agreement 
- If the Clinical Study Agreement is 

terminated 

2. This Agreement shall enter into force on the 
date of its signature by both Parties and shall 
enter into force on the date following a day of its 
publication in the registry of contracts 

3. TUto zmluvu mozno menit' a dopfriat' len na 3. 
zaklade pisomnych a ocislovanych dodatkov 
schvalenych a podpfsanych opravnenymi 
zastupcami oboch zmluvnych stran . 

This Agreement may be amended only on the 
basis of written and numbered amendments 
approved and signed by the authorized 
representatives of both Parties. 

4. Pokiaf nie je v tejto zmluve dohodnute inak, 
zmluvne strany sa riadia ustanoveniami 
Obcianskeho zakonnika. 

Clanok VIII. 
Zaverecne ustanovenia 

1. Tato zmluva je vypracovana v dvoch 
rovnopisoch, z ktor)'ch kazda zmluvna strana 
prevezme po jednom vyhotovenl. 

2. Zmluvne strany vyhlasuju, ze tuto zmluvu 
precltali, porozumeli jej obsahu a pravnym 
ucinkom z nej vyplyvajucich. Zmluvne prejavy 
su dostatocne zrozumitefne a urcite a na znak 
suhlasu s jej obsahom ju schvalili a podpisali . 

4. Unless otherwise agreed in this Agreement, the 
Contracting Parties shall abide by the provisions 
of the Civil Code. 

Article VIII . 
Final provisions 

1. This Agreement is drawn up in two counterparts, 
of which each Party shall receive one copy 
each. 

2. The Parties declare that they have read this 
Agreement, understood its content and the legal 
effects arising therefrom. The contractual 
expressions are sufficiently comprehensible and 
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V Prahe , dna I In Prague, dated /& . c; z.., <-.. ~ 
poziciavater I Lender 
PAREXEL International (IRL) Limited 

certain and have been approved and signed as 
a sign of agreement with its contents. 

PhDr. Lenka Nagy 
Senior Manager, SSU 

------:f--7L-_____ __.:::C=.:ze::::ch.!..!R~~~DUblic and Slovakia 
Meno a priezyjs'l(o I First and last name: 
Funkcia I P~tion : 

V Ko~i.~i.ach , dna I !n Kosice, dated // ~ ./~? ..l 
VypOZICiavaz eFI 8 rrower 
Detska fakultn · nemocnica Kosice 

~· 
MUDr.

1
Andrej Koman, Riadrtef I MUDr. Andrej Koman 

Director 
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Prfloha c. 6 APPENDIX6 
_ Oalsie zmluvne podmienkv ADDITIONAL TERMS AND CONDITIONS 

Climok 2 - Povinnosti Centra Article 2- Oblhlations of the Center 

2.33 Centrum suhlasf s tym, ze ak sa vyzaduje, 2.33 The Center accepts that If Principal 
aby sa Hlavny skusajuci alebo iny Glen Investigator or other Clinical Trial Team 
skusajuceho tfmu zucastnil na stretnutiach Members are required to attend investigator 
lnvestigatorov pre tuto klinicku studiu, CRO meetings for this Clinical Trial, CRO will 
zabezpecf a zaplatf priamo cestovne arrange and pay directly for travel and 
naklady a ubytovanie a uhradf primerane accommodation and will cover the 
naklady na stravu v suvislosti s tymito reasonable costs of meals in connection 
stretnutiami, ale neposkytuje ziadnu cfalsiu with those meetings but does not provide 
kompenzaciu ako napr. odmenu za takuto compensation for such attendance. 
ucasf. 

2.34 Hlavny skusajuci zabezpeCf presne a vcasne 2.34 Principal Investigator will ensure accurate 
zhromazcfovanie, zaznamenavanie a and timely collection, recording, and 
predkladanie udajov z Klinickeho skusania submission of Clinical Trial data, including 
vratane dodrtiavania casovych adhering to timelines for data entry set out 
harmonogramov na zadavanie udajov in the CRF Completion Requirements 
stanovenych v dokumente Poziadavky na document provided to Principal Investigator 
vypfrianie CRF, ktory Hlavnemu by CRO or Sponsor. 
skusajucemu poskytla CRO a lebo 
Zadavater. 

2.35 Okrem oznamovacfch povinnostf podrobne 2.35 In addition to the reporting obligations 
uvedenych v clanku 2.12 budu Centrum detailed in Article 2.12, Center and Principal 
a Hlavny skusajuci okamzite informovaf Investigator will inform Sponsor 
Zadavatel'a 0 vsetkych naliehavych immediately of any urgent safety measures 
bezpecnostnych opatreniach, ktore prijal taken by Principal Investigator to protect 
Hlavny skusajuci na ochranu subjektov trial subjects against immediate hazard. 
skusania pred bezprostrednym 
nebezpecenstvom. 

2.36 Centrum a Hlavny skusajuci potvrdzuju, ze 2.36 The Center and Principal Investigator 
neexistuju ziadne uplatniterne nariadenia confirm that there are no applicable 
ani ine povinnosti, ktore by im zakazovali regulations or other obligations that prohibit 
vykonavat' Kl inicke skusanie a uzatvarat' them from conducting the Clinical Trial and 
tuto Zmluvu. entering into this Agreement. 

2.37 Pokiar ide o dokumenty ulozene v sulade s 2.37 With regard to documents stored in 
clank om 2.22, Centrum sa zavazuje accordance with Article 2.22, Center agrees 
kontaktovaf Zadavatera na adrese to contact Sponsor at 
I nvestigatorRecords@Pfizer .com pred I nvestigatorRecords@ Pfizer. com prior to 
skartovanfm akychkorvek zaznamov shreding any Clinical Trial records and 
Klinickeho skusania a d'alej suhlasi s tym, further agrees to permit Sponsor to ensure 
ze povolf Zadavaterovi zabezpecif, aby sa that the Clinical Trial records are retained 
zaznamy z Klinickeho skusania uchovavali for a longer period if necessary, at 
na naklady Zadavatera dlhsie, ak to bude Sponsor's expense, under an arrangement 
potrebne, na zaklade dohody, ktora chrani that protects the confidentiality of the 
dovernosf zaznamov (napr. skladovanie records (e.g., secure off-site storage). 
zabezpecene mimo sidla). 

2.38 Biologicke vzorky . Ak je to stanovene v 2.38 Biological Samples. If so specified in the 
Protokole a v lnformovanom suhlase, Protocol and the informed consent 
Hlavny skusajuci maze zbierat' a poskytovat' document, Principal Investigator may 
CRO, Zadavaterovi alebo ich poverenemu collect and provide to CRO, Sponsor or their 
zastupcovi, biologicke vzorky ziskane od designee, biological samples obtained from 
subjektov skusania (napr. krv, moe, tkanivo, trial subjects (e.g ., blood, urine, tissue, 
sliny atcf.) na testovanie, ktore priamo saliva, etc) for testina that is not directly 
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nesuvisf so starostlivosfou o pacienta alebo 
s monitorovanfm bezpecnosti , ako je 
naprfklad farmakokineticke, 
farmakogenomicke alebo biomarkerove 
testovanie (, biologicke vzorky"). 
Biologicke vzorky m6zu obsahovat' Osobne 
udaje (ako su definovane inde v tejto 
Zmluve) subjektov skusania, ktor-Ych 
spracovanie sa riadi platnymi pravnymi 
predpismi na uzemf SR. Pre odstrimenie 
pochybnostf Strany vyslovne potvrdzuju, ze 
obmedzenie spracovania Osobnych udajov 
subjektov skusania vyhradne na Osobnu 
udaje v pseudonymizovanej podobe, ako je 
uvedene v prflohe c. 2, bod 10.5 sa v plnom 
rozsahu vzfahuje aj na biologicke vzorky 
subjektov skusania. 

a. Pouzitie. Hlavny skusajuci ani Centrum 
nebudu pouzfvaf biologicke vzorky 
zozbierane podfa Protokolu ziadnym inym 
sp6sobom ani na ziadne ine ucely, ako su 
ucely uvedene v Protokole. CRO a 
Zadavatef budu pouzfvat' biologicke vzorky 
iba sp6sobom povolenym na zaklade 
informovaneho suhlasu, na zaklade 
ktoreho boli zfskane. 

b. Analyticke udaje. CRO, Zadavatef alebo 
ich poverene osoby budu testovat' 
biologicke vzorky, ako je opisane v 
Protokole. Pokiaf v Protokole nie je 
uvedene inak, CRO ani Zadavater 
neplanuju poskytnut' vysledky tychto testov 
(,udaje o analyze biologickych vzoriek") 
Hlavnemu skusajucemu alebo subjektom 
skusania. Ak CRO alebo Zadavater 
poskytne udaje o analyze biologickych 
vzoriek Hlavnemu skusajucemu, na tieto 
udaje sa vzt'ahuju ustanovenia tejto 
Zmluvy, ktore sa tykaju udajov z Klinickeho 
skusania. 

c. Vlastnictvo. Zadavater je vyhradnym 
vlastnfkom vsetkych udajov 0 biologickych 
vzorkach a analyze biologickych vzoriek a 
Centrum a Hlavny skusajuci zaobchadzaju 
s biologickymi vzorkami ako s d6vernymi 
informaciami. 

Article 5- Ri!:lhts to Results 

5.10 The Center and Principal Investigator will 
ensure that Clinical Trial Team Members 
assign all of their proprietary rights to 
Results detailed in Article 5.1 to the 
Sponsor. 

related to trial subject care or safety 
monitoring, such as pharmacokinetic, 
pharmacogenomic, or biomarker testing 
("Biological Samples"). Biological 
Samples may include Personal Data (as 
defined elsewhere herein) of trial subjects of 
which the processing is governed by the 
applicable legislation in the territory of the 
Slovak Republic. For the avoidance of 
doubt, the Contracting Parties explicitly 
confirm, that the restriction of processing 
Personal Data of trial subjects exclusively in 
pseudonymized form, as indicated in 
Appendix 2, Art. 10.5, shall apply in fu ll 
extent also to Biological Samples of trial 
subjects. 

a. Use. Neither Principal Investigator nor 
Center will use Biological Samples 
collected under the Protocol in any 
manner or for any purpose other than 
that described in the Protocol. CRO and 
Sponsor will use Biological Samples 
only in ways permitted by the informed 
consent under which they were 
obtained. 

b. Analysis Data. CRO, Sponsor, or their 
designees will test Biological Samples 
as described in the Protocol. Unless 
otherwise specified in the Protocol, 
neither CRO nor Sponsor plan to provide 
the results of these tests ("Biological 
Sample Analysis Data") to Principal 
Investigator or trial subjects. If CRO or 
Sponsor does provide Biolog ical Sample 
Analysis Data to Principal Investigator, 
that data will be subject to the provisions 
of this agreement that relate to Clinical 
Trial data. 

c. Ownership. Sponsor is the exclusive 
owner of all Biological Samples and 
Biological Sample Analysis Data and 
the Center and Principal Investigator 
shall treat Biological Samples as 
Confidential Information. 

Clanok 5 - Prava na vvsledkv 

5.10 Centrum a Hlavny skusajuci zabezpeCia, 
aby Clenovia skusajuceho tfmu postupili 
sponzorovi vsetky svoje vlastn fcke prava na 
vysledky uvedene v clanku 5.1 
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5.11 Except for, and limited to, the use specified 5.11 s vynimkou na vyhradne pouzitie 
in the Protocol, Sponsor grants Center and specifikovane v Protokole, Zadavater 
Principal Investigator no express or implied neudefuje Centru ani Hlavnemu 
intellectual property rights in the skusajucemu ziadne vyslovne ani implicitne 
Investigational medicinal product or in any prava k dusevnemu vlastnfctvu na Skusany 
methods of making or using the liek alebo na akekofvek met6dy vyroby 
Investigational medicinal product. alebo pouzfvania Skusaneho lieku. 

Article 6 - Confidentiality: Clanok 6 - Dovernost' 

6.9 Any Data (as defined in Article 1 0.2) that 6.9 Akekofvek udaje (ako su definovane v clanku 
Principal Investigator or Center collects, 10.2), ktore Hlavny skusajuci alebo Centrum 
processes stores, transfers, or uses in zhromazd'uje, spracovava, uklada, 
connection with the conduct and reporting of prevadza a lebo pouzfva v suvislosti s 
the Clinical Trial is also to be identified and vykonavanfm a podavanfm sprav 0 

treated as Confidential Information for Klinickom skusanf, sa pre ucely tejto Zmluvy 
purposes of this Agreement and subject to a podfa ustanoveni clanku 6 povazuju za 
the provisions of Article 6. doverne informacie a zaobchadza sa s nimi 

ako s dovernymi informaciami. 

Article 8- Liability: and Indemnity: Clc'mok 8 - Zod~ovednost' a nahrada skodl£ 

8.5 If any claim or lawsuit is received that falls 8.5 Ak je uplatneny narok alebo podana zaloba, 
within the indemnity given by the Sponsor in ktore spadaju do odskodnenia 
Article 8, the Center agrees to the extent poskytovaneho Zadavatefom podfa clanku 
permitted by law, on Sponsor's request, and 8, Centrum suhlasf v rozsahu povolenom 
at Sponsor's cost, to permit Sponsor to have zakonom, ze Zadavatefovi na jeho ziadost' a 
full care and control of the claim or lawsuit naklady umoznf uplne riadenie a kontrolu 
using legal representation of its own nad uplatnenym narokom alebo zalobou s 
choosing. vyuzitim pravneho zastupenia pod fa 

vlastneho vyberu. 

Article 12- Termination Clanok 12- skoncenie zmluvv 

12.9 If Center fails to comply with the terms of 12.9 Ak Centrum nedodrzf podmienky clanku 
Article 13.3, Sponsor may terminate the 13.3, Zadavater moze skoncit' Klinicke 
Clinical Trial immed iately upon written skusanie okamzite na zaklade pisomneho 
notice and will not provide Center with any oznamenia a neposkytne Centru ziadne 
further payment under this Agreement, d'alsie plat by pod fa tejto Zmluvy, bez ohfadu 
regardless of any activities that Center or na akekofvek cinnosti, ktore Centrum alebo 
Principal Investigator have undertaken or Hlavny skusajuci vykonali alebo dohody s 
third-party agreements that they have tretfmi stranami ktore uzavreli pred 
entered into before termination. ukoncenfm. 

Article 13 - Miscellaneous Clanok 13 - Rozne 

13.15 Sponsor is an intended third-party 13.15 Zadavater je osoba, v prospech ktorej je 
beneficiary to this Agreement and is entitled tato Zmluva uzatvorena a je opravneny 
to enforce directly any and all of its rights priamo vymahat' vsetky svoje prava na 
under it. If a third party acquires rights in the zaklade tejto Zmluvy. Ak tretia strana zfska 
Investigational medicinal product and prava na Skusany liek a Zadavater prevedie 
Sponsor transfers sponsorship of the svoje postavenie zadavatera Klinickeho 
Clinical Trial to the third party, Sponsor may skusania na tretiu stranu, Zadavatef moze 
freely transfer any or all of its rights and vofne previest' akekofvek alebo vsetky svoje 
obligations under this Agreement to the new prava a povinnosti podfa tejto Zmluvy na 
sponsor. noveho zadavatera. 
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