Post-authorization Safety Study Tripartite
Agreement No 15

[ 17 ION 2016 ]

operating at Savanorin ave.
109, LT-44208 Kaunas, the Republic of
Lithuania, legal entity code 135750888, VAT
payer's code LT357508811, the data of which is
kept with the Register of Legal Entities of the
Republic of Lithuania, represented by the
managing director Audrius Sveikata, acting in
accordance with the Articles of Association of the
company, hereinafter "the CRO",

Biomapas UAB,

and

Specializovana nemocnica sv. Svorada Zobor,
n.o., an healthcare provider incorporated and
existing in accordance with the laws of the Slovak
Republic, legal entity code 37971832, VAT
payer's code SK2021877792 with its registered
office at Klastorska 134, 949 01 Nitra, Slovak
republic, the data of which is kept with the
Register of Non-profit Organisations of the
Slovak Republic of the District Court Nitra, no
OWS/NO - 42/2004 represented by hospital
director Ing Erika Chuda acting as statutory
authority, hereinafter "the Center”,

and

MUDr. Miroslava Bugarova, residing at Juzna

26, 949 01 Nitra, Slovenska, Slovak republic,

passport or identification (ID) card No EB

date of issue 20 Apr 2010, birth number
hereinafter "the Investigator™,

whereas:

Medigroup s.r.o., a company existing under the
laws of the Slovak republic with its registered
office at Mlynské Nivy 54, 821 09 Bratislava,
legal entity code 43 957 773, registered with the
Commercial Register of the District court
Bratislava |, Section: Sro, File No.: 50186/B,
VAT-Id. Number: SK2022536549 ("Medigroup
s.r.0.”) (the marketing authorization holder of the
medicinal product Polyoxidonium ("the Study
Drug”) in the Slovak Republic), acting through
the CRO under the basis of the authorisation,
intends to perform and lead a post-authorization
safety study of the Study Drug, titled "Multicentre

prospective open-label non-interventional
uncontrolled  Post-authorisation  Safety  Study
(PASS) to evaluate the safety profile of

Polyoxidonium in daily practice” ("the Study”) as
described in more detail in the protocol
PETRO/2015-01 as amended, attached to this
Agreement as Annex 1 ("the Protocol™) at the
Center;

Medigroup s.r.o has authorised the CRO to
provide services to facilitate the conduct of the

Trojstranna zmluva o vykonani bezpeénostnej
§tudie po uvedeni lieku na trh €. 15

(17 JUN 2016

Spolo¢nost’ Biomapas UAB, so sidlom na
Savanoriu ave. 109, LT-44208 Kaunas, Litovska
republika, 1CO 135750888, &islo platcu DPH
LT357508811, ktorej Gdaje su vedené
v Obchodnom registri Litovskej republiky,
zastupena vykonnym  riaditelom  Dr. Audrius
Sveikata, konajucim v sulade so stanovami

spolo¢nosti, dalej sa uvadza ako ,,CRO",

a

Specializovana nemocnica sv. Svorada Zobor,
n.o., poskytovatel zdravotnej starostlivosti zaloZeny
a existujuci v sulade s pravnymi predpismi
Slovenskej republiky, 1CO 37971832, &islo platcu
DPH SK2021877792 so sidlom na KlaStorska 134,
949 01 Nitra, Slovenska republika, ktorého udaje
su vedené v Registeri neziskovych organizacii
Slovenskej republiky Okresného uradu Nitra pod €.
OWS/NO - 42/2004, zastupeného riaditelkou Ing.
Erikou Chudou, konajucou ako Statutarny organ,
dalej "Centrum”,

a

MUDr. Miroslava Bugarova, bytom Juzna 26, 949
01 Nitra, Slovenska republika, ¢. pasu alebo
obdianskeho preukazu (OP) datum
vydania 20.04.2010, rodné d&islo
dalej ,,Skusajuci”,

kym:

spoloCnost’ existujiuca podla
zakonov Slovenské republiky so sidlom Milynské
Nivy 54, 821 09 Bratislava, ICO 43 957 773,
zapisana v obchodnom registri Okresného sudu
Bratislava |, oddiel: Sro, zloZzka ¢.: 50186/B, DPH
Id. Cislo: SK2022536549 ("Medigroup s.r.0.")
(drzitefl rozhodnutia o] registracii lieku
Polyoxidonium (dalej ako "skuSany liek") v
Slovenskej republike), konajuca prostrednictvom
CRO na zaklade opravnenia, zameranej
vykonavat’ a viest’ bezpecnostnu Studiu po uvedeni
lieku na trh s ndzvom " Multicentricka prospektivna
otvorena neinterven¢na nekontrolovana
bezpecnostna Studia po uvedeni lieku na trh
(PASS) na vyhodnotenie bezpelnostného profilu
lieku Polyoxidonium v dennej praxi " (dalej ako
"Stadia"), ako je podrobnejSie opisané v protokole
PETRO/2015-01 podfa  doplnenia, ktory je
pripojené k tejto dohode ako priloha 1 (dalej ako
"protokol”) na centre;

Medigroup s.r.o.,

Medigroup s.r.o. opravnil CRO poskytovat’ sluzby s
ciefom umoznit’ vedenie S§tudie, bez obmedzeni
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1.1

Study, including without limitation authorizing the opravnenia CRO podpisat’ tito dohodu s centrom o
CRO to sign this Post-authorization Safety Study vykonani bezpecnostnej Studie po uvedeni lieku na
Center Agreement on behalf of Medigroup s.r.o;  trh v mene spolo¢nosti Medigroup s.r.o.;

the Center agrees that the Study shall be carried Centrum suhlasi s tym, Ze sa §tudia uskutocni v
out at its premises and by using its appliances, jeho priestoroch as pouzitim jeho zariadenia,
equipment and other relevant resources, under vybavenia a dalSich relevantnych zdrojov, pod
the responsibility and supervision of the vedenim a dozorom skuSajuceho MUDr.
investigator MUDr. Miroslava Bugarova, ("the Miroslavou Bugarovou, (dalej ako "Skusajuci”) s
Investigator™) with whom the Center is in a valid ktorymi je centrum v platnom pracovnom alebo
employment or other contractual relation, and inom  zmluvnom vztahu, a za pomoci
with  the assistance of the coordinating koordinujuceho skudSajuceho prof. MUDr. Peter
investigator prof. MUDr. Peter Pruzinec, CSs. Pruzinec, CSc. (dalej ako  "Koordinujuci
("the Coordinating Investigator™); skusajuci”);

Center and Investigator represent that they have Centrum a sku$ajuci vyhlasuju, Ze maju dostatocné
appropriate resources and qualification to zdroje a kvalifikaciu na uskutoCnenie Studie;
conduct the study;

Investigator agrees to conduct the study and SkuSajuci suhlasi viest' §tudiu a  prevziat’
assume the responsibilities and obligations of zodpovednosti a povinnosti skaSajuceho v sulade s
investigator as they are set forth by the legislation legislativou a touto dohodou;

and by the present agreement;

Center and Investigator agree to obtain the Centrum a skuSajuci suhlasia so ziskanim suhlasu
consent of other co-investigators (if any at all) in dalSich spolu-skuSajacich (ak budu) vo forme ich
the form of their declaration signed and attached podpisaného vyhlasenia pripojeného k tejto
to this Agreement; dohode;

the Study is sponsored by LLC NPO Petrovax Sponzorom S&tudie je LLC NPO Petrovax Pharm,
Pharm, a company existing under the laws of the spoloCnost’ existujica podla zdkonov Ruskej
Russian Federation, the data of which are saved federacie, ktorej udaje su uloZené a uchovavané v
and kept with the Unified State Register of Legal jednotnom S&tatnom registri pravnickych o0s6b,
Entities, registered and located at No 1 registrovana a situovana na No 1 Sosnovaya ulica,
Sosnovaya St., Pokrov village, Podolsky district, obec Pokrov, Podolsky okres, Moskovska oblast,
Moscow region,142143 Russia, Registration No.: 142143 Rusko, Registracné &islo: 103770001274,
103770001274, with Tax Registration Number dariové identifikaéné &islo 7702302492 ("LLC NPO
7702302492 ("LLC NPO Petrovax Pharm”), Petrovax Pharm”) a ktora je tieZz vyrobcom
which is also the manufacturer of the Study Drug, skuSaného lieku a deleguje vSetky aktivity
and which has delegated all Study related suvisiace so $tudiu na CRO;

operational activities to the CRO;

hereinafter the CRO and the Center, each dalej sa CRO a centrum, kaZdy osobitne uvadza
separately referred to as "the Party”, and jointly ako ,zmluvna strana”, a spoloCne ako ,zmluvné
as "the Parties”, do hereby agree and enter into strany”, tymto suhlasia a uzatvaraju tato zmluvu
this Post-authorization Safety Study Center o bezpec&nostnej §tudii po uvedeni lieku na trh ¢. 15
Agreement No 15 ("the Agreement”) under the (,,zmluva™) za nasledujucich podmienok:

following terms and conditions:

Object of the Agreement Predmet zmluvy.
Under this Agreement, Na zaklade tejto zmluvy

i the Center undertakes to act as and to centrum sa zavdzuje konat ako a vykonavat
perform obligation of a Study center in povinnosti Studijného centra v sulade s protokolom
accordance with the Protocol and ; a;

ii. the Principal Investigator undertakes to hlavny skuSajuci sa zavazuje osobne vykonavat’
personally conduct a post-authorization bezpe€nostnu Studiu po uvedeni lieku na trh s
safety study of the medicinal product liekom Polyoxidonium (,skiuSany liek") pod
Polyoxidonium ("the Study Drug”), titled nazvom ,Multicentricka prospektivna otvorena
"Multicentre prospective open-label non- neintervenCna nekontrolovana bezpecnostna Studia
interventional uncontrolled Post- po uvedeni lieku na trh (PASS) na vyhodnotenie
authorisation  Safety Study (PAS) to bezpecnostného  profilu lieku Polyoxidonium



evaluate the safety profile of
Polyoxidonium in daily practice” ("the
Study");

the CRO undertakes to accept the proper
performance of the obligations of the
Center and the Principal Investigator and
to pay the compensation to the Center
under the terms and conditions described
herein.

Acting upon authorization of Medigroup s.r.o. the
CRO concludes this Agreement in its own name
and at its own expense.

Rights and obligations of the Center

The Study will be performed at the outpatient
department of the Center, located at Klastorska
134, 949 88 Nitra, Slovak republic.

The Center undertakes to create conditions for
the performance of the Study by providing the
following services ("the Services™):

to the extent applicable to the Center, to perform
(and create appropriate conditions for the
Principal Investigator to perform) and to
document the Study in strict accordance 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) applicable EU
Good Pharmacovigilance Practice modules and
generally accepted standards of Good clinical
practice” and (e) any Study-related instructions
given in writing and otherwise by the CRO or a
third party authorized by the CRO; and (f) the
laws of the Slovak Republic and the European
Union applicable to the Center for the
performance of the Study; and (g) all orders of
regulatory authorities applicable to the Study.
The Center shall fully cooperate with the CRO,
the Principal Investigator, the Coordinating
Investigator and other persons performing the
Study (if any) at the Center;

to provide adequate resources and facilities for
the performance of the Study and allow the
Principal Investigator, the Coordinating
Investigators (to the extent necessary for
coordination of the Study) and other persons
performing the Study at the Center (if any) the
access to relevant patients before and after their
recruitment to participate in the Study at the
Center ("the Study subject”);

to the extent applicable, to allow the Principal
Investigator and other persons performing the
Study at the Center (if any) to participate in the
meetings with the CRO and(or) its
representatives, including to participate in training
sessions, relating to the Study at the Center;

v dennej praxi’ (,Stadia”);

CRO sa zavadzuje prijimat’ nalezité vykonané sluzby
skuaSajuceho a skuaSajucemu vyplacat odmenu
podla podmienok uvedenych v tejto zmluve.

CRO sa zavazuje akceptovat riadne plnenie
povinnosti centra a hlavného sku3ajuceho a
zaplatit’ ndhradu centru za podmienok popisanych
v tomto dokumente.

Konajuc v spolupraci so spolo¢nostou Medigroup
s.r.o. CRO uzatvara tato zmluvu vo svojom
vlasthom mene a na svoje vlastné naklady.

Prava a povinnosti centra

Studia bude realizovana v ambulancii centra na
adrese Klastorska 134, 949 88 Nitra, Slovenska
republika.

Centrum sa zavazuje vytvorit
vykonavanie 8tadie poskytnutim
sluZieb (dalej ako ,sluzby”):

podmienky pre
nasledujucich

v rozsahu aplikovatelnom na centrum vykonat' (a
vytvorit  vhodné podmienky pre hlavného
skuSajuceho na vykonavanie) a dokumentovat
§tudiu v prisnom sulade s (a) protokolom; a (b)
podmienkami tejto dohody; a (c) etickymi principmi
Helsinskej deklaracie; a (d) prislusnym modulom
EU Spravnej farmakovigilancnej praxe a
vSeobecne uznavané normy spravnej klinickej
praxe a (e) pokynmi  suvisiacimi so Studiou
uvedenymi pisomne a inak CRO alebo tretou
osobou poverenou CRO; a (f) zakonmi Slovenskej
republiky a Europskej unie vztahujacimi sa na
centrum pri realizacii Studie; a (g) vSetkymi
poZiadavkami regula&nych organov vztahujicimi sa
k 8tudii. Centrum bude plne spolupracovat’'s CRO,
hlavhym skuSajucim, koordinujucim skuSajucim a
dalSimi  osobami  vykonavajacimi  Studiu  (ak
existuju) na centre;

poskytnut’ dostatocné zdroje a zariadenia pre
vykonanie Studie a umoznit’ hlavnému
skuSajucemu, koordinujucemu skuSajucemu (v

rozsahu nevyhnutnom pre koordinaciu Studie) a
dalSich osbb vykonavajucich Studium na centre (ak
existuju) pristup k prislusnym pacientom pred a po
ich nabore do Studiu v centre (dalej ako "subjekt
hodnotenia”);

v pouZitelnom rozsahu, umoznit’ hlavnému
skuSajucemu a ostatnym osobam vykonavajucim
Studiu na centre (ak existuju) zuacastiiovat sa
rokovani s CRO a (alebo) s jej zastupcami, vratane
ucasti na Skoleni, vztahujucich sa k S§tudii na
centre;
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2.2.4

2.2.5

2.2.6

2.2.7

2.2.8

229

2.2.10

2.2.11

not to subcontract third persons for the
performance of and not to transfer all or some of
Center's rights or obligations under this
Agreement to third parties;

to cooperate with the Principal Investigator and to
create all relevant conditions necessary to
achieve the expected number of Study subjects
at the Center. The CRO will notify the Center
about the expected number of patients at the
Center;

to ensure the compliance with all regulatory
authorizations to the extent they apply to the
Center. The CRO provides all regulatory
authorizations issued in respect of the Study to
the Center before the first Study subject is
enrolled to the Study at the Center;

to assist the CRO in the preparation of necessary
Study documents and to provide to the CRO
and(or) its representative  all necessary
documents for the approval of the Study by
regulatory authorities and(or) ethics committees;
to ensure that any such provided documents are
complete and correct;

If in the course of the Study the Center becomes
aware that Study subject's health is damaged as
a result of participation in the Study or that the
Study subject claims so, to notify Principal
Investigator about that incident;
during and after the Study, to submit any
documents (or copies thereof) received from
authorities, ethics committee(s) and(or) other
relevant regulatory body regarding any relevant
communication with respect to the Study to the
CRO within 2 business days from the reception of
any document;

to retain and store all Study documents, including
source documents, for 15 years as of end of
Study. The Study documentation shall be
retained securely in an appropriate location and
manner and the Center shall keep record of the
place where the Study documentation is stored to
ensure that it is readily available upon the CRO
or regulatory authorities’ request. After expiry of
the retention period, the Center shall not destroy
any Study documentation without CRQ's prior
written approval;

the Center is aware that the CRO, Medigroup
s.r.o. and(or) LLC NPO Petrovax Pharm or their
representative (medical expert) may monitor and
audit the conduct of the Study and may be
visiting the Center on this basis; without extra
charge, to appropriately support monitoring
(audit) activities, including without limitation by
providing such monitoring (audit) with access to
the Center's premises and Study data, as may be
required, and to cooperate with the CRO,

nezazmluvnit’ tretie osoby k vykonu a neprenasSat’
vSetky alebo niektoré z prav alebo povinnosti
centra podliehajuce tejto dohode tretim stranam;

spolupracovat’ s hlavnym ska8ajucim a vytvorit’
vSetky relevantné podmienky potrebné na
dosiahnutie oCakavaného pocCtu subjektov
hodnotenia na centre. CRO vyrozumie centrum o
oCakavanom pocte pacientov na centre;

zabezpecCit' dodrZiavanie vSetkych regulaCnych
povoleni do miery vztahujiucej sa k centru. CRO
poskytuje vSetky regulatné povolenia s ohladom
na Stuadiu na centre pred zaradenim prvého
subjektu hodnotenia do Studie na centre;

napomahat’ CRO pri priprave potrebnych Studijnych
dokumentov a poskytnatt CRO a (alebo) jej
zastupcovi  v8etky potrebné dokumenty pre
schvalenie S§tudie regulacnymi organmi a (alebo)
etickymi komisiami; aby sa zabezpedcilo, Ze vSetky
tieto uvedené dokumenty su Uplné a spravne;

Ak sa v priebehu Studie centrum dozvie, Ze zdravie
subjektu hodnotenia je poSkodené v ddésledku
UCasti v Stuadii, alebo Ze to subjekt tvrdi, oznamit’
hlavnému skuaSajucemu danu udalost’

v priecbehu a po skonCeni S§tudie, predlozit
dokumenty (alebo ich koépie) prijaté od organov,
etickej komisie (i) a (alebo) inych relevantnych
regulacnych organov ohladom akejkolvek
prislusnej komunikacie v suvislosti so Studiou CRO
do 2 pracovnych dni od datumu prijatia kazdého
dokumentu;

uchovavat' a ukladat’ vSetky 3Studijné dokumenty,
vratane zdrojovej dokumentacie, po dobu 15 rokov
od ukon&enia §tudie. Studijna dokumentacia musi
byt bezpecne uchovavana na vhodnom mieste
a vhodnym spdsobom a centrum uchovava zaznam
0 mieste, kde je Studiova dokumentacia uloZena,
aby sa zabezpedila jej pristupnost’ pre CRO alebo
na poZziadanie regulacnych organov. Po uplynuti
doby uchovavania nesmie centrum zni€it' Studiovu
dokumentaciu bez predchadzajuceho pisomného
stihlasu CRO;

centrum si je vedomé toho, Ze CRO, Medigroup
s.r.o. a (alebo) LLC NPO Petrovax Pharm alebo ich
zastupca (medicinsky odbornik) méze monitorovat’
a kontrolovat’ priebeh 8tadie a mbézu vykonat
navStevu centra na tomto zaklade; bez priplatku,
vhodne podporit’ monitorovanie (audit) ¢innosti, bez
obmedzenia pristupu takémuto monitorovaniu
(auditu) do priestorov centra a k datam Studie,
ktoré mdZe byt poZadované, a spolupracovat s
CRO, Medigroup s.r.o. a (alebo) LLC NPO
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2.2.12

2.2.13

2.2.14

2.2.15

2.2.16

2.3

2.3.1

2.3.2

2.3.3

Medigroup s.r.o. and (or) LLC NPO Petrovax
Pharm or their representative (medical expert) in
this regard; to take any and all reasonable
actions requested by the CRO, Medigroup s.r.o.
and (or) LLC NPO Petrovax Pharm or their
representative (medical expert) to cure
deficiencies noted during any such monitoring
(audit)

without extra charge, during and after the Study,
to allow and to support any inspections of
responsible authorities. The Center shall inform
the CRO about any inspection or the intent to
conduct such an inspection upon gaining
knowledge thereof. The Center will allow the
CRO to be present at any inspection by
regulatory authorities. Prior to responding to the
findings of any such inspection, if any, the Center
shall review and discuss such response with the
CRO;

in the event that the Investigator resigns from his
job at the Center or the Investigator is replaced
by the CRO, to undertake to cooperate with the
CRO in selecting and recruiting the new
investigator; The Center and the CRO shall
negotiate in good faith on designating a duly
qualified person to act as a new principal
investigator;

to fulfil obligations under this Agreement in
accordance with generally recognised scientific
standard, taking the greatest possible care;

upon request of the CRO, to provide all data,
knowledge and documentation such as but not
limited to eCRFs and other records which are
required for the documentation and evaluation of
the Study for the CRO;

in the event that the Center becomes unable to
host the Study under the local law of the Slovak
Republic (e.g. respective license is revoked), to
provide a written notice thereof to the CRO
immediately.

The Center acknowledges that:

LLC NPO Petrovax Pharm is the ultimate
beneficiary of the Services and will own the results
of the Services. Upon signature of this Agreement
the Center transfers all and any rights over the
results of the Study which Center's employees,
including but not limiting to the Principal
Investigator, has generated throughout the Study
to LLC NPO Petrovax Pharm;

any deviations from the Protocol require prior
written approval of the CRO and regulatory
authorities;

together with the Principal Investigator the Center
is responsible for the continuous medical

Petrovax Pharm alebo ich zastupcom (medicinsky
odbornik) v  tejto  suvislosti; prijat’  vSetky
poZadované opatrenia od CRO, Medigroup s.r.o. a

(alebo) LLC NPO Petrovax Pharm alebo ich
zastupcom (medicinsky odbornik) za (Celom
odstranenia nedostatkov zistenych pri  tychto

monitorovaniach (auditoch);

bez priplatku, poCas a po Studii, umoznit’ kontroly
zodpovednych organov a byt sucinny. Centrum
musi informovat CRO o kaZdej inSpekcii alebo o
zamere vykonat' takito inSpekciu, akonahle sa
o tom dozvie. Centrum umozni CRO byt pritomné
pri kazdej kontrole zo strany regulac¢nych organov.
Pred vyjadrenim sa k zisteniam akejkolvek takejto
inSpekcie, ak existuje, musi centrum prerokovat’ a
diskutovat’ toto vyjadrenie s CRO;

v pripade, Ze skuSajuci odstupi zo svojej pracovnej
pozicie v centre alebo skuSajuci je nahradeny
CRO, zavazuju sa, Ze bude spolupracovat’ s CRO
pri vybere a nabore nového skusajuceho; Centrum
a CRO musia jednat’ v dobrej viere o ur€eni riadne
kvalifikovanej osoby, ktora bude konat’ ako novy
hlavny sku$ajuci;

splnit’ zavazky vyplyvajucich z tejto dohody v
sulade so vS8eobecne uznavanym vedeckym
Standardom, vynakladajuc najkvalitnejSiu

starostlivost;

na Ziadost’ CRO, poskytnut’ vSetky udaje, znalosti a
dokumentaciu ako napriklad (ale nie iba) , eCRFy
a iné zaznamy, ktoré su nevyhnutné pre
dokumentaciu a vyhodnotenie $tudie pre CRO;

v pripade, e centrum prestane spifiat’ poZiadavky
na vykonavanie S§tudiu podla miestnych zakonov
Slovenskej republiky (napr. zruSenie potrebnej
licencie), okamZzite poskytnit’ pisomné oznamenie
o tejto skutocnosti CRO.

Centrum berie na vedomost’, Ze:

LLC NPO Petrovax Pharm je kone&nym prijemcom
sluzieb a bude vlastnikom vysledkov sluZieb.
Podpisanim tejto dohody centrum prevadza , na
LLC NPO Petrovax Pharm v8etky prava k
vysledkom Studie, ktoré vytvorili zamestnanci
centra, vratane, ale bez obmedzenia na hlavného
skuSajuceho, v priebehu Stadie;;

akakolvek odchylka od protokolu vyZzaduje
predchadzajuci pisomny suhlas CRO a
regulaénych organov;

spolu s hlavhym skuSajucim je centrum
zodpovedné za kontinualne lekarske oSetrenie
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2.3.4

2.35

2.3.6

2.3.7

3.1

3.1.1

treatment of the Study subject and any
consequences of such medical treatment both
throughout and after the Study;

Center is aware that according to the Slovak
Republic law the performance of the Study does
not require the CRO or the Center to maintain
any special clinical study insurance;

the Center is aware that the CRO or a third party

authorized by the CRO is entering the results of poverena CRO zadava

the Study and any reports related to the Study,
site-training records and the outcome of any
audits performed by or on behalf of the CRO into
electronic databases. In connection with such
data management, personal data about the
employees of the Center and about their
involvement in the Study and the outcome of any
audits at the Center may be stored, processed
and used by the CRO, Medigroup s.r.o. and(or)
LLC NPO Petrovax Pharm and authorized third
parties in accordance with applicable Good
clinical practice requirements and personal data
protection laws. The CRO may provide such
data, to the extent necessary under applicable
law, to government authorities. The Center is
aware that within the scope of aforementioned
activities and all applicable local regulatory data
privacy requirements being properly
accomplished in advance to the transfer, the
mentioned data could be transferred to countries

outside the European Union not

adequate data protection;

providing

The Study at the Center is conducted under the
responsibility and supervision of the Principal
Investigator;

Principal Investigator recruits Study subjects at
the Center.

Rights and
Investigator

obligations of the Principal

The Investigator undertakes to perform the Study
by providing the following services ("the
Services”) to the CRO: ~

To collect and to process accurate and complete
data and to report it into the electronic case
report forms (the "eCRF") as described in the
Protocol;

To ensure that there are no discrepancies
between the source data and the eCRF.
Whenever such discrepancies are identified, to
correct the information in the eCRF immediately

Before including a subject (individual) into the
Study, to inform him or her in detail about the
type, benefit and risk of participation, taking into
consideration the existing statutory regulations at
the respective Study location and to obtain the

subjektov hodnotenia a pripadné doésledky takého
lieCenia ako v priebehu tak aj po ukonceni Studie;

centrum si je vedomé toho, Ze podla zakona
Slovenskej republiky vykonavanie Stadie
nevyzaduje od CRO alebo od centra zabezpedit
Ziadne zvlaStne poistenie klinickej Studie;

centrum si je vedomé, Ze CRO alebo tretia strana
vysledky Studie a vSetky
spravy tykajuce sa Studie, zaznamy o preskoleniu
centra a vysledky auditov vykonanych CRO alebo
menom CRO poverenou osobou do elektronickych
databaz. V sulvislosti s takymto spracovanim dat,
osobné udaje o zamestnancoch centra a o ich
zapojeni do Studie a vysledky akychkolvek auditov
na centre mdzu byt uloZené, spracované a pouzité
zo strany CRO, Medigroup s.r.o. a (alebo) LLC
NPO Petrovax Pharm a opravnenej tretej strany v
sulade s platnymi poziadavkami spravnej Klinickej
praxe a zakonmi o ochrane osobnych (dajov. CRO
mdZe poskytnut' tieto udaje, a to v rozsahu
nevyhnutnom podla platnych zakonov, vladnym
organom. Centrum si je vedomé toho, Ze v rozsahu
uvedenych  aktivit a pri  dodrZzani  vSetkych
prislusnych miestnych zakonnych poZiadaviek na
ochranu osobnych udajov vykonanom v predstihu ,
zmienené udaje mdZu byt prenesené do krajin
mimo Europskej Unie nezabezpecujucich
odpovedajucu ochranu udajov;

Studia na centre sa vykonava v zodpovednosti a
pod dohladom hlavného skuSajuceho;

Hlavny skuSajuci
centre.

nabera subjekty hodnotenia na

Prava a povinnosti hlavného skusajuceho

Skusajuci sa zavazuje vykonavat’  Studiu

poskytnutim nasledujuacich sluZieb (,sluzby™) pre
CRO:

Zber a spracovanie presnych a uplnych (dajov
a ich zadavanie do elektronického formulara
Gc¢astnika Studie (,eCRF"), ako je wuvedené v
protokole;

ZabezpeCenie suladu medzi zdrojovymi udajmi

a udajmi v eCRF bez diskrepancii. VZdy, ked sa
takéto diskrepancie identifikuju, informacie v eCRF
budu bezodkladne opravené;

Poskytnutie podrobnych informéacii  subjektu
(jednotlivcovi) tykajucich sa typu S&tudie, prinosu
a rizika  spojeného s uCastou v Studii  pred
zaradenim pacienta (subjektu hodnotenia) do
Studie, pri zohladneni existujucich Statutarnych
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3.1.10

written consent of the subject for his or her
participation in the Study;

To prepare sufficient notes on observations
during the Study and keep subject identification
records;

To report side effects occurred during the Study
(including but not limited to Adverse Events
(AEs), Adverse Drug Reactions (ADRs), Product
Quality Complaints; Interactions with other
medicinal products or other products; Exposure
of a foetus/infant via a parent (associated or not
with Adverse Drug Reaction); Safety elderly
population; Overdose, abuse and misuses
(including off-label use); Medication errors and
occupational exposure; Lack of therapeutic
efficacy; Unintended beneficial therapeutic effect;
Administration via incorrect route (with or without
untoward symptoms); off-label use; Suspected
transmission of infectious agent.); to process side
effects in accordance with applicable EU Good
Pharmacovigilance Practice modules, generally
accepted standards of Good Clinical Practice and
relevant local legislation; to promptly respond to
any query from the CRO or dedicated agents of
the CRO regarding adverse event
documentation. This includes - but is not limited
to - active follow up on and clarification of
relevant inconsistencies in adverse event and
pregnancy reports;

To allow the CRO, Medigroup s.r.o. and (or) LLC
NPO Petrovax Pharm or an independent expert
appointed by any of them to review and inspect
all data, records and documentation in
connection with the organisation and conduct of
the Study;

To store all necessary documentation such as
e.g. but not limited to, medical records and
original (source) data, identification codes, study
specific documents, audit certificates, etc. and to
store such data for at least 15 years following the
end of the Study, or any longer record retention
period mandated by any laws of the Slovak
Republic;

To maintain data confidentiality in accordance
with this Agreement;

Upon the notice from the CRO, to immediately
cease recruiting new subjects to the Study at the
clinical centre;

Upon request of the CRO, to provide all data,
knowledge and documentation such as but not

pracovisku
suhlasu

nariadeni v prislusnom skuSajucom

a ziskanie pisomného informovaného
subjektu hodnotenia s jeho udast'ou v stadii;
Priprava adekvatnych poznamok tykajucich sa
pozorovani pocCas Studie a uchovavanie zaznamov
na identifikaciu subjektu hodnotenia;

Nahlasovanie neZiaducich G&inkov vzniknutych
poCas S&tudie (vratane, ale nie len neZiaducich
udalosti (AE), neZiaducich liekovych reakcii (ADR),
staznosti na kvalitu lieku; interakcii s inymi liekmi
alebo inymi pripravkami; expozicie u plodu/dojCata
prostrednictvom matky (suvisiacu alebo
nesuvisiacu s neZiaducou liekovou reakciou);
populacie starSich 0s06b na stanovenie
bezpecnosti; predavkovania, ZneuZivania
a nespravneho pouZivania lieku (vratane pouZitia
na neschvalend indikaciu); chyb v lieCbe
a expozicie na pracovisku; nedostatku
terapeutickej uc€innosti; neZelaného prospe3ného
terapeutického GCinku; podavania nespravnou
cestou podania (s dalSimi priznakmi alebo bez
nich); pouZivania lieku na nechvalenu indikaciu;
podozrenia na prenos infektného agens);
spracovanie neziaducich ucinkov v sulade
s prislusnymi modulmi spravnej farmakovigilanCnej
praxe v EU, v3eobecne platnymi zasadami
spravnej klinickej praxe a prislusnou lokalnou
legislativou; bezodkladné poskytnutie odpovedi na
akékolvek otazky z CRO alebo od poverenych
zastupcov CRO tykajuce sa dokumentovania
nezZiaducich udalosti. To zahfia, ale nie je
obmedzené len na aktivne nasledné sledovanie
a objasnenie prislusnych nezrovnalosti

v hlaseniach o neziaducich udalostiach a gravidite;
CRO, spolo¢nosti Medigroup s.r.o. a
(alebo) spolo¢nosti LLC NPO Petrovax Pharm
alebo  nezavislému odbornikovi  poverenému
ktoroukolvek spolo¢nostou z nich vykonat’ kontrolu
a inSpekciu v8etkych udajov, zaznamov
a dokumentéacie v suvislosti S organizovanim
a vykonavanim Studie;

Umoznit’

Uchovavat’ vSetku nevyhnutnd dokumentaciu, ako
su napr., ale nie len zdravotné zaznamy a pévodné
(zdrojové) udaje, identifikacné koédy; dokumenty
Specifické pre Studiu, certifikaty o vykonani auditu
a pod. a uchovavat’ takéto udaje poCas minimalne

15 rokov po ukonCeni Studie alebo pocas
akéhokolvek dlhSieho obdobia na uchovavanie
zaznamov daného ktorymkolvek zo zakonov

v Slovenskej republike;

Zachovavat' dovernost’ udajov v sulade s touto

zmluvou;

Na zaklade oznamenia z CRO bezodkladne
ukonCit’ nabor novych subjektov hodnotenia do
Studie v klinickom pracovisku;

Na zaklade ziadosti CRO poskytnut' v8etky udaje,
vedomosti a dokumentaciu ako je napr., ale nie len
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3.1.11

3.1.12

3.1.13

3.1.14

3.1.15

3.1.16

3.2

limited to eCRFs and other records which are
required for the documentation and evaluation of
the Study for the CRO;

Upon request of the CRO, to provide access to
the facilities, all records and documentation
related to the Study during inspections performed
by the CRO alone or together with Medigroup
s.r.o. and (or) LLC NPO Petrovax Pharm
representatives at any time during and/or
following the Study without extra charge; to
appropriately support monitoring activities and to
cooperate with the CRO or the relevant third
party in this regard; to take any and all
reasonable actions requested by the CRO to cure
deficiencies noted during an inspection; to inform
the CRO about any inspection related to the
Study of responsible authorities immediately
upon gaining knowledge thereof;

To perform any other matter in the reasonable
opinion of the CRO conducive to the
implementation of the Study, including but not
limited to being available for personal discussion,
if requested by the CRO;

To participate in the trainings intended to discuss
process of the Study organized by the CRO. The
CRO informs the Investigator about the place,
date and duration of such training beforehand;

To administer the Study Drug as per routine
practice in accordance with SmPC, to handle and
store the Study Drug in the course of the Study
as required by the applicable law;

At any time on CRO's request, to report on the
progress of the Study at the clinical center,
including recruitment figures;

To perform the Services in accordance with this
Agreement, the Protocol No PETRO/2015-01 as
amended and approved ("the Protocol”) (which is
to be provided by the CRO and will constitute
Annex 1 of the Agreement), all applicable laws,
the highest standards of the industry practice, the
generally recognised scientific standards,
regulations and guidelines including ethical rules
relating to the performance of post-authorisation
safety studies and CRO instructions, taking the
greatest possible care. Should there be any
alterations to the Protocol these will be taken into
account by the Investigator in performing the
Services;

The Investigator acknowledges that LLC NPO
Petrovax Pharm (the manufacturer of the Study
Drug) is the ultimate beneficiary of the Services
and will own the results of the Services. Upon
signature of this Agreement the Investigator
transfers all and any rights over the results of the
Study he or she has generated throughout the
Study to LLC NPO Petrovax Pharm;

eCRF a iné zaznamy, ktoré CRO potrebuje na
dokumentaciu a vyhodnotenie Studie;

Na zaklade Ziadosti CRO spristupnit’ pracovisko,
v8etKy zaznamy a dokumentaciu sdvisiacu so
Stadiou pocas inSpekcii vykonavanych CRO
osamote alebo spolo¢ne so zastupcami spolo¢nosti
Medigroup s.r.o. a (alebo) spolo¢nosti LLC NPO
Petrovax Pharm kedykolvek pocas Studie a/alebo
po Studii bez odmeny navySe; poskytnut' nalezitu
pomoc pri monitorovacich Cinnostiach
a spolupracovat’ s CRO alebo prisluSnou tretou
stranou v tejto sulvislosti; vykonat'" akékolvek
a vSetky opodstatnené opatrenia poZadované CRO
na odstranenie nedostatkov zistenych pocas
inSpekcie; informovat’ CRO o akejkolvek inSpekcii
prislusnymi aradmi v ramci Studie bezodkladne po
jej oznameni;

Vykonavat' akukolvek ind cCinnost’ na zaklade
opodstatneného nazoru CRO, ktora prispeje
k vykonavaniu  Studie vratane, ale nie len

dostupnosti na osobnu konzultaciu, ak o fiu CRO
poziada;

Zucastnovat’ sa Skoleni zameranych na konzultaciu
postupu S§tudie organizovanych CRO. CRO bude
skuSajuceho vopred informovat’ o mieste, datume
a di7ke trvania takéhoto $kolenia;

Podavat’ skuSany liek podla zauZivanej praxe
v stlade so suhrnom charakteristickych vlastnosti
lieku, manipulovat’ SO skuSanym liekom
a uchovavat ho v priebehu Studie podla
poZiadaviek prislusného zakona;

Kedykolvek na poZiadanie CRO poskytnut’ spravu
o vyvoji Studie v klinickom pracovisku vratanie
Ciselnych udajov tykajucich sa naboru;

Vykonavat' sluzby v sulade s touto zmluvou,
protokolom ¢&. PETRO/2015-01 podla doplnenia
a schvalenia (,protokol”) (ktory doda CRO a bude
predstavovat’ Prilohu 1k zmluve), vSetkymi
platnymi zakonmi, najvy8Simi Standardmi praxe
v danom odvetvi, vSeobecne uznavanymi
vedeckymi Standardmi, nariadeniami
a usmerneniami vratane etickych pravidiel
tykajucich sa vykonavania bezpecnostnej Studie po
uvedeni lieku na trh a v sulade s pokynmi CRO so
zabezpeenim najvyssej moznej urovne
starostlivosti. Ak dbjde k akymkolvek zmenam
v protokole, budu tieto zmeny pri vykone sluzieb
skua8ajucim zohladnené;

Skusajuci potvrdzuje, Ze spolo¢nost LLC NPO
Petrovax Pharm (vyrobca skuSaného lieku) je
koneCnym prijemcom sluzieb a bude vlastnikom
vysledkov sluzieb. Po podpise tejto zmluvy budu
vSetky a akékolvek prava tykajuce sa vysledkov

Studie ziskané pocCas Studie prevedené zo
skuSajuceho na spolo¢nost LLC NPO Petrovax
Pharm;
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The Investigator shall ensure that the conduct of
the Study at the Study Center does not
commence pefore the CRO confirms that all
regulatory and legal authorisations necessary for
the performance of the Study have been
obtained. Upon request of the CRO, the
Investigator shall assist the CRO in the
preparation of necessary Study documents;

The Investigator assists the CRO with issues
relating to the Study subject recruitment at
clinical centres in order to meet Study timelines
(these will be specified by the CRO), including
but not limited to by contributing own knowledge
and experience of current Polyoxidonium
administration practice in the Slovak Republic
and putting best efforts to this end;

In the event that the Investigator becomes unable
to conduct the Study under the local law of the
Slovak Republic (e.g. resigns from his job at the
clinical centre, healthcare practice license is
revoked), the Investigator shall provide an written
notice thereof to the CRO immediately. The
Investigator 2nd the CRO shall negotiate in good
faith on designating a duly qualified person to act
as a new investigator. In such a case, the CRO is
entitled to terminate this Agreement immediately
without notice to the Investigator at the date of
receiving written notice thereof. Such a
termination of the Agreement will be considered
to be exercised for the fault of the Investigator.

Rights and obligations of the CRO
The CRO undertakes the following obligations:

to organise the conduct and documentation of the
Study at the Center in strict accordance with (a)
the Protocol; and (b) the terms and conditions of
this Agreement; and \c) the ethicai principles ot
the Declaration of Helsinki; and (d) EU Good
Pharmacovigilance Practice  modules and
generally accepted standards of Good Clinical
Practice; and (e) the laws and regulations
applicable at the site where the Study is
conducted, and (f) any and all orders of relevant
regulatory authorities and(or) ethics committees;

to obtain any and all approvals of regulatory
authorities and ethics committees necessary for
the performance of the Study at the Center;

to furnish the Center with documentation
necessary for performing Services;

the CRO reserves the right, upon advance
consultation with the Center, to unilateral
reduction or increase - at any time and with
immediate effect - in the number of Study
subjects;

SkuSajuci zabezpeci, Ze sa s vykonavanim Studie
v klinickom pracovisku nezatne skoér, ako CRO
oznami, Ze vSetky regulacné a zakonné povolenia
na vykonavanie Stadie boli ziskané. Na zaklade
ziadosti CRO skuSajuci pombze CRO pri priprave
dokumentov nevyhnutnych pre Stadiu;

SkuSajuci pombze CRO so zaleZitostami tykajucimi
sa naboru subjektov hodnotenia do Studie
v klinickych pracoviskach s ciefom splnit’ ¢asovy
harmonogram §tudie (bude S$pecifikovany CRO)
vratane, ale nie len pomoci vo forme vlastnych
vedomosti a sklusenosti so suasnou praxou pri
podavani lieku Polyoxidonium v Slovenskej
republike a vynaloZenim maximalneho usilia na
tento ucel;

V pripade, Ze skuSajuci nebude schopny
vykonavat' Studiu v sulade s lokalnym zakonom v
Slovenskej republike (napr. odstupenie z funkcie
v klinickom pracovisku, zruSenie licencie na
poskytovanie zdravotnej starostlivosti), sku3ajuci
to bezodkladne pisomne oznami CRO. Skusajuci
a CRO sa v dobrej viere dohodnu na povereni
riadne kvalifikovanej osoby, ktora bude vystupovat’
ako novy skuSajuaci. Vtakomto pripade je CRO
opravnena okamzite zruSit tdato zmluvu bez
oznamenia skuSajucemu v den prijatia pisomného
oznamenia. Takéto zruSenie zmluvy sa Uude
povaZzovat za  zruSenie  zmluvy z dbvodu
pochybenia skuasajuceho.

Prava a povinnosti CRO
CRO zavézuju tieto povinnosti:

organizovat’ vedenie a dokumentaciu Studie na
centre v prisnom sulade s (a) protokolom; a (b)
podmienkami tejto dohody; a (c) etickymi principmi
Vieisins'K.ej beWaTacie; a {u) EU mod&uiu spravnej
farmakovigilantnej praxe a vSeobecne
akceptovanymi normami spravnej klinickej praxe; a
(e) zakonmi a predpismi platnymi na centre
vykonavania Studie, a (f) vSetkymi pravidlami
a nariadeniami prislusnych regulaénych organov a
(alebo) etickych komisii;

ziskat’ v8etky schvalenia regulacnych organov a
etickych komisii potrebnych pre vykon 3&tadie na
centre;

poskytnat' centru dokumentaciu nevyhnutnd na
vykon sluZzieb;

CRO si vyhradzuje pravo po predchadzajucej
konzultacii s centrom jednostranne znizit' alebo
zvySit’ - kedykolvek a s okamZitou platnostou -
pocCet subjektov hodnotenia;
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to accept and pay for the proper provision of
Services as prescribed under this Agreement.

Payments

In consideration of the proper performance of the
Services under this Agreement, the CRO agrees
to make the following payment to Center:

Per Study subject fee:

For each Study subject completed in accordance
with the Protocol at the Center (complete Study
subject is to be considered one who was enrolled
to the Study in accordance with the Protocol, has
been surveyed as specified in the Protocol, has
undergone all procedures specified in the
Protocol, and the eCRF referring to the Study
subject has been properly filled and provided to
the CRO), including for the transfer of rights
under clause 2.2.1. of this Agreement the CRO
shall pay to the Center a per Study subject fee of
200 EUR (excl. VAT).

The remuneration for the conduct of the Study
will be made on a pro-rata basis according to the
patients’ visits completed:

Prat’" a vyplatit odmenu za spravne vykonavanie
Stadie ako je uvedené v tejto zmluve.

Platby

riadne plnenie sluzieb podla tejto
zavazuje poskytnut' centru tieto

Ako odmenu za
dohody sa CRO
platby :

Poplatok za subjekt hodnotenia:

Za kazdy subjekt hodnotenia ukonCeny v sulade
s protokolom na centre (za dokonCeny subjekt
hodnotenia sa povaZuje subjekt hodnotenia, ktory
bol zaradeny do Studie v sulade s protokolom, bol
sledovany podfa Specifikacie v protokole,
absolvoval vSetky procedury 3pecifikované v
protokole a eCRF daného subjektu hodnotenia bol
spravne vyplneny a odovzdany CRO) vratane
prevodu prav podla ¢lanku 2.2.1. tejto dohody CRO
zaplati centru poplatok za subjekt hodnotenia vo
vySke 200 EUR (bez DPH).

Vyplacanie odmeny za vykonavanie §tudie bude
vykonavané na pomernej baze podfa navstev
absolvovanych pacientom:

Payment for patient

Visits visit, in EUR

First injection visit 56
Interim and last

injection visits 16

The Center agrees to process the payment,
divide it in accordance with its internal
procedures for investigator's remuneration and
distribute the appropriate portion of the fee to the
Investigator and/or other members of the study
team. Investigator acknowledges and agrees that
the remuneration for his services pursuant to this
agreement is administered, processed and paid
by the Center in accordance with Center's
internal procedures.

The CRO will present the Center and Investigator
with the number of Study subjects completed at
the Center throughout the conduct of the Study in
the draft Act of Transfer - Acceptance of
Services and, if requested by the Center, will
provide documentation evidencing the number of
completed Study subjects. At the end of the
Study, but no later than on the 15th day after the
last Study subject has been completed at the
Center, the CRO shall prepare the draft Act of
Transfer - Acceptance of Services and submit it
to the Center for execution.

No further payments than those set forth in

Platba za navstevu
pacienta v EUR

Navstevy

NavsSteva na podanie

prvej injekcie 56
Navsteva na podanie
dal3ej a poslednej
injekcie 16

Centrum sa zavéazuje spracovat’ platbu, rozdelit’ ju v
sulade so svojimi vnatornymi  postupmi pre
odmeniovanie skuSajuceho a distribuovat’
zodpovedajucu &ast’ poplatku skuSajucemu a/alebo
ostatnym ¢&lenom S§tudijného timu. SkaSajuci berie
na vedomie a suhlasi s tym, Ze odmena za jeho
sluzby na zaklade tejto dohody sa vykonava,
spracovava a hradi centrom v sulade s vnutornymi
pravidlami centra.

CRO oznami centru a skuSajucemu pocet
subjektov hodnotenia ukon&enych na centre v
priebehu celej 3&tadie pripravi pracovnu verziu
dokumentu Predanie - prijatie sluzieb a, ak o to
poZiada centrum, poskytne dokumentaciu
preukazujucu poCet dokonCenych  subjektov
hodnotenia. Na konci 3tudie, avSak najneskdr do
15-teho dnia kedy posledného skuSany subjekt
hodnotenia bude ukon€eny na centre, CRO pripravi
pracovnu verziu dokumentu Vykonanie prevodu -
Prijatie sluzieb a predloZi ho centru pre podpis.

Ziadne daldie platby neZ tie, ktoré su uvedené v
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5.4

5.5

5.6

5.7

5.8

5.9

clause 5.1 of the Agreement shall become due
unless approved by the CRO in writing. The fee
mentioned in the clause 5.1 of the Agreement is
considered to appropriately compensate the
Center and Investigator for its Services and other
commitments under this Agreement, including -
without limitation - all operational and
administrative and/or overhead costs of the
Center and Investigator as well as any applicable
taxes, charges or bank transfer fees, unless
otherwise agreed in writing between the Parties.

The Center (and Investigator, if applicable) shall
issue the CRO an invoice (which will meet the
requirements of the competent tax authority) in
the amount mentioned in the clause 5.1 of this
Agreement within 15 days following the signature
of the Act of Transfer - Acceptance of Services

by both Parties.

All payments to the Center or Investigator will be
made by the CRO within 30 days after receipt of
invoice which meets all applicable requirements
to the following bank account/s:

Bank: Slovenska sporiteliia

Bank code:0900

Account owner: Specializovana nemocnica sv.
Svorada Zobor

Account No.: SK0709000000000232706854

SWIFT: GIBASKBX

The Center and Investigator acknowledge that
nothing in this Agreement will oblige the CRO to
pay to the Center's or Investigator's invoice
before the CRO receives respective payment for
the conduct of the Study from LLP NPO Petrovax
Pharm.

The CRO has the right to withhold all or an
appropriate part of the outstanding payment to
the Center or Investigator in case this Agreement
has not been properly implemented by the Center
or Investigator. Such amount shall not exceed the
value of the Services not properly conducted and
will be released for payment once such non-
compliance has been cured by the Center or
Investigator, provided the delay has not caused
the services to have become worthless for the
purpose of this Agreement.

All agreed consideration is exclusive of Value
Added Tax ("VAT"). If VAT applies it will be
invoiced by the Center or Investigator and will be
paid by the CRO after receipt of a correct invoice
which meets all legal requirements according to
the applicable VAT law. Any other tax with
respect to the payments under this Agreement
will  be borne by the Center/Investigator
respectively.

The Center and/or Investigator shall be

bode 5.1 tejto dohody nie su splatné bez
schvalenia CRO v pisomnej forme. Poplatok
uvedeny v bode 5.1 tejto dohody je povazovany za
primerant kompenzaciu centru a skuSajucemu za
sluzby a ostatné zavazky podla tejto dohody, a
zahfha - bez obmedzenia - vSetky prevadzkové a
administrativne a/alebo rezijné naklady centra a
skuSajuceho, ako aj pripadné dane, poplatky
a poplatky za bankovy prevod, ak nie je pisomne
medzi stranami dohodnuté inak.

Centrum (a skuaSajuci, ak je apljkovatel’né) vyda
CRO fakturu (ktora bude splhat’ poZiadavky
prislusného dafiového daradu) vo vyS8ke uvedenej v

bode 5.1 tejto dohody do 15 dni po podpise
dokumentu Predanie - prijatie sluzieb oboma
stranami.

V8etKy platby centru alebo skUéachemu uhradi
CRO 30 dni od prijatia faktury, ktora splfia vSetky
poziadavky nasledujuceho/ich uctu/ov:

Banka: Slovenska sporitelfia

Kéd banky: 0900

Maijitel u&tu: Specializovana nemocnica sv.
Svorada Zobor

C. bankového G&tu: SK0709000000000232706854

S.W.ILF.T.: GIBASKBX

Centrum a sku$ajuci berie na vedomie, Ze ni¢ v
tejto dohode nebude zavdzovat CRO k uhradeniu
faktary centru alebo skuSajucemu pred tym ako
CRO neobdrzi prislusna platbu za vykonanie $tudie
od LLC NPO Petrovax Pharm.

CRO ma pravo zadrzat' celu alebo primeranu &ast’

neuhradenej platby centru alebo skuSajucemu
v pripade, ak centrum alebo skuSajuci riadne
nedodrziaval tuto zmluvu. Takato suma
nepresiahne hodnotu sluzieb vykonanych

nespravne a bude uhradena hned, ako centrum
alebo skuSajuci takyto nesulad odstrani, za
predpokladu, Ze oneskorenim nebolo spésobené,
Ze sa sluzba stala zbytoCnou na ucel tejto zmluvy.

V8etky zmluvné platby su uvedené bez dane
z pridanej hodnoty (,DPH"). Ak sa DPH uplatiuje,
bude fakturovana Centrom alebo SkuSajucim
a bude uhradena zo strany CRO po obdrzani
spravnej faktary, ktora splia vSetky zakonné
poziadavky podla platnej legislativy upravujucej
DPH. VSetky dalSie dane tykajuce sa platieb podfa
tejto zmluvy nesie Centrum, resp. SkuSajuci.

Centrum a/alebo skua$ajuci je zodpovedny za
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responsible for any tax reporting and payment
obligations related to amounts received under
this Agreement.

All payments shall be made in Euro.

If the Parties agree to modify the scope of
Services or if CRO decides to reduce the number
of Study subjects to be included in the Study at
the Center, the Parties will then agree on
adaptation of the remuneration reflecting in line
with the changed scope of Services.

Confidentiality

The Center and Investigator undertakes to keep
the complete confidentiality throughout the
duration of this Agreement and for a further
period of 4 years after the Agreement comes to
an end or is brought to an end prematurely with
respect to all data, information, results and
knowledge of which the Center or Investigator
has become aware before the commencement
and during the conduct of the Study ("the
Confidential Information™), and not to use this
for its own purposes other than the fulfilment of
this Agreement. This applies namely to, but is not
limited to, all information concerning the Study
Drug, the technical and scientific know-how of the

CRO, Medigroup s.r.o. and (or) LLC NPO
Petrovax Pharm and the Protocol. The
Investigator undertakes not to disclose the

Confidential Information, including the content of
this Agreement, to third parties without prior
written explicit approval of the CRO.

The obligation to maintain confidentiality in
accordance with clause 4.1 of the Agreement
does not apply if the Investigator shows that
(s)he was already aware of certain Confidential
Information before it was delivered by the CRO or
that it is a question of knowledge which is
generally available and the Investigator would not
previously have been in breach of the obligation
to maintain confidentiality or the Confidential
Information was made available to the
Investigator by a third party who was entitled to
do so. The same applies if the communication of
Confidential Information to public authorities or
other third parties is prescribed by law or the
conduct of the Study is conditional on it. The
Investigator shall be also obliged to ensure that
the said third parties undertake to keep the
Confidential Information confidential under the
same conditions as the Investigator, prior to the
disclosure of such Confidential Information.

Records and documentation  which  the
Investigator received within the ambit of the
Study from the CRO are to be carefully preserved
and may only be used for the contractually
agreed purpose. The preparation of carbon
copies or extracts and the copying of records

pripadné oznamovacie a platobné povinnosti dani
tykajucich sa Ciastok obdrzanych na zaklade tejto
dohody.

V8etky platby budd vykonané v eurach.

Ak sa strany dohodli, Ze zmenia rozsah sluZieb,
alebo ak CRO rozhodne zniZit' pocCet subjektov
hodnotenia, zaradenych do Studie na centre, strany
sa potom dohodnu na prispdsobeni odmeny v
sulade so zmenenym rozsahom sluZzieb.

Doévernost’

Centrum a sku8ajuci sa zavazuje dodrZiavat’
absolutnu dbvernost’ poCas celej doby trvania tejto
zmluvy a poCas dalSieho obdobia 4 rokov po
uplynuti  platnosti  tejto  zmluvy alebo po
pred€asnom ukonceni, s ohladom na vSetky (daje,

informacie, vysledky a poznatky, o ktorych sa
centrum alebo skuSajuci dozvedel pred
vykonavanim a pocCas vykonavania Studie

(»doverné informacie™) a zavdzuje sa nepouzivat’
ich pre svoje vlastné ucely iné, ako je plnenie tejto
zmluvy. Konkrétne sa to tyka, ale nie je to
obmedzené len na vSetky informacie tykajuce sa
skuSaného lieku, technické s vedecké zru€nosti
CRO, spolo¢nosti Medigroup s.r.o. a (alebo)
spolo¢nosti LLC NPO Petrovax Pharm a protokol.
SkuSajuci sa zavazuje, Ze doverné informacie
vratane obsahu tejto zmluvy nezverejni tretej osobe

bez predchadzajuceho pisomného vyslovného
povolenia CRO.
Povinnost' zachovavat’ doévernost’ v sulade s

Cclankom 4.1 zmluvy neplati, ak skaSajuci preukaze,
Ze o urcitych dbévernych informaciach vedel pred
tym, ako mu boli poskytnuté z CRO alebo Ze ide
o0 otazku vedomosti, ktoré su vS8eobecne dostupné
a skuSajuci by tym v minulosti neporusil povinnost’
zachovania  dbOvernosti alebo boli  dbverné
informacie  spristupnené  skuSajucemu tret'ou
stranou, ktora je opravnena tak urobit. To isté plati
v pripade, ak je komunikacia dbévernych informacii
verejnym uradom alebo inym tretim stranam dana
zakonom alebo takato komunikécia je podmienkou
na vykonavanie S$tudie. SkuSajluci je tieZ povinny

zaistit, aby sa pred zverejnenim takychto
dévernych informacii spomenuté tretie strany
zaviazali, Ze zachovaju dbverné informacie

v tajnosti za rovnakych podmienok ako skuSajuci.

Zaznamy a dokumentacia poskytnuté skusajucemu
vramci S8tadie z CRO maju byt starostlivo
uchovavané a moézu sa pouZit' len na zmluvne
dohodnuty ucel. Priprava papierovych kopii alebo
uryvkov  a kopirovanie  zaznamov, ktoré  su
akymkolvek spdsobom prepojené so Studiou je
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6.4

6.5

6.6

which are in any way connected with the Study
shall only be permitted in order to comply with
this Agreement or to the extent prescribed by
law.

Public relations, publications as far as the
Confidential Information is concerned, shall be
subject to a written consent of the CRO. In the
absence of such agreement, any relations with
the public or media with respect to this
Agreement or the Study and provision of any
information shall be prohibited.

All  discovery, inventions, know-how, new
applications, procedures, formulas and other
material subject matter, even insofar as they are
not covered by intellectual property rights, and all
embodiments of such subject matter such as, for
example, written descriptions, drawings,
diagrams, statistics, etc. (hereinafter "invention”
or "inventions") which were handed over to the
Investigator by the CRO in relation to the Study
before the Study began or acquired by the
Investigator during the course of the Study are
and remain the sole property of LLC NPO
Petrovax Pharm. The Investigator undertakes to
do all that is necessary to protect the right of
ownership of LLC NPO Petrovax Pharm to all
materials handed over and to existing patents
and to obtain patent protection for the benefit of
LLC NPO Petrovax Pharm for inventions which
are made within the ambit of the Study at the
latter's request and expense. The Investigator is
obliged to immediately reveal every invention
within the ambit of the conduct of the Study to
LLC NPO Petrovax Pharm and support LLC NPO
Petrovax Pharm to the best of its ability in
obtaining patent protection for the inventions. Any
royalty, fee or compensation for an invention, no
matter whether such invention is patent protected
or not, shall be covered by payment of the
remuneration under the present Agreement as it
is set out in clause 3.

The Investigator will not use CRO's confidential
information for any purposes other than the
conduct of the Study under this Agreement
(examples of CRO's confidential information
include but are not limited to CRO’'s knowhow,
work  processes, methodologies, standard
operating procedures, this Agreement).
Documentation resulting from the performance of
the Study (e.g. post-authorization safety study
protocol, risk management plan, informed
consent forms, case report forms, final post-
authorization safety study report, source
documents for a post-authorization safety study
report such as questionnaires) belong to LLC
NPO Petrovax Pharm and shall be subject to it's
exclusive use, commercial or otherwise.

Validity of the Agreement

dovolené len z dévodu dodrZiavania tejto zmluvy
alebo v rozsahu pozadovanom v zakone.

Pokial ide o déverné informacie, verejné zalezitosti
a publikacie podliehaju pisomnému suhlasu CRO.
Ak takato zmluva neexistuje, akékolvek vztahy
s verejnostou alebo médiami v suvislosti s touto
zmluvou alebo S§tudiu a poskytovanie akychkolvek
informacii su zakazané.

V8etky objavy, vynalezy, zrucnosti, nové Ziadosti,
postupy, vzorce a iny predmetny material, dokonca
az do tej miery, kedy nie su chranené pravami na
intelektualne vlastnictvo, a v8etky vyhotovenia
takéhoto charakteru ako su napriklad pisomné
poznamky, navrhy, grafy, Statistiky a pod. (dalej sa
uvadzaju ako ,vynalez" alebo ,vynalezy"), ktoré
CRO odovzdala skuSajucemu v suvislosti  so
Studiou pred zacatim Studie alebo ktoré skuSajuci
ziskal pocCas priebehu S§tadie, su a zostanu vo
vyhradnom vlastnictve spolo¢nosti LLC NPO
Petrovax Pharm. Sku$ajluci sa zavazuje, Ze v ramci
nevyhnutného rozsahu vykona v3etko preto, aby
ochranil pravo spolo¢nosti LLC NPO Petrovax
Pharm na vlastnictvo v8etkych odovzdanych
materidlov a na existujuce patenty a na ziskanie
patentovej ochrany v prospech spolo¢nosti LLC
NPO Petrovax Pharm pre vynalezy, ktoré boli
objavené vramci Studie, ato na poZiadanie
a naklady spolo¢nosti LLC NPO Petrovax Pharm.
SkuSajuci je povinny bezodkladne informovat’
spolocnost’ LLC NPO Petrovax Pharm o kaZzdom
vynaleze pocas vykonavania Studie a v ramci
svojich najlepSich moZnosti poskytnat’ spolo€nosti
LLC NPO Petrovax Pharm pomoc pri ziskavani
patentovej ochrany pre vynalezy. Akykolvek
honorar, poplatok alebo odmena za vynalez, bez
ohladu na to, &i takyto vynalez je alebo nie je
chraneny patentom, budu kryté vyplatenim odmeny
podfa platnej zmluvy ako je uvedené v &lanku 3.

Skusajuci nepouzije doverné informacie CRO na
Ziadne ucely iné, ako je vykonavanie Studie podla
tejto zmluvy (priklady dévernych informacii CRO
zahffiaju, ale nie su obmedzené len na zrucnosti,
pracovné  postupy, metodologie, Standardné
pracovné postupy CRO, tato zmluvu).
Dokumentéacia, ktora je vysledkom vykonavania
Studie (napr. protokol bezpeCnostnej Studie po
uvedeni lieku na trh, plan riadenia rizik,
informované suhlasy, formulare uCastnikov Studie,
zavere€na sprava bezpednostnej Studie po uvedeni
lieku na trh, zdrojové dokumenty pre spravu
0 bezpecnostnej 3tadii po uvedeni lieku na trh ako
napr. dotazniky) patria spolo¢nosti LLC NPO
Petrovax Pharm a podliehaju jej vyhradnému
komerénému alebo inému poufzitiu.

Platnost’ zmluvy
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A

7.2

7.3

7.4

7.5

7.6

7.7

The Agreement commences with its signature by
all Parties. This Agreement is concluded for a
specified period up to the day of completion of the
Study according to the Protocol and complete
performance of the obligations of the Parties
arising under this Agreement. The Parties declare
that the Agreement may be extended on the
basis of mutual agreement of the Parties.

The CRO reserves the right to terminate the
Agreement without prior notice to the Center
upon any breach of or improper performance of
this Agreement by the Center/Investigator, on
condition that the Center/Investigator has failed
to rectify the infringement within 1 week following
the receipt of the written notice (which may also
be in the form of an email) of the CRO.

Each Party is free to terminate the Agreement
upon written notice to the other Party, if the other
Party is over-indebted or bankruptcy proceedings
or composition proceedings have commenced
with respect to its assets or commencement has
been refused because of a lack of assets.

The Center, the Investigator and the CRO each
have the right to terminate this Agreement with
immediate effect by giving written notice to the
other party if the Study at the Center needs to be
terminated due to medical or ethical reasons or
upon request from the regulatory authority. In
case of such termination by Center/Investigator,
prior consultation with the CRO is mandatory.

In case any regulatory or legal authorization
necessary for the conduct of the Study is finally
rejected or withdrawn, this Agreement shall
terminate automatically at the date of receipt of
such final rejection or withdrawal.

In the event CRO does not find a new principal
investigator pursuant to clause 2.1.14 of the
Agreement and in the event when the Center can
no longer host the Study pursuant to clause
2.1.18 of the Agreement, the CRO may terminate
this Agreement immediately without notice to the
Center. The termination of the Study pursuant to
clause 2.1.18 of the Agreement will be
considered to be exercised for the fault of the
Center.

Upon expiry of the term, termination or
suspension of this Agreement or the
Study/Investigator for any reason the

Center/Investigator undertakes to provide to the
CRO, upon the request of the CRO, without extra
charge, all existing Study records, data and other
confidential documents and materials including
counterpart copies, interpretations, adaptations
and translations which may have been made
during the course of implementing this
Agreement in the Center's/Investigator's

Zmluva vstupuje do platnosti jej podpisom vSetkych
zmluvnych stran. Tato zmluva sa uzatvara na dobu

urCitt do dfa dokonCenia Studie v sulade
s protokolom a uplného  splnenia  povinnosti
zmluvnych stran vyplyvajiucich  z tejto  zmluvy.

Zmluvné strany prehlasuju, Ze zmluvu je mozné
predlzit na zaklade vzajomnej dohody zmluvnych
stran.

CRO si vyhradzuje pravo ukonéit zmluvu bez
predchadzajuceho upozornenia centra za
akékolvek poruSenie alebo nedostatocné plnenie
tejto dohody centrom/skasajucim, pod podmienkou,
ze centrum/skusajaci neuskutocni napravu
poruSenia do 1 tyzdia po obdrZzani pisomného
oznamenia (ktoré mézu byt tiez vo forme e-mailu)
od CRO.

Kazda strana mob6ze dohodu ukoncit’' pisomnou
vypovedou doruéenou’ druhej zmluvnej strane, ak
druha strana je predlzena alebo v predmetom

konkurzného konania  alebo sa zacalo
vyrovnavacie konanie na jeho majetok alebo
takéto konanie bolo zamietnuté z dbévodu

nedostatku majetku.

Centrum, skuSajuci a CRO kazdy ma pravo ukongit’
tuto zmluvu s okamZitou platnostou pisomnym
oznamenim druhej strane z dévodu medicinskych
Ci etickych, alebo na Ziadost’ regulatného organu.
V pripade takejto vypovede je centrum/skusajuci
povinny vopred toto konzultovat' s CRO.

V pripade, Ze niektoré regulatné alebo pravne
povolenie potrebné na vykonavanie Stadie je
nakoniec zamietnuté alebo stiahnuté, tato zmluva
bude automaticky ukonCena k datumu prijatia
takéhoto kone€ného odmietnutie alebo odstupenia
od zmluvy.

V pripade, Ze CRO nenajde nového hlavného
skuSajuceho podla klauzuly 2.1.14 dohody a v
pripade, ked centrum uZz nemdZe poskytovat’' zdroje
pre Studiu podla klauzuly 2.1.18 tejto zmluvy, méze
CRO tuto zmluvu okamzite ukonCit bez
predchadzajuce vypovede centru. UkoncCenie
Studie podfa klauzuly 2.1.18 tejto dohody bude
povazované za ukoncenie pre poruSenie zo strany
centra.

Po uplynuti platnosti, zruSeni alebo preruSeni tejto
zmluvy alebo S8tadie z akéhokolvek dobvodu, sa
centrum/ska8ajuci zavazuju, Ze CRO poskytne
vSetky a akékolvek zaznamy a iné dbverné
dokumenty a materidly v ramci Studie vratane
totoznych kopii, interpretacii, adaptacii a prekladov,
ktoré mohli vzniknut' v priebehu platnosti tejto
zmluvy  pod  vlastnictvom alebo  kontrolou
centra/skuSajuceho vratane, ale nie len vSetkych
udajov a inych informacii vyplyvajucich zo Studie,
ak nejaké existuju, bezodkladne po uplynuti
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possession or control, including but not limited to
all data and other information resulting from the
Study, if any, immediately after the Agreement or
the Study expires, is terminated or suspended.

Other than in cases of termination for breach of
this Agreement by the Center or Investigator, the
CRO shall make all payments in proportion to the
performance of proper Services provided by
Center to the date such termination notice is
received, or, in case of a termination of this
Agreement pursuant to clause 7.5 of this
Agreement, up to the date of receipt of such final
rejection. In cases of termination for breach of
this Agreement by the Center/Investigator, no
further payments shall be due. Upon termination
of this Agreement, the Center/Investigator will
return to the CRO all materials and objects that
were provided by the CRO in relation to the
Study.

Notices

All notices, consents and declarations of intent
including notices of termination ("the
Declarations™) required for the implementation of
this Agreement must be in writing.

The following persons are appointed to be
contact persons:

For the CRO:

Valda Juzeniene, the Project Manager
valda.iuzeniene@biomapas.eu

+370 37 366307

For the Center:

MUDr. Miroslava Bugarova, the Investigator
bugarovamirka(5)gmail.com

+421 907 855 932

Miscellaneous

The Parties shall be released from the liability for
the performance of their respective contractual
obligations hereunder due to force majeure
circumstances as stipulated in law of the
Republic of Slovakia.

This Agreement is governed by and any matters
unspecified in this Agreement shall be subject to
the laws of the Republic of Slovakia. Any
disputes that may arise during the fulfilment of
this Agreement or regarding provisions of this
Agreement will be resolved at first by mutual
negotiations. Any disputes, which cannot be
resolved by mutual negotiations between the
Parties within 1 month of the date a Party
formally invited the other Party to settle the
dispute, shall be referred to the competent court
of the Republic of Slovakia.

platnosti, zruSeni

Studie.

alebo preruSeni zmluvy alebo

V inych pripadoch ukonCeni ako su pripady
ukondenia z doévodu poruSenia tejto dohody zo
strany centra alebo skuSajuceno CRO poskytne
vSetky platby v pomere k vykonu riadnych sluzieb
poskytnutych centrom ku diiu prijatia vypovede
alebo v pripade vypovede podla klauzuly 7.5 tejto

zmluvy, a to az do datumu prijatia takého
konetného zamietnutia. V pripade odstupenia i
vypovedi z dbévodu poruSenia tejto dohody

centrom/skuSajucim nenaleZia Ziadne dalSie platby.
Po ukonceni platnosti tejto zmluvy
centrum/skasajuci vrati CRO vSetky materialy a
predmety, ktoré boli poskytnuté CRO vo vztahu k
studii.

Oznamenia

V8etky oznamenia, povolenia a prehlasenia
tykajuce sa daného umyslu vratane oznameni o
ukonceni (,prehlasenia”™) pozadované na plnenie
tejto zmluvy musia byt' v pisomnej forme.

Ako kontaktné osoby boli nominované nasledujuce
osoby:

Pre spolo¢nost’ Biomapas:

Valda Juzeniene, projektovy manazér
valda.juzeniene(5)biomapas.eu

+370 37 366307

Pre centrum:

MUDr. Miroslava Bugarova, skuSajuci
bugarovamirka(5)gmail.com

+421 907 855 932

Zmluvné strany su zbavené zodpovednosti za
plnenie svojich prislusnych zmluvnych povinnosti
uvedenych v tejto zmluve v situaciach vzniknutych
z dovodu vy88ej moci ako je uvedené v zakone v
Slovenskej republike.

Tato zmluva sa riadi a akékolvek zaleZitosti, ktoré
nie su uvedené v tejto zmluve, podliehaju zakonom
v Slovenskej republike. Akékolvek nezhody, ktoré
sa mdzu objavit poCas plnenia tejto zmluvy alebo
ktoré sa tykaju ustanoveni tejto zmluvy, budu
rieSené najprv vzajomnym rokovanim. Akékolvek

nezhody, ktoré nie je moZné vyrieSit' vzajomnym
rokovanim medzi zmluvnymi stranami, budu
postupené prislusnému sudnemu organu

v Slovenskej republike.
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9.3

9.4

9.5

9.6

9.7

9.8

The Parties hereto agree to forthwith notify each
other immediately of any changes of their
respective data (name, office and/or business
address, special data related to accounts, etc.),
as well as of any other circumstances (insolvency
of, initiation of a bankruptcy case against,
decision to wind up the enterprise, etc.), which
may have any effect on proper fulfilment hereof.

If any of the parts or provisions of this Agreement
is recognized as invalid, other parts or provisions
hereof shall remain in full force and effect to the
extent of exclusion of such invalid parts or
provisions.

This Agreement may be amended, supplemented
or terminated only by a written agreement of the
Parties.

The Center/Investigator undertakes not to assign
his or her rights and obligations arising from this
Agreement to third parties without the prior
written consent of the CRO.

In case the Investigator is a member of the
competent ethic committee or any similar
institution deciding about matters with regard to
the Study, the Investigator shall inform the CRO
about this circumstance and the Investigator shall
not execute the voting right with regard to the
Study.

The Investigator hereby agrees that the CRO,
Medigroup s.r.o. and LLC NPO Petrovax Pharm
may process Investigator's personal data before
or during the implementation of the Agreement in
their databases for the purposes of this
Agreement and for their future scientific or
business reference. The Investigator agrees that
the personal data may be disclosed by the CRO,
Medigroup s.r.o. or LLC NPO Petrovax Pharm to
third parties for legitimate regulatory or business
purposes (for example regulatory authorities).
The Investigator further agrees that personal data
may be transferred for such purposes to
recipients outside the Slovak Republic some of
which may not provide the same level of
protection for individuals' personal data as that
provided within the EU member states. The
Investigator hereby gives its consent to the
storage, use and transfer by the CRO, Medigroup
s.r.o. and (or) LLC NPO Petrovax Pharm of
personal data for the purposes set forth above in
this clause. The Investigator has a right to
access, modify, delete any data contained in
such database and which is related to its person.
The Investigator may exercise such right by
contacting the CRO management.

Zmluvné strany tymto suhlasia, Ze si v
pripade akychkolvek zmien vo svojich udajoch
(meno, adresa pracoviska a/alebo firemna adresa,
osobitné udaje tykajice sa bankového uctu a pod.)
tito skutoCnost’ bezodkladne navzajom oznamia,

ako aj akékolvek iné situacie (insolventnost,
zaCatie konkurzného konania, rozhodnutie
o zruSeni ¢innosti a pod.), ktoré mdZzu mat

akykolvek vplyv na riadne plnenie tejto zmluvy

Ak sa ktorakolvek z Casti alebo ktorékolvek z
ustanoveni tejto zmluvy bude povazovat za
neplatné, ostatné Casti a ustanovenia v tejto
zmluve zostavaju v platnosti a u€innosti v rozsahu

vylu€enia takychto neplatnych Casti a ustanoveni.

Tato zmluvu je mozZné upravit, doplnit’ alebo zrusit’
len na zaklade pisomného suhlasu zmluvnych
stran.

Centrum/sku8ajuci sa zavdzuje, Ze svoje prava
a povinnosti vyplyvajuce z tejto zmluvy neudeli
tretim stranam bez predchadzajuceho pisomného
suhlasu CRO.

V pripade, Ze je skuSajuci ¢lenom etickej komisie
alebo podobnej institicie  rozhodujucej o]
zalezitostiach v suvislosti so Studiou, skuSajuci ma
o tom informovat CRO a sku$ajuci v suvislosti so
Studiou neuplatni svoje pravo volit.

Sku8ajuci tymto suhlasi, Ze CRO, spolo¢nost’
Medigroup s.r.o. a spolo¢nost’ LLC Petrovax Pharm
mdZe vo svojej databaze na ucely tejto zmluvy a na
vedecké a obchodné pouzitie v buducnosti
spracovat’ osobné udaje skuSajuceho pred plnenim
a poCas plnenia zmluvy. Skua8ajuci suhlasi, Ze
CRO, spolo¢nost’  Medigroup  s.r.o. alebo
spoloénost LLC NPO Petrovax Pharm modZe
zverejnit’ osobné udaje tretim stranam na zakonné
regulacné alebo obchodné ucely (napriklad
regulaénym uUradom). SkuSajuci dalej suhlasi, Ze
osobné udaje mdZzu byt na takého uCely prenesené
k priiemcom mimo Slovenskej republiky, z ktorych
niektori nemusia poskytovat' rovnaku droven
ochrany osobnych (dajov ako v ¢€lenskych Statoch
EU. Sku8ajluci dava tymto stihlas CRO, spolo&nosti
Medigroup s.r.o. a (alebo) spolo¢nosti LLC NPO
Petrovax Pharm na uchovavanie, pouzivanie
a prenos osobnych Gddajov na uCely uvedené
v tomto ¢&lanku vyS8Sie. SkuaSajuci ma pravo na
pristup, Upravu, odstranenie akychkolvek u(dajov
nachadzajucich sa v takejto databaze a ktoré sa
tykaju jeho osoby. SkuSajuci si méze uplatnit’ takéto
prava kontaktovanim vedenia CRO.
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9.9

9.10

9.12

9.13

9.14

9.15

The Investigator and Center represent and
warrant that they are under no obligation or
restriction (such as but not limited to anti-
corruption practice laws) which would in any way
interfere or be inconsistent with or present a
conflict of interest with the obligations undertaken
herein. The Investigator warrants that (s)he has
the authority to execute this Agreement and has
obtained all required approvals and (or) made all

necessary notifications with respect to its
engagements hereunder as required by
applicable laws, regulations and guidelines,

including without limitation any required approval
from and/or notification to the clinical centre or
any other institution.

The Parties expressly state that there exist no
employer/employee relationship between the
CRO and the Investigator in relation to the Study.
Nothing in this Agreement shall constitute the
Investigator to be an agent, representative or
joint venturer of the CRO. Neither the Investigator
his or her agents or subcontractors have the
authority to act on behalf or bind the CRO unless
authorized in advance in writing to do so by the
CRO.

This Agreement is made in three original copies
in the English and Slovak languages. Should
there be any discrepancy between the texts in
English and Slovak languages, the English
language text prevails. Both copies hereof shall
have equal legal effect.

The Center shall be obliged to reimburse all
damages resulting from non-fulfilment or
improper fulfilment of its obligations under this
Agreement or from a breach by the employees or
contractors involved by Center.

Neither the Center nor its representatives or
subcontractors have the authority to act on behalf
or bind the CRO unless authorized in advance in
writing to do so by the CRO.

The rights and obligations of the CRO, the Center
and the Investigator set forth in this Agreement,
which by intent or meaning have validity beyond
such termination (including, without limitation
clauses 4.9, 6, 7.8 of this Agreement shall
survive termination or expiration of this
Agreement.

The invalidity or unenforceability of a particular
provision of this Agreement shall not affect the
validity of the remaining provisions. The Parties
shall replace the invalid or unenforceable
provision with a valid or enforceable provision, as
the case may be, that comes closest to
effectuating the intent of the parties at the time of
the Agreement's execution.

SkaSajuci a centrum prehlasuja a ru€ia, Ze
nepodlieha Ziadnej povinnosti ani obmedzeniu (ako
su napriklad, ale nie len tie, ktoré vyplyvaju zo
zadkona o protikorupCnej praxi), ktoré by
akymkolvek spdsobom zasahovali alebo boli v
rozpore alebo predstavovali konflikt zaujmu
s povinnostami, ku ktorym sa zavazuje v tejto
zmluve. SkuSajuci rudi, Ze ma povolenie na
uzatvorenie tejto zmluvy a ziskal vSetky
nevyhnutné povolenia a (alebo) vykonal vSetky
nevyhnutné ohlasenia v suvislosti s jeho
povinnostami uvedenymi v tejto zmluve, ako to
vyZaduju prisludné zakony, nariadenia
a usmernenia vratane akéhokolvek potrebného
neobmedzeného suhlasu a/alebo oznamenia
klinickému pracovisku alebo akejkolvek ingj
institucie.

Ze medzi
Studiou

Zmluvné strany vyslovne prehlasuju,
CRO s skuSajucim v suvislosti  so
neexistuje Ziadny vztah
zamestnavatel/zamestnanec. V Ziadnej informacii
v tejto zmluve sa neuvadza, Ze skuaSajuci je
agentom, zastupcom alebo spolocnikom CRO. Ani
zastupcovia alebo podriadeni skuSajuceho nemaju
poverenie konat' v mene[ CRO alebo [u viazat,
pokial nie su vopred pisomne povereni CRO tak
konat.

Tato zmluva je vyhotovena v troch originalnych
kopiach v anglickom a slovenskom jazyku. Ak sa
medzi anglickou a slovenskou verziou objavi
diskrepancia, prevladat bude zmluva v anglickom
jazyku. Obidve kopie tejto zmluvy maju rovnaku
pravnu ucinnost.

Centrum je povinné nahradit vSetky Skody
spbsobené  nenaplnenim alebo  nespravnym
plnenim svojich povinnosti podla tejto zmluvy.

Ani  centrum, ani  jej zastupcovia alebo
subdodavatela nemaju opravnenie konat’ v mene
alebo viazat CRO ak to nie je povolené vopred
pisomne CRO.

Prava a povinnosti CRO, centra a sku$ajuceho
uvedené v tejto dohode, ktorej zamerom alebo
vyznamom maju mat’ platnost’ presahujucu toto
ukonc&enie (vratane, bez obmedzenia klauzuly 4.9,
6, 7.8 tejto zmluvy zostanu v platnosti aj po
ukon&eni alebo uplynuti €asu tejto zmluvy.

Neplatnost’ alebo nevymahatelnost’ osobitného
ustanovenia tejto zmluvy nema vplyv na platnost
zostavajucich ustanoveni. Strany nahradia
neplatné alebo nevymahatelné ustanovenia
platnymi alebo vymahatelnymi ustanoveniami,
podla okolnosti mbZe nastat, Ze pride najblizSie k
naplneniu zadmerov stran v Case uzavretia dohody.
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9.16 The waiver or acquiescence by any Party or the
failure of any Party to claim a breach of any
provision of this Agreement will not be deemed to
constitute a waiver with respect to
subsequent breach of any provisions hereof.

9.17 This Agreement and any Annex hereto set forth
the entire understanding and agreement of the
Parties relating to the subject matter hereof.
This Contract shall enter into force
signature by the Contract Parties and effect on
the day following its publication in the Central
Register of Contracts. It is concluded for a period

three years.

10. Annexes

10.1 The following annexes to this Agreement

comprise its integral parts:
Annex 1 - Protocol No PETRO/2015-01.

Vzdanie sa prava i vedomie hociktorej zo stran
alebo nedovolanie sa poruSenia ustanovenia tejto
zmluvy ktoroukolvek stranou sa nepovazuje za
vzdania sa prav z hociktorého pozdanejSieho
poruSenia jej ustanoveni.

Tato dohoda a v3etky prilohy tu uvedené
predstavuju  kompletnd dohodu medzi stranami
0 predmetu tejto zmluvy.

Tato zmluva nadobuda platnost’ jej podpisania
zmluvnymi stranami a u€innost’ diiom nasledujucim
po jej zverejneni v Centralnom registri zmlav.
Uzatvara sa na dobu 3 roky.

Prilohy
Nasledujuce prilohy k tejto zmluve predstavuju jej

neodlucitelné sucasti
Priloha 1 - Protokol ¢. PETRO/2015-01.

The Parties have entered into this Agreement as Uzatvorenim tejto zmluvy zmluvné strany uspokojivo

satisfying their will as of the date first set forth above:

The CRO
Biomapas UAB Specializovana
Phone/ Telefén: +370 37 366307
Fax: +370 37 366751

Email: info@biomapas.eu

The Center / Centrum

prejavili svoju vblu od datumu, ktory bol prvykrat
uvedeny vySsie:

The Investigator/ Skuasajuci

nemocnica sv. MUDr. Miroslava Bugarova
Svorada Zobor, n.o.
Phone / Telefon: +421 37 694 1227  Fax: NA
Fax: +421 37 651 0616

Phone / Telefén: +421 907 855 932

Email: bugarovamirka@gmail.com

Email: riaditel@snzobor.sk

Managing Director / Vykonny Hospital Director / Riaditelka MUDr. MUDr. Miroslava Bugarova

riadtfeLAudrius Sveikata Erika Chuda

name, surname / meno a priezvisko

name, surname / meno a priezvisko

Seal / peciatka

Signature / podpis

Signature / podpis
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