ANCILLARY SERVICES AGREEMENT

THIS ANCILLARY SERVICES AGREEMENT is
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ZMLUVA O DOPLNKOVYCH SLUZBACH

TUTO ZMLUVU O DOPLNKOVYCH

made

BETWEEN:

“IQVIA”: IQVIA RDS Slovakia s. r. 0. having a place
of business at Vajnorska 100/B, 83104 Bratislava,
Slovak Republic, Organisation No: 45942269, Filed in
the Companies register of the District Court Bratislava I,
section: Sro, File no: 69023/B represented by: Aurelia
Mojzesova, MD Power of attorney issued on 30.4.2013;
and

“Service Provider”: Institut nuklearnej a molekularnej
mediciny, Rastislavova 43) 042 53 Kosice, Slovak
Republic; and

“Sponsor”: Ferring Pharmaceuticals A/S, having a
place of business at Kay Fishers Plads 11, 2300
Copenhagen S, Denmark

WHEREAS:

(One) IQVIA has been engaged by Sponsor to provide
project management and/or other services in connection
with the study entitled “4 Multi-Center, Randomized,
Assessor-Blind, Controlled Trial Comparing the
Occurrence of Major Adverse Cardiovascular Events
(MACEs) in Patients with Prostate Cancer and
Cardiovascular Disease Receiving Degarelix (GnRH
Receptor Antagonist) or Leuprolide (GnRH Receptor
Agonist)” (the “Study”); and

(Two) Service Provider has agreed to participate in the
Study by providing services and facilities, more
particularly set out in Attachment 1; and

(Three) the parties wish to set out the terms on which
such services will be provided.

NOW IT IS HEREBY AGREED as follows:
1. Services
1.1  Service Provider agrees to perform the services

SLUZBACH uzatvéraji

ZMLUVNE STRANY:

LwSpolocnost’ IQVIA “: IQVIA RDS Slovakia, s.r.o. so
sidlom na adrese Vajnorska 100/B, 83104 Bratislava,
Slovenska republika, ICO: 45942269, Zapisana v
Obchodnom registri Okresného sudu Bratislava 1.,
oddiel: Sro, v1.¢: 69023/B, v zastupeni: MUDr. Aurélia
MojzeSova, na Zaklade plnej moci zo dia 30.4.2013 a

»Poskytovatel’ sluzieb*“: Institit nukledrnej a
molekularnej mediciny, Rastislavova 43, 042 53
Kosice, Slovenska Republika

»Zadavatel*: Ferring Pharmaceuticals A/S, so sidlom
na adrese Kay Fishers Plads 11, 2300 Kodan S, Dansko

UVODNE VYHLASENIA:

(I) Zadavatel’ poveril spolo¢nost’ IQVIA projektovym
riadenim a d’al§imi sluZzbami suvisiacimi s klinickym
skaSanim s nazvom ,, Multicentrické, randomizované,
pre hodnotitela zaslepené, kontrolované skusanie, v
ktorom sa porovndva vyskyt zavaznych neZiaducich
kardiovaskularnych udalosti (MACE) u pacientov s
karcinomom prostaty a kardiovaskularnym ochorenim
uzivajucich degarelix (antagonista receptora pre
GnRH) alebo leuprolid (agonista receptora pre
GnRH) “ (d’alej ,,skuSanie®).

(1) Poskytovatel’ sluzieb sthlasil s ucast'ou na skusani
prostrednictvom poskytnutia sluzieb a priestorov
podrobnejsie definovanych v Prilohe ¢. 1.

(III) Zmluvné strany si Zelaji usporiadat’ podmienky,
podra ktorych sa tieto sluzby budu poskytovat'.

ZMLUVNE __STRANY _SA DOHODLI na
nasledujucom:
1. Sluzby
1.1  Poskytovatel sluzieb sa zavdzuje vykonat
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(“Services”) as described in Attachment 2. Service
Provider agrees that the Services will be conducted in
compliance with all applicable laws, rules and
regulations, and in conformance with the professional
standards and any applicable good clinical and
laboratory practices, guidelines and standard operating
procedures.

1.2 Service Provider will strictly follow all
instructions of Sponsor and the Study’s principal
investigator and the terms and provisions of the protocol
(“Protocol”) as shown in Attachment 1.

2. Warranties

2.1  Service Provider represents and warrants that
neither it, nor any of its employees, agents or other
persons performing the Services under its direction, has
been debarred, disqualified or banned from conducting
the Services anticipated hereunder or is under
investigation by any regulatory authority for debarment
or any similar regulatory action in any country, and
Service Provider shall notify IQVIA and Sponsor
immediately if any such investigation, disqualification,
debarment, or ban occurs. Upon such notification, and
in addition to other rights or remedies under this
Agreement or at law, IQVIA and/or Sponsor may
terminate this Agreement immediately upon written
notice.

2.2 Service Provider warrants to IQVIA and Sponsor
that it is not — and will not during the term of this
Agreement become — party to any other agreement or
other arrangement, however informal, the terms of
which would present a conflict of interest with the
Services or the interest of Sponsor.

2.3 Service Provider warrants to IQVIA and Sponsor
that it has all necessary licences for conduct of the
Services.

3. Confidential and Intellectual Property
3.1  All information and materials, directly or

indirectly provided to Service Provider by IQVIA,
Sponsor, or their agents, (whether verbal, written or
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sluzby (dalej ,,sluzby“) definované v Prilohe ¢&. 2.
Poskytovatel' sluzieb sa zavdzuje vykonat sluzby v
stulade so vSetkymi platnymi vSeobecne zaviznymi
pravnymi predpismi a v zhode s odbornymi normami,
spravnou klinickou a laboratérnou praxou, smernicami
a Standardnymi pracovnymi postupmi.

1.2  Poskytovatel sluzieb sa zavdzuje prisne
dodrziavat’ vSetky pokyny zadavatel'a a zodpovedného
skuSajuceho sktsania a vSetky podmienky a
ustanovenia protokolu (d’alej ,,protokol‘) uvedené¢ho v
Prilohe ¢. 1.

2. Zaruky

2.1  Poskytovatel' sluzieb vyhlasuje a zarucuje, ze
ani samotny poskytovatel' sluzieb ani ziadni jeho
zamestnanci, zastupcovia ¢i iné osoby vykonavajice
sluzby pod jeho vedenim neboli vylucené,
diskvalifikované ani im nebol udeleny zdkaz
vykonavania sluzieb zamyslanych touto zmluvou ani
nie su predmetom vySetrovania akéhokol'vek
kontrolného tradu vo veci vylucenia alebo podobného
uradného postihu v ktorejkol'vek krajine a poskytovatel’
sluzieb bude spolocnost’ IQVIA a zadavatel'a okamzite
informovat, ak sa takéto vySetrovanie, diskvalifikacia,
vylucenie alebo zakaz vyskytne. Po takomto
vyrozumeni a navysSe k inym pravam alebo opravnym
prostriedkom podla tejto zmluvy alebo pravnych
predpisov modze spolocnost IQVIA alebo zadavatel
tato zmluvu vypovedat pisomnou vypovedou s
okamZitou Gc¢innost'ou.

2.2 Poskytovatel sluzieb zaruCuje spolocnosti
IQVIA a zadavatel'ovi, Ze nie je a pocas doby platnosti
tejto zmluvy sa nestane zmluvnou stranou akejkol'vek
inej zmluvy alebo inej, aj neformalnej dohody, ktore;j
podmienky by predstavovali konflikt zdujmov so
sluzbami alebo so zdujmami zadéavatel’a.

2.3 Poskytovatel' sluzieb zarucuje spolo¢nosti
IQVIA a zadavatelovi, ze ma vSetky potrebné
povolenia na poskytovanie sluZieb.

3. Dévernost’ a duSevné vlastnictvo
3.1  Vsetky informicie a materidly priamo ¢i

nepriamo  poskytnuté  poskytovatelovi  sluzieb
spolocnostou  IQVIA, zaddvatelom alebo ich
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electronic), and all data, reports and information,
relating to the Services or its progress (hereinafter, the
“Confidential Information”) shall be the property of
Sponsor. Service Provider shall keep the Confidential
Information strictly confidential and shall disclose it
only to its employees involved in conducting the
Services on a need-to-know basis. These confidentiality
obligations shall continue until ten (10) years after
completion of the Services, but shall not apply to
Confidential Information to the extent that it: a) is or
becomes publicly available through no fault of Service
Provider; b) is disclosed to Service Provider by a third
party not subject to any obligation of confidence; c)
must be disclosed to applicable regulatory authorities; or
d) is required to be disclosed by applicable law.

3.2  The existing inventions and technologies of
Sponsor, IQVIA, or Service Provider are their separate
property and are not affected by this Agreement.
Sponsor shall have exclusive ownership of any
inventions or discoveries arising in whole or in part
from Confidential Information, as a result of Service
Provider’s performance of the Services or in any way
related to the Study. Service Provider will, at Sponsor’s
expense, execute any documents and give any testimony
necessary for Sponsor to obtain patents in any country
or to otherwise protect Sponsor’s interests in such
inventions or discoveries.

3.3 Notwithstanding the foregoing, Service Provider,
Sponsor and IQVIA hereby acknowledge that this
Agreement shall be published if required by applicable
law. Service Provider agrees to publish the Agreement
pursuant to the foregoing. Any information which
constitutes trade secret of either Party is exempted from
such publication. For the purposes of this Agreement,
trade secrets include, but are not limited to, the
name/title of the study amendment and Attachment 3 —
Payment. Furthermore, personal data of the individuals
are also exempted from publication, unless they have
been previously published in another public register..
The Service Provider is obliged to publish this
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zastupcami (¢i uz v Ustnej, pisomnej alebo
elektronickej forme) a vSetky udaje, spravy a
informécie tykajice sa sluzieb alebo ich priebehu
(dalej ,,doverné informacie®) su vlastnictvom
zadavatel'a. Poskytovatel’ sluzieb bude udrziavat
doverné informécie v prisnom utajeni a odovzda ich len
svojim zamestnancom zapojenym do vykonavania
sluzieb tak, aby kazdy z nich dostal len tie informacie,
ktoré  potrebuje. Tieto povinnosti  zachovania
dovernosti zostavaji v platnosti do uplynutia desiatich
(10) rokov od dokoncenia sluzieb, nevztahuju sa vSak
na déverné informdcie v tom rozsahu, v ktorom: a) su
alebo sa stanu verejne pristupnymi bez zavinenia zo
strany poskytovatela sluzieb, b) ich poskytovatelovi
sluzieb odovzda tretia strana nepodliehajuca povinnosti
zachovania ich dovernosti, ¢) sa musia odovzdavat
prislusnym  kontrolnym tGradom alebo d) ich
odovzdanie vyzaduju platné pravne predpisy.

3.2  Existujice vynalezy a technoldgie zadéavatela,
spolo¢nosti IQVIA alebo poskytovatela sluzieb su
samostatnym vlastnictvom kazdého z nich a nie su
ovplyvnené touto zmluvou. Zadavatel' je vyhradnym
vlastnikom vSetkych vynéalezov alebo objavov
vzniknutych cCiastoCne alebo uplne z dovernych
informéacii v dosledku  vykonédvania  sluzieb
poskytovatelom sluzieb alebo akymkol'vek inym
sposobom stvisiacim so skuSanim. Na néaklady
zadavatel'a poskytovatel' sluzieb vyhotovi a podpiSe
vSetky dokumenty a poskytne akékol'vek svedectva
potrebné na to, aby zadavatel’ mohol ziskat’ patentovu
ochranu v ktorejkol'vek krajine alebo inak chranit’
svoje zaujmy v suvislosti s takymito objavmi alebo
vynalezmi.

3.3  Bez ohladu na vysSie uvedené, poskytovatel
sluzieb, zadavatel a spolocnost IQVIA tymto
akceptuju, Ze tato zmluva sa zverejni, ak to budu
pozadovat’ platné pravne prepisy. Poskytovatel’ sluzieb
sa  zavdzuje zverejnit tato  zmluvu  podla
predchadzajiicej vety. VsSetky informacie, ktoré
predstavuju obchodné tajomstvo niektorej zmluvnej
strany, st od takéhoto zverejnenia oslobodené. Na
ucely tejto zmluvy patria medzi obchodné tajomstva
najmd nazov dodatku protokolu skuSania a Priloha ¢.
3. — Platby. Od zverejnenia st oslobodené aj osobné
udaje jednotlivcov, pokial sa uz v minulosti
nezverejnili v inom verejnom registri.. Poskytovatel
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Agreement in accordance with with the applicable
mandatory law/regulation. The Service Provider will
inform  Sponsor and IQVIA of publishing the
Agreement. Should the Service Provider fail to publish
this Agreement within 5 working days from the Valid
Date, it may be published by the Sponsor or IQVIA.

4. Data Protection

4.1  Prior to and during the course of the Services,
Service Provider and Service Provider staff may access
personal data relating to its staff or other personnel,
which may be subject to data privacy laws or
regulations. Such personal data may include Service
Provider and Service Provider staff names, contact
information, work  experience, qualifications,
publications, resumes, educational  background,
performance information, facilities, staff capabilities,
and other information relating to Service Provider 's
conduct of clinical trials.

The Service Provider will only forward personal data
Study Staff to IQVIA and the Sponsor for the purpose of
the Study, and in accordance with the terms of this
Section 4 and applicable data protection laws. The
Service Provider will ensure that the Study Staff
acknowledges and, to the extent legally required,
consents to the forwarding of their personal data for
processing in connection with the Study, as described
above.

4.2 If Service Provider is in the European Union, the
Sponsor would be the data controller for such personal
data the Service Provider processes for Study related
purposes according to applicable data protection laws.
Service Provider hereby consents to the use and
processing of its personal data, and agrees to obtain any
additional necessary consents for the use and processing
of the personal data of its staff and personnel, for the
following purposes: a) the conduct of the Study; b)
review by governmental or regulatory agencies,
Sponsor, IQVIA, and their agents, and affiliates; c)
satisfying legal or regulatory requirements; d)
publication on www.clinicaltrials.gov and websites and
databases that serve a comparable purpose; and for
future clinical trials.
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sluzieb je povinny zverejnit' tuto zmluvu v sulade s
platnymi vSeobecne zavdznymi pravnymi predpismi
alebo nariadeniami. Poskytovatel' sluzieb bude
zadavatela a spolocnost’ IQVIA o zverejneni tejto
zmluvy informovat. Ak poskytovatel' sluzieb tuto
zmluvu nezverejni do 5 pracovnych dni od datumu
platnosti, moze ju zverejnit’ zadavatel’ alebo spolo¢nost’
IQVIA.

4, Ochrana osobnych udajov

4.1 Pred zaciatkom poskytovania sluzieb aj pocas
neho moze mat poskytovatel sluzieb a personal
poskytovatel'a sluzieb pristup k osobnym udajom
tykajucim sa jeho persondlu alebo iného persondlu,
ktoré mézu podliehat’ pravnym predpisom o ochrane
osobnych udajov. Medzi takéto osobné Udaje moéze
patrit nazov poskytovatela sluzieb a mena jeho
personalu, kontaktné tdaje, pracovné skusenosti,
kvalifikacia, publikacie, zivotopisy, udaje o vzdelani,
informécie o pracovnej vykonnosti, vybaveni,
schopnostiach persondlu a d’alSie informdcie tykajuce
sa vykonavania klinickych sktSani zdravotnickym
zariadenim.

Poskytovatel’ sluzieb bude poskytovat osobné tdaje
persondlu skusania spolocnosti IQVIA a zadavatel'ovi
len na Ucely skiSania a v stilade s podmienkami tohto
¢lanku 4 a platnymi pravnymi predpismi o ochrane
osobnych udajov. Poskytovatel’ sluzieb zabezpeci, aby
personal  skusSania  akceptoval a v zakonne
pozadovanom rozsahu suhlasil s poskytnutim svojich
osobnych udajov na spracovanie v suvislosti so
skasanim, ako je uvedené vyssie.

4.2 Ak poskytovatel sluzieb sidli v Eurdpskej tnii,
je zadavatel spravcom osobnych udajov, ktoré
spracovava poskytovatel’ sluzieb na ucely suvisiace so
skaSanim v stlade s platnymi pravnymi predpismi o
ochrane osobnych tudajov. Poskytovatel sluzieb tymto
stihlasi s pouZzitim a spracovanim svojich osobnych
udajov a zavdzuje sa ziskat’ vSetky d’alSie potrebné
suhlasy s pouzitim a spracovanim osobnych udajov od
svojho persondlu na nasledujice ucely: a) vykonanie
skuSania, b) kontrolu Statnymi alebo kontrolnymi
uradmi, zadavatelom, spolo¢nostou IQVIA a ich
zastupcami a dcérskymi spolo¢nostami, c¢) splnenie
zédkonnych poziadaviek alebo poziadaviek kontrolnych
uradov, d) uverejnenie na webovej stranke
www.clinicaltrials.gov. a na dalSich webovych
strankach a v databazach, ktoré¢ sluzia na porovnatelny
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4.3  Service Provider further consents, and agrees to
obtain any additional necessary consents from its staff
and personnel, to the transfer of such data, to countries
other than Service Provider 's own country, even though
data protection may not exist or be as developed in those
countries as in Service Provider’s own country. Service
Provider agrees to ensure that its staff and personnel are
aware that their personal data will be used, processed
and stored for above-stated purposes and may
potentially be transferred to other countries and that they
consent to such use, storage and transfer.  Service
Provider, IQVIA and Sponsor agree to comply with any
applicable data privacy or data protection legislation of
the country in which the data originated.

In the event that the Service Provider processes relevant
personal data of Study Subjects solely for Study-related
purposes and on the instructions of the Sponsor, the
Service Provider shall be a data processor of such
personal data in accordance with applicable data
protection laws. The Service Provider shall ensure
implementation of (and during the term of this
Agreement) maintain appropriate operational, technical
and organizational measures to protect personal data it
processes for Study-related purposes against accidental
or unlawful destruction, alteration, unauthorized
disclosure, access or any other unlawful forms of
processing.

In the event that IQVIA needs to process any personal
data under this Agreement as a data controller in its own
right, IQVIA shall ensure compliance with applicable
data protection Laws.

5. Payment

51 IQVIA shall pay for Service Provider’s Services
as detailed in Attachment 2. Service Provider will
invoice IQVIA every (1) month, and Service Provider
will send a final invoice for all fees, costs and expenses
within 30 days of completion of the Services. IQVIA
shall send payment for Services performed in
accordance with the provisions set forth in Attachment
3.
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ucel a d’alSie skuSania v budicnosti.

4.3  Poskytovatel sluzieb d’alej stihlasi a zavizuje sa
ziskat’" potrebné¢ suhlasy od svojho personalu s
prenosom takychto udajov do inych krajin nez je
domaéca krajina poskytovatela sluzieb aj v pripade, ze
tieto krajiny neposkytuji ziadnu ochranu osobnych
udajov alebo je v nich menej rozvinutd nez v domace;j
krajine poskytovatel'a sluzieb. Poskytovatel' sluzieb sa
zavidzuje zabezpeCit, aby bol jeho personal
informovany o pouziti, spracovani a ulozeni svojich
osobnych udajov na uvedené ucely a o ich moznom
prenose do inych krajin a aby s takymto pouzitim,
uloZzenim a prenosom suhlasil. Poskytovatel’ sluzieb,
spolocnost’ IQVIA a zadavatel sa zavizuju dodrziavat
vSetky pravne predpisy o ochrane osobnych udajov
platné v krajine, z ktorej tieto idaje pochadzaju.

V pripade, Ze poskytovatel’ sluzieb bude spracovavat
prislusné osobné udaje subjektov skiSania vyhradne na
ucely suvisiace so skusanim a podla pokynov
zadavatel'a, bude poskytovatel' sluzieb spracovatel'om
takychto osobnych udajov v sulade s platnymi
pravnymi predpismi o ochrane osobnych udajov.
Poskytovatel' sluzieb zabezpec¢i zavedenie a (pocas
doby platnosti tejto zmluvy) bude udrziavat vhodné
prevadzkové, technické a organizacné opatrenia na
ochranu osobnych udajov, ktoré spracovava na ucely
suvisiace so skuSanim, pred ndhodnym alebo
nezékonnym zni¢enim, pozmenenim, neopravnenym
zverejnenim, pristupom alebo inymi formami
nezékonného spracovania.

V pripade, Ze spolocnost IQVIA bude potrebovat
spracovavat’ akékol'vek osobné¢ udaje podla tejto
zmluvy ako samostatny spravca osobnych udajov,
spolo¢nost’  IQVIA zabezpeci dodrzanie platnych
pravnych predpisov o ochrane osobnych tidajov.

5. Platby
5.1  Spolo¢nost IQVIA bude poskytovatelovi
sluzieb  poukazovat uhrady za jeho sluzby

Specifikované v Prilohe ¢. 2 Poskytovatel’ sluzieb bude
spolocnosti IQVIA vystavovat’ faktiry raz za mesiac e
a zavereénu faktaru na vSetky platby, néklady a
vydavky zaSle do 30dni od dokoncenia sluzieb.
Spolo¢nost’ IQVIA poukaze platbu za sluzby vykonané
podla tejto zmluvy v sulade s ustanoveniami
uvedenymi v Prilohe €. 3.
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5.2 It is the intent of the parties that no payments or
transfers of value shall be made which have the purpose
or effect of public or commercial bribery, or acceptance
or acquiescence in extortion, kickbacks or other
unlawful or improper means of obtaining business.
Service Provider agrees that the fees to be paid pursuant
to this Agreement represent fair compensation for the
Services. Service Provider represents and warrants that
payments received pursuant to this Agreement will not
influence any decision that Service Provider or any of
its owners, directors, employees, agents, or consultants
may make, as a Public Official (defined below) or
otherwise, in order to assist IQVIA or Sponsor to secure
an improper advantage or obtain or retain business.
Service Provider represents and warrants that neither it
nor any individual or entity acting on their behalf, nor
any payee under this Agreement, will, directly or
indirectly, offer or pay, or authorize an offer or payment
of, any money or anything of value to any Public
Official (defined below) or public entity, for purposes of
(1) influencing an official act or decision; (ii) inducing
such person or entity to do or omit to do any act in
violation of their lawful duty; (iii) securing an improper
advantage; (iv) inducing such person or entity to use
influence with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumenality; or (v) obtaining or
retaining business or directing business to any person or
entity.

For the purposes of this Agreement, “Public Official”
means any officer or employee of a government, a
public international organization or any department or
agency thereof, or any person acting in an official
capacity, including, for a public agency or enterprise;
and any political party or party official, or any candidate
for public office.

Service Provider represents and warrants that neither it,
nor any payee under this Agreement, nor any person or
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52  Umyslom zmluvnych stran je nepoukazovat
ziadne platby a nevykondvat ziadne prevody aktiv,
ktorych cielom alebo nasledkom je uplatkarstvo vo
verejnej ¢i obchodnej sfére alebo tiché prijatie ¢i suhlas
s neopravnenym vynucovanim, uplatkami alebo inymi
nezdkonnymi alebo nendlezitymi  prostriedkami
ziskania obchodnej cinnosti. Poskytovatel sluzieb
suhlasi, ze platby, ktoré sa budi poukazovat podla
tejto zmluvy, predstavuju spravodlivi odmenu za
sluzby. Poskytovatel' sluzieb vyhlasuje a zarucCuje, Ze
platby prijaté podl'a tejto zmluvy nebudi mat’ vplyv na
ziadne rozhodnutie, ktoré moze poskytovatel’ sluzieb
alebo ktorykol'vek z jeho vlastnikov, riaditel'ov,
zamestnancov, zastupcov alebo poradcov prijat’ ¢i uz
ako verejny predstavitel' (podla definicie uvedenej
nizsie) alebo inym spdsobom, aby pomohol spolo¢nosti
IQVIA alebo zadavatelovi zabezpecit' si nendleziti
vyhodu alebo ziskat' ¢i udrzat’ si obchodnt cinnost'.
Poskytovatel' sluzieb vyhlasuje a zarucuje, ze ani
samotny poskytovatel’ sluzieb ani ziadna fyzicka alebo
pravnickd osoba konajiica v jeho mene ani Ziadny
prijemca platieb podla tejto zmluvy nebude priamo ani
nepriamo ponukat alebo platit ani neschvali ziadnu
platbu alebo ponuku finan¢nych prostriedkov alebo inej
hodnotnej veci ziadnemu verejnému predstavitelovi
(podla definicie uvedenej nizSie) alebo verejnému
subjektu s cielom (i) ovplyvnit' tradny ukon alebo
rozhodnutie, (ii) nabadat takuto fyzicka alebo
pravnickli osobu na akékol'vek konanie alebo
nekonanie v rozpore s ich zdkonnymi povinnostami,
(i11) zabezpeCit' si nendleziti vyhodu, (iv) nabadat
taktto fyzicku alebo pravnickt osobu, aby vyuZila svoj
vplyv na §tatnu inStitaciu alebo organ na ovplyvnenie
¢1 zasiahnutie do akéhokol'vek konania alebo
rozhodnutia takejto Statnej inStiticie alebo organu
alebo (v) ziskat alebo udrzat’ si obchodnu c¢innost
alebo nasmerovat obchodnu c¢innost’” na aktkol'vek
fyzickl alebo pravnicka osobu.

Na ucely tejto zmluvy znamend pojem ,verejny
predstavitel** kazdého uradnika alebo zamestnanca
Statnej]  spravy alebo  medzindrodnej  verejnej
organizacie a kazdého ich oddelenia alebo uradu a
kazdu osobu konajicu s nejakou uradnou pravomocou,
vratane osOb zastupujucich organy Statnej spravy alebo
Statne podniky, a kazda politicka stranu, predstavitel'a
politickej strany alebo kandidata na verejnu funkciu.

Poskytovatel' sluzieb vyhlasuje a zaruCuje, Ze ani
samotny poskytovatel' sluzieb ani Ziadny prijemca
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entity acting on their behalf is a Public Official with the
ability to influence an official act.

In addition to other rights or remedies under this
Agreement or at law, IQVIA or Sponsor may terminate
this Agreement if Service Provider breaches any of the
representations or warranties contained in this Section
or if IQVIA or Sponsor learns that improper payments
are being or have been made to Public Officials by
Service Provider or any individual or entity acting or its
behalf.

All Parties agree to comply with all anticorruption laws,
rules, regulations and decrees applicable to the
respective party (collectively, “Legislation”), including
the United States Foreign Corrupt Practices Act, as
amended, the United Kingdom Bribery Act 2010 and
any implementing legislation under the OECD
Convention Against the Bribery of Foreign Government
Officials in International Business Transactions. It is
each party’s responsibility to be familiar with, and
comply with, the provisions of the applicable
Legislation.

In accordance with transparency laws, regulations and
industry  guidelines ~ governing  pharmaceutical
manufacturers’ interactions with healthcare
professionals, Sponsor may be required to publicly
disclose money and other items of value (e.g., food,
hotel accommodations, travel, etc.) provided to Service
Provider in connection with this Agreement, and Service
Provider hereby acknowledges and consents to Sponsor
publically disclosing any and all such amounts and/or
other items of value paid hereunder including related
information about [Service Provider (such as Service
Provider’s full name, place of work, private address,
personal registration number etc.) as may be required by
any federal and/or state law, industry code/ guidelines,
and/or Sponsor policy. The extent of Sponsor’s required
disclosure depends upon the applicable law and its
reporting requirements.
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platieb podla tejto zmluvy ani ziadna fyzicka alebo
pravnicka osoba konajica v jeho mene nie je verejnym
predstavitelom s pravomocou ovplyviiovat turadné
ukony.

Okrem dalSich prav alebo opravnych prostriedkov
podla tejto zmluvy alebo pravnych predpisov moze
spolo¢nost’ IQVIA alebo zadavatel tuto zmluvu
vypovedat, ak poskytovatel’ sluzieb porusi niektoré z
vyhléaseni alebo zaruk uvedenych v tomto ¢lanku alebo
ak sa spolo¢nost’ IQVIA alebo zadavatel' dozvie, ze
poskytovatel’ sluzieb alebo akakol'vek fyzicka alebo
pravnicka osoba konajuca v jeho mene poukazuje alebo
poukézala nendlezité platby verejnym predstavitel'om.

Vsetky zmluvné strany sa zavdzuji dodrziavat' vSetky
protikorupéné pravne predpisy, pravidld a vyhlasky
tykajuce sa prislusnej zmluvnej strany (d’alej spoloc¢ne
»pravne predpisy”) vratane Zakona o zahrani¢nych
korupénych praktikach Spojenych $tatov americkych v
platnom zneni, Protikorupéného zdkona Spojen¢ho
kralovstva z roku 2010 a vSetkych vykonavacich
pravnych predpisov v rdmci Dohovoru OECD o boji s
podplacanim zahrani¢nych vladnych predstavitelov v
medzinarodnych obchodnych transakciach. Kazda zo
zmluvnych strdn je povinnd oboznamit sa s
ustanoveniami  platnych  pravnych predpisov a
dodrZiavat’ ich.

V sulade s prdvnymi predpismi, nariadeniami a
usmerneniami platnymi v tomto odvetvi tykajucimi sa
transparentnosti, ktorymi sa riadia interakcie medzi
farmaceutickymi ~ vyrobcami a  zdravotnickymi
pracovnikmi, sa od zadéavatela mdze pozadovat, aby
zverejnil finanéné prostriedky a d’alSie hodnotné veci
(napr. pohostenie, hotelové ubytovanie, cestovanie
atd’.) poskytnuté poskytovatel'ovi sluzieb v stvislosti s
touto zmluvou, a poskytovatel sluzieb tymto
potvrdzuje a suhlasi, ze zaddvatel moze zverejnit
vSetky takéto sumy alebo iné hodnotné veci vyplatené
podla tejto zmluvy, vratane suvisiacich informacii o
[poskytovatel'ovi sluzieb (napriklad obchodného mena
poskytovatela sluzieb, pracoviska, adresy bydliska,
rodného c¢isla atd’.), ktoré mo6zu vyzadovat akékol'vek
federdlne alebo vnutroStatne pravne predpisy,
usmernenia alebo kddexy platné v tomto odvetvi alebo
interné predpisy zadéavatela. Rozsah zverejnenia
pozadovaného od zadavatela zavisi od prisluSnych
pravnych predpisov a jeho oznamovacich povinnosti.
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Service Provider also acknowledges and consents to that
Sponsor is entitled to pass on/share the above mentioned
information with/to its affiliates in order to provide the
relevant affiliate(s) with the information needed by the
affiliate to comply with any healthcare professionals-
reporting/ compliance regulation contained in any (to
the affiliate applicable) federal and/or state law, industry
code/ guidelines, and/or Sponsor policy.

The Service Provider will provide Sponsor with a list of
all the healthcare professionals who will be involved in
performing the Services (containing their full names,
private addresses, personal registration number, the
payment or other items of value they have received for
their work and other information required by Sponsor in
order to comply with applicable reporting
regulation/obligation), including each of these
healthcare professionals’ written consent allowing
Sponsor (and/or its affiliates) to publically disclose any
and all such information as may be required by any
federal and/or state law, industry code/ guidelines,
and/or Sponsor policy.
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Poskytovatel’ sluzieb tiez potvrdzuje a suhlasi, Ze na
zéklade platnych pravnych predpisov o ochrane
osobnych udajov je zadavatel' opravneny odovzdavat
vysSie uvedené informacie svojim  dcérskym
spolo¢nostiam alebo ich s nimi zdielat, aby tymto
dcérskym spolo¢nostiam poskytol informacie, ktoré
potrebuju na splnenie vSetkych nariadeni tykajucich sa
zdravotnickych pracovnikov,
akychkol'vek federdlnych alebo
vnutrostatnych pravnych predpisoch, usmerneniach

alebo kodexoch platnych v tomto odvetvi alebo

oznamovania
obsiahnutych v

internych predpisoch zaddvatela (vzt'ahujicich sa na
dcérsku spolocnost)).

Poskytovatel’ sluzieb poskytne zadavatelovi zoznam
vSetkych zdravotnickych pracovnikov, ktori buda
zapojeni do vykonavania sluzieb (obsahujtci ich mena
a priezviskd, adresy bydliska, rodné Cisla, platby alebo
iné hodnotné veci, ktoré prevzali za svoju pracu V
stvislosti s poskytovanim sluZieb podla tejto zmluvy a
d’alSie informacie potrebné pre zadavatel'a na dodrzanie
platnych oznamovacich nariadeni alebo povinnosti),
vratane pisomného suhlasu kazdého =z tychto
zdravotnickych pracovnikov, povolujuceho
zadavatelovi (alebo jeho dcérskym spolo¢nostiam)
zverejnit’ akékol'vek a vSetky také informacie, aké
mozu pozadovat federdlne alebo vnutroStatne pravne
predpisy, usmernenia alebo kdodexy platné v tomto
odvetvi alebo interné predpisy zadavatel’a.
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6. Indemnification, Liability and Insurance
6.1 Indemnification

The Service Provider shall be responsible for all
damages, claims demands, actions or loses ( including
costs of judgment) resulting from negligence act or
omission or misconduct of an Service provider.

The Service Provider shall defend, indemnify, and hold
harmless Sponsor, its employees, officers, directors,
contractors and agents (hereinafter jointly referred to as
the "Sponsor Indemnitee) in respect of any liability,
claims, damages or loose made or instituted against
Sponsor Indemnitee from third party indemnification or
action against the Sponsor as a result of indemnity due
to negligence, omission or misconduct t of the service
provider.

This “Indemnification obligation” shall survive

termination or expiration of this Agreement.

6.3 In no event shall either party be liable to the
other for loss of profits, business, revenue,
goodwill or anticipated savings, indirect or

consequential loss or damage.

The limitation of liability within this Section 6 shall,
however, not apply in the event of breach of its
obligations under Section 3 “Confidentiality” and
Intellectual Property” or breach of warranties under this
Agreement, nor shall it apply in the event of a Party’s
gross negligence or willful misconduct.

6.3 IQVIA expressly disclaims any liability in
connection with Study medication and any other trial
related materials (collectively the “Medication”),
including any liability for any product claim arising out
of a condition caused by or allegedly caused by the
administration of such Medication, this is Sponsors
responsibility

6.5 Nothing herein is intended to exclude or limit
any liability of any party for death or personal injury
caused by the negligence of such party.
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6. Odskodnenie, zodpovednost’ za Skody a
poistenie
6.1 Odskodnenie.

Poskytovatel' sluzby je zodpovedny za vsetky Skody,
vznesené¢ naroky na odskodnenie, Zaloby alebo

vydavky (vratane sudnych trov)  vyplyvajuce
z nedbalosti, opomenutia alebo zavinenia zo strany
poskytovatel'a sluzby.

Poskytovatel' sluzby musi hgjit, odSkodnit a kryt
zadavatel’a, jeho funkcionarov,
riaditel'ov, zmluvnych dodavatel'ov a zastupcov (d’alej
spolo¢ne ako ,,0dSkodnend osoba zadavatel'a®) vo veci
vSetkych zodpovednosti,
zalob sporov  vyplyvajtcich
Z naroku tretej osoby na odSkodnenie alebo zo Zaloby,

zamestnancov,

vznesenych narokov na

odskodnenie, alebo

ktoré sa vznesu voci odSkodnenym osobdm zadavatela
v dosledku nedbanlivosti, opomenutia alebo zavinenia
poskytovatel'om sluzby.

Platnost’ tejto ,,povinnosti odskodnenia® pretrva

vypovedanie alebo vyprSanie tejto zmluvy.

6.3
neru¢i druhej zmluvnej
podnikania, vynosov,
predpokladanych uspor,
nasledné straty alebo Skody.

Obmedzenie zodpovednosti v ramci tohto c¢lanku 6
vSak neplati v pripade poruSenia si povinnosti podla
¢lanku 3 ,,Dovernost’ a duSevné vlastnictvo™ alebo
porusenia zaruk podla tejto zmluvy, a neplati ani v
pripade  hrubej nedbalosti alebo umyselneho
protipravneho konania niektorej zmluvnej strany.

Ziadna zo zmluvnych stran v Ziadnom pripade
strane za Stratu ziskov,
nehmotnych aktiv  alebo
ani za nepriame alebo

6.3 Spolo¢nost IQVIA tymto vyslovne odmieta
akukol'vek zodpovednost’ v spojitosti so skusanym
lieckom a d’al$imi materidlmi skuSania (d’alej spoloc¢ne
»lieky®), vratane zodpovednosti za Skodu spdsobent
produktom, vyplyvajicu zo zdravotnych problémov
sposobenych alebo udajne spdsobenych podavanim
takychto liekov., kedy zodpoveda zadavatel.

6.5  Nic z toho, ¢o je uvedené v tejto zmluve, nema
za ciel vylacit alebo obmedzit zodpovednost
ktorejkol'vek zmluvnej strany za smrt alebo
poSkodenie zdravia spdsobené¢ nedbalostou tejto
zmluvnej strany.

Ferring - Ancillary Services Agreement_Protocol_ || | | ] NG -': \Vargovcak, MD, Mir

MD., Milichovsky MD, Dubinsky MD

DOVERNE



6.6  Service Provider shall promptly notify IQVIA
and Sponsor in writing of any claim of illness or injury
actually or allegedly due to an adverse reaction to the
Medication of which it becomes aware and allow
Sponsor to handle such claim (including settlement
negotiations), and shall co-operate fully with Sponsor in
its handling of the claim.

6.7  During the term of this Agreement, each Party
shall ensure, at its sole expense, insurance coverage
sufficient to fund its liabilities under this Agreement.
Such policies shall be maintained so as to provide
continuing coverage for future claims which may arise
as a result of or during the Study and for a minimum of
three (3) years following completion or termination of
the Study. Upon request, Service Provider shall provide
Sponsor with a certificate of insurance evidencing such
coverage; or, alternatively, if applicable insurance is
provided by a governmental agency, Service Provider
shall satisfy all requirements necessary to remain
eligible for such governmental insurance during the
Services.

7. Regulatory Correspondence and Inspection
7.1  Service Provider shall immediately notify
IQVIA and Sponsor, (and provide them) copies, of any
inquiries, correspondence or communications to or from
any governmental or regulatory authority relating to the
Services, including, but not limited to, requests for
inspection of Service Provider’s facilities, and Service
Provider shall permit IQVIA and Sponsor to attend any
such inspections. Service Provider will make reasonable
efforts to separate, and not disclose, any confidential
materials that are not required to be disclosed during
such inspections.

7.2 Service Provider shall grant to IQVIA, Sponsor
and their respective authorised agents the right of
reasonable access to Service Provider’s facilitates,
records (including a right to make copies thereof at cost)
and/or any equipment and shall provide all reasonable
assistance at all times during the term of this Agreement
for the purposes of carrying out an audit of Service
Provider’s compliance with this Agreement as well as
an audit of all activities, performance, security and
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6.6 Poskytovatel’ sluzieb bude spolo¢nost’ IQVIA a
zadavatel'a urychlene pisomne informovat o kazdom
vznesenom naroku na odskodnenie choroby alebo
poskodenia zdravia skuto¢ne alebo tdajne spésobeného
neziaducou reakciou na lieky, o ktorom sa dozvie,
umozni zadavatel'ovi, aby takyto ndrok riesil (vratane
rokovani o mimosudnom vyrovnani) a bude so
zadavatel'om plne spolupracovat’ pri jeho rieSeni.

6.7  Pocas doby platnosti tejto zmluvy bude kazda
zmluvna strana vyhradne na vlastné néklady udrziavat
poistenie  dostatocné na  financovanie  svojej
zodpovednosti za Skody podla tejto zmluvy. Takéto
poistné zmluvy sa musia udrziavat’ v platnosti tak, aby
poskytovali priebezné poistné krytie aj v pripade
budtcich vznesenych narokov, ktoré mézu vzniknat' v
dosledku skuiSania alebo pocas neho a pocas najmenej
troch (3) rokov od dokoncenia alebo ukoncenia
skasania. Poskytovatel’ sluzieb na poziadanie poskytne
zadavatel'ovi poistny certifikat dokladajaci takéto
poistné krytie, alebo ak prisluSné poistenie poskytuje
nejakd Statna inStitGcia, zavdzuje sa poskytovatel
sluzieb spinat’ vietky podmienky potrebné na to, aby si
v priebehu poskytovania sluzieb udrzalo narok na
takéto Statne poistenie.

7. KoreSpondencia s kontrolnymi uradmi a
inSpekcie kontrolnych iradov

7.1  Poskytovatel’ sluZzieb bude spolo¢nost’ IQVIA a
zadavatel'a okamZite informovat a poskytne im kopie
vSetkych informacii, koreSpondencie a komunikécie
tykajucej sa sluzieb medzi poskytovatelom sluzieb a
akymkol'vek Statnym alebo kontrolnym uradom, najma
poziadaviek na inSpekciu priestorov poskytovatela
sluzieb, a umoZzni spolocnosti IQVIA a zadavatelovi
zucCastnit’ sa na takychto inSpekcidch. Poskytovatel
sluzieb vynaloZi primeranu snahu na to, aby oddelilo a
neodovzdalo doverné informécie a materidly, ktorych
odovzdanie sa pocas takychto inSpekcii nepozaduje.

7.2 Poskytovatel sluzieb poskytne spolocnosti
IQVIA, zadavatelovi a ich opravnenym zastupcom
pravo na primerany pristup do svojich priestorov, k
zdznamom (vratane prava vyhotovit’ si kopie zdznamov
za poplatok) alebo technickému vybaveniu a primerant
spolupracu kedykol'vek pocas platnosti tejto zmluvy na
ucely vykonania auditu dodrZiavania tejto zmluvy
poskytovatel'om sluzieb a tiez auditu vSetkych ¢innosti,
plnenia, bezpecnosti a bezithonnosti v suvislosti s touto
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integrity in connection therewith or the provision of the
Services.

8. Publication

8.1  Service Provider may not publish or refer, in
whole or in part to, the Services without the prior
express written consent of Sponsor. No party hereto
shall use any other party’s name in connection with any
advertising, publication or promotion without prior
written permission from the relevant party.

9. Termination

9.1 Sponsor may terminate this Agreement effective
immediately upon written notification of the other
Parties. Service Provider may terminate the Agreement
following sixty (60) days’ prior written notice to IQVIA
and Sponsor of a material breach by IQVIA or Sponsor
of any of its representations or obligations under this
Agreement, unless such breach is cured within such
sixty (60) day period.

If in Service Provider reasonable judgment an imminent
Study subject safety concern exists in the performance
of the Study as required by the Protocol, Service
Provider may suspend performance of the Study, shall
immediately notify IQVIA and Sponsor of such Study
subject safety concern, and shall provide details and
documentation requested by Sponsor. If after sixty (60)
days from such notice by Service Provider the safety
concern has not been reasonably addressed or resolved,
Service Provider may terminate this Agreement upon
written notice to IQVIA and Sponsor.

9.2  Upon termination of this Agreement for any
reason other than breach by Service Provider, any
outstanding sums shall remain due and payable by
IQVIA to Service Provider in accordance with the terms
of this Agreement.

If IQVIA has paid any sums in advance, then Service
Provider shall repay all such sums except for sums paid
for Services or part thereof properly performed in
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zmluvou alebo poskytovanim sluzieb.

8. Publikovanie

8.1  Poskytovatel sluzieb nesmie c¢iastoéne ani
uplne publikovat’ informacie o sluzbach ani sa na ne
odkazovat  bez  predchddzajuceho  vyslovného
pisomného suhlasu zadavatela. Ziadna zo zmluvnych
strdn nepouzije ndzov inej zmluvnej strany v suvislosti
s reklamou, publikovanim alebo propagaciou bez
predchadzajiceho pisomného povolenia prislusnej
zmluvnej strany.

9. Vypovedanie zmluvy
9.1 Zadéavatel moze tuto zmluvu vypovedat s
okamzitou  Uinnostou  pisomnou  vypovedou

dorucenou ostatnym zmluvnym stranam. Poskytovatel
sluzieb moze tito zmluvu vypovedat’ po Sest'desiatich
(60) diioch od predchadzajiiceho pisomného ozndmenia
zaslaného spolocnosti IQVIA a =zadavatelovi o
podstatnom poruSeni akychkol'vek vyhlaseni alebo
povinnosti podla tejto zmluvy spolo¢nostou IQVIA
alebo zadavatel'om, pokial’ sa takéto porusenie v tejto
Sestdesiatdiiovej (60-diovej) lehote nenapravi.

Ak podl'a odoévodneného usudku poskytovatel'a sluzieb
vzniknu bezprostredné obavy o bezpecnost’ subjektov
skuSania pri vykonavani skuSania podla poziadaviek
protokolu, poskytovatel' sluzieb moéze pozastavit
vykondvanie skaSania, musi ihned informovat
spolocnost’ IQVIA a zadavatela o takychto obavach o
bezpecnost’ subjektov a poskytnit’ podrobnosti a
dokumentaciu pozadovanu zadavatelom. AK sa do
Sest'desiatich (60) dni od takéhoto oznamenia
poskytovatel’a sluzieb v suvislosti s tymito obavami o
bezpecnost’ nepodniknt Ziadne primerané kroky alebo
sa nevyrieSia, moze poskytovatel sluzieb tito zmluvu
vypovedat  pisomnou  vypovedou adresovanou
spolo¢nosti IQVIA a zadavatel'ovi.

9.2  Po vypovedani tejto zmluvy z akéhokol'vek
dovodu, okrem poruSenia zmluvy zo strany
poskytovatel’a sluzieb, zostavaju akékol'vek

nevyrovnané sumy riadne splatné spolo¢nostou IQVIA
poskytovatel'ovi sluzieb v sulade s podmienkami tejto
zmluvy.

Ak spolo¢nost’ IQVIA uhradila nejaké zalohové platby,
poskytovatel’ sluzieb vsetky takéto zalohové platby
vrati s vynimkou sum uhradenych za sluzby alebo ¢ast’
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accordance with this Agreement

9.3 IQVIA may terminate its participation in
(withdraw from) the Agreement upon thirty (30) days
written notice to Service Provider and Sponsor in the
event that IQVIA has serious and documented concerns
about the standards of scientific integrity of the Study
and/or Site, and has previously in good faith informed
Sponsor and Service Provider hereof in writing
(including providing Sponsor with documentation for
IQVIA’ concern) and has not within thirty 30 days of
providing such information and documentation to
Sponsor and Service Provider, received an adequate
reply from Sponsor or Service Provider’s explaining
how such concerns will be taken care of to ensure the
standards of scientific integrity of the Study and/or
Service Provider. In the case of termination by IQVIA
for this reason IQVIA will work legitimately with the
Sponsor any substituted CRO engaged by Sponsor and
the Service Provider for a reasonable period of time to
effect an orderly transition to new arrangements for
conduct and monitoring of the Study.

94 In case of IQVIA’ termination of its
participation in (withdrawal from) the Agreement in
accordance with clause 9.3, then Sponsor is entitled to
assign IQVIA’ obligations and rights under this
Agreement to Sponsor or another clinical research
organization.
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sluzieb riadne vykonanych v stlade s touto zmluvou.

9.3 Spolo¢nost’ IQVIA mdze ukoncit’ svoju
ucast’ na zmluve (odstupit od zmluvy) na zaklade
pisomnej vypovede s tridsatdiovou (30-diovou)
vypovednou lehotou, zaslanej poskytovatel'ovi sluzieb
a zadavatelovi v pripade, ze bude mat vadzne a
zdokumentované obavy o vedeckl integritu skiSania
alebo pracoviska skuSania, vopred o nich v dobrej viere
pisomne informovala zadédvatela a poskytovatela
sluzieb (a poskytla zadavatelovi dokumenticiu k
svojim obavam) a do 30 dni od poskytnutia tychto
informécii a dokumentacie zadavatelovi
a poskytovatel'ovi sluzieb nedostala od zadavatela
alebo poskytovatela sluzieb primeranti odpoved
vysvetlujucu, ako sa tieto obavy budu riesit, aby sa
zaistilo, Ze skuSanie alebo poskytovatel' sluzieb budu
spifiat  normy vedeckej integrity. 'V  pripade
vypovedania spolocnostou IQVIA z tohto dovodu bude
spolocnost  IQVIA pocas primeraného obdobia
legitimne spolupracovat’ so zadavatelom a kazdou
nahradnou  CRO zadavatelom a
poskytovatel'om sluzieb, aby sa vykonal usporiadany

poverenou

prechod na nové dohody o vykonavani a monitorovani
sktsania.

94 V pripade ukoncenia ucasti na zmluve
(odstipeni od zmluvy) spolo¢nostou IQVIA podla
bodu 9.3 je zadavatel’ opravneny posttpit’ povinnosti a
prava spolocnosti IQVIA podla tejto zmluvy na
zadavatel’a alebo int klinickt vyskumnu organizéciu.

Ferring - Ancillary Services Agreement_Protocol_ || | | ] NG -': \Vargovcak, MD, Mir

MD., Milichovsky MD, Dubinsky MD

DOVERNE



10.  Additional Contractual Provisions

10.1 This Agreement, including the definitions,
recitals and Attachments, constitutes the sole and
complete agreement between the parties and replaces all
other written and oral agreements relating to the
Services. This Agreement may not be amended unless
such amendment is in writing and signed by each Party
hereto. To the extent that there is a conflict between the
terms and conditions set forth in this Agreement and any
provision of the Protocol, the terms and conditions of
this Agreement shall prevail concerning contractual
matters and the provisions of the Protocol shall prevail
concerning clinical matters.

10.2 No amendments or modifications to this
Agreement shall be valid unless in writing and signed
by all the parties.

10.3 Failure to enforce any term of this Agreement
shall not constitute a waiver of such term.

10.4 If any part of this Agreement is found to be
unvalid, the rest of this Agreement will remain in effect.

10.5 This Agreement shall be binding upon and inure
to the benefit of the parties and their successors and
assigns. Service Provider shall not delegate, assign or
transfer any rights or obligations under this Agreement
in part nor in whole, without the prior written consent of
IQVIA and Sponsor. IQVIA shall in case of termination
of Sponsor and IQVIA’ collaboration on this study,
upon Sponsor’s request, assign this Agreement to
Sponsor or to a third party selected by Sponsor, and in
that case IQVIA shall not be responsible for any
obligations or liabilities under this Agreement that arise
after the date of the assignment, unless such obligations
and/or liabilities arises as a result of IQVIA’ negligence,
willful misconduct or prior breach of the Agreement.
Service Provider hereby consents to such an assignment.
Service Provider will be given prompt notice of such
assignment by the Sponsor.

10.6 The parties hereto are independent contractors
and nothing contained in this Agreement shall be
construed to place them in the relationship of partners,
principal and agent, employer/employee or joint
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10. DalSie zmluvné ustanovenia

10.1 Tato zmluva vratane definicii, Uvodnych
vyhlaseni a priloh predstavuje jedini a Gplnu dohodu
medzi zmluvnymi stranami v predmetnej veci a
nahradza vsSetky dalSie pisomné a ustne dohody
tykajice sa poskytovania sluzieb. Tuto zmluvu mozno
menit a dopliiat len pisomnymi dodatkami
podpisanymi kazdou zmluvnou stranou tejto zmluvy. V
rozsahu, v ktorom si podmienky tejto zmluvy v
rozpore s ktorymkol'vek ustanovenim protokolu, si v
zmluvnych zalezitostiach rozhodujuce podmienky tejto
zmluvy a v klinickych zalezitostiach st rozhodujuce
ustanovenia protokolu.

10.2 VSetky zmeny alebo doplnky tejto zmluvy st
platné len v pisomnej forme a po podpise vSetkymi
zmluvnymi stranami.

10.3 Nevymahanie akejkol'vek podmienky tejto
zmluvy nepredstavuje zrieknutie sa tejto podmienky.

10.4 Ak sa ktorakol'vek Cast’ tejto zmluvy ukaze ako
neplatna zostava zvySok tejto zmluvy platny a a¢inny.

10.5 Tato zmluva je zavdzna pre zmluvné strany a
ich néslednikov a néstupcov a plynie v ich prospech.
Poskytovatel' sluzieb nesmie c¢iastocne ani Uplne
pridelit’, postapit’ ani presunut’ Ziadne zo svojich prav a
povinnosti podla tejto zmluvy bez predchadzajuceho
pisomného suhlasu spoloc¢nosti IQVIA a zadavatela. V
pripade ukoncenia spoluprace medzi zadavatelom a
spolocnostou IQVIA na tomto skuSani mobze
spolo¢nost’ IQVIA na poZiadanie zadavatela postlpit’
tuto zmluvu zadavatelovi alebo tretej strane vybranej
zadavatelom, a v takom pripade nebude spolo¢nost’
IQVIA zodpovedat’ za ziadne povinnosti alebo zavizky
podla tejto zmluvy, ktoré vzniknll po datume takéhoto
postupenia, pokial' takéto povinnosti alebo zavizky
nevznikni v dosledku  nedbalosti, Umyselne
protipravneho  konania  alebo  predchadzajiiceho
porusenia tejto zmluvy zo strany spolocnosti IQVIA.
Poskytovatel' sluzieb tymto s takymto postipenim
stihlasi. Zadavatel bude poskytovatela sluzieb o0
takomto postipeni urychlene informovat.

10.6 Zmluvné strany tejto zmluvy vystupuju ako
nezavislé zmluvné strany a ni¢ z toho, o je uvedené v
tejto zmluve, sa nema interpretovat’ sposobom, ktory
by ich staval do vztahu partnerov, nadriadeného a
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venturers. 1QVIA shall not be responsible for paying
any employment-related taxes or contributions on behalf
of Service Provider or Service Provider Personnel and
Service Provider warrants that Service Provider will
fulfil all applicable obligations regarding such taxes and
contributions.

10.7 The terms of this Agreement that contain
obligations or rights that extend beyond the completion
of the Services by its nature or as expressly stated herein

shall survive termination or completion of this
Agreement.

11. Law and Jurisdiction

11.1  This Agreement shall be governed and construed

in accordance with Slovak Republic. All disputes arising
in connection with this Agreement shall be resolved by
the courts in Slovak Republic.

This Agreement become valid from the date of the party
last to sign. This Agreement become effective day
following the publication in the Central register of
Contracts in accordance with Act 40/1964 Coll. Civil
code as later amended, paragraph 47, and Act No
211/2000 Coll. free access to information and on
amendments and supplements to certain acts (Freedom
of Information Act). Service provider approves, that
Protocol including Protocol number and title is Sponsors
trade secret, and shall be not published. Budget or
payment schedule pursuant section 3.3. shall be not
published as well.

This Agreement shall be concluded for limited period,
during the duration of the Study, for 5 years and 11
months.
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podriadeného, zamestnavatela a zamestnanca alebo
Clenov spolo¢ného podniku. Spoloc¢nost IQVIA
nezodpovedd za platenie Ziadnych zamestnaneckych
dani ani odvodov v mene poskytovatel'a sluzieb alebo
jeho personalu a poskytovatel' sluzieb zarucuje, ze si
bude plnit’ vSetky povinnosti tykajice sa takychto dani
a odvodov, ktoré sa nan vzt'ahuja.

10.7 Podmienky tejto zmluvy obsahujuce povinnosti
alebo prava, ktoré svojou povahou alebo vyslovnym
uvedenim v tejto zmluve pokracuji po dokonceni
sksania, budi pretrvavat aj po vypovedani alebo
splneni tejto zmluvy.

11. Rozhodné pravo a sidna prislusnost’

111 Tato zmluva sa riadi prdvnymi predpismi
Slovenskej republiky a interpretuje sa v stlade s nimi.
Vsetky spory, ktoré vzniknu v suvislosti s touto
zmluvou, sa budu rieSit na stdoch v Slovenskej
republike.

Platnost’ tejto zmluvy zac¢ina plynut ditumom podpisu
poslednou zmluvnou stranou. Tato zmluva nadobuda
ucinnost’ dilom nasledujiicim po dni jej zverejnenia v
Centralnom registri zmlav vedenom Uradom vlady SR
v stlade s § 47a zakona ¢. 40/1964 Zb. Obciansky
zakonnik v zneni neskorSich predpisov a § 5a zékona ¢.
211/2000 Z. z. o slobodnom pristupe k informéaciam a o
zmene a doplneni niektorych zadkonov (zékon o slobode
informacii) v zneni neskorSich predpisov.

Poskytovatel' berie na vedomie, Ze protokol, vratane
Cisla protokolu a ndzvu obsiahnutého v tejto zmluve, je
obchodnym tajomstvom zad4vatela a nebude
zverejneny, takisto nebudil zverejnené udaje v zmysle
bodu 3.3. tejto zmluvy.

Tato zmluva sa uzatvara do dobu ur€itli pocas trvania
klinického skusania t.j. na 5 rokov a 11 mesiacov.
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IQVIA RDS Slovakia s.r.o.

By / Podpisany:

(signature) / (podpis)
Print Name / Meno tla¢enym pismom:

Title / Funkcia:

Date / Datum:

Institut nuklitnej a molekulearnej mediciny

By / Podpisany:

(signature) / (podpis)
Print Name / Meno tla¢enym pismom:

Title / Funkcia:

Date / Datum:

Signed by Ferring Pharmaceuticals / Podpisany v zastipeni Ferring Pharmaceuticals

By / Podpisany:

Title / Funkcia:

Signature / Podpis:

Date / Datum:

By / Podpisany:

Title / Funkcia;

Signature / Podpis:

Date / Datum:
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Attachment 1

Protocol
Title: Controlled Trial Comparing the Occurrence of
Major Adverse Cardiovascular Events (MACES) in
Patients with Prostate Cancer and Cardiovascular
Disease Receiving Degarelix (GnRH Receptor
Antagonist) or Leuprolide (GnRH Receptor Agonist

Protocol No: |||l
Date: [N

Insurance certificate

Central Ethics committee approval

Attachment 2
Services

The services should be performed according to Protocol,
at Institut nuklearnej a molekularnej mediciny
working place Kosice for subjects participating in
Clinical Trial conducted by Principal Investigators:

Obaidullah Mir MD, having a place of business at
Dobsinskeho ul. c. 4380, 979 01 Rimavska Sobota,
Slovak Republic

Marek Vargovcak MD, having a place of business at
Masarykova 9, 040 01 Kosice, Slovak Republic

Igor Milichovsky MD, Urologicka ambulancia having
a place of business at Lucna 57, 04015 Kosice, Slovak
Republic

Assoc. Prov. Pavol Dubinsky, MD, Oddelenie
radiacnej onkologie, Vychodoslovensky onkologicky
ustav, a.s., Rastislavova 43, 041 91 Kosice, Slovak
Republic
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Priloha ¢. 1

Protokol
(poskytnuté ako separatny dokument)
Nazov protokolu:

., Multicentrické, randomizované, pre hodnotitela
zaslepené, kontrolované skusanie, v ktorom sa
porovndva vyskyt zavaznych neziaducich
kardiovaskularnych udalosti (MACE) u pacientov s
karcinomom prostaty a kardiovaskularnym ochorenim
uzivajucich degarelix (antagonista receptora pre
GnRH) alebo leuprolid (agonista receptora pre
GnRH)“ (d’alej ,,skuSanie®).

Cislo protokolu: |l

Datum protokolu:||| | |l

Poistny certifikat

Schvélenie Centralnej etickej komisie

Priloha ¢€. 2
Sluzby

Sluzby budu vykonané, tak ako je uvedené v Protokole,
na pracovisku Instititu nuklearnej a molekularnej
mediciny pracovisko Kosice, pre subjekty klinického
sktiSania, ktoré uskutocniuju hlavni sktiSajuci:

MUDr. Obaidullah Mir, so sidlom/adresou pracoviska
Dobsinského ul. ¢. 4380, 979 01 Rimavska Sobota,
Slovenska

MUDr. Marek Vargovéak, so sidlom/adresou
pracoviska Masarykova 9, 040 01 Kosice, Slovenska
republika

MUDr. Igor Milichovsky, Urologickda ambulancia
sidlom/adresou pracoviska Lucna 57, 04015 KosSice,
Slovenské republika

Doc. MUDr. Pavol Dubinsky, PhD., MHA, Oddelenie
radiacnej onkologie, Vychodoslovensky onkologicky
ustav, a.s., Rastislavova 43, 041 91 Kosice, Slovenska
republika
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Testing Methodology During the Course of the
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Metodika vySetreni v priebehu klinického programu.

Program. In order to provide consistency of results
throughout the clinical trial program, Service Provider
will maintain the same test methodology and procedures
utilized for the first scintigraphy visit. It is
acknowledged that for reasons beyond the control of
Contractor, it may be necessary for Service Provider to
implement changes to the established testing
methodologies during the course of the Sponsor’s
program. However, Service Provider agrees and affirms
that no changes in testing methodology will occur
without first communicating the proposed change to
IQVIA. Service Provider further agrees to maintain
records documenting any changes in accordance with
generally accepted standards, to the extent that such
standards are applied to services provided under
contract to the pharmaceutical industry. Changes in
methodology include, but are not limited to, reagent
formulation and type, sample preparation procedures,
instrumentation, instrumentation applications,
instrument software or calibration materials. To the
extent that routine and periodic updates are made by the
various diagnostic manufacturers to reagent formulation
and  type, sample preparation procedures,
instrumentation, instrumentation applications,
instrument software or calibration materials, it will be
left to the judgment of Service Provider’s director to
determine whether such changes are significant in the
context of the Sponsor’s program. Only changes which
he or she regards to be significant to the Sponsor’s
program need to be communicated to IQVIA.

Establishing that a Change in a Test Methodology Will

Aby sa zabezpecila konzistentnost’ vysledkov v celom
priecbehu  programu  klinického skuSania, bude
poskytovatel’ sluzieb dodrziavat rovnakii metodiku
vySetreni a postupov, akd sa pouzila pri prvej navsteve
scintigrafického vySetrenia. Akceptuje sa, ze z
dovodov, ktoré s mimo kontroly dodavatela, modze
poskytovatel’ sluzieb v priebehu klinického programu
zadavatel’a potrebovat’ zaviest’ urCité zmeny do ustalenej
vysetrovace] metodiky. Poskytovatel' sluzieb sa vSak
zavizuje a zaruCuje, ze ziadne zmeny vo vySetrovacej
metodike nenastanu bez toho, aby o navrhovanej zmene
vopred neinformovalo spolo¢nost’ IQVIA. Poskytovatel’
sluzieb sa dalej zavdzuje viest zaznamy, v ktorych
zdokumentuje vSetky zmeny v stlade so vSeobecne
akceptovanymi normami v rozsahu, v akom sa takéto
normy uplatiiuji na zmluvné sluzby poskytované
farmaceutickym spolo¢nostiam. Medzi zmeny v
metodike patria najmd zmeny formy a druhu cinidiel,
postupov pripravy vzoriek, pristrojovej techniky,
pouzitia pristrojovej techniky, softvéru na obsluhu
pristrojovej techniky alebo kalibra¢nych materidlov. V
rozsahu, v akom rdzni vyrobcovia diagnostik
vykondvaju bezné¢ a pravidelné aktualizdcie a
modernizacie formy a druhu ¢inidiel, postupov pripravy
vzoriek, pristrojovej techniky, pouZitia pristrojovej
techniky, softvéru na obsluhu pristrojovej techniky
alebo kalibra¢nych materialov, sa ponechava na uvazeni
riaditel'a/ namestnika pre lieCebno — preventivnu
starostlivost’ poskytovatela sluzieb, aby ur¢il, ¢i su tieto
zmeny dostatocne vyznamné v kontexte klinického
programu zadavatela. Spolo¢nosti IQVIA sa musia
oznamit' len tie zmeny, ktoré bude povaZovat za
vyznamné pre klinicky program zadéavaterl’a.

Preukazanie, Ze zmena vySetrovace] metodiky nebude

not Affect the Program.  Service Provider agrees that
routine and periodic updates to the instrumentation,
instrumentation software, reagents and calibration
materials used to support the Sponsor’s program will be
tested before implementation to document that the
proposed change will not significantly affect
scintigraphy data for the program.

Records Documenting a Change in Methodology.

mat’ vplyv na klinicky program. Poskytovatel' sluzieb
sa zavdzuje zabezpeCit, aby sa bezné a pravidelné
aktualizdcie a modernizacie pristrojove] techniky,
softvéru na obsluhu pristrojovej techniky, Cinidiel a
kalibracnych materidlov pouzivanych pri podpore
klinického programu zadavatel'a pred ich zavedenim
otestovali, aby sa zdokumentovalo, Ze navrhovana
zmena nebude mat’ vyznamny vplyv na scintigrafické
udaje pre tento klinicky program.

Zaznamy dokumentujuce zmenu metodiky.

Service Provider agrees to maintain records
documenting any changes to a reagent formulation and
type, sample preparation procedures, instrumentation,

Poskytovatel' sluzieb sa zavdzuje viest a uchovavat
zdznamy dokumentujice vSetky zmeny formy a druhu
¢inidiel, postupov pripravy vzoriek, pristrojovej
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instrumentation applications, instrument software or
calibration materials per generally accepted standards.

Scintigraphy Data Reporting. Reports of test results
will be delivered to each investigator site participating
in the clinical trial. The original report will be sent to
the investigator by local mail service.

Attachment 3
Payment

1. Payee details —

The Parties agree that the payee designated below is the
proper payee for this Agreement, and that payments
under this Agreement will be made only to the
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techniky a jej pouzitia, softvéru na obsluhu pristrojovej
techniky alebo kalibraénych materidlov v stlade so
vSeobecne akceptovanymi normami.

Hlasenie scintigrafickych udajov. Spravy s vysledkami
vysetreni sa dorucia na pracovisko skusajuceho, ktory sa
zucastiuje na tomto klinickom skusani. Original spravy
sa odosle skusajicemu miestnou postovou sluzbou.

Priloha ¢. 3
Platby

1. Udaje o prijemcovi platby -

Zmluvné strany potvrdzuji, Ze menovany prijemca
platieb je riadnym prijemcom platieb podla tejto zmluvy
a ze platby podla tejto zmluvy sa budi poukazovat’ len

following payee (“Payee”): nasledujucemu prijemcovi platieb (dalej ,,prijemca
platieb®):
Payee Name . .
Institution Institut : nUKI.eameJ 4| | Meno/ndzov Institat nuklearnej a
molekularnej mediciny s . o ey
prijemcu platieb | molekuldrnej mediciny
Payee Address Rastislavova 43, 042 53 Slovak
Republic Adresa prijemcu | Rastislavova 43, 042 53
Bank Name Statna pokladnica Bratislava - §l(?venska TP u.bhka 5
Nazov banky Statna pokladnica Bratislava
Bank Account | 51481800000007000285159 | | Cislo wétu SK1481800000007000285159
SWIFT Code | SPSRSKBA IS}:’\(’;/FDTIEOC’B SPSRSKBA
_Cr);’)g(.lrtl)umber/ 35562340/ 2021871808 35562340/ 2021871808

In case of changes in the Payee’s bank details, Payee is
obliged to inform IQVIA in writing. Parties agree that in
case of changes in bank details which do not involve a
change of payee or change of country location of bank
account, no further amendments are required.

The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services
performed under this Agreement.

V pripade zmeny v udajoch o bankovom spojeni
prijemcu platieb je prijemca platieb povinny informovat’
o tom IQVIA pisomne. Zmluvné strany sa dohodli, ze v
pripade zmeny v udajoch o bankovom spojeni, ktoré sa
netykajii zmeny prijemcu platieb alebo zmeny krajiny, v
ktorej je vedeny bankovy ucet, nie su pozadované
ziadne d’alSie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany prijemca
platieb je opravneny prijimat’ vSetky platby za sluzby,
vykonané podl’a tejto zmluvy.
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2. Conditional Procedures Costs:
Procedure Amount
©
Bone and/or joint imaging,
bone scan, bone scintigraphy,
. . . . 480
including interpretation and
report
3. Payment Schedule, including scheduled dates,

and address for invoices:

Service Provider shall issue and submit all invoices to
the attention of IQVIA Slovakia, s.r.o. at the following
address:

IQVIA RDS Slovakia, s. r. 0.
Vajnorska 100/B
831 04 Bratislava, Slovak Republic

IQVIA shall send payment for Services performed in
accordance with the provisions set forth in Attachment
3, within forty-five (45) days of receipt of an invoice.
All final invoices must be provided to IQVIA within
sixty (60) days of termination or completion of the
Study at Institution in order to be processed for
payment.

4. Address for notices:

Any notice to be given hereunder by either party to the
other shall be in writing and delivered personally sent
by pre-paid recorded delivery or registered post to the
addressee at the addressee’s address below or by
facsimile and shall be deemed to be received if
delivered personally at the time of receipt if sent by post
at the expiration of 72 hours after being placed in the
post (having been correctly addressed) whether or not
received or if by facsimile 24 hours after despatch to the
correct facsimile number of the addressee.

If to IQVIA:

IQVIA RDS Slovakia, s. r. 0.
Vajnorska 100/B

831 04 Bratislava, Slovak Republic

If to Service Provider:
Institut nuklearnej a molekularnej mediciny,
Rastislavova 43, 042 53 Kosice, Slovak Republic
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2. Néklady na postupy vykonavané podla potreby:

Postup Suma (€)
Gamagrafia kosti a/alebo
klbov, gamagrafia  kosti,
o , . 480
scintigrafia  kosti, vratane
interpretacie a spravy
3. Platobna schéma, vratane planovanych datumov

fakturacie, a adresa na zasielanie faktuar:

Poskytovatel’ sluzieb vystavi a zaSle vSetky faktury do
pozornosti IQVIA Slovakia, s.r.o. na nasledujicu
adresu:

IQVIA RDS Slovakia, s. r. 0.
Vajnorska 100/B
831 04 Bratislava, Slovenska republika

Spolocnost’ IQIA poukéze platby za sluzby vykonané v
sulade s ustanoveniami uvedenymi v Prilohe ¢. 3 tejto
zmluvy do Styridsiatichpiatich (45) dni od prevzatia
faktiry. Po ukonceni sktSania je zdravotnicke
zariadenie povinné fakturovat vsSetky nevyrovnané
Ciastky do 60 dni od skoncenia vSetkych c¢innosti
skuSania, aby si zaistilo narok na tthradu.*

4. Adresa pre ozndmenia:

Vsetky oznamenia jednej zo zmluvnych stran druhej
zmluvnej strane musia byt v pisomnej forme a musia sa
dorucit’ osobne, odoslat ako -doporucena =zasielka
postou na nizsie uvedent adresu adresata alebo faxom a
za doruCené sa povazuju v Case prevzatia pri osobnom
doruceni po uplynuti 72 hodin od podania na postu pri
zasielani poStou (na spravnu adresu) bez ohl'adu na to,
¢i boli prevzaté alebo nie, a po 24 hodinich od
odoslania na spravne faxové Cislo adresata, ak boli
odoslané faxom.

Pre spoloc¢nost’ IQVIA:

IQVIA RDS Slovakia, s. r. 0.
Vajnorska 100/B

831 04 Bratislava, Slovenska republika

Pre poskytovatel'a sluZieb:
Institat nuklearnej a molekularnej mediciny,
Rastislavova 43, 042 53 KoSice, Slovenska republika
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