CLINICAL SERVICE AGREEMENT

(For Use in the Czech Republic)

STUDY / SITE NO.

SMLOUVA O POSKYTOVANI SLUZEB

(Pro pouziti v Ceské republice)

STUDIE / CISLO MISTA HODNOCEN{

XXX /XXX

This agreement (hereinafter called “Agreement”) is
entered by and among:

MERCK SHARP & DOHME s.r.o., with its address
at Na Valentince 3336/4, Prague 5, ZIP code 150 00,
ID: 284 62 564, tax ID: CZ 284 62 564, registered in the
Companies Register maintained by the Municipal Court
in Prague (Section C, File No. 143294), acting in its own
name at the request of Merck Sharp & Dohme Corp.
with its address at One Merck Drive, Whitehouse
Station, New Jersey 08889, United States of America
(hereinafter called ,,.Sponsor)

and

FAKULTNI KRALOVSKE

VINOHRADY

NEMOCNICE

Srobérova 50, 100 34 Praha 10

Czech Republic

Company ID: 00064173

VAT no.: CZ00064173

bank details: CNB, bank account no.: XXX

established by a decision of the Ministry of Health on
29 May 2012 ref. no.. MZDR 17266-111/2012,
amending and supplementing the Decision of the
Minister of Health of 25Nov1990 ref. no. OP-054-
25.11.90 as amended by the Measure of the Ministry of
Health issued under ref. no.. MZDR 33222/2016-2 /
OPR dated 31 May 2016, represented by: MUDr. Jan
Votava, MBA, director

ref. No.: KH 10/2022

the Cost Center: 65009

(hereinafter called “Provider”)

and

MUDR. OTTO LANG, PH.D., date of birth: 5 July

1960, permanent residence: Téaborska 200, 261 01
Ptibram 5, the Czech Republic

Tato smlouva (dale jen ,,Smlouva®) je uzaviena mezi:

MERCK SHARP & DOHME s.r.o., se sidlem Na
Valentince 3336/4, Praha 5, 150 00, Ceska republika,
IC: 28462564, DIC: (CZ28462564, zapsana
v obchodnim rejstiiku vedeném Méstskym soudem
v Praze (oddil C vlozka 143294), jednajici svym
jménem na zadost spolec¢nosti Merck Sharp & Dohme
Corp., se sidlem One Merck Drive, Whitehouse Station,
New Jersey 08889, Spojené staty americké (dale jen
,,Zadavatel)

a

FAKULTNI KRALOVSKE

VINOHRADY

NEMOCNICE

Srobarova 50, 100 34 Praha 10

Ceska republika

1CO: 00064173

DIC: CZ00064173

bankovni spojeni: CNB, &islo ti¢tu: XXX

ziizena rozhodnutim Ministerstva zdravotnictvi ze dne
29.5.2012 ¢.j.: MZDR 17266-111/2012, kterym se méni
a dopliiuje rozhodnuti ministra zdravotnictvi ze dne 25.
11. 1990 ¢j. OP-054-25.11.90 ve znéni zmén
provedenych Opatfenim Ministerstva zdravotnictvi
vydaného pod ¢.j.: MZDR 33222/2016-2/ OPR ze dne
31.5.2016, zastoupend: MUDr. Janem Votavou, MBA,
feditelem nemocnice

¢islo jednaci: KH 10/2022
nakladové stiedisko: 65009

(dale jen ,,Poskytovatel sluzeb*)
a
MUDR. OTTO LANG, PH.D., datum narozeni: 5. 7.

1960, trval¢ bydlist¢ na adrese: Taborska 200, 261 01
Ptibram 5, Ceska republika
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(hereinafter called “Person responsible for the
Services”)

HLXXX“ Protocol Number XXX site number XXX
(hereinafter called “Protocol”)

Drugs are evaluated under the Protocol (hereinafter
called “Study”). The drugs under the Study are XXX
(“Drugs”).

1.

Provider and Person responsible for the Services
agree to provide Bone scan including
interpretation and report (hereinafter called
“Services”) for the Study in accordance with this
Agreement, to patients (hereinafter called
"Patient") entered into the Study by the
investigator XXX in the XXX (hereinafter called
the “Study Center").

For the purposes of the Study Person responsible
for the Services agrees to provide the Sponsor with
(1) his curriculum vitae at regular intervals of a
year, or in case of any change (ii) in cooperation
with Provider a copy of regular service control
confirmation in relation to the equipment used for
the provision of the Services, including certificate
(if issued) at least once a year.

Provider agrees with the presence of the Person
responsible for the Services and/or members of
staff used by Provider for providing Services under
this Agreement on the training organized by the
Sponsor.

Provider and Person responsible for the Services
agree to provide the Services properly and without
unreasonable delay in the form and by means
determined by the investigator or a Study team
member of the Study Center on demand of the
investigator or a Study team member of the Study
Center and subsequently provide the investigator
or a Study team member of the Study Center
without unreasonable delay with the results of the
Services in the form determined by the investigator
or the Study team member of the Study Center who
execute the Study in the medical facility.

Person responsible for the Services represents and
warrants that he and/or members of staff are
apprised of the relevant procedures pertaining to
the Study. Provider and Person responsible for the
Services shall perform the Services in compliance
with all applicable laws, rules, regulations the
conditions of good pharmaceutical practice and in
conformance with the professional standards
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(dale jen ,,Osoba odpovédna za Sluzby*)

LXXX“ Cislo protokolu XXX ¢islo mista hodnoceni
XXX (dale jen ,,Protokol®).

Lécivé pripravky jsou hodnoceny dle Protokolu (dale
jen ,.Studie”). Hodnoceny léCivy piipravek v ramci
Studie je XXX (dale jen ,,Lé€iva‘).

1.

XXX

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
se zavazuji poskytovat Scintigrafii skeletu véetné
vyhodnoceni a zpravy (dale jen ,,Sluzby®) pro
ucely Studie v souladu s touto Smlouvou pro
subjekty  hodnoceni (dale jen "Subjekt
hodnoceni"), ktefi byli do Studie zafazeni
zkousejicim XXX v centru XXX (dale jen
"Centrum studie").

Osoba odpovédna =za Sluzby se =zavazuje
poskytnout Zadavateli pro ucely Studie (i) svij
zivotopis v pravidelnych ro¢nich intervalech nebo
pifi  jakékoliv zméné€, (ii) ve spolupraci
s Poskytovatelem sluzeb minimaln¢ jednou roéné
kopii potvrzeni o vykonani pravidelné servisni
kontroly zafizeni pro poskytovani Sluzeb vcetné
certifikatu (pokud se vydava).

Poskytovatel sluzeb souhlasi s ucasti Osoby
odpovédné za Sluzby a/nebo ¢lenti personalu, ktefi
se budou na stran¢ Poskytovatele sluzeb podilet na
poskytovani Sluzeb dle této Smlouvy, na skolenich
poradanych Zadavatelem.

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
na pozadani zkouSejiciho nebo Clena studijniho
tymu z Centra studie, fadn¢ a bez zbytecného
odkladu poskytnou Sluzby ve formé a zptisobem
urenym zkousejicim nebo ¢lenem studijniho
tymu Centra studie a nasledné bez zbytecného
odkladu poskytnou zkousejicimu nebo c¢lenovi
studijniho tymu Centra studie vysledky Sluzeb, a
to ve formé& stanovené zkousejicim ¢i Elenem
studijniho tymu Centra studie.

Osoba odpoveédna za Sluzby prohlaSuje, ze ona
a/nebo ¢lenové persondlu byli obeznadmeni
s prislusnymi postupy, které se vztahuji ke Studii.
Poskytovatel sluzeb a Osoba odpoveédna za Sluzby
jsou povinni poskytovat Sluzby v souladu
s platnymi pravnimi pfedpisy, pravidly,
smérnicemi a profesnimi standardy uplatilovanymi
ve farmaceutickém pramyslu. V pfipadé, ze



applicable in the Pharmaceutical industry. In the
event Provider and/or Person responsible for the
Services receive a report of a serious adverse
event, suspicion of a serious or unexpected effect,
and/or other facts serious with regard to the health
of the Patients entered into the Study which are
related to the provision of the Services under this
Agreement, Provider and Person responsible for
the Services, respectively, will notify this
information to the investigator.

Sponsor agrees that its designated representative
visits the Provider at regular intervals. The
Provider and Person responsible for the Services
agree to give the Sponsor’s designated
representative (e.g. monitor), State Institute for
Drug Control, United States Food and Drug
Administration (hereinafter “FDA”), or any other
competent regulatory authority access to relevant
Study documentation. Such visits of the Sponsor’s
representatives will be by prior arrangement.
Sponsor or its authorized agents shall have the
right to audit financial documentation (e.g.,
performed work logs) relating to this Agreement to
verify amounts billed under this Agreement.

Sponsor agrees to make payments for Services
provided under this Agreement, by means and
under the terms agreed by the Parties as outlined
below and in Attachment A.

Estimated value of the performance is 270.000,- CZK.

8.

All payments under this Agreement shall be made
in Czech Koruna by bank transfer payable to:

Poskytovatel sluzeb anebo Osoba odpovédna za
Sluzby obdrzi informaci o zavazné nezadouci
ptihodé, podezieni na zavazny nebo neocekavany
ucinek a jiné skuteCnosti zavazné pro zdravi
Subjektii zarazenych do Studie souvisejicich
s poskytnutim Sluzeb dle této smlouvy, jsou
Poskytovatel a Osoba odpovédna za Sluzby
povinni tyto informace anebo stiznosti oznamit
zkousejicimu.

Zadavatel se zavazuje zajistit, aby jim povéteny
zastupce pravidelné¢ navstévoval Poskytovatele
sluzeb. Poskytovatel sluzeb a Osoba odpovédna za
Sluzby se zavazuji, ze Zadavatelem povétenym
zastupcim (napf. monitor), Statnimu Ustavu pro
kontrolu 16&iv, Utadu pro kontrolu potravin a 1é&iv
USA (déale jen ,,FDA®) ¢i jinému piislusnému
kontrolnimu ufadu umozni pfistup k ptislusné
studijni dokumentaci. Uvedené navstévy zastupct
Zadavatele se uskutecni po predchozi vzdjemné
domluvé. Zadavatel nebo jeho opravnéni zastupci
jsou opravnéni provést kontrolu financni
dokumentace (napt. evidence vykonané prace)
vztahujici se k této Smlouvé za ucelem ovéteni
Castek vyuctovanych podle této Smlouvy.

Zadavatel se zavazuje provést platby za Sluzby
poskytnuté podle této Smlouvy zpltisobem a za
podminek sjednanych Stranami dale v tomto
¢lanku Smlouvy a v priloze A.

Piedpokladana hodnota plnéni ¢ini 270.000,- K¢.

Veskeré platby podle této Smlouvy budou
uhrazeny v korunach ¢eskych formou bankovniho
prevodu na nize uvedeny ucet Poskytovatele
sluzeb:

FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY:
address of the Provider / adresa Poskytovatele sluzeb: Srobarova 50, 100 34 Praha 10

bank name and address / nazev a adresa banky: Ceska narodni banka
Bank code / kod banky: 0710
Acc. No/ ¢. uctu: XXX

9.

The payments from Sponsor for the Services
provided by Provider and Person responsible for
the Services hereunder (i) represent the fair market
value for such Services, (ii) were negotiated in an
arm’s length transaction, and (iii) have not been
determined in a manner that takes into account the
volume or value of any referrals or business
otherwise generated among the parties.
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Platby ze strany Zadavatele za Sluzby poskytnuté
Poskytovatelem sluzeb a Osobou odpovédnou za
Sluzby na zakladé této Smlouvy (i) predstavuji
pfimétenou trzni hodnotu za takové Sluzby, (ii)
byly sjednany jako transakce
v béznych obchodnich vztazich a (iii) nebyly
urCeny zpusobem, ktery zohlediiuje objem nebo
hodnotu jakychkoliv doporuceni nebo jakymkoli



10. Sponsor, Provider and Person responsible for the

Services, the latter following a previous consent of
Provider, may terminate this Agreement by giving
thirty (30) days written notice to other parties. This
Agreement shall become valid and effective on the
date it is signed by the last party hereof, however in
case the Agreement is a mandatorily published
contract pursuant to the Act on the Contract Register
(Act No. 340/2015 Coll., as amended; hereinafter
called the “Contract Registry Act”) it shall become
effective on the day of its publication in the register
of contracts in accordance with this Act and
instructions of the Ministry of Health. The
Agreement ceases to have effect when the Study is
completed or when terminated by the parties in
accordance with the terms of this Agreement. The
completion of this study or termination this
Agreement shall not relieve any party of its
obligation to the others in respect of Articles 6, 12,
13, 14 or 16.

The Parties acknowledge that this Agreement is a
mandatorily published contract pursuant to the
Contract Registry Act. The Parties have agreed
that publication of this Agreement in the Contract
Registry Act pursuant to Section 5 par. 1 of this
Act shall be performed by the Provider without
undue delay, however not later than 7 days after its
conclusion. Other Parties shall not be authorized to
publish this Agreement, unless after the expiration
of deadline the Agreement is still not published.

The Party selected to perform duty pursuant to
Section 5 par. 1 of the Contract Registry Act as
stated above is further obliged to fulfill the
conditions necessary for delivery of a confirmation
of the publication also to the Sponsor.

The Parties understand that the information
constituting business secrets of Parties and other
information that is not subjected to the obligation
of disclosure, is redacted before the Agreement is
sent for publication. Therefore, the Parties agree
that before publication Sponsor shall ensure
protection of personal data (including given name,
surname, unless such person is a contracting party,
any type of ID numbers, birthdates, addresses,
telephone, bank accounts, etc.) of any individual
referred to in the Agreement in accordance with
the applicable privacy laws and blind, in particular
and if applicable, the number of the Study subjects
and planned Study start and completion dates set
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10.

XXX

jinym  zptsobem  generovanou  obchodni

spolupraci mezi stranami.

Zadavatel, Poskytovatel sluzeb a Osoba
odpovédna za Sluzby po predchozim souhlasu
Poskytovatele sluzeb jsou opravnéni ukoncit tuto
Smlouvu na zdkladé pisemného oznameni
doruceného ostatnim smluvnim stranam 30 (slovy:
tficet) dnti predem. Tato Smlouva nabyva platnosti
a ucinnosti dnem jejiho podpisu posledni Smluvni
stranou, nicméné v piipadé, Ze je Smlouva povinné
uvetejiiovanou smlouvou podle zdkona o registru
smluv (zakon ¢. 340/2015 Sb., v platném znéni; dale
jen ,;zakon o registru smluv®), nabyva tcinnosti
dnem zvefejnéni v registru smluv v souladu s timto
zakonem a pokyny Ministerstva zdravotnictvi.
Smlouva pozbyva ucinnosti dokoncenim Studie
nebo na zéklad¢ ukonceni smluvnimi stranami
v souladu s podminkami této Smlouvy.
Dokoncenim Studie nebo ukoncenim této
Smlouvy neni zadna smluvni strana zprosténa
svych zavazkd vici druhé smluvni strané podle ¢l.
6, 12, 13, 14 nebo 16 této Smlouvy.

Strany potvrzuji, ze tato Smlouva je povinné
uvetejiiovanou smlouvou podle zédkona o registru
smluv. Strany se dohodly, ze uvefejnéni této
Smlouvy prostfednictvim registru smluv podle § 5
odst. 1 citovaného zakona bude provedeno
Poskytovatelem sluzeb bez zbytecného odkladu,
nejpozdgji vSak do 7 dnii od jejiho uzavieni. Ostatni
Strany nejsou opravnény uveiejnit tuto Smlouvu,
ledaze po uplynuti této lhity neni Smlouva stale
uvefejnéna.

Strana zajist'ujici splnéni povinnosti podle § 5 odst.
1 zakona o registru smluv, jak je uvedena vyse, je
dale povinna splnit podminky nezbytné k tomu, aby
potvrzeni o uvetejnéni Smlouvy bylo doruceno také
Zadavateli.

Strany jsou srozumeény s tim, ze informace tvoiici
obchodni tajemstvi Stran a dalsi informace, které
nepodléhaji povinnosti uvefejnéni, budou pred
odeslanim Smlouvy k uvefejnéni znecitelnény. S
ohledem na uvedené Strany souhlasi s tim, Ze
Zadavatel pred uvefejnénim zajisti ochranu
osobnich udaja (véetné jména a prijmeni, nejedna-li
se o smluvni stranu jakéhokoliv  typu
identifikac¢nich daji, dat narozeni, adres bydliste,
telefonnich cisel, bankovnich uctd apod.) jakékoli
fyzické osoby zminéné ve Smlouvé v souladu
s pravnimi pfedpisy na ochranu osobnich udajii a
znecitelni zejména poctu Subjekt hodnoceni
zatazenych do Studie, planovana data zahajeni



11.

12.

13.

14.

forth in the Agreement as well as any Confidential
Information of the Sponsor and/or relating to the
Study set forth in the Budget, which form integral
parts of the Agreement, and/or in the Sponsor’s
clinical trial insurance policy (if and insofar as the
insurance policy forms part of the Agreement).

The parties acknowledge that in providing
professional Services for Sponsor, the Provider
and Person responsible for the Services are doing
so as independent contractors and not as an
employees of Sponsor. As an independent
contractors, Provider, Person responsible for the
Services and any associated staff assisting with the
Study will not receive any compensation beyond
that stated above. Sponsor shall not be responsible
for paying any taxes on behalf of the Provider,
Person responsible for the Services or any
associated staff assisting with the Study (including,
any income taxes) and the Provider and Person
responsible for the Services warrant that the
Provider will fulfil all applicable obligations
regarding such taxes.

All information and materials provided to the
Provider and/or Person responsible for the
Services by Sponsor or its representatives pursuant
to this Agreement or generated pursuant to this
Agreement (hereinafter called “Confidential
Information”) shall be the property of Sponsor.
The Provider and Person responsible for the
Services may use only Confidential Information
for performance under this Agreement. The
Provider and Person responsible for the Services
shall keep the Confidential Information strictly
confidential and shall disclose it only to the person
responsible for Services and/or members of staff
assisting with the Study on a need-to-know basis
and for use only in performance of this Agreement.
The Provider shall be responsible for any breach of
this confidentiality provision by its staff or agents.

The Provider and Person responsible for the
Services agree to allow Sponsor or its designee
access to the Study documentation maintained
with regards to the Patients to check that Provider
and Person responsible for the Services has
complied with all of their obligations herein.

Sponsor shall not be held liable for any damages or
losses that may based on reasonable proof result
from Provider's and/or Person responsible for the
Services’ negligence or from the performance of
Provider's and/or Person responsible for the
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12.

13.

14.

XXX

a ukonceni Studie uvedena ve Smlouve, jakoz
i jakoukoliv Diivérnou informaci Zadavatele anebo
vztahujici se ke Studii obsazenou v Rozpoctu, které
tvoti nedilné soucasti Smlouvy, anebo v pojistné
smlouvé Zadavatele (za predpokladu, Ze takova
pojistna smlouva je soucasti Smlouvy).

Smluvni strany jsou srozumény s tim, ze pfi
poskytovani  odbornych  Sluzeb  Zadavateli
vystupuji Poskytovatel sluzeb a Osoba odpovédna
za Sluzby jako nezavisli dodavatelé a nikoli jako
zaméstnanci Zadavatele. Poskytovatel sluzeb
a Osoba odpovédna za Sluzby jako nezavisli
dodavatelé ani spolupracujici personal podilejici se
na provadéni Studie nemaji narok na jakoukoli
odménu nad ramec plateb uvedenych vyse.
Zadavatel neodpovidd za zaplaceni jakychkoliv
dani za Poskytovatele sluzeb, Osobu odpovédnou
za Sluzby nebo spolupracujici personal podilejici
se na Studii (v€etné piipadnych dani z piijmu),
pricemz Poskytovatel sluzeb a Osoba odpovédna
za Sluzby zaru€uji, ze splni veSkeré piislusné
povinnosti v souvislosti s takovymi danémi.

Veskeré informace a materialy poskytnuté podle
této Smlouvy Poskytovateli sluzeb a/nebo Osob¢
odpovédné za Sluzby Zadavatelem nebo jeho
zastupci nebo vytvorené podle této Smlouvy (dale
jen "Diuvérné informace") jsou vlastnictvim
Zadavatele. Poskytovatel sluzeb a Osoba
odpovédna za Sluzby jsou opravnéni pouzivat
Duvérné informace pouze pro ucely plnéni na
zakladé¢ této Smlouvy. Poskytovatel sluzeb
a Osoba odpovédna za Sluzby se zavazuji, Ze
budou Duvérné informace uchovavat v tajnosti
a tyto poskytnou pouze c¢lenim persondlu
podilejicim se na Studii, a to pouze v piipadé
potieby a pouze pro ucely plnéni této Smlouvy.
Poskytovatel sluzeb odpovida za jakékoliv poruseni
tohoto ustanoveni o divérnosti informaci ze strany
svych zaméstnancti nebo zastupc.

Poskytovatel sluzeb a Osoba odpoveédna za Sluzby
se zavazuji, ze umozni Zadavateli nebo jim
povefené osobé piistup k dokumentaci Studie
vedené o subjektech hodnoceni za ucelem
provéteni splnéni vSech zavazkll Poskytovatele
sluzeb a Osoby odpovédné za Sluzby podle této
Smlouvy.

Zadavatel neodpovida za jakékoli piipadné Skody
nebo ztraty, které mohou vzniknout v dusledku
nedbalosti Poskytovatele sluzeb anebo Osoby
odpovédné za Sluzby podlozené dostate¢nym
dikazem, nebo pii plnéni Sluzeb a povinnosti



15.

16.

17.

Services’ Services and obligations hereunder, and
Provider and Person responsible for the Services
shall indemnify and hold Sponsor, its officers,
directors and employees harmless from and against
any suits, claims, actions or liabilities arising from
Provider's and/or Person responsible for the
Services’ breach of any of their obligations under
this Agreement which are based on reasonable proof
or from their negligent acts which are based on
reasonable proof, omissions or failure to act.

Neither party may use the name of other parties in
any publicity or advertising nor issue a press
release or otherwise publicize or disclose any
information related to the existence of this
Agreement or the terms and conditions hereof,
without the prior written consent of other parties.

All concepts, inventions, ideas, patent rights, data,
reports, trademarks, and copyrights which are
related to or arise out of or in connection with the
Study, Provider’s and/or Person responsible for the
Services’ Services or work product or any and all
Services performed by Provider and/or Person
responsible for the Services pursuant to this
Agreement, will be the exclusive property of, and
all ownership rights shall vest in, Sponsor or
Sponsor’s designee. All Works Made for Hire as
defined in the U.S. Copyrights and all other
copyrightable works are deemed, upon their
creation, to be assigned to Sponsor. Provider and
Person responsible for the Services warrant that
they have authority to assign all inventions,
copyrights and other intellectual property rights to
Sponsor and further agree to sign all necessary
documents or take such other actions as Sponsor
may reasonably request in order to perfect any and
all such rights.

The Provider and Person responsible for the
Services warrant and represent that as of the date
of this Agreement they (i) have the authority to
execute this Agreement; and (ii) are not a party to
any oral or written contract or understanding with
any third party that is inconsistent with this
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Poskytovatele sluzeb anebo Osoby odpovédné za
Sluzby podle této Smlouvy, pficemz se
Poskytovatel sluzeb a Osoba odpovédna za sluzby
zavazuji, ze Zadavatele, jeho statutarni zastupce,
vedouci pracovniky a zaméstnance odskodni a
zajisti proti jakymkoli zalobam, narokiim, jinym
ukonim nebo odpovédnostnim zavazkim v
disledku poruseni povinnosti Poskytovatele
sluzeb anebo Osoby odpovédné za sluzby
podlozené¢ho dostatecnym dikazem podle této
Smlouvy nebo v dusledku nedbalosti podlozené
dostatecnym dikazem, nekonani nebo opomenuti
ze strany Poskytovatele sluzeb anebo Osoby
odpovédné za Sluzby.

Z4dna ze smluvnich stran neni opravnéna pouzit
nazev dalSich smluvnich stran v rameci jakékoli
propagace nebo reklamy ani vydat tiskovou zpravu
nebo jinak publikovat ¢i zvefejnit jakékoli
informace vztahujici se k existenci této Smlouvy
nebo podminkdm v ni stanovenym bez
predchoziho pisemného souhlasu ostatnich
smluvnich stran.

Veskeré koncepty, objevy, myslenky, patentova
prava, uidaje, zpravy, ochranné znamky a autorska
prava, kterd se tykaji nebo wvznikaji znebo
v souvislosti se Studii, sluzbami ¢i vysledky prace
Poskytovatele sluzeb anebo Osoby odpovédné za
Sluzby ¢i jakymikoliv Sluzbami poskytnutymi
Poskytovatelem sluzeb anebo Osobou odpovédnou
za Sluzby podle této Smlouvy, jsou vylunym
vlastnictvim Zadavatele a veskera vlastnicka prava
nalezi Zadavateli nebo osob¢ urc¢ené Zadavatelem.
Veskera dila zhotovena na objednavku, tak jak
jsou definovana v zdkon€ Spojenych stati
americkych o autorském pravu (U. S. Copyrights),
a veskera dalsi dila, kterda mohou byt chranéna
podle autorskych zakont, jsou v okamziku jejich
vytvofeni povazovana za postoupena Zadavateli.
Poskytovatel sluzeb a Osoba odpovédna za Sluzby
zaruCuji, Ze jsou opravnéni postoupit veSkeré
objevy, autorska prava a jina prava duSevniho
vlastnictvi Zadavateli, a dale souhlasi s tim, ze
podepisi  jakékoli nezbytné dokumenty ¢i
uskuteCni jakakoli jina jednani, ktera bude
Zadavatel diivodné pozadovat pro perfekci téchto
prav.

Poskytovatel sluzeb a Osoba odpoveédna za Sluzby
zarucuji a prohlasuji, ze k datu podpisu této
Smlouvy (i) jsou opravnéni uzavtit tuto Smlouvu a
(i1) nejsou stranou zadné jiné Ustni Ci pisemné
dohody nebo smlouvy s jakoukoli tfeti stranou,
ktera by byla v rozporu s touto Smlouvou a/nebo



18.

19.

20.

21.

Agreement and/or its performance hereunder, or
that will in any way limit or conflict with their
ability to fulfill the terms of this Agreement.
Provider and Person responsible for the Services
further represent that they will not enter into any
such agreement during the term of this Agreement.

Provider and Person responsible for the Services
represent and warrant that neither they nor their
representatives or employees involved with this
Services under this Agreement have been debarred
pursuant to the Federal Food, Drug and Cosmetic
Act, or excluded from a federal health care
program, or similarly sanctioned under the laws of
the Czech Republic.

Provider and Person responsible for the Services
represent and warrant that they will not knowingly
use in any capacity, in connection with any
Services to be performed under this Agreement,
any individual who has been debarred pursuant to
any applicable laws or regulations of Czech
Republic. If Provider is not owned or controlled by
the government, Provider represents and warrants
that Provider is not owned by 50% or more by a
person listed on the U.S. Treasury Department’s
List of Specially Designated Nationals and
Blocked Persons (hereinafter called the “SDN
List”)
(https://www.treasury.gov/ofac/downloads/sdnlist
.pdf) or U.S. Treasury Department’s Office of
Foreign Asset Controls “OFAC” Consolidated
Sanctions List
(https://www.treasury.gov/resource-
center/sanctions/SDN-
List/Pages/consolidated.aspx). Provider further
represents and warrants that Provider shall notify
Sponsor in writing immediately if Provider
becomes owned by 50% or more by a person listed
on the SDN List.

Provider warrants and represents that Provider has
insurance sufficient to cover the Provider’s
obligations and/or any liability assumed by
Provider under this Agreement. Provider shall
produce proof of such insurance within thirty (30)
days of Sponsor’s request.

Provider and Person responsible for the Services
shall not assign this Agreement to any person,
firm, partnership, corporation or other entity
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plnénim podle této Smlouvy a kterd by jakymkoli
zpusobem omezovala nebo byla vrozporu se
zpusobilosti Poskytovatele sluzeb a Osoby
odpovédné za Sluzby plnit podminky této
Smlouvy. Poskytovatel sluzeb a Osoba odpovédna
za Sluzby dale prohlaSuji, ze z&dnou takovou
smlouvu nebo dohodu neuzaviou po dobu trvani
této Smlouvy.

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
prohlasuji a zarucuji, ze jim ani jejich zastupcim
¢i zaméstnancim podilejicim se na poskytovani
Sluzeb podle této Smlouvy, nebylo jakkoliv
omezeno opravnéni k provadéni studii podle
Federalniho zdkona o potravinach, 1éCivech a
kosmetice ani nebyli vylouceni z federalniho
programu zdravotni péce ani jim nebyla ulozena
obdobna sankce podle pravnich piedpisi Ceské
republiky.

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
prohlasuji a zarucuji, ze védome nevyuziji v zadné
funkeci, v souvislosti s jakymikoliv Sluzbami, které
maji byt poskytnuty podle této Smlouvy,
jakoukoliv osobu, které bylo podle pravnich
predpisi Ceské republiky odebrano opravnéni k
provadéni klinickych hodnoceni. Pro ptipad, ze
Poskytovatel sluzeb neni statnim zdravotnickym
zafizenim, tak Poskytovatel sluzeb prohlasuje a
zarucuje, ze neni vlastnén z 50 % a vice procent
osobou uvedenou na cerné listin€¢ specialné
oznacenych obcant vedené Ministerstvem financi
USA (dale jen »SDN
seznam*®),(https://www.treasury.gov/ofac/downlo
ads/sdnlist.pdf) nebo na konsolidovaném seznamu
sankci vedeném Utadem pro kontrolu zahraniénich

aktiv  (OFAC) Ministerstva financi USA
(https://www.treasury.gov/resource-
center/sanctions/SDN-
List/Pages/consolidated.aspx). Poskytovatel

sluzeb dale prohlasuje a zarucuje, Ze poda
Zadavateli neprodlené pisemnou zpravu, pokud by
se stal nejméné z 50 % vlastnénym osobou
uvedenou na SDN seznamu.

Poskytovatel sluzeb zaru€uje a prohlasuje, Zze ma
sjednano pojisténi v rozsahu postacujicim k
pokryti jeho povinnosti a/nebo odpovédnostnich
zavazkli prevzatych podle této Smlouvy.
Poskytovatel sluzeb predlozi dikaz takového
pojisténi do tficeti (30) dnil od zadosti Zadavatele.

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
nejsou opravnéni tuto Smlouvu postoupit jakékoli
osobg, podniku, sdruzeni, spole¢nosti nebo jinému



22.

23.

(including by operation of law, judicial process or
otherwise) without the prior written consent of
Sponsor, which consent may be withheld for any
reason. Sponsor shall be entitled to assign this
Agreement to any of its subsidiaries, affiliates,
and/or its parent corporation, or any of such parent
corporation's  subsidiaries and/or affiliates
(including by operation of law, judicial process or
otherwise) without the prior written consent of
Provider and Person responsible for the Services.

Provider and Person responsible for the Services
agree that they will not make any payment, either
directly or indirectly, of money or other assets
(collectively hereinafter called “Payment”) to any
Government Official (as defined below) if such
Payment is for the purpose of influencing decisions
or actions with respect to the subject matter of this
Agreement or any other aspect of Sponsor’s
business. “Government Official” means (i) any
officer or employee of a government, or of a public
international organization, (ii) any person acting in
an official capacity for or on behalf of any such
government or public international organization,
and (iii) any official of a political party or
candidate for political office. Provider and Person
responsible for the Services will report any
violation of the requirements of this Article to
Sponsor immediately and agree to make all
relevant records and other documentation relating
to a violation available for Sponsor and its
representatives review.

If Provider is a corporate entity, Provider
represents and warrants that, other than as set forth
below, Provider and/or any of its directors,
officers, or employees is not employed or engaged,
whether paid or unpaid, in any of the following in
a capacity that could allow any of its directors,
officers, or employees to influence the Sponsor's,
or Sponsor's affiliate business:

23.1 as Government Official (including
a relationship with a Governmental Official
which could cause the official to influence
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subjektu bez predchoziho pisemného souhlasu
Zadavatele (a to ani na zaklad¢ zakona, soudnim
postupem ¢i jinym zplsobem), pficemz takovy
souhlas muze byt z jakéhokoli divodu odepten.
Zadavatel je opravnén tuto Smlouvu postoupit na
kteroukoli svoji dcefinou, pfidruzenou a/nebo
matefskou spolecnost anebo kterékoli dcetiné nebo
pridruzené spolecnosti své matetské spolecnosti (a
to 1 na zékladé zakona, soudniho postupu ¢i jinak)
bez predchoziho pisemného souhlasu
Poskytovatele sluzeb a Osoby odpovédné za
Sluzby.

Poskytovatel sluzeb a Osoba odpoveédna za Sluzby
souhlasi, ze neprovedou jakoukoliv vyplatu, pfimo
nebo nepfimo, penéznich prosttedkli nebo jinych
majetkovych hodnot (dale spole¢né jen ,,Platba*)
jakékoliv Utedni osob& (jak je tato definovana
nize), pokud by méla byt takova Platba provedena
za ucelem ovlivnéni rozhodovani nebo jednani
vztahujicimu se k pfedmétu této Smlouvy nebo
jakémukoliv  jinému aspektu podnikatelské
Cinnosti Zadavatele. Pojmem ,Utedni osoba“ se
rozumi (i) zastavajici funkci nebo zaméstnana v
organu vefejné moci nebo v mezinarodni
organizaci vytvorené subjekty mezinarodniho
prava vefejného, (ii) jakakoliv osoba jednajici
v ufednim postaveni pro nebo Vv zastoupeni
jakéhokoliv  organu  vefejné moci  nebo
mezinarodni  organizace vytvofené subjekty
mezinarodniho prava vefejného a (iii) zastavajici
funkci v politické strané nebo kandidujici na
politickou funkci. Poskytovatel sluzeb a Osoba
odpovédna za Sluzby neprodlen¢ oznami jakékoliv
poruseni povinnosti stanovenych v tomto ¢lanku
Zadavateli a potvrzuji, ze zpfistupni Zadavateli a
jeho zastupcim ke kontrole veskeré relevantni
zdznamy a dal$i dokumentaci tykajici se takového
poruseni.

Je-li Poskytovatel sluzeb pravnickd osoba,
prohlasuje a zarucuje, ze kromé nize uvedeného on
ani zadny z jeho statutarnich orgéand, vedoucich
pracovnika ¢i zameéstnancil neni v
zaméstnaneckém ani v jiném pravnim vztahu, at’
uz je ¢i neni spojen s finanéni odménou, jemuz by
odpovidaly nize uvedené funkce a pozice a jenz by
takové osobé umoznovaly ovliviiovat obchodni
zalezitosti Zadavatele nebo pridruzené spolecnosti
Zadavatele, a to jako:

23.1 Utedni osoba (v&etné vztahu k Utedni
osobé, vjehoz disledku by tato Utedni
osoba mohla ovlivnit obchodni zalezitosti



24.

25.

26.

27.

the business of the Sponsor or Sponsor

affiliate companies);
23.2 on or serving in an official service provider
capacity to any reimbursement committee,
pricing  committee, drug  approval
committee, formulary or similar committee
(e.g. State Office for Drug Control and
Ministry of Healthcare) or health insurance
company or official service provider /
advisor to any of these committees;

233 in any other governmental position,
including a position in an international
governmental health organization, such as
the WHO (World Health Organization) or
UNICEEF.

If Provider or Person responsible for the Services
is an individual, Provider or Person responsible for
the Services shall notify Sponsor in case he or
according to his best knowledge his immediate
family relatives (including married and unmarried
spouse; siblings, children, parents, grandparents)
are employed or engaged, whether paid or unpaid,
in any of the following entities in a capacity that
could allow the individual to influence the business
of the Sponsor or its affiliates: (a) as government
official  (including a  relationship  with
a governmental official which could cause the
official to influence the business of the Sponsor);
(b) on or serving in an official advisory capacity to
any reimbursement committee, pricing committee,
drug approval committee, formulary or similar
committee; (c) in any other governmental position,
including a position in an international
governmental health organization, such as the
WHO (World Health Organization) or UNICEF.

Provider and Person responsible for the Services
shall inform in writing, without delay Sponsor to
the extent the status described above in sec. 23 or
in sec. 24 changes during the term of this
Agreement.

If the Provider and/or Person responsible for the
Services learns that a conflict of interest within the
meaning of sec. 23 or of sec. 24 hereof may arise
during the term of this Agreement, it shall inform
without delay Sponsor if requested to do so by
Sponsor, and Sponsor shall be entitled to terminate
this Agreement with immediate effect upon notice
to the Provider.

For transparency reasons the Sponsor is entitled to  27.

inform any requestor about the Provider’s and
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Zadavatele nebo jeho pfidruzenych
spolecnosti);

23.2 clen nebo osoba jednajici zufedniho
povéfeni nebo jako poradce komise

rozhodujici o uhradach 1€€iv, o cenach 1éciv,
nebo o registraci 1éCiv, kategorizacni
komise anebo jiné komise, ¢i obdobného
organu (napf. Statni ustav pro kontrolu léciv
a  Ministerstvo  zdravotnictvi)  nebo
zdravotni pojistovny;
23.3 osoba zastavajici jakoukoliv jinou verejnou
funkci véetné¢ funkce v mezinarodni vladni
zdravotnické organizaci, jako je WHO
(Svétova zdravotnickd organizace) nebo
UNICEF.

Je-1i Poskytovatel sluzeb nebo Osoba odpovédna
za poskytovani sluzeb fyzickd osoba, oznami
Zadavateli, pokud on sam nebo podle jeho
nejlepsiho védom i osoby jemu blizké (véetné jeho
manzelky a druzky, sourozenct, déti, rodica
a prarodicll) jsou v pracovnépravnim nebo jiném
vztahu, at vykondvaném za odménu nebo
bezplatné, k nékterému z nasledujicich organi, a to
v postaveni, které jim umoziuje ovlivnit
podnikatelskou Cinnost Zadavatele nebo jeho
ptidruzenych spolecnosti: (a) Gfedni osoba (véetné
vztahu k ufedni osob¢, na jehoz zaklad¢ by mohla
tato osoba ovlivnit podnikatelskou c¢innost
Zadavatele); (b) clen nebo poradce jakékoliv
komise rozhodujici o uhradach 1éciv, cen¢ 1éCiv,
registraci 1éCiv, kategorizatni nebo obdobné
komise; (c) jakakoliv jina vefejna funkce, vcetné
funkce v mezindrodni vladni zdravotnické
organizaci, jako je WHO (Svétova zdravotnicka
organizace) nebo UNICEF.

Poskytovatel sluzeb a Osoba odpovédna za Sluzby
se zavazuji bezodkladn¢ pisemné informovat
Zadavatele o kazdé zméné stavu popsan¢ho v
bodech 23 nebo 24 vyse po celou dobu trvani této
Smlouvy.

Dozvi-li se Poskytovatel sluzeb anebo Osoba
odpovédna za Sluzby, ze muze dojit ke stietu
zajmu ve smyslu bodi 23 nebo 24 Smlouvy po
dobu trvani této Smlouvy, informuje o tom
neprodlené¢ Zadavatele a neprodlené prerusi
poskytovani Sluzeb, pokud o to bude Zadavatelem
pozadan, a Zadavatel bude oprdvnén vypoveédeét
Smlouvu bez vypovédni doby.

V souladu s pozadavky na transparentnost je
Zadavatel opravnén informovat jakéhokoli



28.

Person responsible for the Services’ services under
this Agreement as far as the Sponsor is requested
to do so according to applicable legal regulations.

No term, condition or other provision of any
attachment(s) or addenda to this Agreement shall
supersede any term, condition or other provision of
this Agreement and with respect to any
inconsistency or ambiguity, this Agreement shall
control. This Agreement represents the entire
understanding of the parties and hereby supersedes
all prior understandings and agreements, whether
oral or written, among the parties with respect to
the Services to be performed. This Agreement may
only be amended by a written instrument signed by
both parties. This Agreement is executed in a
bilingual English-Czech version, while in case of
discrepancies between the language versions the
Czech version shall prevail.

[The following space is intentionally left blank.]

Page 10 of 11

28.

zadatele o Sluzbach poskytovanych
Poskytovatelem sluzeb a Osobou odpovédnou za
Sluzby na zaklad¢ této Smlouvy, je-li Zadavatel
povinen podle pravnich ptepist takovou informaci
poskytnout.

Z4dna nalezitost, podminka nebo jiné ustanoveni
jakékoli pfilohy nebo dodatku této Smlouvy
nenahrazuje jakoukoli nalezitost, podminku nebo
ustanoveni této Smlouvy, pfiCemz v piipadé
jakéhokoli rozporu nebo pochybnosti je
rozhodujici tato Smlouva. Tato Smlouva
predstavuje uplnou dohodu smluvnich stran
a nahrazuje veskera ptedchozi ustni ¢i pisemna
ujednani mezi smluvnimi stranami ve vztahu ke
Sluzbam, které maji byt poskytnuty. Tuto Smlouvu
lze ménit pouze ve formé pisemnych dodatkl
podepsanych obéma smluvnimi stranami. Tato
Smlouva je vyhotovena v dvojjazy¢né anglicko-
Ceské verzi, pfiCemz v piipadé rozporu mezi
jazykovymi verzemi je rozhodujici verze v ceském
jazyce.

[Nasledujici misto je zamérné ponechano prazdné.]

XXX



IN WITNESS WHEREOF, the parties have caused this NA DUKAZ TOHO smluvni strany zajistily, aby tato

Agreement to be executed, by duly authorized Smlouva byla podepsana jejich fadn€ opravnénymi

representatives, as of the last date written below. zastupci a takto uzaviena k poslednimu z nize
uvedenych dat.

ACCEPTED AND AGREED: PRIJATO A SCHVALENO:

MERCK SHARP & DOHME s.r.o.

BY / PODEPSAL: DATE / DATUM:

NAME / JIMENO:

TITLE / FUNKCE:

FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY

BY / PODEPSAL: DATE / DATUM:

NAME / JMENO: MUDr. Jan Votava, MBA

TITLE / FUNKCE: director/ feditel

MUDR. OTTO LANG, PH.D.

BY / PODEPSAL: DATE / DATUM:
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