ANCILLARY SERVICES AGREEMENT SM LouyA @) P,OSKYTOVVANi
DOPLNKOVYCH SLUZEB
THIS ANCILLARY SERVICES AGREEMENT | TATO_ SMLOUVA ___ O POSKYTOVANI
is made this  day of 20 DOPLNKOVYCH SLUZEB se wuzavira dne
20
BETWEEN: MEZI TEMITO SUBJEKTY::

“DSI”: Daiichi Sankyo Inc. (“DSI”) located at 211
Mt. Airy Road, Basking Ridge, New Jersey 07920
United States; and

»DSI“: spolecnost Daiichi Sankyo, Inc. (déale jen
,,DSI®), se sidlem 211 Mt. Airy Road, Basking Ridge,
New Jersey 07920, Spojené staty americke; a

“IQVIA”: IQVIA RDS Czech Republic s.r.o.
located at: Pernerova 691/42, 186 00 Praha 8 —
Karlin, Czech Republic; and

»IQVIA“: spolecnost IQVIA RDS Czech Republic
S.I.0. Se Vsidlem: Pernerova 691/42, 186 00 Praha 8 —
Karlin, Ceskéa republika; a

“Service Provider”: General University Hospital
in Prague with an address at U Nemocnice 499/2,
128 08 Praha 2, Czech Republic, ID: 00064165

»Poskytovatelem sluZzeb*“: VSeobecna fakultni
nemochice v Praze se sidlem U Nemocnice 499/2,
128 08 Praha 2, Ceska republika, IC: 00064165

WHEREAS:

UVODNI USTANOVENI:

(One) IQVIA has been engaged by DSI to provide
project management and/or other services in
connection with the study based on Protocol No.
AC220-168 entitled “A Phase 3,
Double-Blind, Randomized, Placebo-Controlled
Trial of Quizartinib  Administered in
Combination with Induction and Consolidation
Chemotherapy and Administered as
Maintenance Therapy in Adult Patients with
Newly Diagnosed FLT3-ITD (-) Acute Myeloid
Leukemia”
(the  “Protocol”); (the “Study”) to be
conducted/performed at  Ustav hematologie a
krevni transfuze, located at U Nemocnice 2094/1,
128 00 Prague 2, Czech Republic, (“Institution”)
under the direction and supervision of
, (“Principal
Investigator” or “Investigator”) in accordance with
the Clinical Trial Agreement between Institution and
IQVIA and DSI (the “Study Agreement”); and

1) Spolecnost IQVIA byla spole¢nosti DSI povérena
fizenim projektu a/nebo poskytovanim dalsich sluzeb
vsouvislosti se studii na zdkladé¢ protokolu
¢. AC220-168 snazvem  Dvojité zaslepené,
randomizované, placebem kontrolované klinické
hodnoceni  faze 3 pripravku Quizartinib
podavaného v kombinaci s indukéni a konsolidaéni
chemoterapii a jako udrZovaci 1écba dospélym
pacientim s nové diagnostikovanou FLT3-1TD
negativni akutni myeloidni leukémii“ (dale jen
»Protokol”); (dale jen ,Studie”), ktera se bude
provadét v Ustavu hematologie a krevni transfuze,
se sidlem U Nemocnice 2094/1, 128 00 Praha 2, Ceska

republika (dale jen ,,Zdravotnické zaﬁzeni“i ﬁod

vedenim a dohledem

(ddle jen ,Hlavni zkouSejici®, ptipadné¢ nebo
»Zkousejici) v souladu se Smlouvou o provadeni
klinického hodnoceni mezi Zdravotnickym zafizenim
aspolecnosti IQVIA a DSI (dale jen ,,Smlouva

0 klinickém hodnoceni®).
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(Two) Investigator has requested, and DSI has
approved, Service Provider’s services, more
particularly set out in Attachment 2, be provided to
assist Investigator’s conduct of the Study at
Institution; and

2) Zkousejici po Poskytovateli sluzeb pozadoval, aby
Poskytovatel sluzeb poskytoval Zkousejicimu své
sluzby blize specifikované v Pfiloze 2, atim mu
pomdahal pfi provadéni Studie ve Zdravotnickém
zafizeni, a spole¢nost DSI toto schvalila.

(Three) IQVIA has agreed to engage Service
Provider’s services to assist Investigator in
conducting the Study, and the parties wish to set out
the terms on which such services will be provided;
and

3) Spole¢nost IQVIA s povéfenim Poskytovatele
sluzeb, aby pomahal Zkousejicimu pii provadéni
Studie, souhlasila a smluvni strany si pieji stanovit
podminky, za nichz budou tyto sluzby poskytovany.

NOW IT IS HEREBY AGREED as follows:

SMLUVNI STRANY SE DOHODLY na uzavieni
Smlouvy Vv nasledujicim znéni:

1. Services
1.1  Service Provider agrees to perform the
services (“Services”) as more particularly set
out in Attachment 2, which is incorporated
herein by reference. 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, and the applicable rules and
regulations of the Institution and
Investigator.

1.2 Service Provider will strictly follow all terms
and provisions of the protocol (“Protocol”)
that apply to the provision of Services.

1.3. The parties have agreed that, in connection with
this Agreement, DSI and IQVIA will enter
into a separate ancillary services agreement
with a cardiologist designated by the Service

1. Sluzby
1.1 Poskytovatel sluzeb souhlasi s poskytovanim
sluzeb (dale jen ,,Sluzby*), jak je podrobné&ji
stanoveno Vv Priloze 2, kterd je zaclenéna jako
nedilnd  soucdst do této  Smlouvy
prostiednictvim odkazu. Poskytovatel sluzeb
se zavazuje, ze Sluzby budou poskytovany
vsouladu sveskerymi platnymi zakony,
pravidly a nafizenimi a ve shodé s profesnimi
standardy a pfislusnou spravnou klinickou
a laboratorni praxi, pokyny a standardnimi
pracovnimi postupy a S platnymi pravidly
a nafizenimi Zdravotnického zatizeni
a ZkousSejiciho.

1.2 Poskytovatel sluzeb bude striktné dodrZovat
vSechny podminky a ustanoveni protokolu
(déle jen ,,Protokol®), které se vztahuji na
poskytovani Sluzeb.

1.3 Strany se dohodly, ze v souvislosti s touto
Smlouvou DSI a IQVIA uzaviou samostatnou
smlouvu o poskytovani doplitkovych sluzeb

Provider. s kardiologem  uréenym  Poskytovatelem
sluzeb.
2. Warranties 2. Zaruky
2.1  Service Provider represents and warrants that | 2.1~ Poskytovatel  sluzeb timto  prohlasuje

neither it, nor, to the best of their knowledge,

a zaruCuje se, ze on sam a dle jeho nejlepsiho
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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 DSI or IQVIA
immediately if any such investigation,
disqualification, debarment, or ban occurs.

2.2 Service Provider warrants to DSI and IQVIA
that it is not party to any other agreement or
other arrangement, however informal, the
terms of which would present a conflict of
interest with the Services and Service
Provider covenants not to enter into, during
the term of this Agreement, any agreement or
arrangement which could be in conflict with
the provision of Services.

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

2.4  DSI represents that the conduct of the Study
has been approved in accordance with
applicable law, and DSI is responsible for
compliance with all legal obligations with
respect to maintain approval with regulatory
authorities and ethics committees. DSl
further represents that all applicable
documents, including the Informed Consent
Form for the conduct of the Services and the
processing of personal data in the Study,
have been provided to the Service Provider
and are complete and correct for the
purposes of conducting the Study and
providing the Services under this
Agreement.

2.2

2.3

2.4

védomi ani zddny jeho zaméstnanec, zastupce
¢i jiné osoby poskytujici Sluzby pod jeho
vedenim nebyli zbaveni opravnéni, prohlaseni
nezpusobilymi k vykonu ¢innosti ani jim
nebyl ulozen zadkaz poskytovat Sluzby
pfedpokladané touto Smlouvou a ze zddnym
kontrolnim ufadem v Zadné zemi proti nim
nebylo zahajeno vySetfovani, jehoz vysledkem
muze byt zékaz CcCinnosti nebo jakakoli
podobna regulacni opatieni; Poskytovatel
sluzeb bude spole¢nosti DSI nebo IQVIA
neprodlené informovat, pokud by
k jakémukoli takovému vySetifovani,
prohlaseni nezpusobilosti, zbaveni opravnéni
nebo zakazu ¢innosti doslo.

Poskytovatel sluZzeb se spole¢nostem DSI
a IQVIA zarucuje, Ze neuzaviel zadnou jinou
smlouvu nebo dohodu, byt neformalni, jejiz
podminky by predstavovaly stfet zajmt se
Sluzbami, a zavazuje se, Ze béhem trvani této
Smlouvy zadnou takovou smlouvu ¢i dohodu,
ktera by mohla byt v rozporu s poskytovanim
Sluzeb, neuzavie.

Poskytovatel sluzeb se spole¢nostem DSI
a IQVIA zarucuje, Ze je drzitelem veskerych
licenci pottebnych k poskytovani Sluzeb.

DSI prohlaSuje, Ze provadéni studie bylo
schvéleno v souladu s pfisluSnymi pravnimi
ptedpisy, pficemz DSI odpovidd za plnéni
veskerych zékonnych povinnosti tykajicich se
zachovani schvaleni regulatornich Gfadi a
etickych komisi, a dale DSI prohlasuje, Ze
Poskytovateli sluzeb byly ptredany veSkeré
potiebné¢ dokumenty, vcetné¢ formulaie
Informovaného souhlasu pro provadéni
SluzZeb a zpracovavani osobnich udajii v ramci
studie, které jsou uplné a spravné pro ucely
provadéni studie a poskytovani sluzeb dle této
smlouvy.
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2.5

2.6

2.7

2.8

2.9

The results of the examination will be sent
by the Service Provider only to the
Investigator.

The Service Provider will not process
personal data for DSI or IQVIA.

Dates for the provision of
services/examinations will be individually
agreed in advance between the Service
Provider and the Principal Investigator,
whereby the authorised person is entitled to
postpone the agreed date for as long as is
necessary for the proper provision of health
services by the Service Provider.

The DSI undertakes to inform the Service
Provider promptly if the study is terminated
(early or at the properly anticipated time), to
inform if the regulatory authority suspends
or prohibits the conduct of the Study, and if
the approval of the Ethics Committees is
withdrawn (temporarily or permanently).

Service Provider is not responsible for the
selection of patients for the study by the
Principal Investigator, the Service Provider
is not obliged to verify their selection and is
only required to control the frequency of
testing in any one patient in compliance with
the requirements of the Protocol. As
completed in compliance with the Protocol,
the Service Provider is entitled to be paid for
the performance of services in respect of all
patients referred by the Principal
Investigator for the performance of the
Service.

2.5

2.6

2.7

2.8

2.9

Vysledky vySetieni budou Poskytovatelem
sluzeb odeslany pouze Hlavnimu
zkousejicimu

Poskytovatel sluzeb nebude zpracovavat
osobni udaje pro DSI nebo IQVIA.

Terminy pro poskytovani sluzeb/vySetieni
budou piedem individualné dojednavany mezi
Poskytovatelem sluzeb a hlavnim
zkousejicim, pricemz je Poskytovatel sluzeb
opravnén posunout dohodnuty termin o
nezbytné nutnou dobu je-li to nevyhnutelné
pro fadné poskytovani zdravotnich sluzeb ze
strany Poskytovatele sluzeb.

DSI se zavazuje neprodlené informovat
Poskytovatele sluzeb o ukonceni studie
(predCasném nebo v fadném piedpokladaném
terminu), dale informovat v pfipad¢, ze urad
pozastavi nebo zakaze provadéni studie a dale
bude-li souhlas etickych komisi (docasné
nebo trvale) odvolan.

Poskytovatel sluzeb neodpovidd za vybér
pacienti do studie Hlavnim zkouSejicim,
Poskytovatel sluZzeb neni povinen jejich vybér
ovéfovat, pouze odpovida za kontrolu ¢etnosti
vySetieni u jednoho pacienta Vv souladu
s pozadavky  protokolu.  Vsouladu s
protokolem je Poskytovatel sluzeb opravnén
obdrzet odménu za provedeni sluzeb u vSech
pacientli, ktefi budou k provedeni sluzby
odeslani Hlavnim zkousejicim.

3.1

Confidential and Proprietary Information

All information and materials, provided to
Service Provider by IQVIA, DSI, or their
agents, (whether verbal, written or
electronic), and all data, reports and
information, relating to the Services or its
progress  (hereinafter, the “Confidential

3.1

Duvérné a chranéné informace

Veskeré informace a materidly poskytnuté
Poskytovateli sluzeb spole¢nostmi IQVIA,
DSI nebo jejich zastupci (at’ uz Gstné, pisemné
¢1 elektronicky) aveskeré tudaje, zpravy
a informace vztahujici se k Sluzbam nebo
jejich pritbéhu (dale jen ,,Divérné informace*)
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Information™) shall be the property of DSI.
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.

budou vlastnictvim  spolecnosti  DSI.
Poskytovatel sluzeb bude zachovavat piisnou
divérnost o Duvérnych informacich jako
abude je sdélovat pouze tém svym
zaméestnancim, ktefi se budou podilet na
poskytovani Sluzeb a budou takové informace
potfebovat znat. Tyto povinnosti zachovani
davérnosti budou platit az deset (10) let po
dokonceni Sluzeb, ale nebudou se tykat
Duavérnych informaci, které: a) jsou nebo se
stanou vefejné¢ znamymi, avSak nikoliv
pochybenim Poskytovatele sluzeb; b) jsou
sdéleny Poskytovateli sluzeb treti stranou,
kterd nema povinnost zachovani divérnosti;
c) musi byt sd€leny pfislusnym kontrolnim
ufadim; nebo d)jejichz sdéleni vyzaduji
platné pravni predpisy.

3.2 The existing inventions and technologies of | 3.2 Stavajici vynalezy a technologie spolec¢nosti
DSI, IQVIA, or Service Provider are their DSI, IQVIA nebo Poskytovatele sluzeb jsou
separate property and are not affected by this jejich samostatnym majetkem a tato Smlouva
Agreement. DSI shall have exclusive na né nema zadny dopad. Spolec¢nost DSI bude
ownership of any inventions or discoveries vyluénym vlastnikem veskerych vynalezd
arising in whole or in part from Confidential nebo objevi, jeZ zcela nebo z&asti vyplyvajici
Information or arising as a result of the z Duvérnych informaci nebo vznikly jako
Services. Service Provider will, at DSI’s vysledek Sluzeb. Poskytovatel sluzeb necha
expense, execute any documents and give na naklady spolec¢nosti DSI vyhotovit veskeré
any testimony necessary for DSI to obtain dokumenty aposkytne svédectvi potiebné
patents in any country or to otherwise protect k tomu, aby spoleénost DSI mohla ziskat
DSI’s interests in such inventions or patenty Vv libovolné zemi nebo jinak chrénit
discoveries. své zajmy tykajici se téchto vynalezii ¢i

objevtl.

4. Data Protection 4. Ochrana udaji

4.1  Priortoand during the course of the Services, | 4.1 Pied zahajenim iV prubéhu poskytovani

Service Provider and Service Provider staff
may provide personal data relating to its staff
or other personnel, which may be subject to
data privacy laws or regulations and may be
used by IQVIA, DSI, and their affiliates in
compliance with applicable law, for the
following purposes and for the length of time
reasonably necessary for such purposes.

Such personal data may include names,
contact information, work experience,

Sluzeb mohou Poskytovatel sluzeb a jeho
zamestnanci poskytovat osobni tdaje tykajici
se zaméstnancli Poskytovatele sluZzeb nebo
jinych pracovnikii, na néz se mohou vztahovat
zakony ¢i nafizeni o ochrané osobnich tdaju
a které mohou spole¢nost IQVIA, DSI a jejich
pridruzené subjekty pouzivat v souladu
S platnymi pravnimi ptedpisy k nasledujicim
ucelim apo dobu pfiméfené nezbytnou
K témto Gcelim.
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4.2

4.3

qualifications, publications, resumes,
educational ~ background,  performance
information, facilities, staff capabilities, and
other information relating to Service
Provider's conduct of clinical trials.

If Service Provider is in the European Union,
the DSI would be the data controller for such
personal data, except that, if IQVIA deals
with any personal data under this Agreement
in the manner of a data controller then IQVIA
shall be the data controller of such personal
data to the extent of such dealings. 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 and/or
statistical ~ analysis; b)  review by
governmental or regulatory agencies, DSI,
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 e) storage in
databases for use in selecting service
providers in future clinical trials or other
business. The necessary form/notification of
the processing of personal data will be
provided to the Service Provider by DSI.

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 outside of Service
Provider’s country, which may not provide
for the same level of protection as is
applicable in Service Provider’s own
country. In such event, IQVIA or DSI, as
applicable, will make sure that appropriate
safeguards are secured in advance of any
transfer in accordance with IQVIA’s or

4.2

4.3

Miize se jednat napiiklad o jména, kontaktni
udaje, pracovni praxi, kvalifikaci, publikace,
zivotopis, dosavadni vzdé€lani, informace
0 vykonnosti, informace o zafizeni, informace
0 zpusobilosti zaméstnanct a dalsi informace
souvisejici s provadénim klinickych
hodnoceni Poskytovatelem sluzeb.

Nachazi-li se Poskytovatel sluzeb v Evropské
unii, bude spravcem téchto osobnich udaja
spolecnost DSI. Bude-li vSak s osobnimi udaji
podle této Smlouvy nakladat jako spravce
udaju spoleénost IQVIA, bude v rozsahu,
Vv jakém s nimi bude takto nakladat, spradvcem
udajii ona. Poskytovatel sluzeb timto souhlasi
S pouzivanim a zpracovavanim jeho osobnich
udajii a také s tim, Ze ziska veSkeré potiebné
dodatecné souhlasy s pouzivanim
a zpracovavanim osobnich udaji od svych
zameéstnancll a pracovnikii pro tyto ucely:
a) provadéni Studie a/nebo statistické analyzy;
b) kontrola  provadéna  staitnimi  nebo
kontrolnimi ufady, spole¢nostmi DSI, IQVIA
ajejich zastupci a pridruzenymi subjekty, c)
plnéni zdkonnych pozadavki a pozadavkl
kontrolnich uradt, d) zvefejnéni na webu
www.clinicaltrials.gov a na dalSich webovych
strankach nebo v dalSich databazich, které
slouzi srovnatelnému tucelu, ae) ulozeni do
databazi, které slouzi k vybéru poskytovateli
sluZzeb pro budouci klinickd hodnoceni nebo
jiné aktivity. Potfebny formulai/ozndmeni o

zpracovani  osobnich  udaji  poskytne
Poskytovateli sluzeb DSI.
Poskytovatel sluzeb se dale zavazuje

a souhlasi s tim, Ze zajisti veskeré dodate¢né
potfebné souhlasy od svych zaméstnanct
a pracovnikll s pfedanim té€chto udajii do
jinych zemi, nez kde Poskytovatel sluzeb sidli,
které nemusi poskytovat stejnou uroven
ochrany, jaka plati v zemi Poskytovatele
sluzeb. V takovém piipadé spolecnost IQVIA
nebo piipadné DSI zajisti, aby byly v souladu
se zdkonnymi povinnostmi spole¢nosti IQVIA
nebo piipadné¢ DSI pied kazdym takovym
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DSI’s, as applicable, legal obligations to
ensure the protection of Service Provider’s
staff and personnel personal data according
to the data protection laws and regulations
applicable in Service Provider’s 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 agrees to comply with any
applicable data privacy or data protection
legislation of the country in which the data
originated. The necessary form/notification
of the processing of personal data will be
provided to the Service Provider by DSI. If
the staff is unwilling to give such consent,
he/she will not be able to participate in the
provision of Services under this Agreement.

predanim ziskany pfisluSné zaruky, které
zajisti ochranu osobnich Udaji zaméstnanct
a pracovnikli Poskytovatele sluzeb podle
zakoni a predpisti o ochran¢é osobnich udaji
platnych vzemi Poskytovatele sluzeb.
Poskytovatel sluzeb se také zavazuje, Ze
zajisti, aby jeho zaméstnanci a pracovnici byli
informovani o tom, Ze jejich osobni udaje
budou pouzivany, zpracovavany a chovavany
pro vyse uvedené ucely, a 0 tom, ze mohou byt
piipadn¢ piedavany do jinych zemi.
Poskytovatel sluzeb rovnéz =zajisti jejich
souhlas s takovymto pouzivanim,
uchovavanim a pfedavanim. Poskytovatel
sluzeb se zavazuje, ze bude dodrzovat veskeré
pravni predpisy o soukromé povaze osobnich
udaji nebo o jejich ochrané platné v zemi
ptuvodu udajii. Potfebny formulédi/oznameni o
zpracovani  osobnich  udaji  poskytne
Poskytovateli sluzeb DSI nebo IQVIA.
Nebude-li zaméstnanec ochoten takovy
souhlas poskytnut, nebude se moci ucastnit
poskytovani sluzeb dle této smlouvy.

5.1

Payment

IQVIA shall pay for Service Provider’s
Services as detailed in the Attachment 3.
Service Provider will invoice IQVIA
quarterly, 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 this agreement
within forty-five (45) days of receipt of an
invoice.

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

5.1

Platby

Odmeénu Poskytovateli sluzeb za jeho sluzby
tak, jak je podrobné popsana v Piiloze €. 3,
bude vyplacet spolecnost IQVIA. Faktury
bude Poskytovatel sluzeb  vystavovat
spolec¢nosti IQVIA ¢tvrtletné a do 30 dnti od
ukoneni  poskytovani Sluzeb  zasle
zavérecnou fakturu s vyuctovanim vSech
poplatki, nakladd a vydaji. Platby za Sluzby
poskytované podle této Smlouvy bude
spole¢nost IQVIA hradit do ctyficeti péti
(45) dnti od doruceni faktury.

Smluvni strany se zavazuji, Ze nebudou
uskutecnovat zadné platby ani pfevadét zadna
hodnotnd  plnéni, jejichz cilem nebo
vysledkem by bylo poskytnuti uplatku ve
vefejném ¢i soukromém sektoru nebo pfijeti ¢i
pfistoupeni na vydirani, poskytnuti nezdkonné
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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 DSI 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 (i) influencing an official act or decision;
(i) 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.

Service Provider represents and warrants that
neither it, nor any payee under this
Agreement, nor any person or entity acting
on their behalf is a Public Official with the
ability to influence an official act.

provize nebo jakékoli jiné nezakonné nebo
nepatficné zplsoby ziskdvani zakazek.
Poskytovatel sluzeb souhlasi s tim, ze ¢astky
vyplacené podle této Smlouvy ptedstavuji
piiméfenou odménu za Sluzby. Poskytovatel
sluzeb timto prohlasuje a zarucuje se, ze
platby, které obdrzi na zaklad¢ této Smlouvy,
nijak neovlivni Zz&dné rozhodnuti, které
Poskytovatel sluzeb nebo jeho vlastnici,
Clenové statutarnich organl, zaméstnanci,
zastupci nebo konzultanti mohou ucinit
jakozto Vetejni Cinitelé¢ (definovani nize) ¢i
V jiném postaveni, s cilem poskytnout pomoc
spolecnosti IQVIA nebo DSI pii zajisténi
neopravnéné vyhody €i s cilem ziskat ¢i udrzet
si obchodni pfilezitost. Poskytovatel sluzeb
prohlasuje a zarucuje se, Ze on sam ani zadna
fyzicka ¢i pravnicka osoba jednajici jeho
jménem, ani zadny jiny piijemce plateb na
zakladé této Smlouvy nebudou piimo ani
nepiimo nabizet ani vyplacet zadné ¢astky, ani
schvalovat nabidky nebo vyplaceni jakychkoli
¢astek ¢i jiného hodnotného plnéni Zadnému
Vetejnému Ciniteli (definovanému nize) ¢i
vefejnému subjektu, aby 1) ovlivnili néjaky
ufedni tkon ¢i rozhodnuti, ii) pfiméli takovou
fyzickou ¢i pravnickou osobu ucinit, nebo
naopak opomenout u€init néjaky tkon, a tim
porusit jeji zdkonnou povinnost, iii) ziskali
neopravnénou vyhodu, iv) pfiméli takovou
fyzickou ¢i pravnickou osobu, aby vyuzila
svého vlivu na organy statni spravy nebo
mistni samospravy, atim ovlivnila jejich
jednani nebo rozhodnuti, nebo v) aby ziskali ¢i
si udrzeli obchodni pfilezitost nebo pomohli
jiné fyzické ¢i pravnické osobé k ziskani
obchodni pfilezitosti.

Poskytovatel sluzeb prohlaSuje a zarucuje se,
Ze ani on sam, ani nikdo z pfijemct plateb na
zakladé této Smlouvy, ani zadnd jina fyzicka
¢1 pravnicka osoba jednajici jeho jménem
nejsou  Vefejnymi Ciniteli s pravomoci
ovliviovat urcité ufedni tkony.

Ancillary Services Agreement
Version Date 23 July 2018

CONFIDENTIAL

Page 8 of 19




In addition to other rights or remedies under
this Agreement or at law, DSI and/or IQVIA
may terminate this Agreement if Service
Provider breaches any of the representations
or warranties contained in this Section or if
IQVIA 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.

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.

Both 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.

Vedle dalSich prav a pravnich prostredkda,
které spolecnosti DSI a/nebo IQVIA nélezi
podle této Smlouvy nebo ze zakona, je
spole¢nost DSI a/nebo IQVIA opravnéna
vypoveédét tuto Smlouvu, jestlize Poskytovatel
sluzeb porusi kterékoli ze svych prohlaseni
azaruk uvedenych vtomto c¢lanku nebo
jestlize se IQVIA dozvi, Ze Poskytovatel
sluzeb nebo jind fyzickd ¢i pravnicka osoba
jednajici jeho jménem vyplaceji nebo
vyplatily Vefejnym Cinitelim  jakoukoli
nepatii¢nou platbu.

Pro ucely této Smlouvy je ,,Vefejnym
Cinitelem® jakykoli ufednik ¢i zaméstnanec
statntho ~ Gfadu,  vefejné  mezindrodni
organizace nebo jakéhokoli jejich oddéleni ¢i
organu nebo jakakoli osoba jednajici v Gfedni
funkci, napt. za vefejny organ nebo podnik,
a jakakoli politicka strana nebo piedstavitel
strany ¢i jakykoli kandidat na vefejnou funkei.

Ob¢ smluvni strany se zavazuji, Ze budou
dodrzovat veskeré protikorupéni zakony,
pravidla, pfedpisy a nafizeni, které se na
kazdou znich vztahuji (dale spolecné jen
»Pravni pfedpisy*), v€etné amerického zdkona
0 zahrani¢nich korupénich praktikach
v platném znéni, britského protikorupéniho
zakona zroku 2010 a provadécich pravnich
predpisti na zakladé Umluvy OECD o boji
proti podplaceni zahrani¢nich vetejnych
Ciniteld v mezinarodnich podnikatelskych
transakcich. Povinnosti kazdé smluvni strany
je znat adodrzovat ustanoveni platnych
Pravnich predpist.

6.1

Liability and Insurance

In no event shall either party be liable to the
other for business, revenue, goodwill
or anticipated savings, indirect or
consequential loss or damage.

6.1

Odpovédnost a pojisténi

Za 7zé&dnych okolnosti nebude kterdkoli ze
smluvnich stran odpovédnd vi¢i druhé
smluvni strané za ztratu obchodnich
ptilezitost, ztratu jakéhokoli vynosu ¢i trzby,
dobré povésti ¢i o¢ekavanych uspor, nepiimou
¢1 néslednou ztratu nebo Skodu.
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6.2 IQVIA expressly disclaims any liability in | 6.2 Spolecnost IQVIA timto vyslovné odmita
connection with Study medication and any jakoukoli odpovédnost v souvislosti
other trial related materials (collectively s Hodnocenym  pfipravkem  a veskerymi
“(the “Medication”), including any liability dalSimi materidly souvisejicimi s klinickym
for any product claim arising out of a hodnocenim (spolecné dale jen ,LéCivé
condition caused by or allegedly caused by ptipravky®), véetné odpovédnosti za jakékoli
the administration of such Medication. naroky souvisejici s ptipravkem vznikajici na

zaklad¢ stavu zplasobeného nebo tudajné
zpisobeného podanim téchto Lécivych
pripravkai.

6.3  Nothing herein is intended to exclude or limit | 6.3 ~ Ugelem Zadného z ustanoveni této Smlouvy
any liability of any party for death or neni vyloucit nebo omezit odpovédnost
personal injury caused by the negligence of kterékoli ze smluvnich stran za umrti nebo
such party. ujmu na zdravi zptisobenou nedbalosti dané

smluvni strany.

6.4  Service Provider shall promptly notify | 6.4  Poskytovatel sluzeb bude neprodlené pisemné
IQVIA and DSI in writing of any claim of informovat  spole¢nost IQVIA  a DSl
illness or injury actually or allegedly due to 0 jakémkoliv naroku z divodu onemocnéni
an adverse reaction to the Medication of nebo zdravotni Gjmy skute¢né nebo udajné
which it becomes aware and allow DSI to vzniklé kvili nezadouci reakci na Lécivé
handle such claim (including settlement ptipravky, onichz se dozvi, aumozni
negotiations) and shall co-operate fully with spolec¢nosti DSI takovy narok fesit (vetné
DSl in its handling of the claim. jednani o narovnani) a bude se spolecnosti

DSI pfi fteSeni tohoto naroku plné
spolupracovat.

6.5  Service Provider has arranged insurance | 6.5 Poskytovatel sluzeb ma sjednano pojisténi dle
according to Act No 372/2011 Coll., on zakona ¢. 372/2011 Sb., o zdravotnich
Health Services, as amended and, upon sluzbach, ve znéni pozdéjsich predpisi a na
request, shall provide a certificate to DSI or zadost predlozi spolecnosti DSI nebo IQVIA
IQVIA. potvrzeni.

7. Regulatory Correspondence and | 7. Korespondence s kontrolnimi  uiady

Inspection a kontrola

7.1  Service Provider shall immediately notify | 7.1 Poskytovatel sluzeb musi ihned informovat

IQVIA, and provide IQVIA 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

spole¢nost IQVIA aposkytnout ji
pfipadnych dotazli, korespondence nebo
komunikace s libovolnymi statnimi nebo
kontrolnimi ufady v souvislosti se Sluzbami,
napf. zadosti o kontrolu prostor Poskytovatele
sluzeb,  aPoskytovatel  sluzeb  povoli
spole€nosti IQVIA a DSI ucast pfi veSkerych

kopie
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IQVIA and DSI 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.

takovychto kontrolach. Poskytovatel sluzeb
vynaloZzi pfimétené usili k tomu, aby vyc¢lenil
veskeré divérné materidly, jejichz poskytnuti
neni b¢hem takovych kontrol vyzadovano,
a zabranil tak jejich zpfistupnéni.

7.2 Service Provider shall grant to IQVIA, DSI | 7.2 Poskytovatel sluzeb poskytne spole¢nostem
and their respective authorised agents the IQVIA, DSI ajejich zmocnénym zastupcim
right of reasonable access to Service pravo piiméfeného piistupu do zafizeni,
Provider’s facilities, records (including a k zdznamuim (vCetné prava pofizovani kopii na
right to make copies thereof at cost) and/or vlastni naklady) a/nebo k veskerému vybaveni
any equipment related to the provision of Poskytovatele sluzeb souvisejicimu
Services under this Agreement at reasonable s poskytovanim sluzeb dle této smlouvy Vv
times during the term of this Agreement and ptiméfenych terminech po dobu platnosti této
DSI/IQVIA and their respective authorised smlouvy a DSIIQVIA a jejich pfislusni
agents shall make reasonable efforts to do so opravnéni zastupci vyvinou priméiené usili,
in accordance with the Service Provider’s aby tak ucinili v souladu s SOP Poskytovatele
SOPs, to the extent that they comply with Sluzeb, v rozsahu, v jakém jsou v souladu s
local law. Service Provider shall provide all mistnimi pravnimi ptedpisy. Poskytovatel
reasonable assistance at all times during the sluzeb po celou dobu platnosti této Smlouvy
currency of this Agreement for the purposes bude poskytovat ptiméfenou souéinnost pii
of carrying out an audit of Service Provider’s auditu  dodrzovani Smlouvy ze strany
compliance with this Agreement as well as an Poskytovatele sluzeb a pti auditu veskerych
audit of all activities, performance, security ¢innosti, plnéni, zabezpeCeni a integrity
and integrity in connection therewith or the v souvislosti s touto Smlouvou
provision of the Services a poskytovanim Sluzeb.

8. Publication 8. Zverejnovani

8.1  Service Provider may not publish or refer, in | 8.1  Poskytovatel sluzeb nesmi bez piedchoziho
whole or in part to, the Services without the vyslovného pisemného souhlasu spolecnosti
prior express written consent of DSI. No DSI Sluzby zcela ani z¢4sti zvetejiiovat ani se
party hereto shall use any other party’s name, 0 nich zmifnovat. Zadna ze smluvnich stran
or DSI’s name, in connection with any nepouzije bez predchoziho pisemného
advertising, publication or promotion souhlasu nazev druhé smluvni strany
without prior written permission. v souvislosti s jakoukoliv reklamou, publikaci

nebo propagaci.

9. Termination 9. Ukon¢eni platnosti Smlouvy

9.1 DSI may terminate this Agreement effective | 9.1 Spole¢nost DSI mtize tuto Smlouvu vypoveédeét

immediately upon written notice. Service
Provider may terminate upon written notice
if circumstances beyond Service Provider’s
reasonable control prevent Service Provider
from completing the Services, or if Service

S okamzitou platnosti pisemnou vypoveédi.
Poskytovatel sluzeb je opravnén ukoncit
platnost této Smlouvy pisemnym oznamenim
v piipad¢, ze mu v dokonceni Sluzeb brani
okolnosti, kterym nebude moci s vynaloZenim
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Provider reasonably determines that it is
unsafe to continue the Services.

piiméteného usili zabranit, nebo v ptipad¢, ze
davodné usoudi, ze dalsi poskytovani Sluzeb
neni bezpecné.

9.2  Upon termination of this Agreement for any | 9.2 Po ukonéeni platnosti této Smlouvy
reason other than breach by Service Provider, Z jakéhokoli jiného divodu, nez poruseni
any outstanding sums shall remain due and povinnosti ze strany Poskytovatele sluzeb
payable by IQVIA to Service Provider in budou veskeré nevyplacené Castky ze strany
accordance with the terms of this Agreement spole¢nosti IQVIA ve prospéch Poskytovatele
or, if IQVIA has paid any sums in advance, sluzeb nadale splatné v souladu s podminkami
Service Provider shall repay all such sums této Smlouvy. V pripadé, Ze spole¢nost IQVIA
other than money, in respect of any Services uhradila  n&jaké  ¢astky  predem, je
or part thereof properly performed in Poskytovatel sluzeb povinen vSechny tyto
accordance with this Agreement castky vratit s vyjimkou Castek, jez mu nalezi

za Sluzby fadné poskytnuté v souladu s touto
Smlouvou, pfipadné za jejich Cast.

10.  Additional Contractual Provisions 10.  Dalsi smluvni ustanoveni

10.1 This Agreement, including its attachments, | 10.1  Tato Smlouva v¢etné Pfiloh pfedstavuje jediné
constitutes the sole and complete agreement auplné ujednani mezi smluvnimi stranami
between the parties and replaces all other a nahrazuje veskeré predchozi pisemné a tstni
written and oral agreements relating to the dohody tykajici se Sluzeb.

Services.

10.2 No amendments or modifications to this | 10.2 Zadné dodatky nebo upravy této Smlouvy
Agreement shall be valid unless in writing nebudou platné, pokud nebudou v pisemné
and signed by all the parties. Failure to formé a nebudou podepsany vSemi smluvnimi
enforce any term of this Agreement shall not stranami. Nevymahani kterékoli z podminek
constitute a waiver of such term. If any part této Smlouvy nebude pifedstavovat vzdani se
of this Agreement is found to be této podminky. Pokud bude kterdkoliv Cast
unenforceable, the rest of this Agreement této Smlouvy shledana nevymahatelnou,
will remain in effect. zistanou zbyvajici Casti této Smlouvy

v platnosti.
10.3 This Agreement shall be binding upon the | 10.3 Tato Smlouva bude zavazna pro smluvni

parties and their successors and assigns.
Service Provider shall not assign or transfer
any rights or obligations under this
Agreement without the written consent of
DSI. Upon DSI’s request, IQVIA may assign
this Agreement to a third party and Service
Provider hereby consents to such an
assignment. Service Provider will be given
prompt notice of such assignment by the
assignee.

strany ajejich nastupce nebo nabyvatele.
Poskytovatel sluZzeb nepostoupi ani nepievede
Zadna prava nebo povinnosti plynouci z této
smlouvy bez pisemného souhlasu spolecnosti
DSI. Na ziklad¢ Zadosti spolecnosti DSI je
spolecnost IQVIA opravnéna postoupit tuto
Smlouvu na tieti stranu .  a Poskytovatel
sluzeb timto stakovymto postoupenim
souhlasi. ~ Poskytovatel  sluzeb  bude
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10.4

The terms of this Agreement that contain

0 takovémto postoupeni
informovan nabyvatelem.

neprodlené

obligations or rights that extend beyond the | 10.4 Podminky této Smlouvy, které obsahuji
completion of the Services shall survive zavazky Ci prava, jez svoji povahou piesahuji
termination or completion of this Agreement. okamzik dokoncéeni poskytovani Sluzeb,
zustavaji v platnosti ipo ukonéeni nebo
skonceni platnosti této Smlouvy.
11. Law 11. Pravo
11.1 This Agreement shall be governed and | 11.1 Tato Smlouva se bude fidit ceskym pravnim
construed in accordance with Czech Law. fadem abude vsouladu snim vykladana.
Any disputes arising out of or in connection Jakékoli spory vyplyvajici nebo souvisejici s
with this Agreement shall be decided touto smlouvou budou rozhodovany vyhradné
exclusively by the competent courts of the ptislusnymi soudy Ceské republiky. Mistni
Czech Republic. The local jurisdiction of the pfislusnost soudu bude déana sidlem
court shall be determined by the registered Poskytovatele sluzeb.
office of the Service Provider.
12. Independent Contractor Relationship 12. Vztah nezavislych dodavateli
12.1 The parties hereto are independent | 12.1 Smluvni strany jsou nezavislymi dodavateli

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 venturers.
Service Provider shall exercise Service
Provider’s own professional judgment, and
IQVIA shall not control the manner in which
Service  Provider  performs  Service
Provider’s duties. IQVIA shall not provide
any insurance (including, but not limited to,
medical, dental, disability, liability, property,
worker’s compensation or unemployment
insurance) or benefits (including, but not
limited to, overtime payments, pensions,
vacation time, or profit-sharing) for Service
Provider or any Service Provider Personnel.
IQVIA shall not be responsible for paying
any taxes or contributions to state or federal
funds on behalf of Service Provider or
Service Provider Personnel (including, but
not limited to, employment taxes, estimated
taxes, “FICA” contributions, or contributions
to disability or liability funds), and Service

azadna ustanoveni této Smlouvy nebudou
vykladéana zptisobem, kterym by vznikal vztah
partnerq, zastupovaného a zastupce,
zaméstnavatele/zaméstnance nebo spolecny
podnik. Poskytovatel sluzeb bude pii plnéni
svych povinnosti uplatiiovat vlastni odborny
usudek a spole¢nost IQVIA nebude zpusob,
jakym Poskytovatel sluzeb své povinnosti
plni, ovlivitovat. Spolecnost IQVIA nebude
Poskytovateli sluzeb ani jeho zaméstnanciim
poskytovat  Zadné pojiSténi  (napiiklad
zdravotni, stomatologické, invalidni, pojisténi
odpovédnosti, majetku, odskodnéni
zamé&stnanci nebo pojiSténi pro piipad
nezaméstnanosti) ani  vyhody (naptiklad
odmeény za préci prescas, penze, dovolené ¢i
podily na zisku). Spole¢nost IQVIA neponese
za Poskytovatele sluzeb ani za jeho
zaméstnance odpovédnost za odvadéni dani
nebo piispévka do statnich nebo federdlnich
fondl (naptiklad dain ze mzdy, odhadované
dané, piispévky podle federdlniho zakona
0 piispévcich na  socidlni  zabezpeceni
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12.2

12.3

Provider warrants that Service Provider will
fulfill all applicable obligations regarding
such taxes and funds. IQVIA shall not be
responsible for complying with employment-
related laws or regulations in regards to
Service Provider or any Service Provider
Personnel, and Service Provider warrants
that Service Provider will comply with all
such laws and regulations, including, but not
limited to, laws and regulations regarding

occupational health and safety and
discrimination.
Inasmuch as Service Provider is an

independent contractor, it is understood and
agreed that IQVIA is not responsible for
verification of the work authorization of the
Service Provider, the Service Provider’s
employees and/or any subcontractors that are
retained by Service Provider to perform work
in relation to this Agreement. Service
Provider represents and warrants that Service
Provider, Service Provider’s employees
and/or any subcontractors that are retained by
Service Provider to perform work in relation
to this Agreement are authorized to work and
are not acting, and will not act at any time
during the term of this Agreement, in
violation of the immigration laws of any
country in which the work under this
Agreement is to be performed.

The Parties agree that this Agreement shall
be published in the public register of
contracts (“Register of Contracts") to the
extent required by applicable law, in
particular Act No. 340/2015 Coll. Prior to
the signing of this Agreement, IQVIA shall
prepare a machine-readable version of the
Agreement and send it by email to
h, where any information that,
in the reasonable opinion of DSI/IQVIA,
constitutes a trade secret shall be deleted.

12.2

12.3

(,,FICA*), nebo ptispévky do fondi pro ptipad
invalidity nebo odpovédnosti) a Poskytovatel
sluzeb se zarucuje, ze bude veskeré prislusné
povinnosti v souvislosti s témito danémi
afondy plnit sam. Spolecnost IQVIA
neponese za Poskytovatele sluzeb ani za jeho
zaméstnance odpovédnost ve véci dodrzovani
pracovnépravnich zdkoni nebo predpist
a Poskytovatel sluzeb se zarucuje, Ze bude
vSechny tyto zdkony a pfedpisy, napt. zakony
a predpisy v oblasti bezpe¢nosti a ochrany
zdravi pii praci a diskriminace dodrzovat.

Vzhledem k tomu, ze je Poskytovatel sluzeb
nezavislou smluvni stranou, sjednava se, Ze
spolecnost IQVIA nenese odpovédnost za
ovéfeni pracovniho povoleni Poskytovatele
sluzeb, jeho zaméstnancl a/nebo
subdodavatelil, které si Poskytovatel sluzeb
najima, aby vykonavali praci v souvislosti
stouto Smlouvou. Poskytovatel sluzeb
prohlasuje a zarucuje se, Ze on sam, jeho
zaméstnanci a/nebo pfipadni subdodavatelé,
které si Poskytovatel sluzeb najima, aby
vykonavali  praci v souvislosti s touto
Smlouvou, maji pracovni povoleni a nikdy
béhem platnosti této Smlouvy nebudou jednat
VvV rozporu S imigra¢nimi zakony zemé, v nizZ
bude ma byt priace podle této Smlouvy
vykonavéna.

Smluvni strany se dohodly, Ze tato Smlouva
bude uvefejnéna ve vefejném registru smluv
(registr smluv”) v rozsahu, v jakém je to
pozadovano platnymi zdkony, zejména
zakonem €. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich predpist (dale jen ,,zakon o
registru smluv*). Pfed podpisem této Smlouvy
IQVIA pfipravi strojové citelnou verzi
Smlouvy a zaSle emailem na adresu
i, kde budou znecitelnény
jakékoliv informace, které dle divodného

The Service Provider shall ensure that the minéni DSI/IQVIA piedstavuji obchodni
revised Contract is published in the tajemstvi.  Poskytovatel  sluzeb  zajisti
Register of Contracts. The estimated total uvefejnéni upravené smlouvy v registru
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financial performance provided under this smluv. Pfedpokladané celkové finanéni plnéni
Contract is the sum of CZK 900 000,- poskytnuté na zakladé této Smlouvy
predstavuje ¢astku 900 000,- K¢.

12.4 In case of conflict, the Czech version shall | 12.4  V ptipad¢ rozporu ma prednost ¢eska verze.
prevail.

IQVIA RDS Czech Republic, s.r.0./IQVIA RDS Czech Republic, s.r.o.

By/Podepsal(a):

Name/Jméno:

Title/Funkce:

Date / Datum:

GENERAL UNIVERSITY HOSPITAL IN PRAGUE / VSEOBECNA
FAKULTNI NEMOCNICE V PRAZE

By/Podepsal(a):

Name/Jméno:

Title/Funkce:

Date / Datum:

IQVIA RDS Czech Republic, s.r.0. under a Power of Attorney dated 3 October 2024, in the
name of DAIICHI SANKYO, INC./IQVIA RDS Czech Republic, s.r.o. na zakladé plné moci
Dne 3. fijna 2024, jménem spolecnosti DAIICHI SANKYO, INC.

By/Podepsal(a):

Name/Jméno:

Title/Funkce:

Date / Datum:
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