ANCILLARY SERVICES

SMLOUVA O POSKYTOVANI

AGREEMENT DOPLNKOVYCH SLUZEB
THIS ANCILLARY SERVICES TATO . SM LQUVA O PpSKYTOVANi
AGREEMENT is made this day of DOPLNKOVYCH SLUZEB sc¢ uzavira
2019 dne roku 2019
BETWEEN: MEZI:

“IQVIA”: IQVIA RDS Czech Republic
s.r.0., having aplace of business at
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Czech Republic, Identification number:
24768651, Tax identification number:

CZ24768651, represented by
*: and

“Service Provider”: Fakultni nemocnice
Plzen, located at Edvarda BeneSe 1128/13,

305 99  Plzen, Czech  Republic,
Identification number; 00669806, Tax
identification number:

by

0200669806,reﬁresented

WHEREAS:

(1) IQVIA has been engaged by Jiangsu
Hengrui Medicine Co., Ltd. (“Sponsor”) to
provide project management and/or other
services in connection with the study
entitled “One multicenter, randomized,
open, phase Il clinical study on SHR3680
combined with androgen deprived therapy
(ADT) versus Bicalutamide combined with
ADT in treatment of metastatic hormone-
sensitive prostate cancer with high tumor
load” (the “Study”) to be
conducted/performed at RESEARCH
SITE s.r.o., having a place of business at
Slovanskd 244/27, Vychodni Piedmésti,
326 00  Plzen, Czech  Republic
(“Institution”) under the direction and

suiervision of Institution’s employee

(“Investigator”) in accordance with the
Clinical ~ Trial  Agreement  between
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,opole¢nosti IQVIA”: IQVIA RDS Czech
Republic s.r.o., se sidlem Pernerova
691/42, 186 00 Praha 8 - Karlin, Ceska
republika, Identifikacni Cislo: 24768651,
Danové identifikacni Cislo: CZ24768651,

Zastoupenou
_; a

»Poskytovatelem sluzeb*: Fakultni
nemocnici Plzen, se sidlem na adrese
Edvarda Benese 1128/13, 305 99 Plzen,
Ceska republika, ICO: 00669806, DIC:
CZ00669806, zastoupenou

UVODNI USTANOVENI:

(1) Spolecnost IQVIA byla povétena
spole¢nosti Jiangsu Hengrui Medicine Co.,
Ltd. (dale jen ,.Zadavatel®), aby zajistila
fizeni projektu a/nebo piipadné dalsi sluzby
souvisejici se studii S nazvem
,, Multicentrickeé, randomizované, oteviené
klinické hodnoceni faze Il porovnavajici
pripravek SHR3680 v kombinaci
S androgen deprivacni terapii (ADT) oproti
bikalutamidu v kombinaci s ADT pri léche
metastazujictho hormonalné senzitivniho
karcinomu prostaty s vysokou nadorovou
zatezi* (dale jen »otudie®)
provadénou/realizovanou v RESEARCH
SITE s.r.o., se sidlem Slovanska 244/27,
Vychodni Piedmésti, 326 00 Plzen, Ceska

republika  (dale jen ,Zdravotnické
zafrizeni“) pod ftizenim adohledem
zameéstnance  Zdravotnického  zafizeni
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Institution,  Investigator, IQVIA and

Sponsor (the “Study Agreement”); and

(2) Investigator has requested, and Sponsor
has approved, Service Provider’s services
and facilities, more particularly set out in
Attachment 2, Dbe provided to assist
Investigator’s conduct of the Study at
Institution; and

(3) 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

jen ,.ZkousSejici”) v souladu se Smlouvou
0 klinickém hodnoceni uzavienou mezi
Zdravotnickym  zafizenim, ZkouSejicim,
IQVIA a Zadavatelem (dale jen ,,Smlouva
0 klinickém hodnoceni*).

(2) Zkousejici po Poskytovateli sluzeb
pozaduje a Zadavatel schvaluje, aby
Poskytovatel sluzeb poskytl ZkouSejicimu
své sluzby a prostory blize specifikované
v Pfiloze 2 a tim mu zajistil sou€innost pii

provadéni  Studie ve Zdravotnickém
zatizeni.
(3) Spolecnost IQVIA s angazovanim

Poskytovatele sluzeb K zajisténi soucinnosti
se ZkouSejicim pii provadéni Studie
souhlasila a smluvni strany si pfeji stanovit

will be provided. podminky, za nichz budou sluzby
poskytovany.

NOW IT IS HEREBY AGREED as SMLUVNI STRANY SE TIiMTO

follows: DOHODLY na uzavieni Smlouvy
V nasledujicim znéni:

1. Services 1. Sluzby

1.1  Service Provider agrees to perform 1.1  Poskytovatel sluzeb se zavazuje, ze

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™).

2. Warranties

2.1  Service Provider represents and
warrants that neither it, nor any of its
employees, agents or other persons
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bude poskytovat sluzby (dale jen ,,Sluzby*)
konkrétné¢ uvedené v Piiloze 2, kterd je
soucasti této Smlouvy ana niz Smlouva
odkazuje. Poskytovatel sluzeb se zavazuje,
ze Sluzby budou poskytovany v souladu
s veskerymi platnymi zakony, predpisy
anafizenimi ave shodé¢ S oborovymi
normami a pfislusnou spravnou klinickou
a laboratorni praxi, metodikou a béznymi
provoznimi postupy as platnymi pravidly
a nafizenimi  Zdravotnického  zafizeni
a Zkousejiciho.

1.2 Poskytovatel sluzeb bude striktné
dodrzovat vSechny podminky a ustanoveni
protokolu (dale jen ,,Protokol*).

2. Ujisténi
2.1 Poskytovatel sluzeb timto

prohlasuje a zarucuje, Zze on sam ani zadny
jeho zaméstnanec, zdstupce ¢i jiné osoby
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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
immediately if any such investigation,
disqualification, debarment, or ban occurs.

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

3. Confidential and Proprietary
Information
3.1 All information and materials,

provided to Service Provider by IQVIA,
Sponsor, or their agents, (whether verbal,
written or 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
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poskytujici  Sluzby podle jeho pokyni
nebyly zbaveny opravnéni, prohlaSeny
nezpusobilymi K vykonu ¢innosti ani jim
nebyl uloZen zakaz poskytovat Sluzby
pfedpokladané touto Smlouvou, aze
zadnym kontrolnim ufadem Vv Zadné zemi
proti nim nebylo zahajeno vySetfovani,
jehoz vysledkem miize byt zdkaz ¢innosti
nebo jakéakoli podobna regulacni opatteni;
Poskytovatel sluzeb bude spolecnost
IQVIA neprodlen¢ informovat, pokud by
k takovému vySetfovani, prohlaseni
nezpusobilosti, zbaveni opravnéni nebo
zakazu ¢innosti doslo.

2.2  Poskytovatel sluzeb se spolecnosti
IQVIA zarucuje, Ze neuzaviel jinou
smlouvu nebo dohodu, byt neformalni, jejiz
podminky by pfedstavovaly stfet zajmu se
Sluzbami, azavazuje se, Zze b&hem trvani
této Smlouvy zadnou takovou smlouvu ¢i
dohodu, kterd by mohla byt Vv rozporu
S poskytovanim Sluzeb, neuzavfe.

2.3 Poskytovatel sluzeb se spolecnosti
IQVIA zarucuje, ze je drzitelem veskerych
licenci potiebnych Kk poskytovani Sluzeb.

3. Duvérné a chranéné informace

3.1  Veskeré¢ informace a materidly, jez
Poskytovatel sluzeb obdrzi od spolecnosti
IQVIA, Zadavatele nebo jejich zastupct (at’
uz Vustni, pisemné nebo elektronické
podob¢), jakoz iveskera data, zpravy
a informace tykajici se Sluzeb nebo jejich
prubéhu (dale jen ,,Divérné informace®),
jsou vlastnictvim Zadavatele. Poskytovatel
sluzeb bude Duvérné informace zachovavat
v pfisné davérnosti abude je sdclovat
pouze tém svym zameéstnancim, ktetfi se
budou podilet na poskytovani Sluzeb
a budou takové informace potfebovat znat.
Tyto zavazky ve vztahu K zajisténi ochrany
divérnosti zustanou V platnosti po dobu
deseti (10) let od dokonceni poskytovani
Sluzeb, ale nebudou se vztahovat na
Diavérné informace Vvtom rozsahu, ve
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Service Provider by a third party not subject
to any obligation of confidence; ¢) 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 or
arising as aresult of the Services. 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.

Notwithstanding the foregoing, Service
Provider, Sponsor and IQVIA hereby
acknowledge that this Agreement shall be
published pursuant to Act no. 340/2015 Sb.,
on Agreements Register. As and between
the Parties, 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, Attachment
1 - Protocol, Attachment 2 — Radiology
Services, Attachment 3 - Payment, the
minimum enrolment goal, expected number
of Study subjects enrolled and the expected
duration of the Study. Furthermore,
personal data of the individuals are also
exempted from publication, unless they
have been previously published in another
public register. The version of this
Agreement intended for publication is
attached hereto as Attachment 4. The
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kterém: a) jsou vetejn¢ dostupné nebo se
stanou vefejné¢ dostupnymi bez zavinéni
Poskytovatele sluzeb; b) budou
Poskytovateli  sluzeb poskytnuty treti
osobou, na niz se nevztahuje zadny zavazek
zachovavat mlcenlivost; ¢) museji byt
poskytnuty ptisluSnym kontrolnim ufadim
nebo d) jejichz poskytovani vyzaduji platné
pravni predpisy.

3.2  Stavajici vynalezy atechnologie
Zadavatele, spolecnosti IQVIA nebo
Poskytovatele sluzeb jsou jejich

samostatnym majetkem a tato Smlouva na
né¢ nema zadny dopad. Zadavateli bude
nalezet  vyhradni  vlastnické  pravo
k veskerym  vynalezim ¢i  objeviim
vzniklym zcela nebo z¢asti na zakladé
Duavérnych informaci nebo Vv souvislosti se
Sluzbami. Poskytovatel sluzeb vyhotovi na
naklady Zadavatele veSkeré dokumenty
a poskytne jakékoli svédectvi potfebné pro
to, aby Zadavatel ziskal patent v jakékoli

zemi, nebo aby byly jinak chranény
Zadavatelovy zajmy tykajici se téchto

vynalezii nebo objevi.

Bez ohledu na predchozi ustanoveni timto
berou Poskytovatel sluzeb, Zadavatel
a IQVIA na védomi, ze tato Smlouva bude
uvetejnéna podle zakona ¢. 340/2015 Sb.
o registru smluv. V ramci ujednani mezi
Smluvnimi stranami se Poskytovatel sluzeb
zavazuje uvefejnit tuto Smlouvu v souladu
s pfedchozim  ustanovenim. Jakékoli
informace, kter¢  jsou  obchodnim
tajemstvim kterékoli strany, piredstavuji
vyjimku zZ povinnosti uvefejnéni. Pro ucely
této Smlouvy takova obchodni tajemstvi
zahrnuji mimo jiné Pfilohu 1 — Protokol,
Ptilohu 2 — Radiologické sluzby, Ptilohu 3
— Platby, minimalni cilovy pocet zatazeni,
oc¢ekavany pocet subjektll zarazenych do
Studie a ocekavanou dobu trvani Studie.
Krom¢  toho  predstavuji  vyjimku
Z uvetejnéni také osobni udaje jednotlivych
osob, pokud jiz nebyly diive uvefejnény
Vjiném vefejném registru. Verze této
Smlouvy wurend pro uvefejnéni tvoii
Ptilohu 4 této Smlouvy. Poskytovatel
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Service Provider is obliged to publish this
Agreement in accordance with the article
herein above. The Service Provider will
inform IQVIA of publishing the Agreement
in the Agreements Register by designating
the following email address:
as the
email address to which a notification of
publication in the Agreements register shall
be sent. Should the Service Provider fail to
publish this Agreement within 5 working
days from the date of the last signature
hereof, it may be published by the Sponsor
or IQVIA. This Agreement will become
binding on the date on which it is last
signed by the parties and effective on the
date of its publication in the Register of
Agreements (the “Effective Date™).

The estimated value of financial payment

under  this  Agreement shall  be
approximately CZK 912 000.

4. Data Protection

4.1  Prior to and during the course of the

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

4.2 If Service Provider is in the
European Union, the Sponsor would be the
data controller for such personal data,
except that, if IQVIA deals with any
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sluzeb je povinen uvefejnit tuto Smlouvu
vsouladu svySe uvedenym ¢lankem.
Poskytovatel sluzeb bude spolecnost
IQVIA informovat o0 uvetejnéni Smlouvy

Vv registru smluv tak, ze vyhradi e-mailovou

jako e-mailovou adresu, na kterou ma byt
zaslano oznameni 0 uvefejnéni Smlouvy
vregistru smluv. Pokud Poskytovatel
sluzeb neuvetfejni tuto Smlouvu do 5
pracovnich dnti ode dne posledniho
podpisu, mtze ji uvetejnit Zadavatel nebo
spolecnost IQVIA. Tato Smlouva nabyva
platnosti k datu, kdy bude podepsana
posledni smluvni stranou a téinnosti kK datu
jejiho uverejnéni v registru smluv (,,Datum
ucinnosti*).

Odhadovand hodnota finan¢niho plnéni na
zaklad¢ této Smlouvy bude pfiblizné
912 000 K¢.

4. Ochrana osobnich udaji

41 Pied zahdjenim iv  priabéhu
poskytovani Sluzeb mohou Poskytovatel
sluzeb ajeho zaméstnanci poskytovat
osobni udaje tykajici se zaméstnanctl
Poskytovatele  sluzeb  nebo  jinych
pracovnikli, na néz se mohou vztahovat
zédkony Ci nafizeni na ochranu osobnich
udaji a které mohou IQVIA, Zadavatel
ajejich pfidruzené subjekty pouzivat
vsouladu splatnymi  zakony K nize
uvedenym ucelim apo dobu piiméiene
nezbytnou k t€émto ti¢elim.

Mize se jednat napiiklad 0 jména,
kontaktni udaje, pracovni praxi, kvalifikaci,
publikace, Zivotopis, dosavadni vzdélani,
informace 0 vykonnosti, informace
0 zafizenti, informace 0 zpusobilosti
zaméstnancl a dalsi informace souvisejici
s provadénim klinickych hodnoceni ze
strany Poskytovatele sluzeb.

4.2 Nachazi-li se Poskytovatel sluzeb
Vv Evropské unii, bude spravcem téchto
osobnich tdaji Zadavatel. Bude-li vSak
sosobnimi udaji podle této Smlouvy
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personal data under this Agreement in the
manner of adata 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,
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 e) storage in databases for use in
selecting service providers in future clinical
trials or other business.

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 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 Sponsor, as applicable,
will make sure that appropriate safeguards
are secured in advance of any transfer in
accordance with IQVIA’s or Sponsor’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.
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nakladat jako spravce udaji spolecnost
IQVIA, bude vrozsahu, vjakém snimi

bude nakladdat, spravcem 1daji ona.
Poskytovatel  sluzeb  timto  souhlasi
S pouzivanim  azpracovavanim  svych

osobnich Udaji ataké stim, Ze V piipadé
potieby  zajisti  dodateCny  souhlas
S pouzivanim a zpracovdvanim osobnich
udaji od svych zaméstnancti a pracovniki
pro tyto ucely: a) provadéni Studie a/nebo
statistické analyzy; b) kontrola provadéna
stitnimi  nebo  kontrolnimi  ufady,
Zadavatelem, spolecnosti IQVIA a jejich
zastupci a pridruzenymi subjekty, c) plnéni
zakonnych pozadavk a pozadavkul
regulacnich pfedpisti, d) zvefejnéni na
webu www.clinicaltrials.gov ana dalSich
webovych  strankach nebo v dalSich
databazich, které slouzi srovnatelnému
ucelu, a e) ulozeni do databazi, které slouzi
k vybéru poskytovateli sluzeb pro budouci
klinickd hodnoceni nebo jiné aktivity.

4.3  Poskytovatel sluzeb se dale
zavazuje asouhlasi Stim, Ze zajisti
dodate¢ny souhlas od svych zaméstnancu
a pracovnikll s pfevodem téchto udaji do
jinych zemi, nez je zemé, kde Poskytovatel
sluzeb sidli, které nemuseji poskytovat
stejnou Uroven ochrany, jaka plati v zemi
Poskytovatele sluzeb. V takovém pripade
spolecnost IQVIA nebo piipadné Zadavatel
zajisti, aby byly Vv souladu se zidkonnymi
povinnostmi  spole¢nosti  IQVIA  nebo
pfipadné Zadavatele pred kazdym takovym
piredanim ziskany piislusné zaruky, které
zajisti ochranu osobnich udajii zaméstnanct
a pracovnikli Poskytovatele sluzeb podle
zakonu a predpist 0 ochran¢ tidaju platnych
v zemi Poskytovatele sluzeb. Poskytovatel
sluzeb se také zavazuje, ze zajisti, aby jeho
zamestnanci a pracovnici byli informovani
otom, ze jejich osobni udaje budou
pouzivany, zpracovavany a ukladany pro
vyse uvedené ucely, a o tom, Ze mohou byt
piedavany do jinych zemi; Poskytovatel
sluzeb rovnéz zajisti ziskani souhlasu téchto
zaméestnanci  a pracovnikli S takovym
pouzivanim, uklddanim  a pfedavanim
udaji. Poskytovatel sluzeb se zavazuje, ze
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S. Payment
5.1 IQVIA shall pay for Service
Provider’s Services as detailed in the

Attachment 3. Service Provider will invoice
IQVIA every three (3) months, 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 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
aPublic 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 (i) 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)

Ancillary Services Agreement
Version Date 23 July 2018

bude  dodrzovat zdkonné  ptedpisy
0 soukromé povaze osobnich udaji nebo
0 ochran¢ osobnich udaji platné v zemi
puvodu udaji.

5. Platby

5.1  Odménu Poskytovateli sluzeb tak,
jak je podrobn¢ popséna Vv Piiloze ¢. 3,
bude vyplacet spole¢nost IQVIA. Faktury
bude Poskytovatel sluzeb vystavovat
spole¢nosti IQVIA kazdé tfi (3) mésice a do
30 dnti po ukonceni poskytovani Sluzeb
zaSle zavére¢nou fakturu S vyuctovanim
vSech poplatki, nakladt a vydaju. Platby za
Sluzby poskytované podle této Smlouvy
bude spolecnost IQVIA hradit do ctyficeti
peti (45) dnti od doruceni faktury.

Smluvni strany se zavazuji, Ze nebudou
uskutecnovat zadné platby ani prevadeét
zadna hodnotna plnéni, jejichz cilem nebo
vysledkem by bylo poskytnuti uplatku ve
vefejném ¢i soukromém sektoru nebo piijeti
¢1 pfistoupeni na vydirdni, poskytnuti
nezakonné provize nebo jakékoli jiné
nezakonné nebo nepatficné  zpusoby
ziskavani zakazek. Poskytovatel sluzeb
prohlasuje, ze ¢astky vyplacené podle této
Smlouvy piedstavuji pfiméfenou odménu
za Sluzby. Poskytovatel sluzeb timto
prohlaSuje a zavazuje se, Ze platby, které
obdrzi na zéklad¢ této Smlouvy, nijak
neovlivni rozhodnuti, které Poskytovatel
sluzeb nebo jeho wvlastnici, clenové
statutarnich organti, zaméstnanci, zastupci
nebo konzultanti ucini jakozto Gfedni osoby
(definované nize) ¢i V jiném postaveni, za
ucelem poskytnuti pomoci spolecnosti
IQVIA nebo Zadavateli v podob¢ zajisténi
neopravnéné vyhody ¢i za ucelem ziskani ¢i
zachovani obchodni prilezitosti.
Poskytovatel sluzeb prohlasuje a zarucuje
se, ze on sam ani zadna osoba nebo subjekt
jednajici jeho jménem, ani zadny jiny
pfijemce plateb na zdklad¢ této Smlouvy
nebudou piimo ani nepifimo nabizet ani
vyplacet zadné castky, ani schvalovat
nabidky nebo vyplaceni zadnych Ccastek
jiného hodnotného plnéni zadné ufedni
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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.

In addition to other rights or remedies under
this Agreement or at law, 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 agovernment, apublic
international organization or any
department or agency thereof, or any person
acting in an official capacity, including, for
apublic 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”), and Service
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osobé¢ (definované nize) ¢i vefejnému
subjektu, aby (i) ovlivnili néjaky ufedni
ukon ¢i rozhodnuti, (ii) pfiméli takovou
fyzickou ¢i pravnickou osobu ucinit, nebo
naopak neucinit néjaky tkon, a tim porusit
jejich zdkonnou povinnost, (iil) ziskali
neopravnénou vyhodu, (iv) ptiméli takovou
fyzickou ¢i pravnickou osobu, aby vyuzila
svého vlivu na orgdny statni spravy nebo
mistni samospravy, atim ovlivnila jejich
jednani nebo rozhodnuti, nebo (v)aby
ziskali ¢i si udrzeli zakdzku nebo pomohli
jiné fyzické ¢i pravnické osobé K ziskani
zakazky.

Poskytovatel sluzeb prohlasuje a zarucuje,
Ze ani on sam, ani nikdo z pfijemcu plateb
na zéklad¢ této Smlouvy, ani Z4dna jina
fyzickd ¢i pravnicka osoba jednajici jeho

jménem  nejsou  ufednimi  osobami
S pravomoci ovliviiovat urc¢it¢  ufedni
ukony.

Vedle dalSich prav a pravnich prostredk,
které spolecnosti IQVIA pfisluSeji podle
této Smlouvy nebo ze zdkona, je spole¢nost
IQVIA opravnéna vypovedét tuto Smlouvu,
jestlize Poskytovatel sluzeb porusi néktera
ze svych prohlaseni a ujisténi uvedenych
vtomto clanku nebo jestlize se IQVIA
dozvi, ze Poskytovatel sluzeb nebo jina
fyzicka ¢i pravnickd osoba jednajici jeho
jménem vyplaceji nebo vyplatily vefejnému
Ciniteli n&jakou neopravnénou ¢astku.

Pro tgely této Smlouvy je ,,Ufedni
osobou“ jakykoli vykonny fidici pracovnik
¢i zaméstnanec vladniho ufradu, vetejné
mezinarodni organizace nebo jakéhokoli
jejich oddéleni ¢i organu nebo jakakoli
osoba pisobici v ufedni funkci, naptiklad
jménem né&jakého statntho ufadu nebo
podniku, a jakakoli politicka strana nebo
jeji predstavitel ¢i jakykoli kandidat na
vetejnou funkei.

Ob¢ smluvni strany se zavazuji, Ze se
budou fidit veSkerymi protikorupcnimi
zakony, pravidly, predpisy a nafizenimi,
které se na kazdou znich vztahuji (dale
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Provider acknowledges that Sponsor and
IOVIA and their respective affiliates, need

spole¢né jen ,Legislativa®) a Poskytovatel
sluzeb bere na védomi, Ze Zadavatel

to adhere to 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.

6. Liability and Insurance

6.1 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.

6.2 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.

6.3  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.

6.4  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.

6.5 Service Provider shall maintain
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alQVIA ajejich pfislusné ptidruzené
subjekty museji dodrzovat americky zakon
0 korupc¢nich praktikach Vv zahrani¢i
Vv platném znéni, britsky protikorupéni
zakon zroku 2010 aprovadéci pravni
predpisy na zakladé Umluvy OECD o0 boji
proti podplaceni zahrani¢nich vefejnych
Ciniteld Vv mezindrodnich  obchodnich
transakcich. Povinnosti kazdé smluvni
strany je znat adodrzovat ustanoveni

piislusné Legislativy.
6. Odpovédnost a pojisténi
6.1  Zadna ze stran Vv Zzadném piipadd

neponese odpovédnost za usly zisk, ztratu
obchodnich pfileZitosti, pfijmd, dobré
povésti nebo ocekavanych uspor, za piimé
¢1 nepiimé ztraty nebo Skody.

6.2  Spolecnost IQVIA timto vyslovné
odmita jakoukoli odpovédnost v souvislosti
S hodnocenym ptipravkem a jakymikoli
jinymi materialy souvisejicimi se Studii
(spole¢n¢ dale jen ,Lécivo ) vcetné
odpovédnosti za naroky  vyplyvajici
zestavu  zpusobeného nebo  udajné
zpusobeného podanim Léciva.

6.3  UCelem zadného z ustanoveni této
Smlouvy neni vyloucit nebo omezit
odpovédnost kterékoli ze smluvnich stran
za umrti nebo Ujmu na zdravi osob
zpusobenou nedbalosti dané strany.

6.4  Poskytovatel sluzeb se zavazuje, ze
neprodlené¢ pisemné oznami spolecnosti
IQVIA aZadavateli veskeré naroky,
o nichz se dozvi akteré se budou tykat
onemocnéni nebo Ujmy na zdravi, K nimz
doslo skutecné¢ nebo tudajn¢ Vv dusledku
nezadouci reakce na Lécivo, aby mohl
Zadavatel takovy narok vypotadat (vCetné
vedeni jednani 0 vypotadani), a poskytnout
Zadavateli plnou soucinnost pii vyporadani
naroku.

6.5  Poskytovatel sluzeb vV pfisluSnych
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acommercially  reasonable level of
insurance, and, upon request, shall provide
a certificate of insurance to IQVIA; or,
alternatively, if applicable insurance is
provided by agovernmental 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 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 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 aright to make copies
thereof at cost) and/or any equipment and
shall provide all reasonable assistance at all
times during the currency 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 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
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pfipadech  uzavie abude  udrzovat
V platnosti pojisténi vV komercné
pfiméeném rozsahu (podle potieby) a na
zadost ptedlozi spolecnosti IQVIA pojistny
certifikat. Je-li pojisténi zajiSténo statem,
zavazuje se Poskytovatel sluzeb, Ze bude po
celou dobu poskytovani Sluzeb spliovat
vSechny podminky, aby se na n¢&j takové
pojisténi vztahovalo.

7. Korespondence s kontrolnimi
uirady a inspekce

7.1  Poskytovatel sluzeb bude spolecnost
IQVIA neprodlen¢ informovat 0 veskerych
dotazech, korespondenci a sdélenich, které
V souvislosti se sluZzbami obdrZi od statnich
nebo kontrolnich Gifadl nebo které jim bude
predkladat, a poskytne spole¢nosti
IQVIA kopie takové pisemné komunikace,
napfiklad pozadavkii na kontrolu zafizeni
Poskytovatele sluzeb. Poskytovatel sluzeb
umozni spole¢nosti IQVIA a Zadavateli se
takovych kontrol zucastnit. Poskytovatel
sluzeb vyvine ptiméfené usili k tomu, aby
vyclenil veskeré duveérné materialy, jejichz
poskytnuti neni béhem takovych kontrol
pozadovano, a zabranil tak jejich sdéleni.

7.2 Poskytovatel  sluzeb  poskytne
spoleCnosti IQVIA, Zadavateli a jejim
zmocnénym zastupcim pravo piiméreného
pfistupu K zafizeni, zaznamim (vCetné
prava potizovani kopii na vlastni naklady)

a/nebo k veskerému vybaveni
Poskytovatele sluzeb apo dobu platnosti
této Smlouvy jim bude poskytovat
piiméfenou soucinnost pii  kontrolach
dodrzovani Smlouvy ze strany
Poskytovatele sluzeb apii kontrolach
veskerych Cinnosti, plnéni, bezpecnosti

a dodrzovani integrity Vv souvislosti se
Smlouvou a poskytovanim Sluzeb.

8. Zverejnovani

8.1  Poskytovatel sluzeb nesmi bez
piedchoziho vyslovného pisemného
souhlasu  Zadavatele zvefejnit zadné
informace o Sluzbach ani jejich ¢ast, ani na
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other party’s name, or Sponsor’s name, in
connection  with any  advertising,
publication or promotion without prior
written permission.

9. Termination

9.1 IQVIA may terminate this
Agreement effective 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
Provider reasonably determines that it is
unsafe to continue the Services.

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 or, if IQVIA has paid any sums
in advance, Service Provider shall repay all
such sums other than money, in respect of
any Services or part thereof properly
performed in accordance with this
Agreement

10.  Additional Contractual Provisions
10.1 This Agreement, including its
attachments, constitutes the sole and
complete agreement between the parties
and replaces all other written and oral
agreements relating to the Services.

10.2  No amendments or modifications to
this Agreement shall be valid unless in
writing and signed by all the parties. Failure
to enforce any term of this Agreement shall
not constitute a waiver of such term. If any
part of this Agreement is found to be
unenforceable, the rest of this Agreement
will remain in effect.
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n¢ odkazovat. Bez ptedchoziho pisemného
souhlasu druhé Strany nejsou smluvni
Strany opravnény pouzivat pro ucely
reklamy, publikace nebo propagace
jméno/nazev druhé Strany nebo Zadavatele.

9. Ukon¢eni platnosti

9.1 Spole¢nost IQVIA miZze tuto
Smlouvu vypovédét pisemné s okamzitou
ucinnosti. Poskytovatel sluzeb je opravnén
ukoncit platnost této Smlouvy pisemnym
oznamenim V pfipadé, Zze V dokonceni
Sluzeb  zabrani  Poskytovateli  sluzeb
okolnosti, které nebude moci S vynaloZenim
pfiméfeného Usili ovlivnit, nebo V piipadé,
ze Poskytovatel sluzeb divodné usoudi, Ze
dalsi poskytovani SluZzeb neni bezpecné.

9.2  Po ukonceni platnosti této Smlouvy
Z jakéhokoli jiného divodu nez poruseni
povinnosti ze strany Poskytovatele sluzeb
budou veskeré nevyplacené Castky ze strany
spole¢nosti IQVIA ve prospéch
Poskytovatele sluzeb naddle splatné
vsouladu s podminkami této Smlouvy.
V piipadé€, ze spolec¢nost IQVIA uhradila
néjaké castky predem, je Poskytovatel
sluzeb povinen vSechny tyto Castky vratit
S vyjimkou c¢astek, jez mu pftisluSeji za
fadné poskytnuté Sluzby v souladu s touto
Smlouvou nebo jejich ¢ast.

10.  Dalsi smluvni ustanoveni

10.1 Tato Smlouva vcetné¢ Ptiloh
predstavuje jediné a uplné ujednani mezi
Smluvnimi stranami a nahrazuje veskeré
predchozi pisemné a ustni dohody tykajici
se Sluzeb.

10.2  Pro platnost dodatkt k této Smlouvé
nebo zmén V této Smlouvé je nezbytné, aby
mely pisemnou formu abyly podepsany
vSemi smluvnimi stranami. Nebude-li
smluvni strana vymahat plnéni nékterého
Z ustanoveni této Smlouvy, nebude to
znamenat, ze se plnéni takového ustanoveni
vzdava. Bude-li néktera z casti Smlouvy
shleddna nevymahatelnou, zlstanou
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10.3 This Agreement shall be binding
upon the 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
IQVIA. Upon Sponsor’s request, IQVIA
may assign this Agreement to Sponsor or to
athird party, and IQVIA shall not be
responsible for any obligations or liabilities
under this Agreement that arise after the
date of the assignment, and Service
Provider hereby consents to such an
assignment. Service Provider will be given
prompt notice of such assignment by the
assignee.

10.4 The terms of this Agreement that
contain obligations or rights that extend
beyond the completion of the Services shall
survive termination or completion of this
Agreement.

11. Law

11.1 This Agreement shall be governed

and construed in accordance with the Laws
of the Czech Republic. Any disputes arising

zbyvajici ustanoveni I nadale

v platnosti.

Smlouvy

10.3 Tato Smlouva bude zavazna vuci
smluvnim  strandm i jejich  pravnim
nastupciim  a postupnikim. Poskytovatel
sluzeb nesmi postupovat ani prevadét sva
prava ¢i zavazky ztéto Smlouvy bez
pisemného souhlasu spole¢nosti IQVIA. Na
zaklad¢ zadosti Zadavatele je spolecnost
IQVIA opravnéna pievést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu,
pficemz  spolecnost IQVIA  nebude
odpovédnd za jakékoli zavazky ¢i
povinnosti dle této Smlouvy, jez vyplynou
po datu postoupeni, a Poskytovatel sluzeb
timto S takovym postoupenim souhlasi.
Poskytovatel sluzeb bude 0 postoupeni
neprodlené informovan nabyvatelem.

10.4 Podminky této Smlouvy obsahujici
zavazky ¢i prava, které svou povahou
piesahuji okamzik dokonceni poskytovani
Sluzeb, zlstavaji v platnosti i po ukonceni
nebo skonceni platnosti této Smlouvy.

11. Rozhodné pravo

11.1 Tato Smlouva se fidi zakony Ceské
republiky aje vykladana podle nich.
Veskeré spory vzniklé ztéto Smlouvy

out of this Agreement shall be resolved by

budou feSeny piislusnymi soudy Vv Ceské

the competent courts of the Czech republice.

Republic.

12. Independent Contractor 12.  Vztah nezavislych smluvnich
Relationship stran

12.1 The parties hereto are independent 12.1 Smluvni strany jsou nezavislé
contractors and nothing contained in this smluvni strany austanovenimi  této

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,
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Smlouvy mezi nimi nevznik4 partnersky
vztah, vztah ~mandanta a mandatafe,
pracovnépravni vztah ani spole¢ny podnik.
Poskytovatel sluzeb bude pii plnéni svych
povinnosti uplatiovat vlastni odborny
usudek a spolecnost IQVIA nebude zplsob,
kterym Poskytovatel sluzeb své povinnosti
plni, ovliviiovat. Spole¢nost IQVIA nebude
Poskytovateli sluzeb ani jeho
zam&stnancim poskytovat zaddné pojisténi
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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 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.

12.2  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.  Service  Provider  shall
indemnify and hold IQVIA harmless
against any fines, penalties, costs,

attorneys’ fees and/or other outlays which
are incurred because Service Provider,
Service Provider’s employees or Service
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(naptiklad  zdravotni,  stomatologické,
invalidni, pojisténi odpovédnosti, majetku,
odSkodnéni zaméstnancti nebo pojisténi
V piipad¢ nezaméstnanosti) ani vyhody
(naptiklad odmény za praci ptescas, penze,
dovolené ¢i podily na zisku). Spolecnost
IQVIA neponese za Poskytovatele sluzeb
ani za jeho zaméstnance odpovédnost pii
odvadéni dani nebo ptispévkl do statnich
nebo federdlnich fondi (naptiklad dan ze
mzdy, odhadované dané, odvody podle
»FICA®, nebo pfispévky do invalidnich
nebo odskodnovacich fondu)
a Poskytovatel sluZzeb se zarucuje, Ze bude
veskeré prislusné povinnosti Vv souvislosti

sodvodem dani afondy plnit sam.
Spole¢nost IQVIA neponese za
Poskytovatele sluzeb ani za jeho
zam¢estnance  odpovédnost  ve  véci

dodrZovani pracovnépravnich zakonl nebo
pfedpisti a Poskytovatel sluzeb se zarucuje,
7ze bude vSechny tyto zdkony a piedpisy
véetné zdkonl a pfedpisti tykajicich se
napiiklad bezpecnosti, ochrany zdravi
a diskriminace pfi praci dodrzovat.

12.2  Vzhledem k tomu, ze Poskytovatel
sluzeb je nezavislou smluvni stranou,
sjedndva se, ze spole¢nost IQVIA nenese
odpovédnost za ovéfeni pracovniho
opravnéni  Poskytovatele sluzeb, jeho
zameéstnancu a/nebo subdodavateld, 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
ptipadni subdodavatelé, které si
Poskytovatel sluzeb najima, aby vykonavali
praci v souvislosti s touto Smlouvou, maji
pracovni opravnéni a nikdy béhem platnosti
této Smlouvy nebudou jednat Vv rozporu
S imigracnimi zédkony zemé, V niZz bude
prace podle této Smlouvy vykondvana.
Poskytovatel sluzeb je povinen odskodnit
a zajistit spolecnost IQVIA proti veskerym
pokutam, postihlim, ndkladim, vydajim za
pravni zastoupeni a/nebo jinym vylohdm
zpusobenym skuteCnosti, ze Poskytovatel
sluzeb, jeho zaméstnanci nebo
subdodavatelé Poskytovatele sluzeb nemayji
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Provider’s  subcontractors are  not K praci Vv pfislusné zemi opravnéni.
authorized for work in any involved

country.
IQVIA RDS Czech Republic s.r.o. IQVIA RDS Czech Republic s.r.o.
By: Podepsal(a):
(signature) (podpis)
Print Name: Jméno hilkovym pismem:
Title: Funkce:
Date: Datum:
Fakultni nemocnice Plzen Fakultni nemocnice Plzen
By: Podepsal(a):
(signature) (podpis)
Print Name: Jméno hilkovym pismem:
Title: | Funkce: |
Date: Datum:
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Attachment 1 Priloha 1

Protocol Protokol
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Attachment 2 Priloha 2

Radiology Services Radiologické sluzb
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Attachment 3 Priloha 3

Payment Platb
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