RU: 120.00880108

ANCILLARY SERVICES AGREEMENT

SMLOUVA O DOPLNKOVYCH SLUZBACH

Concerning Investigational Product

I
(STUDY_PRODUCT’) and Study ~Number

Tykajici se hodnoceného pripravku }
(dale jen ,HODNOCENY PRIPRAVEK") a Cisla
studie

This Ancillary Services Agreement
(“AGREEMENT”) is entered into by and becomes
effective on the day of the publishing in
accordance with the Act no. 340/2015 Coll. On the
Register of Contracts (hereinafter “EFFECTIVE
DATE").

Tato dodate¢na smlouva o sluzbach (dale jen
~SMLOUVA") se uzavira a je ucinna ode dne
zvefejnéni dle zakona €. 340/2015 Sb., o registru
smluv (dale jen ,DATUM UCINNOSTI).

BETWEEN

MEZI

PHARMACEUTICAL RESEARCH ASSOCIATES
CZ, s.ro., having a place of business at
Jankovcova 1569/2c, 170 00 Praha 7, Czech

PHARMACEUTICAL RESEARCH ASSOCIATES
CZ, s.r.o.,, se sidlem na adrese Jankovcova
1569/2c, 170 00 Praha 7, Ceska republika (dale jen

incorporated under the laws of Belgium having its
registered offices at Allée de la Recherche 60, B-

Republic (hereinafter “CRQO”); ,LCRO");
and a
UCB BIOPHARMA SPRL, a company | UCB BIOPHARMA SPRL, spole¢nosti

registrovanou podle belgickych zakonu, ktera ma
sidlo na adrese Allée de la Recherche 60, B-1070

1070 Brussels, Belgium (hereinafter | Brusel, Belgie (dale jen ,ZADAVATEL");
“SPONSOR”);
and a

Revmatologicky Uustav, having a place of
business at Na Slupi 4, 128 50 Praha 2, Czech
Republic, company ID: 00023728, TAX ID:
CZ00023728 (hereinafter "INSTITUTION");

Revmatologicky ustav, se sidlem na adrese Na
Slupi 4, 128 50 Praha 2, Ceska republika, IC::
00023728, DIC: (C€Z00023728 (dale jen
,ZDRAVOTNICKE ZARIZENI*);

individually a "PARTY" and together the
"PARTIES".

jednotlivé oznacovany jako ,STRANA" a
spole¢né ,STRANY".

This AGREEMENT will be effective as of the
same effective date as the clinical trial agreement
relating to the conduct of the STUDY between

CRO, SPONSOR, wlﬂ)nc
(the “CLINICAL SITE”) and (the
‘INVESTIGATOR”), who is serving as the
principal investigator for the STUDY (the

“CLINICAL TRIAL AGREEMENT").

Tato SMLOUVA bude ucinna ke stejnému datu
ucinnosti jako smlouva o klinickém hodnocent,
ktera souvisi s provadénim STUDIE mezi CRO,
ZADAVATELEM, a | Ceska

republika (dale jen ,KLINICKE PRACOVISTE") a
H (dale jen ,ZKOUSEJICI*), ktery pini

funkei hlavniho zkousejiciho ve STUDII (dale jen
~SMLOUVA O KLINICKEM HODNOCENI").

WHEREAS, SPONSOR and its AFFILIATES
(defined below) are engaged in research and
development of pharmaceutical products and/or
medical devices and have developed or acquired
proprietary know-how and technical information
relating to such products or devices; and

VZHLEDEM K TOMU, ze ZADAVATEL a jeho
PRIDRUZENE OSOBY (definované nize) se
angazuji ve vyzkumu a vyvoji farmaceutickych
pFipravkll a/nebo zdravotnickych prostfedk(l a
maji nebo ziskali know-how, které vlastni, a
technické informace tykajici se téchto pfipravkl
nebo zafizeni; a
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WHEREAS, CRO is a Clinical Research
Organization which has been retained by
SPONSOR under separate written agreement to
act as SPONSOR’s contractor and designee in
managing the “STUDY
PRODUCT”)
(“STUDY”) for SPONSOR, including procurement
of services in respect to this STUDY (“CRO
SERVICES”); and

VZHLEDEM K TOMU, ze CRO je spolecnost pro
klinicky vyzkum, ktera byla ZADAVATELEM
najata podle samostatné smlouvy, aby jednala
ZADAVATELE jako ZADAVATELUV
dodavatel a zmocnénec pro spravu
dale jen ,STUDIJNI
PRIPRAVEK") (dale
jen ,STUDIE") a také pro ziskani sluzeb tykajicich
se STUDIE (déle jen ,SLUZBY CRO"); a

pro

WHEREAS, CRO has expertise inter alia, in

recruiting institutions and investigators to
participate in studies, in designing study
protocols, in monitoring data collection and

supervising the schedule and format of study
deliverables, and SPONSOR has appointed CRO
to procure CRO SERVICES under this
AGREEMENT and to provide same to
SPONSOR; and

VZHLEDEM K TOMU, Ze je spole¢nost CRO
odborné zpUlsobila k tomu, aby mimo jiné najimala
zdravotnicka zafizeni a zkouSejici k uCasti ve
studiich, k vytvafeni protokolll studie a
monitorovani shromazdovani udajli a k dohledu
na harmonogram a format vystupu studie, a
ZADAVATEL jmenoval CRO, aby tak zaopatfil
SLUZBY CRO podle této SMLOUVY a spole&nost
CRO poskytovala tyto SLUZBY ZADAVATELI; a

“CLINICAL SITE”), , who
is serving as the principal investigator for the
STUDY (the “INVESTIGATOR”), CRO and
SPONSOR will enter or have entered into a
clinical trial agreement (the “CLINICAL TRIAL
AGREEMENT"), under which the CLINICAL SITE
and INVESTIGATOR will arrange and administer
B (hc ‘STUDY PRODUCT’) in the
STUDY; and

VZHLEDEM K TOMU, Ze

. , (dale jen ,KLINICKE
PRACOVISTE"), ,

ktera plni funkci hlavniho zkousejiciho ve STUDII
(dale jen ,ZKOUSEJICi*), CRO a ZADAVATEL
uzaviou nebo wuzavieli smlouvu o klinickém
hodnoceni (dale jen ,SMLOUVA O KLINICKEM
HODNOCENI“), na zakladé které KLINICKE
PRACOVISTE a ZKOUSEJICi zorganizuji a
budou podavat (dale jen
L,HODNOCENY PRIPRAVEK") v ramci STUDIE;
a

WHEREAS, the INSTITUTION and the CLINICAL
SITE are in independent relationship; and

VZI:I!_EDEM K TOMU,, ze ZDRAVVOTVNICKE
ZARIZENI a KLINICKE PRACOVISTE jsou
v nezavislém vztahu; a

WHEREAS, CRO wishes to engage
INSTITUTION to provide further assistance in
respect of the STUDY and the INSTITUTION is
willing to perform the SERVICES (as defined
herein) upon the terms and subject to the
conditions set forth hereafter.

VZHLEDEM K TOMU, Ze si CRO pfeje najmout
ZDRAVOTNICKE ZARIZENI k poskytovani dalsi
asistence v souvislosti se STUDI a ze
ZDRAVOTNICKE ZARIZENI je ochotno provadét
SLUZBY (zde definované) na zakladé smluvnich
podminek a podminek zde uvedenych.

NOW, THEREFORE, IT HAS BEEN AGREED
AS FOLLOWS:

Z TOHO DUVODU SE SMLUVNI STRANY NYNi
DOHODLY NASLEDOVNE:

ARTICLE 1 - ENGAGEMENT

CLANEK 1 - ZAVAZEK

CRO appoints INSTITUTION, who accepts to
perform the pharmacy services as further
described in the PROTOCOL as defined in
Section 2.1 below (the “INSTITUTION
SERVICES”).

CRO ustanovi ZDRAVOTNICKE ZARIZENI, které
pfijme zavazek provadét Iékarenske sluzby, které
jsou podrobnéji popsany v PROTOKOLU dle
Oddilu 2.1 nize (ddle jen ,SLUZBY
ZDRAVOTNICKEHO ZARIZENI").

ARTICLE 2 — DUTIES

CLANEK 2 — POVINNOSTI

21 INSTITUTION agrees to perform the
INSTITUTION SERVICES and to comply with all
laws, particularly Act No. 378/2007 Coll., on
Pharmaceuticals, as amended, Act No. 372/2011

2.1 ZDRAVOTNICKE ZARIZENI souhlasi s
provadénim  SLUZEB  ZDRAVOTNICKEHO
ZARIZENI a s dodrzovanim veskerych zékond,
zejména zakonem €. 378/2007 Sh. o léCivech, v
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Coll., on Health Services, as amended, Act No.
268/2014 Coll., on Medical Devices, Decree No.
226/2008 Coll., on Good Clinical Practice
conditions of clinical trials of medicinal products,
as amended, Act No. 101/2000 Coll., on Personal
Data Protection, as amended, and their potential
replacements, and any and all applicable
directives, rules, regulations, guidelines,
regulatory requirements and authorizations, best
professional and ethical standards, the latest
version of the ICH-GCP, the Helsinki Declaration,
any SPONSOR standard operating procedures or
any instructions given by SPONSOR, CRO,
CLINICAL SITE and INVESTIGATOR with
respect to the INSTITUTION SERVICES
(hereinafter “APPLICABLE REGULATIONS”)
and in strict accordance with the protocol entitled

, which forms part of
this AGREEMENT and may be amended from
time to time, such amendments also forming part
of this AGREEMENT (the “PROTOCOL”).

plathném znéni, zadkonem ¢&. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni, zakonem
C. 268/2014 Sb., o zdravotnickych prostfedcich,
vyhlaskou €. 226/2008 Sb. o spravné klinické
praxi a podminkach klinického hodnoceni I1€Civ, v
platném znéni a zakonem ¢&. 101/2000 Sb., o
ochrané osobnich udajd, v platném znéni a jejich
pfipadnymi  nahradami, pravidel, pfedpisu,
pokynu, regulaénich pozadavkl a opravnéni,
nejlepsich odbornych a etickych standardd,
nejnovéjsi verze ICH-SKP, Helsinské deklarace,
veSkerych standardnich pracovnich postupl
ZADAVATELE nebo  veskerych pokyn(
ZADAVATELE, CRO, KLINICKEHO
PRACOVISTE a ZKOUSEJICIHO souvisejicich
se SLUZBAMI ZDRAVOTNICKEHO ZARIZENI
(dale jen ,,PLATNE PREDPISY“) a v pfisném

souladu S rotokolem s nazvem
i, ktery tvofi soucast
této SMLOUVY a muize byt €as od €asu upraven,

pficemz tyto dodatky jsou také soucasti této
SMLOUVY (dale jen ,PROTOKOLY).

2.2 INSTITUTION shall ensure that it has
sufficient personnel to perform the INSTITUTION
SERVICES in accordance with the PROTOCOL
and that all personnel and employees performing
the INSTITUTION SERVICES shall have the
necessary expertise and relevant qualifications.

2.2  ZDRAVOTNICKE ZARIZENI zajisti, aby
mélo k dispozici dostatek personalu k provadéni
SLUZEB ZDRAVOTNICKEHO ZARIZENi v
souladu s PROTOKOLEM a aby veSkery personal
a zaméstnanci provadéjici SLUZBY
ZDRAVOTNICKEHO ZARIZENI méli nezbytnou
odbornost a relevantni kvalifikaci.

2.3 INSTITUTION  warrants that the
INSTITUTION and any of its employees or other
staff members involved in the performance of the
INSTITUTION SERVICES have such current
licenses and permits as may be required to
perform the INSTITUTION SERVICES and are
not disbarred in any way from entering into this
AGREEMENT and from providing the

2.3  ZDRAVOTNICKE ZARIZENI prohladuje,
e ZDRAVOTNICKE ZARIZENI a vsichni jeho
zameéstnanci nebo ostatni ¢lenové personalu,
ktefi se budou podilet na provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI, maji takové
aktualni licence a povoleni, které mohou byt
pozadovany K provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI, a Ze jim nic

CRO and SPONSOR that it is not and shall not
be, during the term of this AGREEMENT, a Party
to any agreement which would prevent it from
fulfilling its obligations under this AGREEMENT
and that it shall not accept assignments for
INSTITUTION SERVICES from third parties that
would create a conflict of interest nor enter into an
agreement with a third party to provide services
which would in any way restrict its ability to
provide the INSTITUTION SERVICES under this
AGREEMENT, nor do any other act which may
otherwise give rise to a conflict of interest.

INSTITUTION SERVICES. nebrani v uzavieni této SMLOUVY a v
pOSvk’y’[OVé’nl' SLUZEB ZDRAVOTNICKEHO
ZARIZENI.

2.4 INSTITUTION represents and warrants to | 2.4 ~ ZDRAVOTNICKE ZARIZENI prohlasuje a

zaruCuje CRO a ZADAVATELI, ze neni a v
pribéhu trvani této SMLOUVY nebude smluvni
stranou jakékoli smlouvy, ktera by mu branila v
plnéni jeho zavazkd podle této SMLOUVY a ze
nebude piijimat ukoly v rédmci SLUZEB
ZDRAVOTNICKEHO ZARIZENI od ttetich stran,
ktery by tvofily stfet zajmu, ani nebude uzavirat
smlouvy se trfetimi stranami za ucelem
poskytovani sluzeb, které by jakymkoli zplisobem
omezovaly jeho schopnost poskytovat SLUZBY
ZDRAVOTNICKEHO ZARIZENi podle této
SMLOUVY, a bude jednat tak, aby zabranilo
vzniku stfetu zajma.

3/15
Country: Czech Republic

Institution name: Revmatologicky ustav
Clinical Site Name: . *

Ancillary Services Agreement (Pharmacy)
Protocol: .
PI: MUDr.

CONFIDENTIAL




2.5 INSTITUTION shall be solely responsible
for notifying this AGREEMENT and any payments
made by CRO to INSTITUTION for INSTITUTION
SERVICES rendered under this AGREEMENT to
such authorities as required by any APPLICABLE
REGULATIONS. INSTITUTION represents,
warrants, and undertakes that he/she has
complied with all APPLICABLE REGULATIONS
upon entering into this AGREEMENT and will do
so throughout the conduct of the INSTITUTION
SERVICES hereunder.

2.5  ZDRAVOTNICKE  ZARIZENI  bude
vyhradné zodpovédné za ohlaSeni této
SMLOUVY a veskerych plateb provedenych CRO
ZDRAVOTNICKEMU ZARIZENi za SLUZBY
ZDRAVOTNICKEHO ZARIZENI provadéné podle
této SMLOUVY tém ufadim, které to vyzaduji
podle jakychkoli PLATNYCH PREDPISU.
ZDRAVOTNICKE ZARIZENI prohlasuje, zaruduje
a zavazuje se, ze pfi uzavirani této SMLOUVY
dodrzelo veskeré PLATNE PREDPISY a bude je
dodrzovat i  pfi  provadéni  SLUZEB
ZDRAVOTNICKEHO ZARIZENI zde uvedenych.

2.6 INSTITUTION shall and shall cause its
employees and other staff members involved in
the performance of the INSTITUTION SERVICES
to promptly notify CRO and SPONSOR in
accordance with the PROTOCOL of any claim of
illness or injury incurred to a STUDY subject,
which he/she reasonably determines to be an
adverse reaction to the STUDY DRUG or control
drug (if any).

2.6 ZDRAVOTNICKE ZARIZENI bude
neprodlené informovat (a zafidi, aby i jeho
zaméstnanci a ostatni c¢lenové personalu
podilejici  se na provadéni  SLUZEB
ZDRAVOTNICKEHO ZARIZENI jednali stejné&)
CRO a ZADAVATELE v souladu s
PROTOKOLEM o veSkerych onemocnénich ¢i
Ujmach vzniklych STUDIINIMU subjektu, které
tento subjekt rozumné povaZuje za nezadouci
reakci na HODNOCENY PRIPRAVEK nebo
kontrolni Iék (pokud je pouzivan).

2.7 INSTITUTION shall fully cooperate with
CRO, SPONSOR and/or their affiliates in
providing the data that CRO and/or SPONSOR
has to report to the health authorities or other
bodies in accordance with the APPLICABLE
REGULATIONS. INSTITUTION shall do so using
the format that CRO or SPONSOR will define for
such purpose.

2.7  ZDRAVOTNICKE ZARIZENI| bude pIné
spolupracovat s CRO, ZADAVATELEM a/nebo
jejich  pfidruzenymi osobami pfi poskytovani
udaju, které CRO a/nebo ZADAVATEL musi
hlasit zdravotnim Gfadim nebo jinym organim
podle PLATNYCH PREDPISU. ZDRAVOTNICKE
ZARIZENI pfi tom pouzije format, ktery CRO a
ZADAVATEL pro tento ucel uréi.

ARTICLE 3— COMPENSATION AND PAYMENT

CLANEK 3 — ODMENA A PLATBY

3.1 In consideration for performance of the
INSTITUTION SERVICES, CRO will pay to the
INSTITUTION the compensation in accordance
with the payment schedule as detailed in
Schedule 1 attached hereto. Unless otherwise
agreed in writing by CRO and SPONSOR, no
additional compensation shall be made by CRO
to the INSTITUTION under or in connection with

3.1 V souvislosti s provadénim SLUZEB
ZDRAVOTNICKEHO ZARIZENi uhradi CRO
ZDRAVOTNICKEMU ZARIZENi odménu v
souladu s harmonogramem plateb, ktery je
podrobné& uveden v Harmonogramu 1, ktery je
pfipojen k této smlouvé. Pokud se CRO a
ZADAVATEL pisemné& nedohodnou jinak, nebude
ZDRAVOTNICKEMU ZARIZENI nalezet zadna

that CRO is performing the CRO SERVICES for
SPONSOR in accordance with its separate
agreement with SPONSOR. CRO shall make
payments to INSTITUTION for the conduct of the
STUDY under this AGREEMENT upon receipt of

adequate funding from SPONSOR.
INSTITUTION  shall issue invoices for
compensation making reference to the

INSTITUTION SERVICES performed and any

this AGREEMENT. dals$i odména ze strany CRO podle této
SMLOUVY nebo v souvislosti s ni.
3.2  INSTITUTION acknowledges and agrees | 3.2 ~ ZDRAVOTNICKE ZARIZEN|I bere na

védomi a souhlasi s tim, ze CRO provadi
SLUZBY CRO pro ZADAVATELE v souladu se
samostatnou smlouvou se ZADAVATELEM. CRO
bude provadét platby ZDRAVOTNICKEMU
ZARIZENI za provadéni STUDIE podle této
SMLOUVY po obdrzeni pfiméfenych Castek od
ZADAVATELE. ZDRAVOTNICKE ZARIZENI
vystavi faktury za odmeény, na kterych uvede
provedené SLUZBY ZDRAVOTNICKEHO
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invoices ORIGINAL INVOICES FOR

PAYMENTS:

ZARIZENI a veskeré PUVODNI

FAKTURY PRO PLATBY:

faktury

Pharmaceutical Research Associates CZ, s.r.o.
Accounts Payable

Jankovcova 1569/2c

170 00 Praha 7

Czech Republic

Pharmaceutical Research Associates CZ, s.r.o.
Accounts Payable

Jankovcova 1569/2c

170 00 Praha 7

Ceska republika

3.3 CRO shall make payment in the currency
specified in Schedule 1 within thirty (30) days of
the date of receipt of said invoice, unless disputed
by the CRO.

3.3 CRO provede platbu v méné uvedené v
Harmonogramu 1 do ftficeti (30) dni od data
obdrzeni dané faktury, pokud tato nebude
rozporovana CRO.

3.4 The INSTITUTION designates the
following party as payee ("PAYEE") under this
AGREEMENT:

3.4 ZDRAVOTNICKE ZVARIZENi uréi jako
prijemce platby (dale jen ,PRIJEMCE PLATBY")
podle této SMLOUVY nize uvedenou stranu:

PAYEE Name

Jméno PRIJEMCE PLATBY

Revmatologicky ustav

Statni pfispévkova organizace

Revmatologicky ustav

Statni pfispévkova organizace

PAYEE Address

Adresa PRIJEMCE PLATBY

Na Slupi 4
128 50 Praha 2
Czech Republic

Na Slupi 4
128 50 Praha 2
Ceska Republika

PAYEE’s Tax ID Number

Darové identifikaéni ¢islo PRIJEMCE PLATBY

CZ00023728

CZ00023728

PAYEE’s VAT Registration Number (if
applicable)

DPH registraéni &islo PRIJEMCE PLATBY (je-li
DPH relevantni)

AGREEMENT. Payment instructions have been
transmitted to CRO. Any changes to details in
payment details shall be notified in writing to CRO
without delay. The compensation specified in
Schedule 1 does not include goods and services
tax, Value Added Tax (VAT), harmonized sales
tax and other similar commodity taxes ("Taxes").
If such Taxes are required under law, they should
be added to fees and shown on the invoice at the
local applicable rate and CRO will include it with
the compensation on the invoice at the local
applicable rate.

N.A. N.A.

3.5 INSTITUTION acknowledges that it has | 3.5 ~ ZDRAVOTNICKE ZARIZENI potvrzuje,
advised PAYEE that PAYEE is accepting tax | Zze informovalo PRIJEMCE PLATBY, ze
liability for the work performed under this | PRIJEMCE PLATBY pfijima dariovou

odpovédnost za prace vykonané na zakladé této
SMLOUVY. Platebni instrukce byly pfedany
spole¢nosti  CRO. CRO bude neprodlené
pisemné informovana o jakychkoliv zménach v
platebnich  ddajich. Odména uvedena v
Harmonogramu 1 neobsahuje dan ze zbozi a
sluzeb, dan z pfidané hodnoty (DPH),
harmonizovanou dan z prodeje a podobné
komoditni dané (dale jen ,Dané*). Pokud jsou tyto
dané ze zakona vyzadovany, musi byt pficteny k
platbam a uvedeny na faktufe ve vySi mistné
uplatfiované, pficemz CRO je zahrne do odmény
na faktufe ve vysi mistné uplatfiované.

3.6 The compensation under this
AGREEMENT shall be invoiced at the latest
within six (6) months from the termination of this

3.6 Odména podle této SMLOUVY bude
fakturovana nejpozdéji do Sesti (6) mésicl po
ukonéeni této SMLOUVY. Cinnosti podle této
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AGREEMENT. Activities under the AGREEMENT
which have not been invoiced to CRO within such
six (6) month period shall no longer be considered
due and hence not paid by CRO and SPONSOR,
without any recourse from INSTITUTION.

SMLOUVY, které nebyly fakturovany CRO do
téchto Sesti (6) mésicli, nadale nebudou
povazovany za dluznou ¢astku, a tudiz nebudou
CRO a ZADAVATELEM proplaceny a
ZDRAVOTNICKE ZARIZENI nebude mit pravo
postihu.

3.7 The PARTIES agree that the
compensation paid hereunder represents the fair
market value of services rendered and that no
part of any consideration paid pursuant to this
AGREEMENT is a prohibited payment for the
recommending or arranging for the referral of
business or the ordering of items or services, nor
are the payments intended to induce illegal
referrals of business.

3.7 SMLUVNI STRANY souhlasi, ze odména
vyplacend podle této smlouvy pfedstavuje
spravedlivou trzni hodnotu poskytnutych sluzeb a
Ze zadna Ccast protiplnéni na zakladé této
SMLOUVY neni zakazana platba za doporuceni
nebo zprostfedkovani pro doporuéeni podnikové
¢innosti, objednani zbozi nebo sluzeb, ani se
nejedna o platby, které maji vyvolat nezakonné
doporuceni podnikani.

3.8 Due to legal requirements, including but
not limited to applicable professional association
codes (e.g., Codes of Practices and the
Disclosure Code of EFPIA and its national
member associations), CRO and/or SPONSOR
may be required to disclose certain payments,
gifts, and other transfers of value that it provides
to healthcare providers, institutions and
organizations. Accordingly and notwithstanding
any provision to the contrary, the compensation
and other information hereunder may be publicly
disclosed without notice by CRO and/or
SPONSOR to comply with its legal obligations,
regardless of whether such payment is remitted
directly to INSTITUTION or INVESTIGATOR.

3.8 V dusledku zakonnych pozadavk(, mimo
jiné vCetné kodext prislusnych odbornych
asociaci (napf. Zasady praxe a Zasady
zpfistupnovani Evropské federace
farmaceutického primyslu a asociaci [European
Federation of Pharmaceutical Industries and
Associations, EFPIA] a jejich narodnich
Clenskych asociaci), muze byt od spolecnosti
CRO a/nebo ZADAVATELE pozadovano, aby
zpfistupnili jisté platby, dary nebo jiné pfevody
hodnot, které poskytli poskytovatellim zdravotni
péce, zdravotnickym zafizenim a organizacim.
Proto, a bez ohledu na jakékoli ustanoveni v
opacném smyslu, mohou byt informace o
Uhradach a dalSi informace zpfistupnény bez
upozornéni CRO a/nebo ZADAVATELEM z
dlvodu zakonnych povinnosti, bez ohledu na to,

otherwise agreed upon in writing by the PARTIES,
all rights in and to the STUDY DRUG and in and
to any and all CONFIDENTIAL INFORMATION,
clinical data, results, discoveries and/or
improvements generated during the performance
of the INSTITUTION SERVICES under this
AGREEMENT, including data on the STUDY
DRUG, are vested in SPONSOR and that, even if
the INSTITUTION is to be considered as co-
investor and/or co-inventor, all its interests therein
are assigned to SPONSOR or its nominee.

zda takova platba byla poukazana pfimo
ZDRAVOTNICKEMU ZARIZENI nebo
ZKOUSEJiCiIMU.
ARTICLE 4 — PROPERTY RIGHTS CLANEK 4 — VLASTNICKA PRAVA
INSTITUTION acknowledges that, unless | Pokud se SMLUVNI STRANY pisemné

nedohodnou jinak, ZDRAVOTNICKE ZARIZENI
bere na védomi, Ze veSkera prava souvisejici s
HODNOCENYM PRIPRAVKEM a s ve$kerymi
DUVERNYMI INFORMACEMI, klinickymi udaji,
vysledky, objevy a/nebo zlepSenimi, ke kterym
dojde béhem provadéni SLUZEB
ZDRAVOTNICKEHO ZARIZENI podle této
SMLOUVY, a to v€etné udaji tykajicich se
HODNOCENEHO PRIPRAVKU, jsou ze strany
ZADAVATELE pravné zaruCené, a ze veSkeré
zajmy ZDRAVOTNICKEHO ZARIZENI zde
uvedené budou pfipsany ZADAVATELI nebo jim
urCené osobé, a to i tehdy, pokud je
ZDRAVOTNICKE ZARIZENIi povaZovano za
spoluinvestora a/nebo spoluvynalezce.
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ARTICLE 5—- CONFIDENTIALITY

CLANEK 5 — DUVERNOST UDAJU

5.1 All information supplied by SPONSOR or
CRO to INSTITUTION or derived by
INSTITUTION during the term of this

AGREEMENT shall be deemed confidential
information (“CONFIDENTIAL INFORMATION”)
and shall not be used for any purpose other than
the provision of the INSTITUTION SERVICES
under this AGREEMENT and shall not be
disclosed to any third party without the prior
written consent of SPONSOR, except for any data
or information which was in the public domain
before its disclosure or which INSTITUTION can
show was in its possession before the execution
of this AGREEMENT and was not acquired from
SPONSOR or a third party under obligation of
confidentiality to SPONSOR.

5.1 VeSkeré informace poskytnuté
ZADAVATELEM nebo CRO
ZDRAVOTNICKEMU ZARIZENI nebo vytvotené
ZDRAVOTNICKYM ZARIZENIM bé&hem trvani
této SMLOUVY se povaZzuji za diivérné informace
(dale jen ,DUVERNE INFORMACE®) a nebudou
vyuzivany k jinému udelu nez k zajisténi SLUZEB
ZDRAVOTNICKEHO ZARIZENi podle této
SMLOUVY a nebudou pfedany jiné treti strané
bez predchoziho pisemného souhlasu
ZADAVATELE, s vyjimkou veSkerych udaju a
informaci, které se objevily na vefejnosti jesté
pred jejich  pfedanim nebo u nichz
ZDRAVOTNICKE ZARIZENi miize prokazat, ze
je mélo v drZeni pfed zahajenim provadéni této
SMLOUVY a Ze nebyly ziskany od ZADAVATELE
nebo néjaké tfeti strany pod zavazkem davérnosti
vUci ZADAVATELI.

5.2 CRO and/or SPONSOR’s ability to review
the patient’s medical records shall be subject to
reasonable safeguards for the protection of
patient confidentiality. INSTITUTION shall
provide CRO’s and/or SPONSOR’s monitor
access to any patient medical records or their
systems. INSTITUTION shall ensure that only
STUDY patient medical records are disclosed to
CRO’s and/or SPONSOR'’s monitor, and shall
ensure there is no access to non-STUDY patient
records. When this is not possible, INSTITUTION
and INVESTIGATOR shall ensure certified paper
copies are made available for inspection and/or
monitoring visit.

5.2 Schopnost CRO a/nebo ZADAVATELE
prezkoumavat zdravotni zaznamy pacient bude
podminéna pfiméfenou ochranou davérnych
informaci pacientd. ZDRAVOTNICKE ZARIZENI
poskytne monitorovi CRO a/nebo ZADAVATELE
pFistup ke v§em zdravotnim zaznamdm pacienta
nebo k jeho systémim. ZDRAVOTNICKE
ZARIZENI zajisti, e monitor CRO a/nebo
ZADAVATELE ma pfistup pouze k tém
zdravotnim zaznamum pacienta, které se vztahuji
ke STUDII, a zajisti, Ze nebude umoznén zadny
pfistup k pacientovym zaznamim, které se
nevztahuji ke STUDIl. Tam, kde to nebude
mozné,  ZDRAVOTNICKE  ZARIZENi a
ZKOUSEJICI zajisti, Ze inspekci a/nebo sledovaci
navstéveé budou dostupné ufedni papirové kopie.

5.3 CRO is appointed to procure the
CONFIDENTIAL INFORMATION from
INSTITUTION and may only wuse the
CONFIDENTIAL INFORMATION for that

purpose. INSTITUTION agrees that CRO shall
collect information during the STUDY that may be
used to assess INSTITUTION’s performance and
further may be used in any manner that
SPONSOR and CRO deem appropriate to further
its business interests, both during and following
termination of, this AGREEMENT.

5.3 SpoleCnost CRO je povéfena, aby
ziskavala DUVERNE INFORMACE  od
ZDRAVOTNICKEHO ZARIZENI, a muze

pouzivat DUVERNYCH INFORMACI pouze pro
tento ugel. ZDRAVOTNICKE ZARIZENI souhlasi,
Zze CRO bude shromazdovat informace v pribéhu
STUDIE, které mohou byt pouzity k hodnoceni
vykonu ZDRAVOTNICKEHO ZARIZENI, a kromé
toho miize tyto informace pouzivat zpusobem,
ktery ZADAVATEL a CRO budou povazovat za
vhodny k rozvijeni jejich obchodnich zajmud, ato i
v pribéhu a po ukonéeni této SMLOUVY.

ARTICLE 6 - PUBLICATION

CLANEK 6 — PUBLIKOVANI

INSTITUTION shall not publish any research
findings or other scientific work with respect to the
STUDY DRUG or the assignment under this
AGREEMENT without SPONSOR’s prior written
consent, which shall not be unreasonably

ZDRAVOTNICKE ZARIZENI nebude publikovat
zadna zjisténi plynouci z vyzkumu ani jinou
védeckou &innost souvisejici s HODNOCENYM
PRIPRAVKEM nebo s ukoly podle této
SMLOUVY bez pfedchoziho pisemného
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withheld, on the content of the manuscript or other
materials prepared for publication.

souhlasu ZADAVATELE, pfi¢emz tento souhlas
nebude nepfiméfené odpiran, v obsahu rukopisu
nebo jinych materialech, které pfipravuje k
publikovani.

ARTICLE 7 — TERM AND TERMINATION

CLANEK 7 — TRVANI SMLOUVY A UKONCENI
SMLOUVY

71 Unless otherwise terminated in
accordance with the terms herein, this
AGREEMENT shall be effective from the

EFFECTIVE DATE and shall remain in force until
successful completion of the INSTITUTION
SERVICES, unless earlier terminated in
accordance with this Article 7. This AGREEMENT
is furthermore subject to the condition precedent
that the CLINICAL TRIAL AGREEMENT has
been executed by the respective parties.

71 Pokud nedojde k jinému ukonCeni v
souladu s podminkami zde uvedenymi, bude tato
SMLOUVA uginna od DATA UCINNOSTI a
zUstane platna az do uUspéSného zavrSeni
SLUZEB ZDRAVOTNICKEHO ZARIZENI, pokud
nebude dfive ukongena podle Clanku 7 této
smlouvy. Tato SMLOUVA také podléha pfedchozi
podmince, Ze prislusné strany uzaviely
SMLOUVU O KLINICKEM HODNOCENI.

7.2 SPONSOR and CRO shall have the right
to terminate this AGREEMENT at any time and for
any reason, by a minimum of thirty (30) days
written notice to the INSTITUTION. This right shall
be without prejudice to any other right and remedy
the PARTIES may have in law. The obligations
undertaken under Articles 4, 5 and 6 shall
however survive any termination hereof.

7.2 ZADAVATEL a CRO budou mit pravo
vypovédeét tuto SMLOUVU kdykoli a z jakéhokoli
ddvodu, a to pisemnou vypovédi
ZDRAVOTNICKEMU ZARIZENI nejméné ftficet
(30) dni pfedem. Toto pravo neposkodi zadné jiné
pravo & opatfeni, které SMLUVNi STRANY
mohou ze zakona mit. Zavazky podle Clankd 4, 5
a 6 vSak zustanou v platnosti i po jakémkoli
ukonceni smlouvy.

7.3 SPONSOR and CRO shall be entitled to
terminate this AGREEMENT with immediate
effect and without any indemnity to INSTITUTION
if INSTITUTION fails to comply with any

7.3 ZADAVATEL a CRO budou mit pravo
vypoveédét tuto SMLOUVU s okamzitou platnosti
a bez penézni nahrady ZDRAVOTNICKEMU
ZARIZENI, pokud ZDRAVOTNICKE ZARIZENI

APPLICABLE REGULATIONS that are related to | nedodrzi  jakékoli ~PLATNE  PREDPISY,
performance of services under this | souvisejici s provadénim sluzeb dle této
AGREEMENT. SMLOUVY.

7.4  INSTITUTION shall be entitted to|7.4  ZDRAVOTNICKE ZARIZENI bude mit

terminate this AGREEMENT with thirty (30) days’
written notice if there is a material breach by
SPONSOR or CRO of this AGREEMENT and
such breach is not cured within thirty (30) days
after SPONSOR’s or CRO'’s receipt of notice of
breach.

pravo vypovedét tuto SMLOUVU do ftficeti (30)
dni po pisemném oznameni, jestlize doSlo k
podstatnému poruSeni  této SMLOUVY
ZADAVATELEM nebo spolecnosti CRO a toto
poruseni nebylo napraveno v pribéhu tficeti (30)
dni poté, co ZADAVATEL a/nebo CRO obdrzeli
oznameni o poruseni.

ARTICLE 8 — INSURANCE

CLANEK 8 — POJISTENI

INSTITUTION shall, atits own expense, carry and
maintain adequate professional liability insurance
for itself and its staff members performing
INSTITUTION SERVICES hereunder. The
INSTITUTION shall, upon request provide
SPONSOR and/or CRO with the certificate of
such insurance. The PARTIES acknowledge that
INSTITUTION is required, in order to activate the
insurance of its activities in clinical trials, to
provide the relevant insurance company with
basic information related, in particular, to the

ZDRAVOTNICKE ZARIZENI na své vlastni
naklady uzavie a bude udrzovat odpovidajici
pojisténi profesni odpovédnosti pro sebe a ¢leny
svého  persondlu  provadgjici  SLUZBY
ZDRAVOTNICKEHO ZARIZENI podle tohoto
dokumentu. ZDRAVOTNICKE ZARIZENi na
pozadani ZADAVATELI a/nebo CRO predlozi
pojistku. SMLUVNI STRANY berou na védomi, Ze
ZDRAVOTNICKE ZARIZENi je pro aktivaci
pojisténi svych c&innosti v ramci klinickych
hodnoceni povinna pfedlozit pfisluSné pojiStovné
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nature and manner of conduct of the clinical trial.
The SPONSOR undertakes to grant the
INSTITUTION consent to the transfer of the
above information to the respective insurance
company. INSTITUTION undertakes to pass on to
the insurance company only he information
agreed by the SPONSOR, and only to the extent
necessary.

zakladni informace, souvisejici zejm. s povahou a
zpusobem provadéni klinického hodnoceni.
ZADAVATEL se zavazuje udélit
ZDRAVOTNICKEMU ZARIZENi  souhlas s
predanim vySe uvedenych informaci pfislusné
pojistovng. ZDRAVOTNICKE ZARIZENI se
zavazuje pfedat pojiStovné pouze informace
odsouhlasené ZADAVATELEM, a to pouze v
nezbytné nutném rozsahu.

ARTICLE 9 — ASSIGNMENT — SUBCONTRACT

CLANEK 9 — POSTOUPENI —

SUBDODAVATELSKE SMLOUVY

INSTITUTION shall not assign or subcontract any
of its rights or obligations under this
AGREEMENT without the written consent of CRO
and SPONSOR. CRO and SPONSOR shall have
the right to assign or transfer this AGREEMENT
in whole or in part upon written notice to
INSTITUTION and INVESTIGATOR.

ZDRAVOTNICKE ZARIZEN|I nesmi postoupit
nebo zadat subdodavatelskou smlouvu na Zadna
ze svych prav &i povinnosti vyplyvajicich z této
SMLOUVY bez vyslovného pisemného souhlasu
CRO a ZADAVATELE. CRO a ZADAVATEL maji
pravo postoupit nebo prevést tuto SMLOUVU v
celku nebo d&aste€né po dodani pisemného
oznameni ZDRAVOTNICKEMU ZARIZENi a
ZKOUSEJICIMU.

AGREEMENT is part of this AGREEMENT. In the
event of a contradiction between this
AGREEMENT and its Schedule, the provisions of
this AGREEMENT shall prevail.

ARTICLE 10 — SCHEDULE — | CLANEK 10 - HARMONOGRAM — ROZPORY
CONTRADICTIONS
The Schedule attached to the present | Harmonogram pfipojeny ke stavajici SMLOUVE

tvofi soucast této SMLOUVY. V pfipadé rozporu
mezi touto SMLOUVOU a harmonogramem
budou platna ustanoveni této SMLOUVY.

ARTICLE 11 — ANTI-BRIBERY

CLANEK 11 - PROTIUPLATKARSKA

USTANOVENI

INSTITUTION undertakes that it will not make any
payment, directly or indirectly, to any government
official or employee or government agency or
body except for such payment(s) and in such
amount(s) as permitted by the APPLICABLE
REGULATIONS, such as official administrative
filing and registration fees. INSTITUTION further
represents and warrants that in connection with
and during the performance of this AGREEMENT
no fee, money or any other object of value has
been or will be paid, offered, given or promised by
INSTITUTION directly or indirectly, to any (i)
person (whether natural or legal), (ii) political party
or official thereof, any candidate for political office,
any officer or employee of any government or of
any instrumentality controlled by any government,
or any representative acting for or on behalf of any
government or any instrumentality controlled by
any government, or (iii) any employee or official of
any public organization (each of foregoing
described in the foregoing (i), (ii) and (iii) being a
“PUBLIC PERSON?"), for purposes of:

ZDRAVOTNICKE ZARIZENI se zavazuje, ze
nebude provadét zadnou platbu, at pfimo C&i
nepfimo, jakémukoli vladnimu ufednikovi Ci
zameéstnanci nebo vladni agentufe nebo organu,
s vyjimkou takové platby/takovych plateb a v
takové Castce/takovych Castkach, které povoluji
PLATNE PREDPISY, naptiklad administrativni a
registraéni poplatky. ZDRAVOTNICKE ZARIZENI
dale prohlasuje a zaruduje, Ze v souvislosti s touto
SMLOUVOU a po dobu jejiho trvani nebyly a
nebudou vyplaceny, nabidnuty, pFfedany di
prislibeny zadné poplatky, finanéni ¢astky nebo
jiné hodnotné predméty ze strany
ZDRAVOTNICKEHO ZARIZENI, at pfimo i
nepfimo, (i) libovolnému subjektu (fyzické d&i
pravnické osobé), (ii) politické strané nebo jejimu
Ufednikovi, kandidatovi na politicky Ufad,
Ufednikovi nebo zaméstnanci vlady nebo ufadu
kontrolovanému vladou, pfipadné zastupci
jednajicimu za vladu nebo libovolny urad
kontrolovany vladou nebo v jejich prospéch, nebo
(iii) jakémukoli zaméstnanci nebo ufednikovi
jakékoli vefejné organizace (kazda z vySe

9/15
Country: Czech Republic

Institution name: Revmatologicky ustav
Clinical Site Name: . *

Ancillary Services Agreement (Pharmacy)
Protocol: .
PI: MUDr.

CONFIDENTIAL




uvedenych, které jsou popsany vyse v bodé (i), (ii)
a (iii), je dale jen ,VEREJNA OSOBA") za témito
ucely:

- improperly influencing any PUBLIC
PERSON in its official, corporate or business
capacity;

- nezakonne ovliviiovani jakékoli
VEREJNE OSOBY v jeji ufedni, korporatni nebo
obchodni funkci;

- inducing any PUBLIC PERSON to do or
omit to do any act in violation of its lawful duty;

navadéni jakékoli VEREJNE OSOBY k
¢indm (nebo k jejich opomenuti), které by
naruSovaly jeji zakonné povinnosti;

- improperly  inducing any PUBLIC
PERSON to use its influence with a government
or government-controlled instrumentality to affect
or influence any act or decision of such
government or instrumentality;

- nezakonné navadéni jakékoli VEREJNE
OSOBY k vyuziti jejiho vlivu u vlady nebo ufadu
kontrolovaném vladou za ucCelem ovlivnéni
jakéhokoli konani nebo rozhodnuti této vlady
nebo uUfadu;

- securing any improper advantage for
INSTITUTION or any other person or organisation
or bodies indicated by INSTITUTION.

zajisténi jakékoli nezakonné vyhody pro
ZDRAVOTNICKE ZARIZENI nebo jakoukoli jinou
osobu €i organizaci nebo organy jmenované
ZDRAVOTNICKYM ZARIZENIM.

ARTICLE 12 — NOTICES

CLANEK 12 —- OZNAMOVACI POVINNOST

Any notices or communications concerning this
AGREEMENT shall be in writing and deemed
effective upon the earlier of (i) actual receipt; (ii)
seven (7) days following deposit with the postal
service; or (iii) the next business day following
deposit with a recognized overnight courier
service, in each case with delivery fees pre-paid
and addressed to the PARTY at the address set
forth below:

Veskera oznameni a komunikace tykajici se této
SMLOUVY musi byt v pisemné podobé a budou
povazované za platné, az dojde, podle toho, co
nastane dfive, k (i) faktickému pfijeti oznameni;
(ii) sedm (7) dni poté, co doSlo k podani na posté;
nebo (iii) pFisti pracovni den poté, co doSlo k
podani u uznané kuryrni sluzby, ktera dorucuje ze
dne na den. Dodaci sluzba bude v kazdém
pfipadé predplacena a adresovana STRANE s
adresou uvedenou nize:

To CRO:

Adresovano CRO:

MUDr. Andrea Ki¢

Pharmaceutical Research Associates CZ, s.r.o.
Jankovcova 1569/2c

170 00 Praha 7

Czech Republic

Phone: +421 2 323 43 300

MUDr. Andrea KI¢

Pharmaceutical Research Associates CZ, s.r.o.
Jankovcova 1569/2c

170 00 Praha 7

Ceska republika

Tel.: +421 2 323 43 300

To SPONSOR:

Adresovano ZADAVATELI:
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Copy to:

Kopie pro:

To INSTITUTION:

Adresovano ZDRAVOTNICKEMU ZARIZENI:

prof. MUDr. Karel Pavelka, DrSc.
Revmatologicky ustav

Na Slupi 4

128 50 Praha 2

Czech Republic

prof. MUDr. Karel Pavelka, DrSc.
Revmatologicky ustav

Na Slupi 4

128 50 Praha 2

Ceska republika

ARTICLE 13 -
JURISDICTION

APPLICABLE LAW AND

CLANEK 13 - PLATNE ZAKONY A

JURISDIKCE

This AGREEMENT shall be construed in
accordance with the laws of the Czech Republic
without regard to its conflict of law provisions. The
parties submit to the exclusive jurisdiction of the
courts of the capital city Prague.

Tato SMLOUVA bude vykladana podle zakont
Ceské republiky bez ohledu na jeji ustanoveni o
konfliktu prava. Strany se podfizuji vyhradni
jurisdikci soudd hlavniho mésta Prahy.

ARTICLE 14 - RELATIONSHIP BETWEEN THE

CLANEK 14 — VZTAHY MEZI SMLUVNIMI

PARTIES

STRANAMI

14.1  INSTITUTION shall act as independent
contractor of CRO and SPONSOR and shall not
be construed for any purpose as the partner,
agent, employee, servant, or representative of
CRO or SPONSOR. CRO or SPONSOR shall not
be responsible for any employee benefits,
pensions, employer liability insurance,
withholding, or employment-related taxes of
INSTITUTION. INSTITUTION shall not enter into
any contract or agreement with any third party that
purports to obligate or bind CRO or SPONSOR,
and CRO or SPONSOR shall not enter into any
contract or agreement with any third party that
purports to obligate or bind INSTITUTION.
INSTITUTION acknowledges that CRO or
SPONSOR may perform their obligations
hereunder either themselves or through a third
party. Without prejudice to the rights of
SPONSOR under this AGREEMENT,
INSTITUTION acknowledges that CRO is the
recipient of services under this Agreement.

14.1  ZDRAVOTNICKE ZARIZENI bude
plUsobit jako nezavisly dodavatel CRO a
ZADAVATELE a nesmi byt v Zzadném pfipadé
povazovano za partnera, zastupce,
zameéstnance, slouzici subjekt nebo jednatele
CRO nebo ZADAVATELE. CRO nebo
ZADAVATEL neodpovidaji za zadné
zameéstnanecké vyhody, dichody,
zaméstnanecké pojidténi odpovédnosti, srazky
nebo dané ze zaméstnaneckych pfijmu
ZDRAVOTNICKEHO ZARIZENI.
ZDRAVOTNICKE ZARIZENi nesmi uzavirat
smlouvy nebo dohody s jakoukoliv tieti stranou,
které by zavazovaly CRO nebo ZADAVATELE, a
CRO nebo ZADAVATEL nesmi uzavirat smlouvy
nebo dohody s jakoukoliv tfeti stranou, které by
zavazovaly ~ ZDRAVOTNICKE  ZARIZENI.
ZDRAVOTNICKE ZARIZENI bere na védomi, ze
CRO nebo ZADAVATEL mohou plnit své zavazky
podle této smlouvy bud sami nebo
prostfednictvim tfeti strany. AniZz by toto
negativné ovlivhovalo prava ZADAVATELE podle
této SMLOUVY, ZDRAVOTNICKE ZARIZENI
bere na védomi, ze CRO je pfijemce sluzeb v
ramci této Smlouvy.

14.2 INSTITUTION understands and agrees
that this AGREEMENT is being signed by CRO in

14.2 ZDRAVOTNICKE ZARIZENI chape a
souhlasi s tim, ze tato SMLOUVA je podepsana
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its own name as a contracting party receiving
services under this AGREEMENT, and in
addition, CRO will also sign this AGREEMENT on
behalf of SPONSOR and for SPONSOR’s benefit
as its authorized representative, based on the
STUDY agreement between SPONSOR and
CRO.

spole€nosti CRO jejim vlastnim jménem v roli
smluvni strany, ktera pfijima sluzby v ramci této
SMLOUVY, a ze kromé toho CRO také podepise
tuto SMLOUVU jménem ZADAVATELE a ve
prospéch ZADAVATELE, v roli povéfeného
zastupce ZADAVATELE, v souladu se smlouvou
o STUDII mezi ZADAVATELEM a CRO.

15. REGISTER OF CONTRACTS

15. REGISTR SMLUV

The PARTIES hereby acknowledge and agree
that the INSTITUTION shall be required to publish
the AGREEMENT and its potential amendments
in accordance with Act No. 340/2015 Coll., on the
Register of Contracts at https://smlouvy.gov.cz/ to
fulfil its legal obligations and solely for such
purpose, SPONSOR agrees with the public
disclosure of a redacted version of the
AGREEMENT, provided that the extent of the
redaction shall be agreed with the SPONSOR
prior to the respective public disclosure to avoid
the disclosure of SPONSOR CONFIDENTIAL
INFORMATION (e.g. APPENDIX | of the
AGREEMENT) and personal data. The
INVESTIGATOR agrees to her/his name being
published on the Public Administration Portal in
connection with the STUDY and in accordance
with the Act on the Register of Contracts.

STRANY timto uznavaji a souhlasi stim, ze
ZDRAVOTNICKE ZARIZENI je povinno
zvefejnit SMLOUVU a jeji pfipadné zmény
v souladu se zakonem ¢&. 340/2015 Sb., o
Registru smluv na  webové strance
https://smlouvy.gov.cz za uéelem splnéni
povinnosti ulozenych a vyhradné pro tento ucel,
ZDAVATEL souhlasi se  zvefejnénim
redigované verze této SMLOUVY za
predpokladu, Ze redakce budou odsouhlaseny
se ZADAVATELEM pred pfislusnym
zvefejnénim za ucelem vylouceni zvefejnéni
DUVERNYCH INFORMACI ZADAVATELE
(napt. PRILOHA A této SMLOUVY) a osobnich
data. ZKOUSEJICI souhlasi stim, Ze jeho
jméno bude zvefejnéno na portalu vefejné
spravy v souvislosti s touto STUDIi a v souladu
se zakonem o Registru smluv.

16. EXECUTION

16. REALIZACE

This AGREEMENT shall not be considered
accepted, approved, or otherwise effective until
signed below by the appropriate PARTIES. Each
of the PARTIES hereto represents and warrants
that the person signing below on such PARTY’S
behalf has the authority to enter into this
AGREEMENT, and that this AGREEMENT does
not conflict with any existing agreement or
obligation of such PARTY.

Tato SMLOUVA nebude povazovana za pfijatou,
schvalenou ani jinak uc¢innou, dokud nebude nize
podepsana prislusSnymi STRANAMI. Kazda ze
STRAN timto prohlasuje a zarucuje, Ze osoba
podepsana nize jménem dané STRANY je
opravnéna k uzavieni této SMLOUVY a Zze tato
SMLOUVA neni v rozporu s jakoukoliv jinou
stavajici smlouvou této STRANY.
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IN WITNESS WHEREOF, the PARTIES have
caused this AGREEMENT to be executed by their
duly authorised representatives.

NA DUKAZ CEHOZ STRANY uzavfely tuto
SMLOUVU  prostfednictvim  svych  Fadné
opravnénych zastupcu.

Each PARTY will have received its copy.

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ, s.r.o.

By/Podpis:

Name/Jméno: MUDr. Andrea Ki¢
Title/Titul: proxy / prokuristka

Date/Datum:

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ, s.r.o. acting as authorised
representative of UCB BIOPHARMA SPRL/
PHARMACEUTICAL RESEARCH
ASSOCIATES CZ, s.r.o. jednajici jako
povéreny zastupce spolec¢nosti UCB
BIOPHARMA SPRL:

By/Podpis:

Name/Jméno: MUDr. Andrea KI¢
Title/Titul: proxy / prokuristka

Date/Datum:

Revmatologicky ustav

By/Podpis:

Authorised Signature / podpis zmocnéného zastupce

Name/Jméno: prof. MUDr. Karel Pavelka, DrSc.

Title/Titul: director / feditel

Date/Datum:
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Kazda STRANA obdrzi svoji kopii.




SCHEDULE 1 HARMONOGRAM 1
PrRoOTOCOL I PROTOKOL

COMPENSATION AND PAYMENT SCHEDULE HARMONOGRAM ODMEN A PLATEB

[SCHEDULE 1 is not attached in version of [HARMONOGRAM 1 neni soucasti verze

AGREEMENT for publishing based on non- SMLOUVY ke zvefejnéni dle ujednani o
disclosure agreement in accordance with Article nezverejiovani v souladu s ¢lankem 15 této

15 of this AGREEMENT] SMLOUVY]
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Attachment 1 Priloha 1

[Attachment 1 is not attached in version of [Priloha 1 neni soucasti verze SMLOUVY ke
AGREEMENT for publishing based on non- zverejnéni dle ujednani o nezverejhiovani v
disclosure agreement in accordance with Article souladu s ¢lankem 15 této SMLOUVY]

15 of this AGREEMENT]
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