DODATOK ¢. 1 o
K ZMLUVE O KLINICKOM SKUSANI

uzatvoreny medzi

PPD Slovak Republic, s.r.o.

so sidlom Bratislavska cesta 100/D, 931 01
Samorin, Slovenska republika, zapisana v
Obchodnom registri vedenom Okresnym
sudom Trnava, oddiel Sro, vlozka C¢islo
26142/T. 1CO: 35 900 784, DIC:
2021891795, v mene ktorej kond konatel
Christopher David Neild (dalej len ., PPD™);

a

Univerzitna nemocnica Bratislava, s hlavhym
miestom podnikatel'skej ¢innosti na Pazitkova 4,
821 01 Bratislava, Slovenska republika, ICO

31813861 aDICO 2021700549 v zastipeni
MUDr. Miroslava BdZocha, PhD., MPH,
riaditel  UNB,  nalezite  splnomocnenym

zastupcom s pravomocou uzavriet zmluvu v mene
zdravotnickeho  zariadenia  (d’alej len
.zdravotnicke zariadenie™);

Prof. MUDr. Marian Batovsky, PhD. s
trvalym pobytom v Blumentalska 4, 811 07
Bratislava, Slovenska republika rodné Cislo:
511013/145 (d'alej len ,.hlavny skaSajiaci™);

a

GlaxoSmithKline Slovakia s.r.o.

so sidlom Galvaniho 7/A. 821 04 Bratislava,
Slovenska republika, zapisana v
Obchodnom registri vedenom Okresnym
sudom Bratislava I, oddiel Sro, vlozka ¢islo
16198/B, 1CO: 35 734 833, DIC:
2020219520, v mene ktorej konaju konatelia
Ing. Katarina Bodniarova a Vasil Dosev
(d'alej len ,,GSK Slovakia®™).

PPD. =zdravotnicke zariadenie, hlavny
skusajuci a GSK Slovakia d’alej samostatne
ako .strana dodatku” a spolotne ako
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AMENDMENT No. 1
TO CLINICAL TRIAL AGREEMENT

entered into by and between

PPD Slovak Republic, s.r.o.

having its registered office at Bratislavska
cesta 100/D. 931 01 Samorin, Slovak
Republic. registered in the Commercial
Register held with the District Court of
Trnava, Section Sro, File No. 26142/T, Id.
No.: 35900 784, Tax Reg. No. 2021891795,
represented by its managing director
Christopher David  Neild  (hereinafter
“PPD);

and

Univerzitna nemocnica Bratislava with its
principal place of business at Pazitkova 4, 821 01
Bratislava, Slovak Republic, company ID No.
31813861 and Tax ID No. 2021700549,
represented by MUDr. Miroslav Bdzoch, PhD.,
MPH the director of UNB a duly authorized
representative with authority to contract on
behalf of the Institution (hereinafter
“Institution™);

and

Prof. MUDr. Marian Batovsky, PhD., with
permanent residence at Blumentalska 4, 811 01

Bratislava, Slovak Republic, Birth ID no.
511013/145 (hereinafter “Principal
Investigator”);

and

GlaxoSmithKline Slovakia s.r.o.

having its registered office at Galvaniho
7/A, 821 04 Bratislava, Slovak Republic,
registered in the Commercial Register held
with the District Court of Bratislava I,
Section Sro. File No. 16198/B, 1d. No.:
35734 833, Tax Reg. No.2020219520,
represented by its managing directors Ing.
Katarina Bodnarova and Vasil Dosev
(hereinafter “GSK Slovakia™).

PPD, the Institution, the Principal
Investigator and GSK Slovakia hereinafter
referred to individually as the “Party” and
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: PPD,

strany dodatku®.

, Clinok I
UVODNE USTANOVENIA

zdravotnicke zariadenie a hlavny
skusajuci uzatvorili dia 17.10.2012 Zmluvu
o klinickom skusani (d’alej len ,,Zmluva o
klinickom skisani®). ktorej predmetom je
ucast’ pri vykonavani klinického skusania s
nazvom ,.An Open-Label Extension Study to
Assess the Safety of GSK1605786A in
Subjects with Crohn’s Disease, (d’alej len
LKklinické skuaSanie™), ¢islo  protokolu
CCX114644.  Zadavatelom  klinického
skiidania je spolocnost GlaxoSmithKline
Research and Development Limited,
zapisana vo Velkej Britanii a Walese, s

pridelenym ¢islom spolo¢nosti v
obchodnom registri 835139, so sidlom
spolo¢nosti 980 Great West Road,

Brentford, Middlesex TW8 9GS, Spojené
kral'ovstvo (d'alej len ,,GSK*™).

. Strany dodatku uzatvaraju tento Dodatok ¢.

1 k Zmluve o klinickom skaSani (d’alej len
.dodatok®), ktorym sa meni Zmluva o
klinickom skuSani nasledovne:

Clanok I1
PREDMET DODATKU

. Strany dodatku sa dohodli, Ze uzatvorenim

tohto dodatku sa postupuju vSetky prava a
prevadzaju vSetky povinnosti vyplyvajice
PPD zo Zmluvy o klinickom skGSani na
GSK Slovakia. Postipenie prav a prevod
povinnosti vyplyvajucich zo Zmluvy o
klinickom skusani z PPD na GSK Slovakia
je bezodplatné.

. GSK Slovakia uzatvorenim tohto dodatku

prebera na seba vsetky prdva a povinnosti
vyplyvajuce PPD zo Zmluvy o klinickom
skiigani a stdava sa tak zmluvnou stranou
Zmluvy o klinickom skusani namiesto PPD.

CCX1 14644C/

. PPD, the

jointly as the “Parties™.

Article 1
OPENING PROVISIONS

Institution and  Principal
Investigator entered into the Clinical Trial
Agreement on 17 October 2012 (hereinafter
“Clinical Trial Agreement™). the subject
matter of which was the participation in the
conduct of the clinical trial entitled ,.An

Open-Label Extension Study to Assess the
Safety of GSK1605786A in Subjects with

Crohn’s Disease,, (hereinafter “Clinical
Trial”), Protocol Number CCX114644.
Sponsor of the Clinical Trial is the company
GlaxoSmithKline Research and

Development Limited, registered in Great
Britain and Wales under the company
number 835139, with its registered office at
980 Great West Road, Brentford, Middlesex
TW8 9GS, United Kingdom (hereinafter
“GSK").

. The Parties enter into this Amendment No. 1

to the Clinical Trial  Agreement
(L Amendment”) amending the Clinical
Trial Agreement as follows:
Article 11
SUBJECT MATTER OF THE
AMENDMENT

. The Parties agree that by entering into this

Amendment all rights and obligations of
PPD under the Clinical Trial Agreement
shall be assigned and transferred to GSK
Slovakia. The assignment of rights and
transfer of obligations under the Clinical
Trial Agreement from PPD to GSK Slovakia
shall be free of any charge or payment.

. By entering into this Amendment GSK

Slovakia shall assume all rights and
obligations of PPD under the Clinical Trial
Agreement and shall become a contractual
party to the Clinical Trial Agreement instead
of PPD.
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. Strany dodatku sa dohodli, Ze k postipeniu

prav. a  prevodu povinnosti ~ PPD
vyplyvajucich PPD zo Zmluvy o klinickom
skiSani dochddza diiom nadobudnutia
platnosti a G¢innosti tohto dodatku.

Od momentu postupenia prav a prevodu
povinnosti PPD zo Zmluvy o klinickom
skaSani na GSK Slovakia je osobou
opravnenou vykonavat vsetky prava a plnit
vietky povinnosti PPD vyplyvajice zo
Zmluvy o klinickom skusani vyluéne GSK
Slovakia.

. GSK Slovakia tymto vyhlasuje, Ze sa s

obsahom Zmluvy o klinickom skusani
riadne oboznamila, a Ze prebera vSetky
prava a povinnosti vyplyvajice PPD zo
Zmluvy o klinickom sku$ani a vstupuje do
zmluvného vzt'ahu zalozeného Zmluvou o
klinickom skusani namiesto PPD.

. PPD sa zavizuje odovzdat’ GSK Slovakia

najneskdor vdenn dohodnuty medzi GSK
Slovakia a PPD vsetky doklady a
informéacie, ktoré¢ sa tykaju postiipenych
prav a prevedenych povinnosti v zmysle
tohto dodatku. PPD zodpoveda za $kodu
sposobent nesplnenim tohto zavazku.

Strany dodatku sa dohodli, Ze oznacenie
PPD sa v celom texte Zmluvy o klinickom
skusani nahradza oznacenim GSK Slovakia
ako oznaCenim zmluvnej strany Zmluvy o
klinickom skas$ani namiesto PPD.

. Zmluvné strany sa dohodli, Ze Ziadne naroky

zdravotnickeho zariadenia a/alebo hlavného
skasajuceho vzniknuté voé¢i PPD pred
uzatvorenim tohto dodatku neprechadzaju
na GSK Slovakia a nie st tymto dodatkom
nijako dotknuté.

. Niektoré ¢asti Zmluvy o klinickom skusani

obsahuju povinnosti na strane PDD, ktoré
budia pokracovat’ aj po prevode Zmluvy o
klinickom  skuSani. Tieto  povinnosti
zahrnaju najmd povinnosti tykajice sa
ochrany dévernych informécii uvedené v
¢lankoch 6.2, 7 (okrem ¢lanku 7.3), 8, 14.4 a
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. The Parties agree that the rights and

obligations of PPD under the Clinical Trial
Agreement shall be assigned and transferred
on the day when the Amendment becomes
valid and effective.

. From the moment of assignment of rights

and transfer of obligations of PPD under the
Clinical Trial Agreement to GSK Slovakia,
the only person authorised to exercise all
rights and perform all obligations of PPD
under the Clinical Trial Agreement shall be
GSK Slovakia.

. GSK Slovakia hereby represents to have

duly acquainted itself with the content of the
Clinical Trial Agreement, and is assuming
all rights and obligations of PPD under the
Clinical Trial Agreement and enters into a
contractual relationship established thereby
instead of PPD.

. PPD undertakes to hand over all documents

and information related to the assigned
rights and transferred obligations to GSK
Slovakia hereunder no later than the date
agreed between GSK and PPD.

. The Parties agree that the identification of

PPD shall be replaced in the whole text of
the Clinical Trial Agreement by GSK
Slovakia as the identification of a
contractual party to the Clinical Trial
Agreement instead of PPD.

. The Parties agree that no claims of the

Institutions and/or the Principal Investigator
against PPD arisen prior to entering into this
Amendment shall pass to GSK Slovakia and
shall be affected by this Amendment.

. Some Sections of the Clinical Trial
Agreement contain obligations of PDD
which  shall survive Clinical Trial

Agreement assignment. These obligations
include, but are not limited to, Articles 6.2,
7 (except for Article 7.3), 8, 14.4 and 15 of
the Clinical Trial Agreement.



15 Zmluvy o klinickom skusani.
10. The  Institution and  Principal

10.  Zdravotnicke zariadenie a hlavny Investigator hereby grant their approval with

. Tento

sktidajuci tymto udeluje svoj suhlas
na prevod prav a delegaciu povinnosti podl'a
Zmluvy o klinickom sktsani z PPD na GSK
Slovakia.

Clanok 111
ZAVERECNE USTANOVENIA

dodatok nadobida platnost a
tc¢innost” diiom jeho podpisania vSetkymi
stranami dodatku.

. Ustanovenia Zmluvy o klinickom skuSani,

ktoré nie st tymto dodatkom a zmenami v
fom obsiahnutymi dotknuté, ostavaju
nezmenene.

. Tento dodatok sa vyhotovuje v Styroch (4)

origindlnych rovnopisoch v bilingvalnom
zneni v slovenskom a anglickom jazyku,
pri¢om kazda zmluvna strana dodatku si
ponecha jeden (1) jeho rovnopis. V pripade
akychkol'vek rozporov medzi oboma
jazykovymi verziami tohto dodatku je
slovenskd jazykova verzia rozhodujuca.

Zmluvné strany dodatku vyhlasuji, ze ich
zmluvna  volnost  nebola  Ziadnym
spdsobom obmedzena a Ze tento dodatok
neuzavreli v tiesni a za napadne
nevyhodnych podmienok, ani v omyle.

. Zmluvné strany dodatku vyhlasuju, Zze su

plne sposobilé na pravne ukony, Ze text
tohto dodatku je uréitym a zrozumitel'nym
vyjadrenim ich vaznej a slobodnej vole byt
nim viazané, a Ze si tento dodatok pred jeho
podpisanim precitali, tomuto v celom
rozsahu porozumeli a na znak sthlasu s
jeho obsahom k nemu pripajaji svoje
vlastnorucné podpisy, respektive
vlastnoruéné podpisy svojich zastupcov.
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assignment of rights and delegation of duties
under the Clinical Trial Agreement from
PPD to GSK Slovakia.

Article I1I
FINAL PROVISIONS

. This Amendment shall become valid and

effective on the day of its signing by all the
Parties.

. Provisions of the Clinical Trial Agreement

not affected by this Amendment and by
changes contained herein, shall remain
unchanged. '

. This Amendment shall be executed in four

(4) original bilingual counterparts in Slovak
and English language, whereof each Party
shall receive one (1) counterpart. Should
there be any discrepancies between both
language versions hereof, the Slovak version
shall prevail.

. The Parties represent that their contractual

freedom has not been restricted in any
manner  whatsoever and that  this
Amendment has neither been entered into in
distress nor under obviously
disadvantageous conditions or in error.

. The Parties represent to be fully capable to

take acts in law and that the wording hereof
specifically and comprehensibly expresses
their serious and free will to be bound
thereby, and that they have read this
Amendment prior to its signing, understood
its entire content and in witness of their
approval thereof they are attaching their
signatures or signatures of their authorised
representatives herein below.

4/5



PPD Slovak Republic, s.r.o.

Christopher David Neild

konatel’ / Managing Director
Miesto / Place:
Datum / Date:

05 MAR 2014

;0SmithKline Slovakia s.r.o.

) , 2 Remrova

| Konatel' / Managing Director
Miesto/ Place: Bratislava

Datum / Date: 77 -01- ZU%%

Hlavny skusajuci

y - A AN
Prof. MUDr. Marian Bfatukgkv\". PhD.
Miesto / Place: Bratisi%am

Datum / Date: J

\\
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: / / C

Univerzitna nemocnica Bratislava

. 02. 20%
MUDr. Miroslav Bdzoch, PhD., MPH.
konatel’ / Managing Director
Miesto / Place: Bratislava
Datum / Date:

GlaxoSmithKline Slovakia s.r.o.

f Jacanin
naging Director
lava
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