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DODATOK €. 1 K ZMLUVE O VYKONANI KLINICKEHO SKUSANIA/
AMENDMENT NO. 1 TO AGREEMENT FOR THE PERFORMANCE OF A CLINICAL TRIAL

Medzi/Between

Bayer AG, so sidlom Kaiser-Wilhelm-Allee 1, 51373 Leverkusen

v zastupen|

Bayer, spol. s r.o.

So sidlom/with its registered seat at: Karadzic¢ova 2, 811 09 Bratislava

zapisana v Obchodnom registri Okresného sudu Bratislava I/registered in the Commercial Register of the District
Court Bratislava |, Oddiel/Section: Sro, VloZka/lnsert: 18413/8

ICO/ID No.: 35 759 143

DIC/VAT No.: 2020253818

v jej mene kond/represented by: Ing. Andrea Stefankovitova, na zaklade pinej moci/power of attorney

(dalej len "Zad4avatel" lhereinafter referred to as ,, Sponsor*)
a/and

Fakultna nemocnica Nitra

so sidlom/with its registered seat at: Spitalska 6, 950 01 Nitra

Pracovisko/Workplace: Neurologicka klinika

ICO/D No.: 17336007

DIC/NVAT No.: 2021205197

Zriadena Zriadovacou listinou MZ SR &./Established by decision of MZ SR No. 3724/1991-A/VIIl-1 zo dria/from
09.12.1991, v zneni neskorsich rozhodnuti/as amended

Konajuci prostrednictvom/Represented by: Mgr. Michal Fajin, MBA, LL.M, MPH - riaditel/director
(dalej len "Centrum"/hereinafter referred to as "Center")

aland

MUDr. Gabriel Haja$, PhD.

Déatum narodenia/Date of birth: 10.9.1967
Adresu trvalého pobytu/Address of permanent residence: Krivanska 2, 949 01 Nitra

E-mail: hajas.gabo@gmail.com
(dalej len ,Skusajuci'/hereinafter referred to as “Investigator”)

(Centrum a Skusajlci dalej spolotne oznacovani ako ,Zmluvni partneri'/Center and Investigator collectively
hereinafter referred to as “Contract Partners”)

(Centrum, Skusajlci a Zadavatel spologne dalej len ako “Zmluvné strany”/ Center, Investigator and Sponsor
hereinafter jointly as the “Parties”)

11 Zmluvné strany uzatvorili diia 13. juna 2023 |1.1 The Parties have entered into the Agreement for

Zmluvu o vykonani klinického skusania (dalej len the performance of a clinical trial dated 13 June
“Zmluva”). 2023 (the “Agreement”).

1.2 Zmluvné strany sa vzhladom na implementaciu 1.2 Due to implementation of Regulation (EU) No.
Nariadenia Europskeho parlamentu a Rady (EU) 536/2014 of the European Parliament and of the
¢. 536/2014 zo 16. aprila 2014 o klinickom skugani Council on clinical trials on medicinal products for
liekov na humanne pouzitie, ktorym sa zrusuje human use, and repealing Directive 2001/20/EC
smernica 2001/20/ES (dalej ako ,Nariadenie”) ako (hereinafter referred to as "CTR") as well as with
aj zakona ¢. 362/2011 Z. z. o liekoch a Act No. 362/2011 Coll. - Act on Medicines and
zdravotnickych pomockach v platnom zneni medical devices as amended, the Parties have
dohodli na nasledovnych zmenach Zmluvy: agreed on amendment of the Agreement as

follows:
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1.
: \
the designation of Sponsor, in ;

21 1In

ivode Zmluvy, sa duction to the Agreement, th i &

2.1 V oznadeni Zadavatela, v ("0 0 oiclava I introduc greement, the design gy,
namiesto OZ"“e".ia,:on':ir:sstl;::if kde sa tento City Court I?ratiio,lava II:’ shall be used instea: '.
| pouzije na vietkyc cenie .Mestsky std of the previously used designation "Distriey |
| pojem pouziva, o0zna g m" gramatickom Court Bratislava I" in all places where this tarp, |
| Bratislava H“ (v prislusno is used (in the appropriate grammatica form'rrn 'i
i tvare). |
_' hradza | 2.2 Article 2.1 is deleted in its entirety and e .
| 2.2 Glanok 2.1 sa v plnom rozsahu rusia na by following: Placed |

sa nasledovnym znenim:

2.1 Zmluvni partneri vykonaju a zqokumentu,fu
Klinické skusanie v prisnom stlade s (&)
Protokolom; (b) podmienkami tejto Zmluvy; (c)
etickymi z&sadami Helsinskej deklaracie; a (d)
Smemicou ICH GCP E6 Spravna klinicka prax;
(e) v sulade s prislugnymi prévnymi predpismi SR
a EU, predovsetkym v sulade s Nariadenim
Eurépskeho parlamentu a Rady (EU) ¢
536/2014 zo 16. aprila 2014 o klinickom skdganf
liekov na huménne pouZitie, ktorym sa zruSuje
smemica 2001/20/ES (dalej ako ,Nariadenie")
ako gj so zgkonom ¢. 362/2011 Z. z. o liekoch a

= zdravotnickych pomdckach a o zmene

:' a dopineni niektorych zakonov v platnom zneni

_i (dalej len ,Zékon o liekoch®), ako aj vSeobecne

l prijimanymi $tandardmi spravnej klinickej praxe;

f a () vetkymi prikazmi a usmerneniami

| prislusnych orgénov verejnej moci, odbornych

I orgénov  ako napriklad  Clinical  Trials

Coordination Group (dalej ako .CTCG"), EC

:! Clinical Trial Expert Group (dalej ako ,CTEG?),

Il EMA GCP Inspectors Working Group (dalej ako

| .GCP-IWG") a Etickej komisie pre Kklinické

skasanie huménneho lieku, pre klinické skusanie
zdravotnickej pomécky a pre $tadiu vykonu
diagnostickej zdravotnickej pomdcky in vitro

(dalej ako ,EKKS®), ak su také: (9) indtrukciou

Zadévatela nazvanej ,Prirucka pre skusajiceho”

(Investigator's Brochure) obsahujiucej vietky v

sucasnej dobe zndme informécie o produkte /

lieku pouzitom v Klinickom skaganf a Jeho
viastnostiach. Priruéku Zadavatel odovzdal

Hlavnému skasajacemu a bude Ju aktualizovat v

periodicite  vyZadovanej stavom  Klinického

Skasania alebo stanovenej préa vnymi predpismi.

Priruka  bude pripojend k = dokumentécii

K!mfckého skGsania; (h) so v&eobecnymi

podmienkami Zadévatela (pokial ich Zadavatel

vydal a poskytol Centru) o vykonavanl kiinickych
skGsanl, s vynimkou tych podmienok, ktoré st
modifikované touto Zmluvou. Centrum sa
zavdzuje  poskytnat  primerané zdroje  a
vybavenie na vykonavanle Klinického skusania.

2.3 Clanok 222 sa v plnom rozsahu rusi
a nahradza sa nasledovnym znenim:

2.22 Centrum sa zavézuje uchovévat vSetku
elektronicki  aj inG dokumentéciu, vratane

2.3 Article 2.22 is deleted in its entirety and replaced
by following:

222 The Center shall keep all electronic and other

2.1 Contract Partners shall perform ang documenr!

the Clinical Trial in strict accordance With the

current version of (a) the Protocol: and (b) the

terms and conditions of this Agreement: ang (c)

the ethical principles of the Declaration of |
Helsinki; and (d) the ICH Harmonised Tripartite |
Guideline for Good Clinical Practice E8; (e) jn
accordance with legal acts of Slovak Republic|
and EU, especially with Regulation (EU) No|
536/2014 of the European Parliament and of the |
Council on clinical trials on medicinal products|
for “human use, and repealing Directive
2001/20/EC (hereinafter referred to as "CTR") as|
well as with Act No. 362/2011 Coll. - Act onl
Medicines and medical devices and amending
and supplementing certain laws as amended
(hereinafter referred to as "Act on Medicines”) as
well as generally accepted standards of Good
Clinical Practice; and (f) all orders and guidelines
of the relevant governmental authorities, expert
advisory boards such as Clinical Trials
Coordination Group (hereinafter referred to as
"CTCG"), EC Clinical Trial Expert Group
(hereinafter referred to as “CTEG®), EMA GCP
Inspectors Working Group (hereinafter referred
fo as “GCP-IWG*) and Ethics Committee for
Clinical Trials (hereinafter referred to as
“ECCT’), if any; (g) an instruction issued by
Sponsor entitled “Investigator's Brochure”, which
contains all currently known information on the
product/medication used in the Clinical Trial and
on its properties. Sponsor provided the Principal
Investigator with the Brochure and shall
periodically update the Brochure as required by
the status of the Clinical Trial or set out in the
legal regulations. The Brochure will be appended
to the Clinical Trial documents; (h) general terms
and conditions of Sponsor (provided that
Sponsor has issued them and submitted them to
the Centre) on the conduct of clinical studies,
except for the conditions modified by this
Agreement. The Center shall provide adequate
resources and facilities for the performance of

the Clinical Trial.

documents, including without limitation, source

Dodatok ku zmluve o vykonani klinického skagania / Amendment of the Agreement for the parformag;:-rg:;: 2:: l::;c;l el

SK 09JUN2023

0b



Protocol No.: 20604

=

2.4 Dopina sa nasledovny élanok 2.33:

233 V pripade, Ze Zmluvny partner pouZiva

2.5 Dopliia sa nasledovny &lanok 2.34;

2.34 Pocas Klinického skasania a po jeho ukonéen! su

zdrojovej dokumentacie a zloZzky Skusajuceho,
zoznamu identifikacnych  kédov  subjektov
skusania a zdravotnej dokumentacie subjektov
skiSania vztahujucej sa ku Klinickému skusaniu,
ktoré st vyZadované na zéklade ICH predpisov
a ostatnych prislusnych pravnych predpisov
upravujucich vykonavanie Klinického sku$ania,
pocas dihdej z nasledujucich dvoch lehét: 1/ 25
(dvadsatpét) rokov po skonceni alebo preruSenf
Klinického sku$ania alebo 2/ akejkolvek dih3ej
doby pre archivaciu dokumentéacie stanovenej
prislusnymi pravnymi predpismi Dokumentéacia o
Klinickom ska$ani musi byt uchovévana na
vhodnom mieste a vhodnym sp6sobom a
Centrum je povinné viest' zaznamy o mieste, kde
Je dokumentscia o  Klinickom  skusani
uchovavana, aby tato bola okamzZite k dispozicii
na poZiadanie povereného zéastupcu Zadavatela,
etickej komisie, auditora alebo prislusnych
Statnych  organov. Centrum je  povinné
Zadévatela informovat v pripade, Ze planuje
archivovat dokumentéaciu o Klinickom skasani v
inych priestoroch ako su tie, ku ktorym ma
Centrum viastnicke alebo iné uZivacie pravo.
Zadéavatel v dostatocnom predstihu pred
uplynutim vy$sie uvedenej doby uchovavania
oznami Centru, &i navrhuje jej prediZenie. Pokial
Centrum nesuhlasi s navrhovanym predlzenim
doby uchovévania dokumentécie, odovzda ju
Zadévatelovi, resp. tretej strane urcenej zo
strany Zadéavatela.

elektronické systémy na zhromaZdovanie,
uchovévanie alebo archivaciu informéacii alebo
udajov tykajicich sa Klinického skisania, musia
tieto elektronické systémy spliiat poZiadavky
stanovené v medzindrodnych norméch a
poziadavkéach prisludnych autorit na pouZivanie
pocitadovych systémov a vedenie elektronickych
zéznamov, ktoré sa vztahuju na Kklinické
ska$ania, najmé (ale nie vyluéne) v Usmernen|
FDA 21 CRF c¢ast 11 a Usmerenl EMA o
pouzivani  pocitacovych systémov a
elektronickych ~ zédznamov v Klinickych
skasaniach. Ak takyto salad Zmluvny partner
nemoéze zabezpecit a/alebo preukéazat, Zmluvny
partner vytvorl a archivuje overené (papierové)
kopie tychto elektronickych zdznamov na ucely
vykonavania Klinického sku&ania. PoZiadavky
dohodnuté vtomto bode sa neuplatriuji na
elektronicky systém, v ktorom Zmluvnl partneri
vedl  zdravotnG  dokumentéciu  subjektu
skasania.

Zmluvni partneri povinnl bezodkladne (do 24

2023_SK_CO_68949

documents and the Investigator’s files, list of the

2.4 Article 2.33 is added:

2.33 In the event when Contract Partner uses

2.5 Article 2.34 is added:
2.34 During and after the Clinical Trial, Contract

hodin od zistenia) oznamit Zadévatelovi vietky

trial subjects identification numbers and trial
subjects health documentation related to the
Clinical Trial required by ICH guidelines and
applicable laws regulating  Clinical ~ Trial
performance for the longer of the two following
periods: 1) 25 (twenty-five) years after the end or
suspension of the Clinical Trial or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Clinical  Trial
documentation must be kept in a suitable
location and manner, and the Center must keep
record of the location where Clinical Trial
documentation is stored to ensure that it is
readily available upon the request of the
Sponsor’s appointed representative, the ethics
committee, an auditor or competent authorities.
The Center must notify the Sponsor in the event
that the Center plans to archive Clinical Trial
documentation outside of its own premises to
which the Center has proprietary or other right of
use. Sponsor will notify Center in good time
before expiry of the aforementioned retention
period whether it proposes its prolongation. In
case Center does not agree with the proposed
prolongation of the retention period of the Clinical
Trial documentation, Center will transfer it to
Sponsor, respectively a third party designated by
Sponsor.

electronic  systems for the collection,
maintenance or archiving of information or data
related to the Clinical Trial, such electronic
systems must comply with the requirements as
set forth in international standards and
requirements of Governmental Agencies on the
use of computerized systems and electronic
records as applicable to clinical trials, in
particular but not limited to FDA 21 CRF Part 11
and EMA Guidance on the use of computerized
systems and electronic records in clinical trials. If
such compliance cannot be ensured and/or
demonstrated by Contract Partner, Contract
Partner shall generate and archive certified
(paper) copies of those electronic records for the
conduct of the Clinical Trial. The requirements
agreed in this point do not apply to the electronic
system in which the Contract Partners keep the
medical documentation of the trial subjects.

Partners shall promptly (within 24 hours -of
awareness) report to Sponsor any information
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2.6 Dopliia sa nasledovny &lanok 2.35:

235 Zmluvni partneri su vzmysle prislusnych

informécie, ktoré by sa mohli povaZzoval za
z&vainé porusenie pravidiel vykonavania
Klinického skusania v zmysle ¢lanku 52
Nariadenia; "zévaznym poru$enim" sa rozumie
porusenie vy3$ie uvedeného nariadenia alebo
verzie Protokolu platnej v ¢ase porusenia, ktoré
mdze vyznamnou mierou ovplyvnit' bezpeénost a
préava subjektu skusania alebo spolahlivost a
hodnovernost’ akychkolvek tdajov ziskanych v
réamci Klinického sktsania.

pravnych predpisov povinni pinit aj dalsie
oznamovacie povinnosti (vid napr. oznamovacie
povinnosti podla Zakona o liekoch vodi
zdravotnej poistovni Uéastnika) a taktiez su
povinni informovat' Zadavatela prostrednictvom
emailu (e-mailové adresa v bode 3.1 Zmluvy)
a vlehotach uvedenych vy$sie aj o dalsich
skutoCnostiach nad ramec tych, ktoré su
uvedené v predchadzajicich ¢lankoch a ktorych
oznamovanie im ukladaju pravne predpisy, ako
aj otakych skutoénostiach, ktoré je vzmysle
pravnych  predpisov  povinny  oznamovaf
Zadavatel a o ktorych sa Zmluvni partneri mali
mozZnost sa dozvediet pri plneni svojich dloh
spojenych s Klinickym skasanim.

2.6 Article 2,35 is added:

2.35 Contract Partners shall also comply with other

that could be considered a serious breach cm
rules for the conduct of the Clinical Trial as
defined in Article 52 of CTR; "serious breach”
meaning a breach of aforementioned regulation
or of the version of the Protocol applicable at the
time of the breach which is likely to affect to a
significant degree the safety and rights of a
subject or the reliability and robustness of any
data generated in the Clinical Trial.

reporting obligations under the relevant
legislation (see e.g. reporting obligations under
the Act on Medicines to the health insurance
company of the trial subject) and shall also
inform Sponsor by email (email address in point
3.1 of the Agreement) and within the time periods
set out above, of other facts beyond those set out
in the preceding articles and which they are
required to notify by law, as well as of such facts
which the Sponsor is legally obliged to notify and
of which the Contract Partners have had the
opportunity to become aware in the course of
performing their tasks in connection with the
Clinical Trial.

2.7 Clanok 3.2 sa v plnom rozsahu ru$i a nahradza
sa nasledovnym znenim:

2.7 Article 3.2 is deleted in its entirety and replaced
by following:

3.2 Zadévatel bude vykondvat a dokumentovat| 3.2 Sponsor shall perform and document the Clinical

Klinické skt$anie v prisnom sdlade s (a)
Protokolom; (b) podmienkami tejto Zmluvy a (c) v
stlade s prislusnymi vSeobecne zavaznymi
préavnymi predpismi, prikazmi a usmerneniami
kompetentnych orgénov, etickymi zasadami, tak
ako s tieto predpisy a usmernenia Specifikované
v bode 2.1.°

Trial in strict accordance with a) the Protocol; and
(b) the terms and conditions of this Agreement;
and (¢) in accordance with the relevant generally
binding legal regulations, orders and guidelines
of competent authorities, ethical principles, as
these regulations and guidelines are specified in
point 2.1.

2.8 Clanok 4.1 sa v plnom rozsahu rusi a nahradza
sa nasledovnym znenim:

2.8 Article 4.1 is deleted in its entirety and replaced
by following:

4.1 Zaddvatel sa zavézuje zaplatit Zmluvnym| 4.1 For the activities properly performed based on

partnerom za riadne vykonané ¢innosti na
z&klade tejto Zmluvy vratane prevodu prav podla
¢l. 5 tejto Zmluvy odmenu vo vySke, spdsobom a
za podmienok dohodnutych Zmluvnymi stranami
dalej v tomto ¢élénku Zmluvy, Prllohe ¢. 1a
(plnenia pre Centrum) a v Prilohe 1b (plnenia pre
Hlavného ska$ajuceho) a v Prilohe 2 (plnenia pre
Clenov  &tudijného timu). Zmluvné strany
vyhlasuji, Ze predpokladané vyska odmeny je 5
517,40 EUR za jeden subjekt skuSania, ktory
absolvoval vietky navstevy podfa protokolu
(dalej aj ako ,celkové platba“). Z celkovej platby
sa Centru vyplatl 40 % v sulade s Prilohou ¢, 1a
a tato odmena bude vyplatena priamo na tcet
Centra uvedeny v bode 4.3

this Agreement and for the transfer of rights
under Article 5 of this Agreement, the Sponsor
agrees to provide the Contracting Partners with
remuneration in the amount, by means and
under the terms agreed by the Contracting
parties below herein in Appendix 1a (paymen{for
Center), Appendix 1b (payment for Principal
Investigator) and Appendix 2 (payment for Study
Team Members). The Parties hereto repres_ent
that the anticipated remuneration amount is 5
517,40 EUR for 1 study subject which completed
all visits as per Protocol (hereinafter as ‘total
payment”). 40 % of the total paymgnr shall be
paid to the Centre in accordance with Appendtx
1a and shall be paid directly into the Centre's

account referred to in point 4.3.
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29 Na konci Clanku 13.7 sa dopini text

2.10 Priloha €. 2 Vzor Zavizku Clena timu skasania k

Gcasti na vykonani SkiG$ania sa v plnom rozsahu
rusi a nahradza sa novym znenim Prilohy €. 2,
ktora tvori neoddelitelna su¢ast tohto Dodatku:

Priloha 2: Vzor Zéavézku Clena timu skudania k
Uéasti na

SK_29MAY2023)

2023_SK_CO_68949

Hlavnému  Skusajicemu a Clenom $tudijného
timu zucastiujucim sa vykondvania klinického
skuSania, ktorych kontaktné udaje su uvedené v
Prilohe €. 2, sa vyplati 60% z celkovej platby za

pacienta v sulade s Prilohou ¢ 1b a to,
nasledovne:

a) 18% z celkovej platby sa vyplati Hlavnému

Skusajucemu a této Sast sa vyplati priamo
na ucet Hlavného Skusajuceho uvedeny v
Prilohe ¢&. 1b;
32% z celkovej platby sa vyplati spolu-
skusajucemu za reédlne vykonané névstevy a

tato Cast' sa vyplati priamo na ucet spolu-
skusajuceho uvedeny v Prilohe &. 2.

b)

c) 10% z celkovej platby sa vyplati Studijnej
sestre a tato Cast' sa vyplati priamo na jej
tcet uvedeny v Prilohe €. 2.

O rozdeleni platby medzi Clenov $tudijného timu
za dalsie aktivity podfa Prilohy 1b rozhoduje
Hlavny ska$ajaci.

Zadévatel sa zavdzuje, Ze Hlavnému

skudajucemu a jeho timu neposkytne ina
odmenu.

v nasledovnom zneni:

Uvedené sa neuplatni pre pripad, kedy dojde k
tprave dokumentov typu informécie o spracovani
osobnych Udajov Ssubjektov skusania, alebo
informovaného suhlasu subjektu sku$ania,
Protokolu, & inych dokumentov vztahujucich sa
na Klinické skusanie, hoci by boli k tejto Zmluve
pripojené ako jej Prilohy. Bude postacovat, ak
informéciu o zmene daného dokumentu
Zadévatel prostrednictvom emailovej spréavy
oznémi Zmluvnym partnerom a k tejto emailovej
sprave pripoji aj nové (Gpiné) znenie daného
dokumentu. Od momentu dorucenia takejto
emailovej spravy st Zmluvni partneri obsahom
zmeneného dokumentu viazanf a st povinni ho
pouzivat pri plneni povinnosti s nim savisiacimi.”

vykonan/  Sku$ania (verzia

The Principal Investigator and Study Team
Members involved in the Study conduct, whose
contact details are set out in Appendix 2, will be
paid 60% of the total per subject fee in
accordance with Appendix 1b as follows:

a) 18% of the total payment shall be paid to the
Principal Investigator and this part shall be
paid directly into the Principal Investigator's
account as set out in Appendix 1b;

b) 32% of the total payment shall be paid to {he
Co-Investigator for the visits actyaﬂy carried
out and this part shall be paid directly to the
Co-Investigator's account as set out in
Appendix 2. )

c) 1856 of the total payment shall be p{ﬂd to the
study nurse and this part shall be paid directly
to her account as listed in Appendix 2.

The split of payments among Study Team
Members for other activities specified in
Appendix 1b will be decided by Principal
Investigator.

The Sponsor undertakes not to provfde the
Principal Investigator and his team with any other
remuneration.

2.9 At the end of Article 13.7 the following text is
added:

“The above does not apply when documents
such as information on the processing of
personal data of trial participants, or the informed
consent of trial participant, Protocol or other
documents relating to the Clinical Trial are
modified, even if they are attached to this
Agreement as its Appendices. It will be sufficient
if Sponsor notifies the Contract Partners of the
change in the given document via an email
message and also attaches the new (complete)
wording of the given document to this email
message. From the moment of delivery of such
an email message, the Contract Partners are
bound by the content of the changed document

and are obliged to use it when fulfilling their
obligations related to it."

2.10 Appendix 2: Template of Commitment of Study

Team Member to participation in the Study
conduct is deleted in its entirety and replaced
by new wording of Appendix 2, which
constitutes an integral part of this Amendment:

Appendix 2. Template of Commitment of Study

Team Member to participation in the Study conduct
(version SK_29MAY2023)

Dodatok ku zmluve o
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3.1 Tento dodatok nadoblida platnost dfiom jeho
podpisania vietkymi zmluvnymi stranami a uéinnost
dhom nasledujucim po dni jej zverejnenia v zmysle
§ 47a ods. 1 zakona ¢. 40/1964 Zb. Obgiansky
zakonnik v znenl neskorsich predpisov v centralnom
registri zmluv.,

3.2 Tento dodatok bol vyhotoveny v slovenskom a
anglickom jazyku, pricom obe jazykové verzie sa
povazuju za rovnocenné. V pripade rozporu medzi
slovenskou a anglickou jazykovou verziou ma
prednost slovenska jazykova verzia,

3.3 Tento dodatok sa uzatvara v pocte 4 vyhotoveni, z
toho 1 vyhotovenie pre Zadavatela, 2 vyhotovenia
pre Centrum a 1 vyhotovenie pre Skusajuceho.

3.4 Ustanovenia Zmluvy, ktorych sa obsah tohoto
Dodatku & 1 netyka, ostavaju v platnosti
Vv nezmenenej podobe.

. ]

3.1 This amendment shall come into force upon last
signature of the parties hereunder and shall take
effect on the day following the day of its publication
in the central register of contracts of the Slovak
Republic.

3.2 The Amendment is made in the Slovak and English
language and both language versions are
considered to be equivalent. In case of
inconsistency between the Slovak and the English
language version, the Slovak language version shall
prevail,

3.3 This Amendment is made in 4 copies, out of which
Sponsor receives 1 copy, Center 2 copies and 1
copy for the Investigator.

3.4 The provisions of the Agreement which are not
affected by the contents of this Amendment No. 1
shall remain in force unchanged.

Bayer, spol. s r.o.

Miesto/datum Place/date: Bratislava 23.10.2023

Na me

Fakultnd nemocnica Nitra
Centrum/Center

L

g

Miesto/datum Place/date LU {4 M -10“.)'

|

MPH

Miesto/datum Place/date ZA‘A‘; 20 .M. W23
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Dodatok ku zmluve
SK 09JUN2023
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