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DODATOK €. 1

k ZMLUVE O KLINICKOM SKUSANT
LIEKU PODLA
PROTOKOLU KLINICKEHO SKUSANIA
(d’alej "protokol") CAMNIO7AICO5

AMENDMENT No. 1

to the AGREEMENT ON THE CONDUCT

OF A CLINICAL STUDY ACCORDING TO
THE CLINICAL STUDY PROTOCOL
(hereinafter “protocol”) CAMN107AIC05

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava

ICO: 36 723 304

DIC: 2022302425

ICDPH:  SK 2022302425

zapisany: v Obchodnom registri Okresného sidu

Bratislava I, oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kond/zastlipeny:
Mgr. Hana Mrdzova, vedica oddelenia pre
klinické skusanie, na zdklade plnomocenstva
MUDr. Pavol Tison, vedci onkologického
medicinskeho oddelenia, na zéklade plnej
moci

bankové spojenie:
SWIFT:
IBAN:

(d'alej ako "Novartis")
a
Univerzitna nemocnica Bratislava

so sidlom na adrese: Pazitkova ul. ¢. 4, 821 01
Bratislava, Slovenska republika

I1CO: 31813 861

DIC: 2021700549

ICDPH: SK 2021700549
zapisany: Zriadovacia listina C. j.

M/5694/2/2002,
SP/6853/2002/Var zo dna
18. 12. 2002, v platnom zneni

Zastiipena: Statutarny zastupca —
MUDr. Renata Vandriakova, MPH — riaditel’ka

Néazov banky:

Adresa:

IBAN:

BIC/SWIFT:

Pracovisko: Klinika hematologie a transfuzioldgie,
Nemocnica sv. Cyrila a Metoda, Antolska 11, 851 07
Bratislava

(d’alej ako "In3titicia")

Novartis Slovakia s.r.o.
Registered office: Zizkova 22B, 811 02 Bratislava

Company ID: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425

Registration: Commercial Register of District
Court Bratislava I, Section: Sro,
Insertion No. 44016/B
Represented by:
Mgr. Hana Mrazova, Head of the
Department for Clinical Trials, on
a basis of a power of attorney
MUDr. Pavol Tisoi, Medical
Head Oncology, on a basis of a
power of attorney

Bank Details:
SWIFT:
IBAN:

(hereinafter "Novartis")
and
Univerzitna nemocnica Bratislava

with Registered Seat at: Pazitkova ul. €. 4, 821 01
Bratislava, Slovak Republic

Company ID: 31 813 861

Tax ID: 2021700549

VAT ID: SK 2021700549

Registration: Certificate of Incorporation No.
M/5694/2/2002,

SP/6853/2002/Var of 18.12.2002,
as amended

Represented by: statutory representative —
MUDr. Renata Vandriakova, MPH - Director

Bank:

Address:

IBAN: !

BIC/SWIFT:

Site: Klinika hematolégie a transfuziologie,
Nemocnica sv. Cyrila a Metoda, Antolska 11, 851 07

Bratislava

(hereinafter as the “Institution™)

CL1
1. Zmluvné strany uzatvorili tento Dodatok ¢.1
k horeuvedenej Zmluve o klinickom skusani
licku podla protokolu klinického skusania

Art. 1
1. The Contract Parties entered into this
Amendment No. 1 to the above mentioned
Agreement on the conduct of a clinical
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CAMNI107AICO5 zo diia 20.01.2014 (d'alej len
Zmluva), ktorym sa rudia, menia alebo dopliiaji
ustanovenia tejto Zmluvy nasledovne:

study CAMNI07AICO5 dated 20.01.2014,
(hereinafter as Agreement) by which are
repealing, changing and supplementing the
provisions of the Agreement as follows:

Vzhladom na to, Ze Zmluva bola uzavretd na dobu

urditad,

ato pocas trvania klinického sku3ania

CAMNI107AICO05;
Vzhl'adom na to, Ze klinické skusanie je ukoncené aZ po

dosiahnuti
vietkych  produktov,

cielov klinického ska3ania a odovzdani
protokolov, CRF ziznamov

a Materialu spolo¢nosti Novartis;

Vzhladom na to, Ze ciele klinického skusania neboli
dosiahnuté, klinické skusanie nebolo doposial’ ukoncené
a dne$nym diiom klinické skusanie stdle prebieha, ato
napriek predpokladanému diiu ukoncenia 28.02.2019;

Given the fact that the Agreement was concluded for
a specific period, during the duration of the clinical
study CAMNI107AIC05;

Given the fact that the clinical study is terminated
after reaching the objectives of the clinical study and
hand over of all products, protocol, CRF records and
Material to Novartis;

Given the fact that the objectives of the study was
not achieved, the clinical study was not completed
yet, and today's day is the clinical study still ongoing,
despite an expected date of termination of
28.02.2019;

2. Zmluvné strany zhodne kon3tatuji a dohodli
sa, 7e klinické skiSanie CAMNI07AICO05
v centre klinického skuSania v InStiticii
nad’alej prebiecha a Zmluva je nadalej
platnd, pricom predpokladany termin
ukonéenia klinického ski3ania je 31.12.2020.
Zmluvné strany budi nad’alej postupovat’

2. Parties consistently stated and agreed
that the clinical study CAMNI107AIC05
in center of clinical study in the
Institution is still ongoing and the
Agreement is still valid, while the
expected date of termination of the
clinical study is 31.12.2020. The Parties

pri  plneni svojich povinnosti podl'a will continue to progress in fulfilling their
podmienok Zmluvy. obligations under the terms of the
Agreement.
¢L2 Art. 2

1. Zmluvné strany sa dohodli, Ze Zmluva sa meni
nasledovne:

1. The Contracting Parties agree that the Agreement
shall be amended as follows:

Zmluvné strany sa dohodli, Ze vcelej Zmluve a jej

prilohach

sa adresa podvodného sidla spolo¢nosti

Novartis: Galvaniho 15/A, 821 04 Bratislava nglhrédza
adresou nového sidla spolocnosti Novartis: Zizkova
22B, 811 02 Bratislava.

Zmluvné strany sa dohodli, Ze v celej Zmluve a jej
prilohdch sa adresa povodného sidla spoloCnosti
Novartis: Galvaniho 15/A, 821 04 Bratislava
nahradza adresou nového sidla spolocnosti Novartis:
Zizkova 22B, 811 02 Bratislava.

2.V CL 14 — Doba platnosti Zmluvy sa meni bod 14.1
Zmluvy nasledovne:

2. In Art. 14 — Agreement Validity Period
The point 14.1 of the Agreement is changing:

14.1. Zmluva sa uzatvara na dobu urditi pocas | 14.1. The Agreement is concluded for specific
trvania klinického ska3ania. Predpokladany period over the duration of the clinical study.
termin ukonéenia klinického ska3ania je Expected date of termination of clinical study
31.12.2020. Klinické skisanie je ukonéené po is 31.12.2020. Clinical study is terminated
dosiahnuti  cielov  klinického  sku3ania after the achievement of the objectives of
a odovzdani vietkych produktov, protokolov, clinical study and delivery of all products,
CRF  zaznamov a Materidlu  spolo¢nosti protocol, CRF records and materials to
Novartis. Novartis company.

3. Zmluvné strany sa dohodli, Ze v celej Zmluve a jej |3. The Parties agree that in the whole Agreement and

prilohdch sa datum 28.02.2019 nahradza datumom
31.12.2020.

its annexes the date 28.02.2019 shall be replaced
by the following date 31.12.2020.

4. Ostatné ustanovenia tejto Zmluvy sa nemenia a | 4. The other provisions of this Agreement shall not
zostavaju v platnosti. change and remain in force.
5. Tento dodatok je platny diiom podpisania oboma | 5. This Amendment shall enter into force on the date

zmluvnymi stranami. Zmluvné strany zhodne
kondtatuji, Ze prava apovinnosti podla tohto
dodatku sa vztahuji na poskytovanie vietkych
ginnosti  vykonané v suvislosti s jednotlivymi
subjektami hodnotenia (pacientmi) podla tohto
dodatku od 28.02.2019 aj v pripade, ak je tento
dodatok podpisany v neskorsi dei, tj. na vzdjomné
vztahy, prdva apovinnosti zmluvnych strdn od
28.02.2019 az do dna podpisania tohto dodatku sa

of its signing by both contract parties. The
contract parties consistently conclude, that the
rights and obligations under this Amendment
shall apply to the provision of all activities
undertaken in relation to particular subjects of
evaluation (patients) according to this
Amendment since 28.02.2019 and also in case if
the Amendment is signed at a later date, i.e. for

the mutual relations, rights and obligations of the
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vcelom rozsahu vztahuji ustanovenia Zmluvy
v zneni tohto dodatku.

parties since 28.02.2019 until to date of signing
of this Amendment, shall be fully covered by the
provisions of this Amendment.

Tento dodatok je vyhotoveny v 4 rovnopisoch, dva
obdrzi Institicia a dva Novartis.

6. This Amendment is executed in three copies, two
for Institution and two for Novartis.

Tento dodatok je vyhotoveny v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a

anglickou jazykovou verziou, ma prednost’ slovenska
Verzia.

7. This Amendment is executed in Slovak-English
version. In case of any discrepancies between
these two versions the Slovak version shall
prevail.

Zmluvné strany prehlasuju, ze si dodatok precitali,
jeho obsahu porozumeli, Ze ho uzavreli slobodne
a vazne, urCite a zrozumitelne, a na potvrdenie toho,
ze obsah tohto dodatku zodpoveda ich skutocnej
a slobodnej voli, ho vlastnoruéne podpisali.

The Parties declare that they have read this
Amendment, understood its content and that they
have entered into the Amendment freely and
seriously, definitely and clearly, and in witness of
the fact that the content of this Amendment
corresponds with their true and free will, they
attach their authentic signatures.

Za Novartis/For Novartis: Datum/Date:
MUDr. Pavol Tison, Medical Head Oncology,

na zdklade plnomocenstva /based on power of attorney

ZaNovartis/For Novartis: Datum/Date:

Megr. Hana Mréazova, na zdklade plnomocenstva/based on power of attorn

Za Novartis/For Novartis: ... . . Datum/Date:

PharmDr. Kamila Slamkova, projektovy manazér klinického skusanigyj,
Clinical study manager ML

Za Institiciv/For Institution:

- Datum/Date:
MUDr. Renata Vandriakova, MPH, riaditelka/Director
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