











































































































13.6.

Za pridruZené osoby sa najmi na ucely bodu 4.6.,
bodu 9.1. abodu 13.1. tejto Zmluvy pokladaju (i)
ovladané osoby v zmysle § 66a ods. 1 ObZ, (ii)
ovladajice osoby v zmysle § 66a ods. 2 ObZ, (iii)
osoba ovladani tou istou ovladajicou osobou a (iv)
osoba, ktora je &lenom tej istej skupiny (tj. pre
Novartise  &lenom  skupiny  Novartis a pri
Zadavatelovi ¢lenom skupiny, do ktorej patri aj
Zadavatel’).

13.6.

Afflitiates shall be namely for purposes of para. 4.6.,
para. 9.1, and para. 13.1. of this Agreement
considered (i) controlled persons pursuant to Section
66a para. 1 of CC, (ii) controlling persons pursuant to
Section 66a para. 2 of CC, (iii) a person controlled by
the same controlling person and (iv) person being a
member of the same group (i.e. if it concerns
Novartis, then member of Novartis Group and, if it
concerns the Sponsor, a member of the same group,
of which the Sponsor is a member).

14. Doba platnosti Zmluvy

14. Agreement Validity Period

14.1.

Zmluva sa uzatvara na dobu trvania klinického
sktifania a jej platnost kon¢i najneskdr dilom zaniku
povolenia na vykondvanie Kklinického skusania
v Slovenskej republike. Predpokladany termin
skonéenia klinického skasania je 16.04.2025.
Novartis je opravneny jednostranne prediZit’ trvanie
klinického sku$ania a posunutie predpokladaného
datumu ukonéenia klinického ski$ania v sulade s
povolenim na vykonavanie klinického skusania
v Slovenskej republike. Novartis je povinny dorudit
uvedené oznamenie o prediZeni trvania klinického
skania v pisomnej forme Institicii a Skigajucemu,
a to podla moZnosti najneskér 30 dni pred
pévodnym plénovanym terminom skondenia
klinického sku3ania.

14.1.

The Agreement is concluded for the period of the
clinical trial and its validity shall terminate at the
latest at the date of the expiry of the authorisation for
the conducting of the clinical trial in the Slovak
Republic. The clinical trial is expected to finish on
16.04.2025. Novartis is entitled to extend the period
of the clinical trial unilaterally, and to postpone the
expected date on which the clinical trial is finished in
accordance with permission to conduct the clinical
trial in the Slovak Republic. Novartis is obliged to
deliver the mentioned decision on the extension of the
clinical trial in written form to the Institution and the
Investigator, if possible, within 30 days before the
originally planned deadline of the clinical trial.

14.2.

Platnost’ tejto Zmluvy sa automaticky skoné&i jej
splnenim po dosiahnuti cielov klinického skusania
a odovzdani v8etkych produktov, protokolov, CRF
zaznamov, Dokumenticie §tidie, Sivisiacej
dokumentacie a Materialu spolo¢nosti Novartis.
Zmluva moze byt ukon&ené aj dohodou zmluvnych
stran.

14.2.

Validity of this Agreement shall expire automatically
by its fulfilment after achievement of the targets of the
clinical trial and handover of all products, protocols,
CRF records, Trial Documentation, Related
Documentation, and Material to Novartis. The
Agreement can also be terminated by agreement of
the Parties.

14.3.

Ktorékol'vek zmluvna strana je opravnend odstipit’

od tejto Zmluvy pisomnym odstipenim, ktoré

nadobida u&innost dorutenim druhej zmluvnej

strane na adresu uvedenit v zéhlavi tejto Zmluvy, a

to v nasledujucich pripadoch:

a) ak niektora zmluvna strana porusi niektoré
z ustanoveni tejto Zmluvy a neodstrani
zavadny stav ani v lehote 30-tich dni od
doruéenia vyzvy k néprave, patri toto pravo
strane poskodenej;

b) ak bude rozhodnuté, Ze je niektora strana
v konkurze, alebo bude navrh na vyhlasenie
konkurzu zamietnuty pre nedostatok
majetku;

c) ak je niektorA strana v platobnej
neschopnosti alebo ide do likvidacie z
inych prigin ako je transformacia alebo
zlu¢ovanie, nema uréeného nastupcu, ktory
by prevzal jej aktiva (majetok) a zdvizky a
neuzavrie dohodu alebo iné vysporiadanie
so svojimi verite'mi;

d) ak niektord zmluvnad strana strati
opravnenie, ktoré je pre riadne a v&asné
plnenie povinnosti vyplyvajicich z tejto
Zmluvy nevyhnutné,;

e) ak potrebné opravnenie, povolenie, sihlas
alebo vynimka je odvolané, odloZena jeho

14.3.

Either Party may withdraw from this Agreement in
writing with effectiveness upon delivery to the other
Party to the address shown in the heading of this
Agreement in following cases:

a) if either Party breaches any of the provisions of
this Agreement and fails to remedy the defect
within a period of 30 days from the delivery of
a request for remedy, such right belongs to the
damaged Party;

b) if it is concluded that one Party is in bankruptcy
proceedings or a proposal for filing a petition
for bankruptcy shall be rejected due to
insufficient property;

c) if either Party becomes insolvent or is to be
dissolved for other reasons than transformation
or fusion, no successor has been appointed to
take its assets (property) and liabilities over
and it does not enter into agreement or other
settlement with its creditors;

d) if either Party loses authorization which is
inevitable for proper and timely performance
of obligations resulting from this Agreement;

e) if the required authorization, permit, consent or
exception is withdrawn or its validity delayed
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Novartis poskytne Institicii ndhradu nakladov vo vyske 12
eur (slovom: dvanast’ Eur) / 1 naviteva (naviteva &. TCUSV)
za udastnikov, ktori v ramci klinického skuania predéasne
ukon¢ia uZivanie skaSaného produktw/lieku a nebudu
absolvovat’ vySetrenia po¢as osobnych ndvitev centra (podla
protokolu) a buda sledovani len telefonicky.

Novartis provides Institution with the additional payment of
EUR 12 (in word: twelve Euro) / 1 visit (visit No. TCUSV)
for participants who are prematurely discontinued from study
treatment and not performing on-site visits assessments
(according to protocol) during the clinical trial and will be
followed up via phone calls only.

Uhrada pre Indtiticiu navySe za 4 Ulastnikov, ktori
nesplnia kritéria pre randomizaciu — tzv. screening
failures:

Uhrada pre Indtitaciu: 720,- eur — Celkovo

Uhrada pre InStiticiu najviac: 180,- eur (slovom:
Jjednostoosemdesiat eur) za kazdého vyhodnotitelne
spracovaného Ucastnika v klinickom skugani

sa vyplati nasledovne:

Platbaa) 180 eur — Za kazdého Utastnika, ktory nesplni
kritéria pre pokraCovanie v klinickom skusani
pri navsteve & SCR / v skriningovom obdobi
(screening failure)

Additional payment for the Institution for 4 Participants
who will not meet the randomization criteria — so-called
screening failures:

Payment for the Institution: EUR 720 —In total

Payment for the Institution maximum of: EUR 180 (in
words: one hundred and eighty) for each Participant in the
clinical trial processed in a manner allowing for evaluation

shall be paid as follows:

Payment a) EUR 180 For each Participant not meeting
the criteria for continuing the clinical trial during visit No.
SCR/ in screening period (screening failure)

Platby podla tejto Prilohy zahrfia vSetky lekarske vy3etrenia
jednotlivého Uéastnika podl'a Protokolu.

Payments under this Annex shall include all medical
examination for each individual Participant under the
Protocol.

Novartis  poskytne Indtiticii ndhradu néakladov za

zabezpedenie:

- RTG vysetrenie hrudnika s popisom - 20 EUR
(slovom: dvadsat’ Eur) za ka?dé jedno VySetrenie
preukazatelne absolvované Ukastnikom; celkovy
polet VysSetreni ujedného Utastnika predstavuje
najviac najviac 1 (na naviteve SCR/V1) pri¢om
celkovd odmena za vSetky Vysetrenia u jedného
Utastnika predstavuje najviac 20 EUR (slovom:
dvadsat’ Eur).

Predpokladany poget Utastnikov je 8.

- RTG vySetrenie ramena s popisom - 20 EUR
(slovom: dvadsat’ Eur) za kazdé jedno Vysetrenie
preukazatelne absolvované Utastnikom; celkovy
potet Vy3etreni ujedného Utastnika predstavuje
najviac najviac 2 (na naviteve SCR/VI) pri¢om
celkovd odmena za vietky Vysetrenia u jedného
Utastnika predstavuje najviac 40 EUR (slovom:
Styridsat’ Eur).

Predpokladany pocet Utastnikov je 8.

- MR vySetrenic ramena - 390 EUR (slovom:
tristodeviat’desiat Eur) za kazdé jedno VySetrenie
preukédzatelne absolvované Ugastnikom; celkovy
podet Vysetreni ujedného Ukastnika predstavuje
najviac najviac 1 (na naviteve SCR/VI1) pri¢om
celkovd odmena za vSetky Vy3etrenia u jedného
Ukastnika predstavuje najviac 390 EUR (slovom:
tristodevit'desiat Eur).

Predpokladany pocet Uastnikov je 8.

Novartis provides Institution with the additional payment for:

- X-Ray chest scan with description — EUR 20 (in
words: twenty Euro) for each single Test
demonstrably undergone by the Participant; the total
number of Tests of one Participant amounts up to 1
(during visit SCR/V1) whereby the total
compensation for all Tests of one Participant amounts
up to EUR 20 (in words: twenty Euro).

The scheduled number of Participants is 8.

- X-Ray shoulder scan with description — EUR 20 (in
words: twenty Euro) for each single Test
demonstrably undergone by the Participant; the total
number of Tests of one Participant amounts up to 2
(during visit SCR/V1) whereby the total
compensation for all Tests of one Participant amounts
up to EUR 40 (in words: forty Euro).

The scheduled number of Participants is 8.

- MRI scan of shoulder — EUR 390 (in words: three
hundred ninety Euro) for each single Test
demonstrably undergone by the Participant; the total
number of Tests of one Participant amounts up to 1
(during visit SCR/V1) whereby the total
compensation for all Tests of one Participant amounts
up to EUR 390 (in words: three hundred and ninety
Euro).

The scheduled number of Participants is 8.
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