DODATOK C. 1
(dalej len ,Dodatok")
K ZMLUVE O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CRTH258B2305 (ralej len ,Protokol*)

AMENDMENT NO. 1 516/20
(hereinafter referred to as the “Amendment”)
TO THE AGREEMENT ON THE CONDUCT
OF A CLINICAL TRIAL ACCORDING TO

THE CLINICAL TRIAL PROTOCOL
CRTH258B2305 (hereinafter referred to as the
“Protocol”)

Novartis Slovakia s.r.o.

sidlo: ZiZzkova 22B, 811 02 Bratislava, Slovens
republika

ICO: 36 723 304

DIC: 2022302425

IC DPH: SK 2022302425

zapisany: Obchodny register Okresného s

Bratislava |, oddiel: Sro, vlozk&a 44016/B
zastlpeny: Mgr. Hana Mrazova, zaklg
plnomocenstva
PharmDr. Katarina Nosjean, na
zaklade plnomocenstva

na

(d’alej len Novartis*)
a

Fakultnd nemocnica Trer€in

sidlo: Legionarska 28, 911 71 Téam
ICO: 00610470
DIC: 2021254631

IC DPH: SK2021254631

zapisany: Zridovacia listina Ministerstva
zdravotnictva

zastupena Radou riaditer v zloZeni:

Generalny riaditel’ - Ing. Marian Jurus

Ekonomicky riaditel - JUDr. Marek Sedik

Medicinsky riaditel - MUDr. Stanislav Pastva

bankové spojenie: Statna pokladnica, Radlinského 1
Bratislava

IBAN: SK 23 8180 0000 0070 002488

SWIFT: SPSRSKBA

(dalej len Jnstitacia®)
a

Skusajaci: MUDr. Marek Ka ¢erik, PhD.
bydlisko:

rodnécislo:

bankové spojenie:

IBAN:

(dalej len ,Skusajici* alebo Hlavny skusajuci)

Novartis Slovakia s.r.o.
Kaegistered seat: Zizkova 22B, 811 02 Bratislg
Slovak Republic

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

URRegistration:  Commercial Registry of the Distr,

Court Bratislava I, Section: Sr

Insert No. 44016/B

ideepresented by: Mgr. Hana Mrazova, on a basis
a power of attorney

PharmDr. Katarina Nosjean, on t

basis of a power of attorney
(hereinafter referred to adlbvartis”)
and

Fakultna nemocnica Trertin
Registered Seat: Legionarska 28, 911 71 diren

Company ID: 00610470

Tax ID: 2021254631

VAT ID: SK2021254631

Registration: Certificate of Incorporatid

Ministry of Health of Slovakia

Represented by the Board of Directors composed
Ing. Marian Juru$ - General director

JUDr. Marek Sedik — Financial director

MUDr. Stanislav Pastva— Medical director

32Bank Account:  Statna pokladnica, Radlinské
32, Bratislava

IBAN: SK 23 8180 0000 0070 0028 84
SWIFT: SPSRSKBA

(hereinafter referred to as thimstitution ")
a
Investigator:  MUDr. Marek Ka ¢erik, PhD.
Address:
Date of Birth:
Bank Account:
IBAN:

(hereinafter referred to as thinVestigator” or the
“Principal Investigator”)

va,
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of:
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Pojmy pouzité vtomto Dodatku &aajuce vékym
z&iatotnym pismenom maju rovnaky vyznam aky
je prisudzovany v Zmluve o klinickom skdSani lie
pod’a protokolu klinického skuSania CRTH258B23
uzatvorenej medzi Zmluvnymi  stranami fad
29.07.2019 dalej len ,Zmluva“), pokial nie je
v tomto Dodatku ufené inak.

Terms used in this Amendment which begin w
rfirst capital letter have the same meaning
kattributed to them in the Agreement on the cond

ith
as
uct

06f a clinical trial according to the clinical t
protocol CRTH258B2305 concluded between
Contracting Parties on 29.07.2019
referred to as theAgreement), unless stipulated
otherwise in this Amendment.

rig
jre
(hereinafter
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Zmluvné strany uzatvorili tento Dodatok k Zmluy
ktorym sa ruSia, menia alebo d@u ustanovenig
Zmluvy nasledovne:

eThe Contracting Parties entered into this Amendn
1 to the Agreement, which repeals and amends
provisions of the Agreement as follows:

V Prilohe¢. 2 Zmluvy dalej len Priloha ¢. 2) sa za
jej odsek, ktory znie:

.Zmluvné strany sa zavazuju, Zze ak budi odobr
vzorky biologického materialu, tieto bude mo:
pouzivad vylune len pre dely klinického skdSani
a len pa@as vykonavania tohto skisania."

vklada novy odsek, ktory znie nasledovne:

.Zmluvné strany sa dohodli, Ze Novartis Institd
uhradi/preplati nakladydalej len ,Naklady") na anti

— VEGEF lieky delne a preukazatee podané na ligbu

diabetického edému makulyalej len ,DEM*) v oku

subjektu hodnotenia, ktoré nie jecané pre klinické
skusSanie, a to pdd podmienok uvedenych nizSie.

Zmluvné strany sa dohodli, Zze Naklady bt
Novartisom uhradené/preplatené len v pripade, ze:

In Annex No. 2 of the Agreement (hereinafi
referred to as the Annex No. 2), after the
paragraph which reads as follows:

afithe Contracting Parties undertake that if ai
rrigological material will be taken off, they will b
aused solely for the purposes of the clinical taald
only during the execution of this trial.”

the new paragraph which reads as follows:

ciiThe Contracting Parties agree, that Novartis sh
pay/reimburse to the Institution, costs (hereinaf
referred to as the Costs) for anti — VEGF
medicines which were purposefully and provag
administered for treatment of diabetic macu
edema (hereinafter referred to as th®ME") in
non — study eye of the Study Subject, all under
conditions stated below.

dfhe Contracting Parties agree that the Costs shell
paid/reimbursed by Novartis only in the case that:

ent
the

er

vy

all
te

bly
ar

the

(i) sa pouzije schvaleny anti -VEGF liek na dan{i) approved anti -VEGF medicine for given
indikaciu, t.. ranibizumab (Lucentis) indication, i.e. ranibizumab (Lucentis) and
a alfibercept (Eylea)dalej len ,Anti — VEGF aflibercept (Eylea) (hereinafter referred to as
liek"), the “Anti — VEGF mediciné) will be used,

(i Anti — VEGF liek bude podany subjekt@i) Anti — VEGF medicine is administered to the
hodnotenia na ligbou DEM v oku, ktoré nie je Study Subject for the treatment of DME in|its
urcené na klinické skisanie, non-study eye,

(i) Naklady budu ¢elné ariadne preukadzané(iii) the Costs are purposeful and duly proven|by
Institdciou Novartisu, the Institution to Novartis,

(iv) Anti — VEGF liek bude subjektu hodnotenifiv) Anti — VEGF medicine is administered to the
podany vdobe, pas ktorej sa subjekt Study Subject within the term the Study Suhject
hodnotenia zéastiuje klinického skdsania, takes part in the clinical trial,

(v) IntStitacia zabezp# Anti — VEGF lieky az po (v) The Institutution provides Anti — VEGF

predchadzajicom sihlase Novartisu.

Zmluvné strany sa dohodli, ze Anti - VEGF lieky
subjekty hodnotenia zabezpénstitacia. Institlicia s3
zavazuje manipulova uskladovar Anti - VEGF lieky
v stlade so Summary of Product Characteristics (S
a zabezp&#/ ariadne vies zaznamy obdrzani
a uskladnenia Anti — VEGF liekov.

Zmluvné strany sa dohodli, Ze Naklady b
Novartisom uhradené/preplatené maximalne v sy

ktord by za Anti — VEGF lieky preplatila verejniequals to the prices of the Anti — VEGF medig

zdravotna poigowviia.

Naklady uhradi/preplati Novartis Institlcii na zade
samostatnej faktdry, ktord vystavi InStiticia spaga
uplynuly kalendarny Styirok pa’ndc diom @innosti
Dodatku¢. 1 k Zmluve. Zmluvné strany sa dohodli,
Institlcia je povinna vystaviprisluSnu faktdru do 14

medicines upon prior approval by Novartis

pThe Contracting Parties agree that Anti — VE(
medicines shall be provided by the Institution.
Institution shall handle and store Anti — VEG
Fmedicine in accordance with Summary of Prod
aCharacteristics (SPC) and shall maintain du
records of receipt and storage of Anti — VE(
medicines.

(The Contracting Parties agree that the Costs sheal
rpaid/reimbursed by Novartis up to a maximum wh

which would be reimbursed by the healthc
insurance company.

The Costs shall be paid/reimbursed by Novartis
the Institution based on the separate invoice, vl
the Institution will issue retroactively for the gig
.calendar quarter starting the day, the Amendm
5No. 1 to the Agreement comes into force.

dni po uplynuti prisluSného kalendarneho Stka
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Contracting Parties agree that the Institution dh
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poda predoSlej vety. Zmluvné strany sa zaro
dohodli, Ze v pripade, Ze Institlcia nevystavilfialy
na Néklady ani vlehote 60 dni odoiad poslednej
navstevy posledného subjektu hodnotenia, tak ndag
Uhradu/preplatenie tychto InStitdciou riadne <as
nefakturovanych Nékladov zanika.

InStiticia sa zavézuje vystavFaktaru, tak aby jej
slragou bola priloha so zoznamom podanych An
VEGF liekov &‘isla subjektov hodnotenia, ktorym b
Anti — VEGF liek podany.

V dalSom sa na Uhradu a splatnofaktir na Naklady
vzrahuju primerane ustanovenidanku 8.4. Zmluvy
(okrem ustanoveni tykajacich sa tzv. navrhov faktar

lissue the invoice within 15 days after the relevant
calendar quarter under the previous sentence. [The
Contracting Parties also agree that if the Instibut
kdoes not issue the invoice/s for the Costs witlfin 6
day period which starts to run on the day of lasitv
of last Study Subject, the Institution's claim for
payment/reimbursement of the Costs ceases to exist.

The invoice issued by the Institution shall inclaahe
tiannex listing the Anti — VEGF medicines and the

cnumbers of the Study Subjects to whom the Anti —
VEGF medicine was administered.

The provisions of article 8.4. of the Agreementlapp
mutatis mutandis (except of those stipulating ice Qi
proposals) on payment and maturity of the
invoices.”,

is being inserted.

Ostatné ustanovenia Zmluvy tymto Dodatkon®ther provisions of the Agreement, which are pot

vyslovene neupravené sa nemenia a Zzostd
v platnosti.

vaxpressly regulated by this Amendment, shall not be
amended and remain valid.

Tento Dodatok nadobuda platfiosdiiom jeho

This Amendment shall be valid upon signature|by

podpisania vSetkymi Zmluvnymi stranami &inhog’

diom nasledujacim po dni jeho zverejneniahe day following the day after its publication (in

v centrdlnom registri  zmllv na__ WwWw.Crz.gov.s
nakd’ko Zmluva je povinne zvemgpvanou zmluvou
vzmysle § 5a ods. 1 Zakona o slobode informé
Novartis zaroveé udd’uje svoj suhlas so zverejneni
tohto Dodatku pokh predchadzajicej vety. Institlc
bezodkladne zaSle Dodatok na zverejnenie; fjo
neddjde k zverejneniu do 7 dni odtadjej uzavretia,
moze Novartis poda navrh na jeho zverejneni
Institicia sa zavazuje vytfla Novartisu pisomneé
potvrdenie o zverejneni Dodatku bez zRyidho
odkladu po jeho zverejneni. Institacia je povin
zabezp&t nespristupnenie tych ustanoveni to
Dodatku, ktoré obsahuju informéaciu, ktora sa ljgo
platnych pravnych predpisov nespristuje.

all Contracting Parties and shall enter into foooe

k,central register of contracts on www.crz.gov.gKk,

since the Agreement which must be disclosed
icifursuant to Section 5a para. 1 of Act on Free Acges
mto Information. Novartis also gives its consenthe
iapublication according to the previous sentence. [The
kidnstitution shall immediately send the Amendment
for its disclosure; if the Amendment will not be
e disclosed within 7 days following its conclusion,
> Novartis may submit a proposal for disclosure. The

Institution undertakes to issue to Novartis a eritf
n&onfirmation about the disclosure of the
htAmendment without undue delay after |ts
d publication. The Institution is obliged to ensuhe
non-disclosure of these provisions of this
Amendment, which is under the current legislatjon
confidential.

Tento Dodatok je vyhotoveny v 5 rovnopisoch, ¢
obdrzi Institicia, dva Novartis ajeden Hlav
skusSajuci.

vahis Amendment is executed in five counterparts,
nywo for the Institution, two for Novartis and oner f
the Principal Investigator.

Tento Dodatok je vyhotoveny v slovensko-anglic
verzii. V pripade rozporu medzi slovenskou
anglickou jazykovou verziou Dodatku alebo je
priloh, ma prednasslovenska verzia.

keThis Amendment is executed in Slovak-English

&ersion. In case of any discrepancies between| the

h&lovak and the English language version of [the
Amendment or its Annexes, the Slovak version shall
prevail.

Zmluvné strany prehlasuju, ze si Dodatok &,
jeho obsahu porozumeli, Ze ho uzavreli slobo
a vazne, uiite a zrozumiténe, a na potvrdenie toho, i
obsah tohto dodatku zodpoveda ich sko&
a slobodnej véli, ho vlastno¥ne podpisali.

The Contracting Parties represent that they reizd th
driemendment, understood its content and concluded it
reon their own free will, in earnest, in all consaer

and unequivocally, and in witness of that the conie

of this Amendment represents their good faith

intention and free will, they sign it by hand.
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Novartis Slovakia s.r.o.
PharmDr. Katarina Nosjean
na zaklade plnomocenstva/based on power of attorney

Novartis Slovakia s.r.o.
Mgr. Hana Mrazova
na zaklade plnomocenstva/based on power of attorney

Fakultnd nemocnica Tréim
Ing. Marian Juru$
Generalny riaditdGeneral Director

Fakultna nemgcnica Tréim
JUDr. Marek Sedik
Ekonomicky riadité&/Finacial director

Fakultnd nemocnica Trém
MUDr. Stanislav Pastva
Medicinsky riadité/Medical director

MUDr. Marek K&erik, PhD.
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