DODATOK C. 2
K ZMLUVE O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CQGE031C2303 (dalej len ,,Protokol*)
Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava
ICO: 36 723 304

DIC: 2022302425

ICDPH: SK 2022302425

zapisany: Obchodny  register  Okresného  sudu
Bratislava I, oddiel: Sro, vloZka ¢. 44016/B

konajuci v zastdpeni: Mgr. Hana Mrazov4, na zéklade
plnomocenstva
PharmDr. Katarina Nosjean,
na zaklade plnomocenstva

(dalej ako ,,Novartis*)
a

Nemocnica s poliklinikou PovaZzska Bystrica

sidlo: Nemocni€na 986, 017 01 Povazska
Bystrica

zapisany: zriadena zriadovacou listinou MZ SR €islo:

1970/1991 A/V-I v zneni Dodatku €. ! €.

T/2003/01314-1,

Rozhodnutie TSK/2007/04288/zdrav.-2, z 26.9.2007

ICO: 00610 411

DIC: 2020705038

v mene ktorého koné/zastupeny:

MUDr. Igor Steiner, MPH, riaditel’ NsP
bankové spojenie:  Statna pokladnica
¢islo Gctu: 7000510563/8180

IBAN: SK80 8180 0000 0070 0051 0563

(dalej ako ,,Institucia®)

Pojmy zaCinajuce velkym zaCiatoCnym pismenom
maji  rovnaky vyznam aky im je
pripisovany v Zmluve o klinickom skdSani
lieku podla protokolu klinického skuSania
CQGE031C2303 uzavretej medzi
Novartis a Intiticiou dfia 07.01.2019,
v zneni jej dodatkov (dalej len ,,Zmluva®),
pokial v tomto dodatku nie je uvedené
inak.

Zmluvné strany uzatvorili tento Dodatok ¢.2

k horeuvedenej Zmluve o klinickom skdSani zo dna

07.01.2019, ktorym sa ruia, menia alebo dopifaju

ustanovenia tejto  Zmluvy o klinickom  skdSani

nasledovne:

Zmluvné strany sa dohodli na zmene Cl. 14 - Doba
platnosti Zmluvy - Zmluvy v bode 14.1. tak, Ze
bod 14.1. bude zniet nasledovne:

Zmluva o klinickom skdSani — dodatok 2
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AMENDMENT No. 2 TO
MEDICINE CLINICAL TRIAL AGREEMENT
ACCORDING TO
THE CLINICAL TRIAL PROTOCOL
CQGE031C2303 (hereinafter as the “Protocol”)

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

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Registry of the
District Court Bratislava |,
Section:  Sro, Insert  No.
44016/B

Represented by: Mgr. Hana Mrazova, on a basis of
a power of attorney
PharmDr. Katarina Nosjean, on

the basis of a power of attorney
(hereinafter as “Novartis™)
and

Nemocnica s poliklinikou Povazska Bystrica

Registered Seat: Nemocni¢na 986, 017 01 Povazska
Bystrica

Registration: established by the Articles of

Incorporation ofthe Ministry of Health ofthe Slovak

Republic No: 1970/1991 A/ V-1, as amended by the

Supplement no. | no. T /2003 / 01314-1,

Decision TSK /2007/04288 / Health.-2 of 26.9.2007

Company ID: 00610 411

Tax ID: 2020705038

Represented by: MUDr. Igor Steiner, MPH,

Director NsP

Bank Account: Statna pokladnica

Account Number. 7000510563/8180

IBAN: SK80 8180 0000 0070 0051 0563

(hereinafter as the “Institution™)

Terms which are beginning with the first capital
letter have the same meaning as
attributed to them in the Agreement on
the conduct of a clinical trial according
to the clinical trial  protocol
CQGE031C2303, concluded by and
between Novartis and the Institution on
07.01.2019, as amended (hereinafter
referred to as the “Agreement”), unless
agreed otherwise in this amendment.

The Parties entered into this Amendment No.2 to

the above Agreement on the conduct of a clinical

study dated 07.01.2019, repealing and amend the

provisions of the Agreement on the conduct of a

clinical study as follows:

The Parties agreed to amend Art. 14 - Agreement
Validity Period - in para. 14.1. of the
Agreement so that para. 14.1. shall be as
follows:
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»Zmluva sa uzatvara na dobu trvania klinického
skdSania ajej platnost’ konci najneskdr diiom zaniku
povolenia na vykonavanie klinického sklSania
v Slovenskej  republike.  Predpokladany  termin
ukoncenia klinického skiSania je 28.02.2023.“

Priloha ¢. 1 Zmluvy, ktora upravuje popis klinického
skdSania vratane zakladného casového planu, ktorej
povodné znenie bolo prilohou €.1 Zmluvy, sa nahradza
novym znenim, ktoré je uvedené v Prilohe €.l tohto
dodatku.

Ostatné ustanovenia Zmluvy tymto dodatkom
vyslovene neupravené sa nemenia a zostavajl
v platnosti.

Tento dodatok je platny a acinny diiom podpisania
oboma zmluvnymi stranami.

Tento dodatok je vyhotoveny v 3 rovnopisoch, jeden
obdrzi Indtiticia a dva Novartis.

Tento dodatok je vyhotoveny v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziou dodatku alebo jeho
priloh, ma prednost’ slovenska verzia.

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 vlastnoru¢ne podpisali.

ZaNovartis/ForNovartis:

»The Agreement is concluded for the period of the
clinical trial and its validity shall terminate at the
latest at the date ofthe expiry of the authorization for
the conducting of the clinical trial in the Slovak
Republic. The clinical trial is expected to finish on
28.02.2023.¢

Annex No. 1 of the Agreement, which governs the
description of the Clinical Trial, including the basic
schedule, the original wording of which formed
Annex No.l of the Agreement, shall be
supplemented by a new wording, as stated in Annex
No. ! ofthis Amendment.

Other provisions of the Agreement, which are not
expressly regulated by this Amendment, shall not be
amended and remain valid.

This Amendment shall enter into force and effect on
the date of its signing by both parties.

This Amendment is executed in three counterparts,
one for the Institution and two for Novartis.

This Amendment is executed in Slovak-English
version. In case of any discrepancies between the
Slovak and the English language version of the
Amendment or its Annexes, the Slovak version shall
prevail.

The Parties represent that they read this
Amendment, understood its content and concluded it
on their own free will, in earnest, in all conscience
and unequivocally, and in witness of that the content
of this Amendment represents their good faith
intention and free will, they sign it by hand.

Datum/Date: G

PharmDr. Katarina Nosjean, na zaklade plhomocenstva/based on power of attorney

Za Novartis/For Novartis:

Za InstitGciu/For the Institution:

‘X
Détum/Date:
Mgr. Hana Mrazové, na zaklade plnomocenstva/based on power of attorney

(A

Novartis Slovakia s.r.
Zizkova 22B
811 02 Bratislava
> 2 2 4

k% v

20. 08. 2021

Datum/Date:

MUDr. Igor Steiner. MPH, riadite l/director NIsP

NFMOCNICA S POLIKLINIKOU

POVAZSKA BYSTRICA
Nemocni¢na 986
0i7 26 Povazska Bystrica
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Priloha ¢.1

Néazov skusaného produktu/lieku:
Ligelizumab
Referencné ¢islo: QGE03!
Kad klinického skiSania: CQGE031C2303
Nazov/Popis klinického skiSania;
Multicentrické, randomizované, dvojito zaslepené
klinické skiSanie kontrolované aktivnym liekom aj
placebom, zamerané na zhodnotenie G¢innosti
a bezpe€nosti ligelizumabu (QGEO031) pri liecbe
chronickej spontannej urtikarie (CSU)
u dospievajucich a dospelych pacientov
s nedostatoCnym efektom liecby HI-
antihistaminikami.
Datum finalnej verzie protokolu: 20.3.2018
Skusajuci: MUDr. Toma$ Kopél
SpoluskiSajaci: ~ MUDr. lvana Hrtankova

MUDr. Leona Minci¢ (predtym

Vranikova)
Centrum:
Nemocnica s poliklinikou Povazska Bystrica
Oddelenie Dermatovenerologie
Nemocni¢na 986, 017 26 Povazska Bystrica
Telefon: +42142 4304183
Fax: +42142 4304183
Mobil:  +421 948 025238
Riaditel” Institdcie:
MUDr. Igor Steiner, MPH, povereny riadenim NsP
Telefon: +421 42 430 42 74
Cislo centra: 3452
Planovany pocet zaradenych pacientov: 3
Monitor klinického skdSania:
Maéria Horvathova
Adresa:
Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101
Fax: 02/5556 5886
Casovy rozvrh klinického skdsania:
29.10.2018-28.02.2023
Zatiatok zaradovania Uastnikov:
29.10.2018
Ukongenie zaradovania Ugastnikov /randomizécie:
10.01.2020

Zatiatok kompetitivneho zaradovania Ugastnikov
29.10.2018

Ukoncenie klinického skisania najneskor:
28.02.2023

Zmluva o klinickom skaSani - dodatok 2
Novartis / Nemocnica s poliklinikou Povazska Bystrica
Protokol ¢.: CQGE031C2303

Annex No. 1
Name of the investigational product/medication:
Ligelizumab
Reference number: QGEOQ3!
Clinical study code: CQGE031C2303
Title/Description of the clinical study:
A multi-center, randomized, double-blind, active and
placebo-controlled study to investigate the efficacy
and safety of ligelizumab (QGEOQ31) in the treatment
of Chronic Spontaneous Urticaria (CSU) in
adolescents and adults inadequately controlled with
Hl-antihistamines

Date of final version of the Protocol: 20.3.2018

The Investigator: MUDr. Tomas Kopal

The Co-Investigator: MUDr. lvana Hrtankova
MUDr. Leona Mingi¢ (before
Vranikova)

Centre:

Nemochnica s poliklinikou Povazska Bystrica

Oddelenie Dermatoveneroldgie

Nemocni€na 986, 017 26 Povazska Bystrica

Phone: +42142 4304183

Fax: +421 42 4304183

Mobile: +421 948 025238

Director ofthe Institution:

MUDr. Igor Steiner, MPH, commissioned by NsP

Phone: +421 42 430 42 74

Centre number: 3452

Planned number of enrolled patients: 3

Clinical trial monitor:

Maéria Horvathova

Address:

Novartis Slovakia s.r.o.

Zizkova 22B, 811 02 Bratislava

Tel: 02/5070 6101

Fax: 02/5556 5886

Clinical study schedule:

29.10.2018-28.02.2023

Commencement of Participants enrolment:

29.10.2018

End of patient enrolment Participants/randomization:

10.01.2020

Commencement of competitive Participants
enrolment:
29.10.2018

End ofthe clinical study at the latest on:
[ 28.02.2023
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Za Novartis/For Novartis:........, —  z .. Déatum/Date........
PharmDr. Katarina Nosjean, nZzaklade plnomocenstva/based on power of attorney

Novartis Slovakia s.r.o.
Zizkova 22E
811 02 Bratisleva
[e]
Za Novartis/For Novartis................... — Datum/Date: /- N/ 8
Mgr. Hana Mrézové, na zéklade plnomocenstva/based on power of attorney

Za Indtituaciu/For the Institution:..........ccccvv. Datum/Date:........ 2 0, 08...2021
MUDr. Igor Steiner, MPH, riaditel’/d'irector NsP

T rKTrt-re
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