UVN
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DODATEK C. 2 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI

Klinické hodnoceni: AM-125-CL-18-01

,Multicentrické, randomizované, Kkontrolované
klinické hodnoceni fize 2 k posouzeni pripravku
AM -125 pri léché akutniho periferniho vertiga po
neurochirurgickém vykonu (TRAVERS)“

Ustiedni vojenska nemocnice — Vojenska fakultni
nemocnice Praha,

se sidlem: U Vojenské nemocnice 1200, Praha 6

IC: 61383082,

DIC: CZ 61383082

bankovni spojent:

¢islo actu:

zastoupena: reditelem

Prof. MUDr. Miroslavem Zavoralem, Ph.D.

déle jen ,,zdravotnické zarizeni*
na stran¢ jedné

a

Nazev: Auris Medical AG

Sidlo: Dornacherstrasse 210, CH-4053 Basilej,
Svycarsko

IC: CHE-455.709.593

DIC: CHE-455.709.593

Bankovni spojeni:

dale jen ,,zadavatel*

zastoupen

Nézev: Scope International AG

Sidlo: Konrad-Zuse-Ring 18-22, 68163 Mannheim,
Némecko

IC: HRB 9421

DIC: DE 813 022 061

Bankovni spoijeni:

déle jen ,, zdstupce zadavatele*
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AMENDMEN
OUT OF CLINICAL ASSESSMENT

AM-125-CL-18-01

»Multicenter randomized controlled phase 2 trial
to evaluate AM-125 in the treatment of acute
peripheral vertigo following neurosurgery
(TRAVERS)“

Clinical assessment:

Ustiedni vojenskd nemocnice — Vojensk4 fakultni
nemocnice Praha, /Central Military Hospital
PRAGUE, allowance organization of the Ministry of
Defence/with the registered office at: U Vojenské
nemocnice 1200, Prague 6

Identification number: 61383082,

Tax ID number: CZ 61383082

bank details:

account number:

represented by: director,

Prof. MUDr. Miroslav Zavoral, Ph.D.

hereinafter referred to as the "health-care facility"

and

Name: Auris Medical AG

Registered office: Dornacherstrasse 210, CH-4053
Basel, Switzerland

Identification number: CHE-455.709.593

Tax Identification number: CHE-455.709.593

Bank details:

Represented by:
hereinafter referred to as the “Contracting entity”

represented by

Name: Scope International AG

Registered office: Konrad-Zuse-Ring 18-22, 68163
Mannheim, Germany

Identification number: HRB 9421

Tax Identification number: DE 813 022 061
Bank details:

hereinafter referred to as the “Contracting entity
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na strané druhé

uzaviraji podle § 1746 odst. 2 obganského zakoniku
(zak. ¢. 89/2012 Sb.) a zapodminek nize
stanovenych tento Dodatek ¢. 2 ke Smlouvé o
provedeni Kklinického hodnoceni (dile jen
dodatek):

Strany uzaviely pivodni smlouvu podepsanou dne
01.07.2019 (SCOPE) a 18.07.2019 (Zdravotnické
zafizeni) zaloZzenou na klinickém hodnoceni od Auris
Medical AG. Tato smlouva se dale oznaluje jako
~Smlouva®.

Strany maji v imyslu doplnit Smlouvu o aktualizaci:

111
Misto a doba provedeni klinického hodnoceni a
zdravotnické zarizeni

3) Klinické hodnoceni bude provadéno v dobé
priblizné od cervence 2019 do prosince 2022
(podrobny harmonogram klinického hodnoceni je
uveden v protokolu).

Veskeré smluvni podminky obsazené ve Smlouvé
zustavaji v plné platnosti a uéinnosti. V piipadé
rozporu mezi podminkami tohoto Dodatku a
ustanovenimi Smlouvy, maji podminky Dodatku
prednost nad ustanovenimi Smlouvy.

Tento dodatek je vyhotoven ve ¢tyfech stejnopisech,
zastupce zadavatele obdrzi jeden wytisk a
zdravotnické zafizeni a zkousejici obdrzi smlouvu ve
titech vyhotovenich.

Tento dodatek je zavazny a nabyva platnosti dnem
podpisu  obou smluvnich stran a uCinnosti
uvefejnénim v registru smluv v souladu se zdkonem
¢. 340/2015 Sb. Povinnost zaslat smlouvu spravci
registru smluv splni zdravotnické zafizeni, a to
nejpozdé&ji do 10 pracovnich dnii od uzavieni tohoto
dodatku. Zadavatel/zastupce zadavatele se zavazuje
poskytnout Zdravotnickému zafizeni za uUCelem
splnéni této povinnosti nezbytnou soucinnost.
Smiuvni strany prohlasuji, ze tento dodatek
neobsahuje obchodni tajemstvi zidné ze stran.

Tento dodatek je vyhotoven ve dvou jazykovych
verzich. V pripadé rozporu nebo nejasnosti pi
vykladu jakéhokoliv ustanoveni tohoto dodatku ma
piednost Ceska verze dodatku .

representative”

conclude pursuant to §.1746 subsec. 2 of the Civil
Code (Act No. 89/2012 Sb. (Coll.), and under the
conditions laid down below this Amendment No. 2
to Clinical Study Contract (hereinafter referred to
as the amendment):

Whereas the Parties have entered into initial
agreement signed on 01.07.2019 (by SCOPE) and on
18.07.2019 (by health-care facility) based on the trial
by the Auris Medical AG. Such agreement is
referred to as ., Agreement” hereinafter.

Whereas the parties intend to amend the Agreement
updating:
1L
Place and period of the carrying out of the clinical
assessment and health-care facility

3) Clinical assessment will be carried out from
approximately July 2019 to December 2022
(detailed time schedule of the clinical assessment
is given in the record).

All terms and conditions contained in the Agreement
shall remain in full force and effect. In the event of a
conflict between the terms and conditions of this
Amendment and those of the Agreement, the terms
of the Amendment shall take precedence and control
over those of the Agreement.

This amendment is made out in four counterparts,
the contracting entity representative shall receive one
counterpart and the health-care facility and the
investigator shall receive the contract in three copies.

This amendment is binding and shall enter into force
on the date of signature by both parties and shall take
effect upon publication in the register of contracts in
accordance with Act No. 340/2015 Coll. The
obligation to send the contract to the administrator of
the register of contracts will be fulfilled by the
health-care facility, no later than within 10 working
days from the conclusion of this amendment. The
Contracting entity undertakes to provide the
necessary co-operation to the Health-care facility in
order to fulfill this obligation. The Contracting
Parties declare that this Appendix does not contain
trade secrets of either Party.

This amendment is made in two language versions.
In the event of a conflict or ambiguity in the
interpretation of any provision of this amendment
the Czech version of the amendment shall prevail.

(o]
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Na dukaz souhlasu se znénim dodatku pfipojuji
smluvni strany své podpisy.

v Uantt )\le#hdne

}?ro
Re

I kdyZ neni smluvni stranou tohoto dodatku
zkousejici potvrzuje prijeti tohoto dodatku
souhlasi s plnénim svych ukoli a dodrzovani
povinnosti jakozto hlavniho zkousejiciho, jak je
mu uloZeno ve smlouvé.

a
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In witness of the consent with the text of the

amendment, the contracting parties affix their
signatures.

{6 on A ? AA - Zé//r /(

For and on b entity

representative:

For and on behalf of t}

Prof. MUDr. Miroslav
Director

As not a Party to this Améndment,

¢ Investigator
shall confirm the acceptance of this Amendment,
and shall agree to the performance of his duties
and compliance with the Principal Investigator’s
duties as set out in the Contract.
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