Bochringer Ingelheim RCV GmbH & Co KG

BI Contract No.: 713889

AMENDMENT NO. 2
(“Amendment”)
to the
Clinical Trial Agreement for
BI Trial No. 1404-0040
dated as of 18 March 2024
(“Agreement”)

by and between

Boehringer Ingelheim RCV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11
1121 Vienna
Austria
VAT-ID-No.: ATU 64226215
("Sponsor")

and

DODATEK &. 2
(“Dodatek™)
ke
Smlouvé o Klinickém Hodnoceni
BI ¢. 1404-0040
uzavienou dne 18. biezna 2024.
(“Smlouva”)

Uzaviena mezi

Boehringer Ingelheim RCYV GmbH & Co
KG
Dr. Boehringer-Gasse 5-11
1121 Viden
Rakouskou
DIC: ATU 64226215
(,,Zadavatel”)

a

Institut klinické a experiment:lni mediciny Institut klinické a experimentalni mediciny

Videriska 1958/9
140 21 Praha 4
Czechia
VAT-ID-No. resp. Taxpayer Ident. No.:
CZ00023001/00023001
("Institution")

and

Czechia
(“Investigator™)

WHEREAS, Sponsor, Institution and
Investigator have entered into the Agreement.

WHEREAS, Sponsor, Institution and
Investigator desire to continue the successful
relationship by altering the Agreement in
certain respects and/or make other provisions
in connection with the foregoing.

Videtiska 1958/9
140 21 Praha 4
Ceska Republika
DIC/IC: CZ00023001/00023001

(-»Zdravotnické zafizeni*)

a

(,.Lkougejici)

JELIKOZ Zadavatel, Zdravotnické
zatizeni a Zkousejici uzaviely tuto Smlouvu.

JELIKOZ Zadavatel, Zdravotnické
zafizeni a ZkouSejici si pfeji pokratovat ve
zdafilém vztahu stim, Ze zméni Smlouvu
v urCitych ohledech a/nebo provedou dalsi
opatfeni v souvislosti s vy3e uvedenym.
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THUS, IT IS HEREBY AGREED THAT: PROTO TOTO BYLO DOHODNUTO

NASLEDOVNE:
1.~ According to an update of the Protocol, the 1. Vsouladu s aktualizaci Protokolu se
Payment Schedule (visit fee table in Platebni rozvrh (tabulka poplatki za
Appendix 1 of the Agreement) shall be navst€vy v Piiloze 1 Smlouvy) v plném
replaced in its entirety by the following rozsahu nahrazuje nasledujici tabulkou
visit fee table: poplatkii za navstévy:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Fee for cleaning and

e g Fee for .
Visit number Total —IFn::lt“twn performance of the an::t:ia:;n“gnttlille
per protocol/SVD visit 4

database lock
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Visits marked “RYP” (abbreviation for
Remote Visit Possible) can be performed
both on-site or remotely. In case remote

Studijni ndvitévy oznadené “RVP” (zkratka
pro Moznost vzdélené navstévy) mohou
byt provedeny v misté vykonu klinického
hodnoceni nebo vzdaleng. V piipads

s dbbe reimbursed by-
vzdalené navste éinni éna za
takovou navstéy

2. Furthermore, the Parties agree that
additional fee should be included in
Appendix 1, Section J. ADDITIONAL
FEES:

Re-commencement/Re-entry visit

2. Ddle se Strany dohodly, Ze o &lanku I.
(Neplanované vizity) nachazejici se v

Pfiloze €. 1 (Platebni rozvrh) Smlouvy
bude pfidana nasledujici dodatedné

odména:

Nav§téva pro Opétovné
zahajeni/Opétovny vstup do Klinického
hodnoceni

Sﬂ shall pay to Institution- Zadavatel  zaplati = Zdravotnickému

0 cover additional work that is
needed for Investigational Product
recommencement and/or Investigational
Product reinitiation. The fee shall be
payable to Institution within thirty (30)
days of Sponsor’s receipt of an orderly
invoice.

3. Upon execution, this Amendment shall be
made a part of the Agreement and shall be
incorporated by reference therein. All
terms and conditions of the Agreement not
expressly amended by this Amendment
shall remain in full force and effect. All
capitalized terms not specifically defined
herein shall have the meaning ascribed to
them in the Agreement.

zafizeni odménu ve vysi

slouZici k pokryti dodate&né prace vzniklé
v souvislosti s Op&tovnou a/nebo Novou
aplikaci Hodnoceného Lé&ivého
pripravku. Poplatek  je  splatny
Zdravotnickému zafizeni, do tficeti (30)
dnd  od obdrzeni fadné faktury
sponzorem.

3. Po uzavfeni se tento Dodatek stava soudasti
Smiouvy a je k ni zaélenén odkazem na néj.
Vsechny podminky a ujednani Smlouvy.
které nejsou vyslovng upraveny timto
Dodatkem setrvavaji platné a uginné.
VSechna realizovand ujednani, ktera
nejsou specificky definovand v tomto
dokumentu maji byt pfipséna k tém ve
Smlouve.
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4. In the event of any dispute, conflict or

ambiguity as between the terms of this
Amendment and the Agreement to which it
is attached, this Amendment shall prevail.

This Amendment shall enter into force
upon publication in the Register od
Contracts in accordance with Act No.

Jakykoli spor, konflikt nebo nejasnost mezi
ujednanimi tohoto Dodatku a Smlouvy,
které je soudasti, Dodatek bude mit
piednost.

Tento  Dodatek nabyva  Glinnosti
zvefejnénim v Registru smluv v souladu se
zakonem ¢&. 340/2015 Sb., o registru smluv

340/2015 Coll., on the Register of
Contracts, as amended.

v platném a G¢inném znéni.
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IN WITNESS WHEREOF, the Parties have
executed this Amendment in thre originals
by their duly authorized representatives. In the
case of signing with a qualified electronic
signature, it will be executed in one copy.

Boehringer Ingelheim RCV GmbH & Co KG

Ve Vidni dne / Vienna, 02 September 2025

INSTITUTION/ ZDRAVOTNICKE

ZARIZENi 7.

Prah

Authorized si

Name/Iméno: Ing. Helena Régnerova
Title/Funkce: director / feditelka

NA DUKAZ TOHO Strany uzaviely tento
Dodatek ve tfecli originalech
prostiednictvim svych Fadn& opravnénych
zastupcll. V piipadé podpisu kvalifikovanym
elektronickym podpisem bude uzavien
v jednom vyhotoveni.

Ve Vidni dne / Vienna, 02 September 2025

INVESTIGATOR / HLAVNi
ZKOUSEJICI
Praha / Prague, 2025
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