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This letter

referred to
“Amendment no.2”), amends the change of the
clinical trial agreement (hereinafter referred to as
“Agreement’) related to the above-referenced
Study, which was concluded between:

(hereinafter as

Vojenska nemocnice Brno, p.o.

With its Registered Office in: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,
Czech Republic

Represented by: plk. MUDr. Martin Straéar,
Director

Tax identification number: CZ60555530
(hereinafter referred to as “Institution”)

and

hodnoceni dle protokolu I6T-MC-AMAP

Tento dodatek (dale jen jako ‘Dodatek ¢.2°)
upravuje zménu smlouvy o provedeni klinického
hodnoceni (dale jen jako “Smlouva”) uvedeného
vySe, ktera byla uzaviena mezi:

Vojenska nemocnice Brno, p.o.

se sidlem: Zabrdovicka 3/3,

Zabrdovice (Brno-Zidenice), 615 00 Brno,
Ceska republika

zastoupena plk. MUDr. Martinem Straéarem,
reditelem

DIC: CZ60555530
(dale jen ,Poskytovatel)

and
Eli Lilly Cork Limited,

Address: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork,
Ireland

ID: 615384, VAT ID: IE3508310BH

(hereinafter referred to as “Lilly”)

siged 25" February 2020, updated by Amendment
no.1 signed 21th May 2021.

The parties wish to make the following
amendments to the Agreement:

1) Due to Art.58, EU Regulation 536/2014, is
archiving period and fee are changed by the
following in L./B. Clinical Trial Materials and
Record Retention (page6):

“Institution undertakes to retain all Study
records for twenty-five (25) vyears after
completion or termination of Study or the
duration required by the EU directive.”

a

Eli Lilly Cork Limited,

Adresa: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork,
Irsko, 5

ICO: 615384, DIC: IE3508310BH

(dale jen jako ,Lilly*)

podepsana dne 25. inora 2020, upravena Dodatkem

¢.1 podepsanym 21.kvétna 2021.

Smluvni strany si preji ve smlouvé provést tyto
zZmény:

1) Z divodu ¢1.58, EU narizeni 536/2014 se
doba archivace a poplatek upravuji nasledovné
v ¢asti I./B. Materialy pouZivané pri klinickém
hodnoceni a uchovavani zaznamu (str.6):

L,Zdravotnické zafizeni se zavazuje véechny

zaznamy o Studii uchovavat po dobu dvacetipéti
(25) let od jejiho dokonéeni nebo zastaveni nebo
podle poZadavku smérnice EU.“
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Due to these revisions of the Budget, all charts in
Exhibit 1 “Budget” of the Agreement are replaced
with new charts which follow:

Z duvodu téchto revizi Rozpoctu, se veskeré tabulky
v Priloze 1 ,Rozpocet” Smlouvy rusi a nahrazuji
novymi tabulkami, v nasledujicim znéni:
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Exhibit 1: Budget amendment/ Priloha 1: dodatek rozpoctu
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In relation to study participation, the subject will receive a financial
reimbursement for transportation, parking, meals, inconveniences
and other items outlined in patient information and informed consent
form approved by ethics committee. Financial reimbursement will be
dispensed to subject by Investigator via the Greenphire platform.

V souvislosti s u¢asti ve studii obdrzi subjekt jako
nahradu za vydaje spojené s dopravou, parkovanim,
stravovanim, nepohodlim a dalSimi poloZzkami
definovanymi v dokumentu informace pro pacienta a
informovaného souhlasu schvaleném etickou komisi
finan€ni nahradu. Finanéni nahrada bude subjektu
poukazana zkousejicim prostfednictvim platformy
Greenphire.
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Exhibit 1.E: Invoicing Details

Priloha 1.E: fakturacni detaily

Invoices must be issued and addressed to (service
recipient):

Eli Lilly Cork Limited

Island House

Eastgate Road

Eastgate Business Park

Little Island

Co. Cork, Ireland

Tax/VAT Number: IE3508310BH

Invoices may also be sent electronically via email at

Kindly provide the following identificators into the “subject
line” of each message:

o Protocol number/code

o Investigator's last name

o Site number

Faktury musi byt vystaveny a zaslany na
(prijemce sluzby):

Eli Lilly Cork Limited
Island House

Eastgate Road
Eastgate Business Park
Little Island

Co.Cork, Irsko

DIC: IE3508310BH

Faktury lze rovnéz zaslat elektronicky e-mailem

na
V “predmétu” e-mailu, prosim, vzdy uvedte
o Protokol studie (I6T-MC-AMAP)

o Prijmeni zkousejiciho
o Cislo centra‘
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5) This Amendment is made part of the
Agreement and is an integral part of it at the
date of its signature by all contracting parts.

6) This Amendment shall become effective on the
date of its publication in the Register of
Contracts.

7) As the tables in the section 1) of this
Amendment, represents Lilly’s trade secret,
the wording of these tables shall be
eradicated for the purposes of the publication
in the Register of Contracts.

8) Ashereby amended, the Agreementremains
in full force and effect.

Eli Lilly Cork Limited

5)

6)

7)

8)

Tento Dodatek méni smlouvu a pfedstavuje jeji
nedilnou soucast ke dni podpisu tohoto
Dodatku vsemi smluvnimi stranami.

Tento Dodatek nabyva ucinnosti dnem

uvefejnéni Dodatku v registru smiuv.

Z ddvodu, Ze tabulky uvedené v bodé 1) tohoto
Dodatku pfedstavuji obchodni tajemstvi Lilly,
bude obsah téchto tabulek, pro ucely
uvefejnéniv registru smluv, zneditelnén.

Mimo zmén Dodatkem provedenych ztstava
smlouva v plné ucéinnosti a beze zmeén.

Seniormanager, Clinical Trial Capabilities

Date / Datum:

Institution/ Poskytovatel:

plk. MUDr. Martin Stracar
Director/ feditel

Date / Datum:

Investigator/ Zkousejici:

Date / Datum:
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