Khl / 2021/ 020/ La

DODATEK 1 ke SMLOUVE O ZABEZPECENI
KLINICKEHO HODNOCENI

Tento Dodatek 1 ke Smlouvé o zabezpeceni
klinického hodnoceni (“Dodatek 1) nabyva platnosti
dnem posledniho podpisu mezi smluvnimi stranami:

(1) August Research s.r.0., smluvni vyzkumna
organizace  (Contract Research  Organization)
jednajici  jako nezavisly dodavatel jménem
zadavatele, ICO: 02265150, se sidlem Stérkova 242,
252 26 Kosof, Ceskd republika, zastoupena
Gerganou Kukundjievou, jednatelkou/ (dale jen
“CRO”),

(2) Fakultni nemocnice u sv. Anny v Brng, ICO:
001 59 816, se sidlem Pekaiska 53, 602 00 Brno,

Ceska republika, zastoupena Ing. Vlastimilem

Vajdakem, feditelem (dale jen ,,Poskytovatel

zdravotnich sluzeb®),

(3) , datum  narozeni:
, trvalym pobytem

, Ceska republika
(dale jen “Zkousejici”), and

(4) CeleCor Therapeutics Inc., se sidlem 1155
Camino Del Mar Suite 481, CA 92014 Del Mar,
USA, IC: C4016149, zastoupena

: CEO (dale jen
,,Zadavatel*),

AMENDMENT 1 TO
AGREEMENT ON CLINICAL TRIAL

This Amendment 1 to Agreement on Clinical Trial
(“Amendment 1”) is made on the day of last signature
of the parties by and between:

(1) August Research s.r.o., a Contract Research
Organization acting as an independent contractor on
behalf of the Sponsor, with company ID: 02265150,
having its registered address at Sterkova 242, 252 26
Kosor, Czech Republic, represented by Gergana
Kukundjieva, Managing Director (“CRO”),

(2) Fakultni nemocnice u sv. Anny v Brné, with
company ID: 001 59 816, having its registered address
at Pekafska 53, 602 00 Brno, Czech Republic,
represented by Ing. Vlastimil Vajdak, Director
(hereinafter referred to as the ,,Medical Facility”),

3) I oos: ,
having a permanent address at
Czech Republic (hereinafter
,Investigator”), and

referred to as the

(4) CeleCor Therapeutics Inc., having its
registered address at 1155 Camino Del Mar Suite 481,
CA 92014 Del Mar, USA, ID: C4016149, represented

by [N CEO  (hereinafter

referred to as the ,,Sponsor”),

each herein referred to a “Party” and collectively “the

dale jednotlivé jako ,,Smluvni strana“ a spolecné Parties”.
jako “Smluvni strany”.
ZATIMCO WHEREAS

Smluvni strany uzaviely Smlouvu o zabezpeceni
klinického hodnoceni ¢. KHL/2021/020/La dne 20.
cervence 2021 s ohledem na protokol CEL-03
(CELEBRATE), EudraCT ¢islo 2020-003320-16,
(dale jen ,,Smlouva®); a

Smluvni strany si preji upravit podminky Smlouvy
tak, aby odrazely zmény v nazvu klinického
hodnoceni, verzi protokolu, nazvu hodnoceného
1é¢iva, dob¢ predpokladaného ukonceni naboru a
celého klinického hodnoceni, zvySeni poplatku za
zafazeného pacienta a dodateéna laboratorni
vySetieni.

The Parties have entered into an Agreement on
Clinical Study No. KHL/2021/020/La dated 20 July
2021 with respect to Sponsor Protocol CEL-03
(CELEBRATE), (the “Agreement”); and

The Parties wish to amend the terms of the Agreement
in order to reflect changes in the Study title, Protocol
version, Investigational product name, new Enrolment
completion and Study completion dates, patient fee
increase and additional lab values.

NYNI TEDY, s piihlédnutim k piedpokladim a
vzajemnym ujednanim obsazenym v  tomto

NOW, THEREFORE, in consideration of the
premises and mutual covenants contained herein, the
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dokumentu, jejichz dostatecnost je timto potvrzena,
se Smluvni strany dohodly takto:

1.

“3)

Nézev klinického hodnoceni se méni a jeho
popis a vSechny odkazy na n¢j ve Smlouve

odkazuji na tento nazev klinického
hodnoceni:
Nazev klinického hodnoceni:

Vsechny odkazy na protokol ve Smlouvée
odkazuji na:

Verze protokolu: CELEBRATE verze 4.0
ze dne 29. dubna 2022

Nazev hodnoceného 1éCiva se meéni a
vSechny odkazy na hodnocené [éCivo ve
Smlouvée odkazuji na:

Hodnocené 1écivo:
Placebo

I

Clanek III, odst. 3) Smlouvy se méni tak, ze
se jeho dosavadni znéni rusi a nové zni takto:

Klinické hodnoceni nebude v feSitelském
centru zahajeno diive, nez vejde v platnost
tato Smlouva a budou splnény dalsi
podminky vyzadované pfislusSnymi pravnimi
predpisy. Zatazovani subjekti hodnoceni do
klinického hodnoceni mezinarodné zacne
VI - picdpokladi se, 7e nabér
bude ukoncen pfiblizné v a z7e
klinické hodnoceni potrva piiblizné do

. Doba provadéni klinického
hodnoceni mutze byt vjeho pribchu
prodlouzena nebo zkracena. CRO pisemné
oznami Poskytovateli zdravotnich sluzeb a
Zkousejicimu ptipadné zmeny
Vv predpokladaném Case pottebném
k fadnému provedeni klinického hodnoceni.
Zmeény doby trvani klinického hodnoceni
neni nutno provadét prostifednictvim dodatku

sufficiency of which are hereby acknowledged, the
Parties agree as follows:

1.

“3)

The Study title is changed and its description
and all references to it in the Agreement shall
refer to the following Study title:
Clinical Trial:

Study title:

All
Agreement shall refer to:

references to the Protocol in the

Protocol version : CELEBRATE version 4.0
dated 29Apr2022

The Investigational product name is changed
and all references to the Investigational
product in the Agreement shall refer to:

Investigational product: |GGz /

Placebo

Section IlI, p. 3) of the Agreement shall be
amended in such a way that its current
wording is canceled and the new wording
reads as follows:

The Clinical Study will not be started in the
Study Site before this Agreement becomes
valid and other conditions required by
relevant legal regulations are fulfilled. Study
subject enrolment will begin internationally in
B -0 enrolment is expected to be
completed on or about and that
the Study will be completed on or about
B hc term of the Clinical Study
may be extended or shortened during its
course. CRO will inform the Medical Facility
and the Investigator of any changes related to
the expected term of the conduct of the
Clinical Study. Changes of the term of the
Clinical Study will not necessitate an
amendment hereto.”
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10.

11.

12.

13.

této Smlouvy.*

Priloha 1 — Rozpis plateb

Cely text tykajici se plateb byl odstranén.
Priloha 1 — Rozpis plateb

Cely text tykajici se plateb byl odstranén.
Vsechny pouzité nazvy s velkymi pismeny,
které zde nejsou jinak definovany, maji
vyznam, ktery je jim pfipisovan ve Smlouve.
Vsechny zmény obsazené v tomto Dodatku 1
jsou ucinné od 1. listopadu 2022 (,,Den
ucinnosti Dodatku 1°).

Po podpisu se tento Dodatek 1 stava soucasti

Smlouvy a je do ni za¢lenén odkazem.

Vsechny ostatni podminky  Smlouvy
zustavaji v plné platnosti a ucinnosti.

Tento Dodatek 1 je vyhotoven ve Ctyfech
stejnopisech, z nichz jeden obdrzi
Poskytovatel —zdravotnich sluzeb, jeden

zkousejici, jeden zadavatel a jeden CRO.

Smluvni strany berou na védomi, Ze
Poskytovatel zdravotnich sluzeb je povinen
uvetejnit tento Dodatek 1 v souladu se
zakonem ¢. 340/2015 Sb., o zvlastnich
podminkach u¢innosti nékterych smluv,
uvefejiilovani téchto smluv a o registru smluv
(dale jen ,zdkon o registru smluv®).
Predpokladana hodnota smlouvy ve znéni
Dodatku 1 je 81 000 EUR.

Tento Dodatek 1 je vyhotoven v ceském a
anglickém jazykovém znéni. V piipadé
jakychkoli rozpori mezi ¢eskou a anglickou
verzi Dodatku 1 ma prednost ¢eska verze.

10.

11.

12.

13.

14.

Appendix No.1 — Payment Schedule
Whole text re payments was removed.
Appendix No.1 — Payment Schedule
Whole text re payments was removed.

All capitalized terms used, but not otherwise
defined herein, shall have the meanings
ascribed to them in the Agreement.

All changes contained in this Amendment 1
are effective as of 01 November 2022
(“Amendment 1 Effective Date”).

Upon execution, this Amendment 1 shall be
made a part of the Agreement and shall be
incorporated by reference therein.

All other terms and conditions of the
Agreement shall remain in full force and
effect.

This Amendment 1 is made in four copies,
one of which will be received by the Medical
Facility, one by the Investigator, one by the
Sponsor and one by the CRO.

The Parties acknowledge that the Medical
Facility is obliged to publish this Amendment
1 in accordance with Act No.340/2015 Coll.,
on Special Conditions for the Efficacy of
Some Agreements, Publication of These
Agreements, and on an Agreement Register
(hereinafter referred to as the "Act on the
Agreement Register™). The estimated value of
the contract as amended by Appendix 1 is 81
000 EUR.

This Amendment 1 is drawn up in the Czech
and English language versions. In the case of
any discrepancy between the Czech and the
English versions of the Amendment 1, the
Czech version shall prevail.

NA DUKAZ CEHOZ nize podepsané Smluvni
strany podepsaly tento Dodatek 1 tak, aby nabyl

IN WITNESS WHEREOF, the undersigned parties
have executed this Amendment 1 to be effective as of
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platnosti Dnem uéinnosti Dodatku 1. | the Amendment 1 Effective Date.

CRO:

Gergana Kukundjieva, jednatel/Managing Director

31.03. 2023
Datum/date:

Zadavatel/Sponsor:

Gergana Kukundjieva, jednatelka August Research s.r.o. (CRO) opravnéna podepsat tento
dodatek jménem zadavatele/Managing Director of August Research s.r.0. (CRO) authorized to sign this
Amendment on behalf of the Sponsor

31.03. 2023
Datum/date:

Poskytovatel zdravotnich sluzeb/ Medical Facility:

Ing. Vlastimil Vajdak, feditel/Director

Datum/date: 05.04.2023

Zkousejici/ Investigator:

04. 04. 2023
Datum/date:
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