AMENDMENT NO. 1
TO THE MEDICAL DEVICE CLINICAL INVESTIGATION
AGREEMENT

DODATEK €. 1
KE SMLOUVE O PROVEDENI KLINICKE ZKOUSKY
ZDRAVOTNICKEHO PROSTREDKU

concluded pursuant to Section 1746 (2) of Act No.
89/2012 Coll., the Civil Code, as amended, on the day,
month and year below, between the Contracting
Parties (hereinafter referred to as the “Amendment”),
which are:

uzavreny podle § 1746 odst. 2 zdkona ¢. 89/2012 Sb.,
obcansky zdkonik, ve znéni pozdéjsich predpist, niZe
uvedeného dne, mésice a roku mezi smluvnimi stranami
(ddle jen ,dodatek”), kterymi jsou:

Sponsor: Arga Medtech USA, Inc
12220 World Trade Drive, Suite 100
San Diego, CA 92128, USA

Acting by:

Zadavatel: Arga Medtech USA, Inc
12220 World Trade Drive, Suite 100
San Diego, CA 92128, USA
Zastoupena:

(hereafter referred to as “Sponsor”)

(ddle jen ,zadavatel”)

Headquarters financing clinical study:
Arga Medtech SA

VAT number: CHE 191 651 344

Reg. office: Route de La Corniche, 4, 1066
Epalinges, VD, Switzerland

Klinické hodnoceni financuje tstiedi Arga
Medtech SA

VAT: CHE 191 651 344

Se sidlem: Route de La Corniche, 4, 1066
Epalinges, VD, Svycarsko

and

a

Legal Representative acc. to Regulation (EU)
2017/745 Art. 62.2: MDSS GmbH
Schiffgraben 41

Hannover 30175

Germany

Acting by: [ NS

(hereafter referred to as “Legal representative”)

Zmocnénec dle Nafizeni EU 2017/745 ¢€l. 62.2: MDSS
GmbH

Schiffgraben 41

Hannover 30175

Germany

Zastoupena: _

(dale jen ,,zmocnénec”)

and

a

Institut klinické a experimentalni mediciny
Reg, office: Videriska 1958/9, 14021
ID/VAT: 00023001

Represented by: Ing. Helenou Régnerovou
Bank connection: Czech National Bank
Account number: 34534-42334041/0710
IBAN: CZ4007100345340042334041
SWIFT: CNBACZPP

(hereinafter referred to as “Provider”)

Institut klinické a experimentalni mediciny
Se sidlem: Videnska 1958/9, 14021

IC/DIC: 00023001

Zastoupeny Ing. Helenou Régnerovou
Bankovni spojeni: Ceska narodni banka
Cislo U¢tu: 34534-42334041/0710

IBAN: CZ4007100345340042334041
SWIFT: CNBACZPP

(ddle jen , poskytovatel”)

and

a

Address: Videriska 1958/9, 14021 Praha 4, Ceska
republika

Adresa: Videriska 1958/9, 14021 Praha 4, Ceska
republika

(hereafter referred to as “Investigator”)

(dale jen ,zkousejici“)

(together also as “Parties” or individually as “Party”)

(spolecné také jako ,strany” nebo jednotlivé ,strana”)

PREAMBLE

PREAMBULE

The Parties entered into a Medical Device Clinical
Investigation Agreement on 7% October 2025

Smluvni strany uzavrely dne 7. fijna 2025 Smlouvu o
provedeni klinické zkousky zdravotnického prostfedku




(hereafter referred to as “Agreement”) entitled:

(hereafter “Clinical Investigation®).
The Parties agree to the following changes due to
changes in Clinical Investigation Documentation.

(ddle jen ,smlouva”) nazvanou:

(ddle jen
yklinicka zkouska“). Smluvni strany se dohodly na

nasledujicich zménach smlouvy z ddavodu
dokumentace klinické zkousky.

zmény

1. The Parties agree to amend the Agreement in
accordance with sec. 23 subsection 23.2. as
follows:

a) Appendix No. 2 — Payment Chart: ACHIVING
and PATIENT TRAVEL COSTS, is on the effective
date of this Amendment deleted and replaced
by the new wording of Appendix No. 2 -
Payment Chart: ARCHIVING and PATIENT
TRAVEL COSTS which is an integral part of this
Amendment.

1. Smluvni strany se v souladu s ¢l. 23 odst. 2.
smlouvy dohodly na zméné smlouvy nasledovné:

a) Priloha ¢. 2 — platebni schéma: ARCHIVACE a
CENA DOPRAVY PRO PACIENTY, se ke dni
Ucinnosti tohoto dodatku rusi a nahrazuje
novym znénim pfilohy €. 2 — platebni schéma:
ARCHIVACE a CENA DOPRAVY PRO PACIENTY,
které tvofi nedilnou soucédst tohoto dodatku.

2. Except as set forth in this Amendment, the
Agreement is unaffected and shall continue in full
force.

2. Kromé zmén uvedenych v tomto dodatku zUstava
smlouva nezménéna a je nadale v platnosti.

1. This Amendment shall enter into force on the date
of signature of the last of the Parties and into
effect on the date of its publication in the
Agreement Register pursuant to the Act no.
340/2015 Coll. on Special Conditions for the
Efficacy of Some Agreements, Publication of These
Agreements, and on an Agreement Register. This
Amendment shall be published in the Agreement
Register by the Provider in accordance with the Act
no. 340/2015 Coll.

1. Tento dodatek nabyva platnosti dnem podpisu
posledni ze smluvnich stran a U¢innosti dnem jeho
uvefejnéni  vregistru smluv dle zakona
¢.340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani téchto
smluv a o registru smluv. Dodatek v registru smluv
v souladu se zakonem ¢. 340/2015 Sb., uvefejni
poskytovatel.

2. This Contract will be executed in one counterpart
electronically in Czech and English language The
Czech language version shall prevail.

2. Tato Smlouva se bude uzavirat v jednom
vyhotoveni elektronicky v jazyce Ceském a
anglickém. Vykladové rozhodna je Ceska jazykova
verze.

3. Parties declare that they have read this
Amendment before signing it. They also declare its
content exactly corresponds to their true and free
will and establishes the legal effects they seek
through this act, and thus in witness to this they
sign this Contract free of error, duress and distress.

3. Smluvni strany prohlasuji, Ze si tuto Smlouvu
pred jejim podpisem precetly, a shledaly, Ze
jeji obsah presné odpovida jejich pravé a
svobodné vili a zaklada pravni nasledky,
jejichz dosazeni svym jedndnim sledovaly, a
proto ji nize, prosty omylu, Isti a tisné, jako
spravnou podepisuji.

Appendices:
Appendix No 2 - Payment Chart: ARCHIVING and
PATIENT TRAVEL COSTS

Prilohy:
Priloha ¢. 2 - Platebni schéma: ARCHIVACE a CENA
DOPRAVY PRO PACIENTY




Pfiloha ¢. 2 Platebni schéma

Annex no 2 Payment scheme/chart

Klinicka
zkouska:

Clinical
Investigation:

Sjediste uime
Zadavatel:

Argd Medtech SA

Headquarter on
behalf of Sponsor:

Argd Medtech SA

Subjekty hodnoceni budou zatazovany do klinické
zkousky podle kritérii zplisobilosti popsanych v
planu. Zadavatel uhradi vydaje poskytovateli podle
nize uvedeného schématu. Vsechny platby
poskytovateli budou provedeny poté, co zadavatel
obdrzi spravné a pfijatelné vyplnéné CRF a dalsi
formulare nebo testy vyZzadované podle planu. Tyto
naklady pfedstavuji administrativni naklady
souvisejici s provadénim klinické zkousky. Platba je
za provadeéni planu a nikoli za poskytovani bézné
klinické péce.

Pursuant to the eligibility criteria described in the CIP,
Trial Subjects will be enrolled into the Clinical
Investigation. Sponsor will reimburse Provider per the
chart listed below. All payments will be paid to
Provider after receipt by Sponsor of the accurate and
acceptable completed CRF and other forms and/or
tests required under the CIP. These costs represent
administrative costs associated with the conduct of
this Clinical Investigation. Payment is for the
performance of the CIP and not for the provision of
routine clinical care.

DALSi POPLATKY

ADDITIONAL FEES

Castka platby (EUR) bez DPH /
Payment Amount (EUR) without
VAT

Archivace dokumentu klinické
zkousky (splatné pfi doruceni
faktury vystavené poskytovatelem
po ukonceni klinické zkousky na

Archiving of Clinical Investigation
documents (payable on receipt of
invoice issued by the Provider
when Clinical Investigation ends at

strané poskytovatele) Provider)

CENA DOPRAVY PRO PACIENTY:

PATIENT TRAVEL COSTS:

Zadavatel zaplati Centru financni rezervu ve vysi -
I - oroplaceni cestovnich nakladd Géastnikd
studie do zdravotnického zafizeni Poskytovatele a
zpét a na pokryti nepohodli pacientd. Proplaceni bude
Centrem vyplaceno Ucastnikovi studie ve vysi -

za navstévu. Centrum souhlasi s tim, Ze tato
platba je finan¢ni rezervou urcenou k proplaceni
cestovnich nakladd pacientll a k odskodnéni za
nepohodli a jakdkoliv zbyld castka bude vracena
Zadavateli. Pokud Zadavatel zjisti, Ze Centrum neni
opravnéno si financni rezervu ponechat z dlivodu
nedostatecného poctu Ucastnikd zarazenych Centrem
nebo z dlvodu neocekdvaného poklesu poctu
Ucastnikd, musi informovat Centrum pisemné o vysi

The Sponsor shall pay to the Center a financial reserve
of _to reimburse the travel expenses of the
study subjects to and from the health care facility of
the Provider and to cover the patients' discomfort. The
reimbursement will be paid by the Center to the study
subject in the amount of _per visit. The
Center agrees that this payment is a financial reserve
intended to be used for reimbursement of patient
travel expenses and compensation for discomfort and
any residual amount shall be returned to the Sponsor.
Should the Sponsor detect that the Center is not
entitled to keep the financial reserve due to an
insufficient number of subjects recruited by the Center
or due to unexpected decrease of the number of




nevyuzité financni rezervy a Centrum vrati jakoukoli
takovou nevyuzitou financni rezervu Zadavateli do
tficeti (30) dnl od obdrZeni oznameni. Pokud bude tfi
Ctvrtiny finanéni rezervy vycerpany na proplaceni
Gcastnikl studie, bude Centrum opravnéno vystavit
dalsi fakturu na stejnou castku, jak je uvedeno vyse, a
Zadavatel se zavazuje ji zaplatit do tficeti (30) dn’ od
obdrzeni faktury.

subjects the Sponsor shall notify the Center in writing
about the amount of the unused financial reserve and
the Center shall return any such unused financial
reserve to the Sponsor within thirty (30) days of
receiving the notice. Should three quarters of the
financial reserve be exhausted for reimbursement of
the study subjects the Center shall be entitled to make
out another invoice for the same amount as stated
above and the Sponsor undertakes to pay it within
thirty (30) days of receiving the invoice.

Date/Dne............. 15.11.2025......ccvvvenene.

Argd MedTech USA, Inc.

(Zadavatel/Sponsor)

Date/Dne ...18.11.2025......ccccecvveeevrrerenen.

(Zkousejici/ Investigator)

Date/Dne............. 16.11.2025.............

MDSS GmbH

(Zmocnénec/Legal Representative)

Date/Dne ............... 27.11.2025........cccoenue.

Institut klinické a experimentalni mediciny




