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

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

Orchestra BioMed, Inc.

Se sidlem: 150 Union Square Drive, New
Hope, PA 18938, USA
Zastoupena:

(dale jen ,,zadavatel”)

FGK Representative Service Ireland Ltd.

Sidlem: Ellerman House, Cratloe Wood,
Cratloe, Co. Clare V95X925, Irsko

Zastoupena:

(dale jen ,,zmocnénec”)

Nemocnice Na Homolce

Sidlem: Roentgenova 37/2, 150 30
Praha 5, Ceska republika
ICO: 00023884
DIC: CZ00023884
Cislo G¢tu:  34534-17734051/0710
Zastoupena: MUDr. Petrem Polouckem, MBA,
reditelem

(dale jen , poskytovatel”)

Adresa: Roentgenova 37/2, 150 30
Praha 5, Ceska republika
(dale jen ,,zkousejici“)

(spolecné také jako ,strany” nebo jednotlivé

,strana“)

AMENDMENT NO. 1
TO THE MEDICAL DEVICE CLINICAL
INVESTIGATION AGREEMENT

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:

Orchestra BioMed, Inc.

Reg. office: 150 Union Square Drive, New
Hope, PA 18938, USA
Acting by:

(hereafter referred to as “Sponsor*)

and

FGK Representative Service Ireland Ltd.

Reg. Office:  Ellerman House, Cratloe Wood,
Cratloe, Co. Clare V95X925, Ireland

Acting by:

(hereafter refered to as “Legal Representative®)

and

Nemocnice Na Homolce

Reg. office:  Roentgenova 37/2, 150 30
Praha 5, Czech Republic

ID: 00023884

VAT: CZ00023884

Bank acc. no.: 34534-17734051/0710

Acting by: Petr Poloucek, M.D., MBA
Director

(hereinafter referred to as “Provider”)

and

Address: Roentgenova 37/2, 150 30
Praha 5, Czech Republic
(hereafter referred to as “Investigator”)
(together also as “Parties” or individually as

“Party”)



PREAMBULE

Smluvni strany uzavrely dne 29. listopadu 2023

Smlouvu o)
zdravotnického prostredku (dale jen ,smlouva”)
nazvanou:

zkouska“).

provedeni  klinické  zkousky

(dale jen ,klinicka

Smluvni strany se dohodly na

nasledujicich zménach smlouvy z ddvodu zmény
dokumentace klinické zkousky.

1. Smluvni strany se v souladu s ¢l. 22 odst. 2.

smlouvy

dohodly na zméné smlouvy

nasledovné:

1.1.

1.2.

1.3.

Cl. 14.4 smlouvy se rusi a nahrazuje se
¢l. 14.4 tohoto znéni: ,Smluvni strany
prohlasuji, Ze predpokladand vyse odmény
za pacienta Cin

Cl. 14.7 smlouvy se rusi a nahrazuje se
¢l. 14.7 tohoto znéni: ,Financni plnéni
budou ze strany zadavatele poskytovdna
na zakladé faktury — darniového dokladu,
vystaveného v souladu s touto smlouvou,
jehoZ prilohou bude seznam
uskutec¢nénych Ccinnosti rozhodnych dle
platebniho schématu pro vypocet smluvni
odmeény. Danovy doklad musi obsahovat
ndleZitosti dle zdkona ¢. 235/2004 Sb., o
dani z pridané hodnoty. Zadavatel je
opravnén vrdtit dariovy doklad, ktery
neobsahuje uvedené udaje, poskytovateli k
opravé do 14 dnu od jeho obdrZeni.
Splatnost dariového dokladu je 30 dni ode
dne jeho doruceni. Faktura bude zasldna
elektronicky na emailovou adresu .

Stdvajici Pfiloha ¢. 2 — platebni schéma
smlouvy se rusi vcelém rozsahu
a nahrazuje se novou Prilohou ¢. 2 -

PREAMBLE

The Parties entered into a Medical Device Clinical
Investigation Agreement on 29™ November 2023

(hereafter referred to as “Agreement”) entitled:

(hereafter referred to as “Clinical

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

1. The Parties agree to amend the Agreement in
accordance with sec. 22 subsection 22.2. as
follows:

1.1.

1.2.

1.3.

Paragraph 14.4 is repealed and replaced
with paragraph 14.4 by the following
wording: “The Parties hereto represent
that the anticipated remuneration amount

per patient is -

Paragraph 14.7 is repealed and replaced
with paragraph 14.7 by the following
wording: “The remuneration shall be
provided by the Sponsor upon an invoice —
issued in accordance herewith, and the
attachment to that shall be a list of
performed activities relevant as per the
payment chart for calculation of the
remuneration. The invoice must contain
particulars pursuant to Act No. 235/2004
Coll., on value added tax. The Sponsor is
entitled to return the invoice which does
not contain such particulars to the Provider
within 14 days from receipt of the invoice.
Maturity of the invoice shall be 30 days
from the date of its delivery. Invoices will
be sent electronically to email address-

The current Appendix No 2 — Payment
chart of the Agreement is deleted in its
entirety and replaced with the new




platebni schéma, kterd tvofi prilohu
tohoto dodatku.

1.4. Stavajici Priloha €. 3 — vypUjcena zafizeni a
material smlouvy se rusi v celém rozsahu
a nahrazuje se novou Pfilohou ¢. 3 -
Predméty vypujcky, kterd tvofi prilohu
tohoto dodatku.

Strany se ddale dohodly, Ze za navstévy,
vysetfeni a dalsi sluzby provedené dle Planu
ode dne 28. 11. 2024, tj. dne nabyti rozhodnuti
Statniho ustavu pro kontrolu IéCiv ze dne 22.
11.2024, ¢. j. sukl302496/2024, pravni moci, do
dne ucinnosti tohoto dodatku, uhradi zadavatel
poskytovateli odménu ve vysi a za podminek
dle Prilohy ¢. 2 — platebni schéma revidované
timto dodatkem. Odména za tyto ukony je
splatnda v nejblizSim platebnim obdobi
nasledujicim po uzavieni tohoto dodatku.

3. Kromé zmén uvedenych v tomto dodatku
zGstava smlouva nezménéna a je nadale
v platnosti.

Il.

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

. Tento dodatek se vyhotovuje v péti
stejnopisech, z nichz kazdy je sepsan soucasné
vjazyce anglickém a ceském. Poskytovatel
obdrzi dvé vyhotoveni dodatku, kazda ze
zbyvajicich smluvnich stran obdrzi po jednom
stejnopise. Je-li tento dodatek vyhotoven

Appendix No 2 — Payment chart attached
to this Amendment.

1.4. The current Appendix No 3 — Loaned
devices and material of the Agreement is
deleted in its entirety and replaced with
the new Appendix No 3 — Loaned items
attached to this Amendment.

The Parties further agree to pay for visits,
examinations, and other services performed
under the Protocol from the November 28,
2024, i.e., date the decision of the State
Institute for Drug Control dated November 22,
2024, No. sukl302496/2024, became effective,
until the effective date of this Amendment,
Sponsor shall reimburse the Provider the
remuneration in the amount and under
conditions set out in the Appendix No 2 —
Payment chart as revised by this Amendment.
The remuneration for these operations is due
within the next payment period following
conclusion of this Amendment.

. Except as set forth in this Amendment, the

Agreement is unaffected and shall continue in
full force.

Il.

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.

This Amendment exists in five counterparts in
both Czech and English languages. Provider
shall receive two counterparts of the
Amendment. Other Parties shall receive one
counterpart each. In the event that this
Amendment is executed in electronic form, it



v elektronické podobé, jedna se o jedno
vyhotoveni s elektronickymi podpisy stran
vsouladu se zakonem ¢. 297/2016 Sb.,
o sluzbach  vytvarejicich davéru pro
elektronické transakce, ve znéni pozdéjsich
predpisli. Vykladové rozhodna je <ceska
jazykova verze.

. Nize podepsané strany prohlasuji, Ze si
precetly vySe uvedena ustanoveni a
porozumély jim a tento dodatek uzaviraji z
vlastni svobodné vile.

Prilohy: Priloha ¢. 2 - Platebni schéma
Priloha ¢. 3 — Predméty vypujcky

Date/DNe ...coeeeeeeeeeeeeeeeeeene,

Orchestra BioMed, Inc.

(Zadavatel/Sponsor)

Date/DNe ..coeeeeeeeeniereerienne

FGK Representative Service, Ireland Ltd.

(Zmocnénec/Legal Representative)

shall be a single copy with electronic
signatures of the Parties in accordance with
act no. 297/2016 coll. on trust services for
electronic transactions as amended. The Czech
language version is decisive.

The undersigned Parties have read and
understood the foregoing provisions and are
entering this Amendment on their own free
will.

Appendices: Appendix No 2 - Payment Chart
Appendix No 3 - Loaned Items

Date/DNe ...coeveeeeeeeeeeeeeee e

Nemocnice Na Homolce
MUDr. Petr Poloucek, MBA
(Poskytovatel/Provider)

Date/DNe ....ocevevereeeieeiereeea,

(Zkousejici/Investigator)



Ptiloha ¢&. 2 Platebni schéma Appendix no 2 Payment chart
Klinicka zkous$ka: Clinical

Investigation:
Zadavatel: Orchestra BioMed, Inc. Sponsor: Orchestra BioMed, Inc.

Subjekty hodnoceni budou zatazovany do klinické
zkousky podle kritérii zpiisobilosti 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
vyzadované podle planu. Tyto naklady pfedstavuji
administrativni naklady souvisejici s provadénim
klinické zkousky. Platba je za provadéni 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.

PLAN QDMEN V KLINICKE
ZKOUSCE

CLINICAL INVESTIGATION Castka platby (EUR)

COMPENSATION CHART bez DPH / Payment
Amount (EUR)
without VAT




CELKOVA CASTKA ZA SUBJEKT TOTAL COST PER TRIAL
HODNOCENI SUBJECT
DALSI POPLATKY ADDITIONAL FEES

HODNOCENE ZDRAVOTNICKE
PROSTREDKY:

EVALUATED MEDICAL DEVICES:

Veskeré hodnocené zdravotnické prostfedky poskytne
zadavatel zdarma.

All Evaluated Medical Devices shall be provided free
of charge by the Sponsor.

—
-
T
.-

NAHRADY VYDAJU SUBJEKTU KLINICKE
ZKOUSKY:

TRIAL PARTICIPANT EXPENSE
REIMBURSEMENT:

Subjektiim hodnoceni budou vyplaceny nahrady
na pokryti vydaja (doprava, parkovani, jidlo)
podle nasledujiciho prehledu a aZz do vySe
nasledujicich hornich limitd, aniz by byle
vyZadovano individualni schvaleni zadavatelem.

Reimbursement payments will be made to the Trial
Participants to cover out-of-pocket expenses
(transportation, parking, food) according to the
following schedule and up to the following upper
limits without requiring individual approval by the
Sponsor.




Poznamka: VySe nahrady musi byt v souladu s
formuliafem informovaného souhlasu pacienta
schvileného etickou komisi. Uhradu cestovnich
nakladi poskytne subjektu hodnoceni zicastnéna
instituce po predloZeni jizdenek, u¢tenek, uvedeni
vzdalenosti ujeté soukromym automobilem atd.

Piipadné se o provedeni plateb subjektim
hodnoceni miiZze postarat smluvni dodavatel
zadavatele.

Platba za cestu sanitkou je hrazena pfimo odd.
autodopravy poskytovatele.

Note: Stipend payments above must be consistent
with the EC-approved patient informed consent
form. Reimbursements of travel costs will be
provided by Participating Institution to the Trial
Participant upon presentation of tickets, receipts,
indication of distance driven by private car, etc.
Alternatively, a vendor contracted by Sponsor may
take care of effecting payments to Trial
Participants.

Payment for the transport by ambulance is paid
directly to the Provider’s ambulance service.

Subjekty hodnoceni, ktefi k dopravé pouziji vlastni
automobil

Trial Subjects using their own carl - per km

Subjekty hodnoceni, ktefi pouziji sanitu poskytovatele

Trial Subjects using Provider’s ambulance . -
per km

Veskera doprava je hrazena pouze vramci Ceské
republiky a bude kalkulovina zmista bydlisté
subjektu hodnoceni, které je evidovano v registru
poskytovatele.

All transport costs are payable only for journeys
within the Czech Republic and will be calculated from
the Trial Subject’s address registered in the Provider’s
patient records.

Zadavatel muze dle svého uvazeni poskytnout nahradu
subjektim hodnoceni, kterym vzniknou mimotadné
cestovni naklady souvisejici s jejich tcasti v klinické
zkousce, vcetn¢ letenek, ujetych kilometrii nebo
vydajl na hotel. Zucastnéna instituce ptedlozi takovou
zadost (zadosti) zadavateli pisemné s podrobnym
popisem neobvyklych okolnosti a nadmérnych
nakladti, které subjektu hodnoceni vzniknou.
Zadavatel vyhodnoti zadosti piipad od pfipadu a
pisemné oznadmi zacastnéné instituci své rozhodnuti.

Sponsor may, at its option, provide reimbursement for
Trial Participants who will incur extraordinary travel
costs related to their participation in the Trial,
including airfare, mileage or hotel expenses.
Participating Institution will make such request(s) in
writing to  Sponsor, detailing the unusual
circumstances and the excessive costs that the Trial
Participant will incur. Sponsor will evaluate requests
on a case-by-case basis and will notify Participating
Institution of its decision in writing.

NAHR@DY PRO SUBJEKT KLINICKE
ZKOUSKY

TRIAL PARTICIPANT COMPENSATION

Platby tcastnikovi klinické zkousky poskytovatelem
nebo smluvnim dodavatelem zadavatele musi byt
provedeny podle nasledujiciho harmonogramu za
kazdé 24hodinové ambulantni monitorovani krevniho
tlaku provedené a povazované poskytovatelem za
adekvatni:

Platba # Castka | Plan navitév

Payments are to be made from the Provider, or a vendor
contracted by the Sponsor to the Trial participant
according to the following schedule, for each 24-hour
ambulatory blood pressure monitoring performed and
deemed adequate by the Provider:

Payment # Amount Schedule




Poznamka: Vyse uvedené platby musi byt v souladu s
formulafem  informovaného souhlasu pacienta
schvaleného etickou komisi.

| per Protocol

Note: Payments above must be consistent with the EC-
approved patient informed consent form.

NAHRADY ZA VRACENI MONITORU PRO
24HODINOVE AMBULANTNI MERENT
KREVNIHO TLAKU OD  SUBJEKTU
KLINICKE ZKOUSKY POSKYTOVATELI

COMPENSATION FOR RETURN OF 24-HOUR
AMBULATORY BLOOD PRESSURE
MONITOR FROM TRIAL PARTICIPANT
SUBJECT TO THE PROVIDER

Niaklady poskytovatele za vriaceni monitoru pro
24hodinové ambulantni méreni krevniho tlaku od
subjektu Kklinické zkouSky zpét poskytovateli
kuryrem nebo obdobnou sluzbou budou uhrazeny
zadavatelem v jejich skute¢né vysi po predloZeni
prislusnych uétenek.

The Provider's costs for returning the 24-hour
ambulatory blood pressure monitor from the Trial
Participant back to the Provider by courier or
similar service will be reimbursed by the Sponsor in
their actual amount upon presentation of relevant
receipts.

NAHRADY ZA DAToyE FORMULARE A
POSTUPY SPECIFICKE PRO KLINICKOU
ZKOUSKU

COMPENSATION FOR DATA FORMS AND
STUDY SPECIFIC PROCEDURES

V ramci klinické zkousky si je zadavatel védom toho,
ze zUcCastnénd instituce a hlavni zkousSejici investuji
znaéné zdroje do  predbézného  screeningu,
identifikace a planovani potencialnich ucCastnikid
,subjektid* klinické zkousky. Identifikace vhodnych

Vv

vvvvvv

Nize uvedené platby maji za cil kompenzovat ¢ast
odhadovaného  finan¢niho zatizeni zcCastnéné
instituce na zéklad¢ spravedlivé trzni hodnoty pro
proces piedbézného screeningu a zafazeni subjektd do
klinické zkousky.

Pracovni postup predbéZného screeningu: Cinnosti
predbézného screeningu jsou ty, které probihaji pied
ziskanim informovaného souhlasu od pacienta. Pro
efektivni zatazovani subjektd do klinické zkousky
musi byt zaveden konzistentni a diikladny pracovni
postup piedbézného screeningu, ktery zahrnuje
multidisciplinarni pfistup napii¢ vice oddélenimi,
pfipadné institucemi. Mezi aktivity predbézného
screeningu patii:

a. Vyhledavani v elektronickych lékarskych
zaznamech (EMR), dle potieby se schvalenim
etické komise, u pacientu, kteri ,,nedavno*
(viz protokol) meli implantovan
kardiostimulator Medtronic Astra/Azure s
elektrodami kardiostimulatoru Medtronic.

b. Predbeiny screening kazdého pacienta za
ucelem zarazeni do zkousky hna
zakladé dostupnych udajii, ktere Ize ziskat z
lékarskych zaznamii

c. Kontakt s kazdym potencidlnim pacientem za
ucelem dalsiho posouzeni, zda by pacient
mohl vyhovovat nebo byt vyloucen na zakladé
kritérii vhodnosti dle protokolu klinické
zkousky a zda md zdjem obdriet vice
informaci o klinické zkousce béhem navstévy
spojené s procesem informovaného souhlasu.

As part of the Study, Sponsor is aware that the
Participating Institution and the Principal Investigator
are investing significant resources into the pre-
screening, identification, and scheduling of potential
Study participants “Subjects” for the Study. Identifying
eligible patients represents one of the most challenging
and important components in the Study accrual process.
Payments below are aimed at offsetting some of the
estimated financial burden on the Participating
Institution based on fair market value for the Pre-
screening and enrollment process.

Pre-screening workflow: Pre-screening activities are
those occurring prior to obtaining informed consent
from a patient. A consistent and thorough pre-
screening workflow must be established for effective
Study participant enrollment, that includes a multi-
disciplinary approach across multiple departments,
and possibly institutions. Pre-screening activities
include:

a. Conduct a search of the electronic medical
records (EMR), with EC approval as needed,
for patients who “recently” (refer to u) had
the Medtronic Astra/Azure pacemaker with
Medtronic pacemaker leads implanted.

b.  Pre-screen each patient for the
Trial based on available data that can be
gathered from the medical record

c.  Contact with each potential patient to further
explore whether the patient might fit, or be
excluded, based on the CIP eligibility
criteria, and whether they are interested in
receiving more information about the Study
during an informed consent visit.




Vysledek efektivniho pfedbézného screeningu: Pocet
zatazenych subjektd do klinické zkousky muze byt
vyznamn€ ovlivnén neefektivnim pfedbéznym
screeningem potencialnich subjekti. Aby bylo mozné
efektivné maximalizovat mnoZzstvi potencialnich
subjektil, zadavatel uznava, ze zacastnéna instituce
bude muset investovat znacny ¢as a zdroje (vEetné, bez
omezeni, dalS$iho persondlu urceného k provadeéni

Cinnosti  pfedbézného  provétovani). Nejlepsim
zpisobem, jak zméfit efektivitu predbézného
screeningu, je vyhodnoceni zatfazovani novych

subjektii. Zadavatel oc¢ekava, ze zicastnéna instituce
zafadi v priméru jednoho tucastnika mésicné do
klinické zkousky s vyuzitim stavajicich zaméstnanc,
aby splnila naborové cile ve lhitach stanovenych v
protokolu. Mira zatazovani subjektd ptekracujici tento
cil, zejména pokud je zaméfena na zafazovani
jednotlivetl, ktetfi jsou v biomedicinském vyzkumu
typicky nedostateéné zastoupeni, vyzaduje navyseni
Casu a personalu pfidéleného na predbézny screening
pro klinickou zkousku . Zadavatel proto
zaplati zucastnéné instituci za kazdého
ucastnika zkousky randomizovaného nad ramec
prvniho subjektu zkousky ve stejném kalendainim
mesici, coz je ¢astka, kterou zadavatel odhaduje jako
spravedlivou trzni kompenzaci za cas a usili
vynalozené na takové dodatecné usili pfedbézného
screeningu.

Outcome of effective pre-screening: Enrollment rates
can be significantly impacted by ineffective pre-
screening of potential Subjects. In order to effectively
maximize the pipeline of potential Subjects, Sponsor
recognizes the Participating Institution will need to
invest significant time and resources (including,
without limitation, extra personnel dedicated to the
task of performing pre-screening activities). The best
way to measure effective pre-screening efforts is by
assessing  enrollment.  Sponsor expects the
Participating Institution to enroll, on average, one
Study participant per month, using existing staff, to
meet target recruitment goals within the timelines
stipulated in the Protocol. Enrollment rates in excess
of that goal, especially when focused on enrollment of
individuals typically under-represented in biomedical
research, require an increase in time and personnel
allocated to pre-screening for the *
Therefore, Sponsor will pay Participating Institution
for each Study participant randomized
above the first Study Subject in the same calendar
month which sum Sponsor estimates to be fair market
compensation for the time and effort involved in such
additional pre-screening efforts.




Priloha ¢. 3 — Predméty vypujéky

Appendix No 3 — Loaned items

podminkami:

Podle smlouvy, na zakladé planu, se smluvni strany | Pursuant the Agreement, following the CIP, the Parties
dohodly, Ze nize specifikované predméty budou | agree that the items specified below will be provided
poskytnuty zadavatelem a souhlasi s nasledujicimi | by the Sponsor, and agree to the following terms:

1. Evaluated Medical Devices
1. Hodnocené zdravotnické prostiedky

Equipment Part/SKU Quantity/ks

Estimated value in
CZK/hodnota v K& |

2. Non-Evaluated Medical Devices and Accessories
2. Nehodnocené zdravotnické prostiedky a prisluSenstvi

a. Loaned Devices and Accessories
a. Vypujcené prostiedky a prislusenstvi

i. Provided by the Sponsor
i. Poskytnuta zadavatelem

Equipment Part/SKU Quantity/ks value in C%{I;/hodnota v
ii. Provided by third party vendor
ii. Poskytované tieti stranou

Device name Product Code Quantity/ks VAILOLL S?{Ighodnota

3. Dalsi vybaveni vyZadovdno pro provddéni klinické zkousky

3. Other required Equipment provided for the Clinical Investigation conduct

Device name Product Code Quantity/ks

value in CZK/hodnota
v K¢é

(spolecné dale jen , predméty vypujcky )
(together hereinafter referred to as , loaned items ).




Vsechny predméty vypujcky poskytnuté zadavatelem
nebo prostfednictvim tieti strany (dodavatele
zadavatele)  zlstanou  vyhradnim  vlastnictvim
zadavatele nebo jeho zastupce, a proto musi byt:

All loaned items provided by the Sponsor or through a
third party Vendor (Sponsor’s Vendor), shall remain
the sole property of Sponsor or Sponsor’s designee and
therefore they shall be:

a) odevzdany kdykoli na vyzadani zadavatele za
predpokladu, ze odevzdani nezabrani poskytovateli a
zkousejicimu v dokonceni klinické zkousky a plnéni
jejich zavazkl a povinnosti podle této smlouvy, pokud
je tato smlouva mezi obéma stranai jesté v platnosti po
vysSe uvedeném odevzdani predmétu vypujcky;

a) subject to removal at any time upon the Sponsor's
demand provided that such removal does not prevent
Provider and Investigator from achieving the Clinical
Investigation and fulfilling their obligations under this
Agreement if this Agreement is still in force between
the Parties after the said removal;

b) pouzity pouze pro klinickou zkousku v souladu s
planem a/nebo navodem k pouziti;

b) used only for the Clinical Investigation in
accordance with the CIP and/or Instructions for Use;

¢) udrzovany v dobrém stavu. Pokud budou vyse
uvedené predméty vypujcky v drzeni nebo péci
poskytovatele nebo zkousejiciho, bude za né nést
odpovédnost v piipadé jejich ztraty nebo poskozeni; a

¢) maintained in good condition (protection,
calibration, maintenance and care, other than norma!
wear and tear). As Jong as the said loaned items are in
Provider or Investigator's possession or custody, they
shall be held responsible in case of loss or damage of
these materials and equipment; and

d) musi byt jasné oznaceny jako vyhradni majetek
zadavatele tak, aby zadavatel upozornil véfitele a
ostatni na to, Ze jsou majetkem zadavatele.

d) clearly identified as the sole property of Sponsor in
a way as to put creditors or others on notice that
Sponsor retains title thereto.

e) po ukonceni klinické zkousky u poskytovatele
pfedméty vypujcky vraceny zadavateli nebo zastupci
zadavatele v souladu s pokyny zadavatele nebo jeho
zastupce a na jeho naklady.

e) upon termination of the Clinical Investigation at
Provider, loaned items will be returned to Sponsor or
Sponsor's designee in accordance with Sponsor's or
Sponsor's designee's instructions and at its expenses.

Zadavatel se zavazuje piedat poskytovateli do
bezplatného uzivani pfedméty vypljcky ve stavu
zpusobilém k fadnému pouziti, a to spolu se
zakonnymi dokumenty, zejména navodem v Ceském
jazyce a prohlasenim o shodé (CE) jedna-li se o
zdravotnicky prostfedek, ktery ma CE znacku).
Zadavatel je povinen dodavat po dobu zapijceni
pfedméti vypujcky poskytovateli zdarma veskery
spotiebni material nezbytny k pouziti prfedméti
vypujcky. O predani a pfevzeti pfedméti vypujcky
sepisi strany pisemny protokol.

The Sponsor hereby undertakes to provide to the
Provider loaned devices, free of charge, in the
condition fit for proper use, together with the
applicable documents, in particular, the Manual in the
Czech language and Declaration of Conformity (CE)
(for medical devices with CE mark). The Sponsor is
obliged to supply the Provider with all consumables
necessary for the use of the loaned devices during the
loan period. The delivery and acceptance of the loaned
items and the relevant documents shall be performed
by the Parties under a written record.

Poskytovatel je povinen zadavatele bez zbyte¢ného
odkladu informovat o zavadach ¢i poruchach na
predmétech vypujcky.

The Provider is required to inform the Sponsor without
any undue delay of any defects or failures of the loaned
items.

Zadavatel je povinen na vlastni naklady neprodlené
odstranit vesSkeré poruchy a zavady predméti
vypujcky (v€etn€ jeho ndhradnich dila), vEéetné poruch
a zdvad zptisobenych pouzitim ze strany poskytovatele
nebo osoby, jiz byl v souladu s planem pfenechan, a to
i v rozporu s planem. Po dobu nefunkc¢nosti systému
predméta vypujcky zajisti zadavatel zdarma potiebna
vySetieni vzorkd v externi akreditované laboratofi,
véetné

jejich prepravy.

The Sponsor is required to promptly remedy, at its
expense, any and all defects and failures on the loaned
items (including spare parts), including the defects and
failures caused by any Provider's use or sublessor's use
not conforming with the CIP. During the period of
non-functioning of the system of the loaned items, the
Sponsor shall arrange for the necessary testing of
samples in an external accredited laboratory, including
their transportation, free of charge.

Zadavatel se zavazuje zejména provadet v intervalu
stanoveném vyrobcem bezpecnostné technickou

The Sponsor particularly undertakes to perform,
within the time limit determined by the manufacturer




kontrolu zakona o zdravotnickych prostfedcich, v
platném znéni; o ¢emz vyda poskytovateli kopii
pfislusné dokumentace za Gcelem uchovani nezbytné
evidence. Zadavatel se dale zavazuje, Ze v pfipadé
mimotadnych nakladi na udrzbu prfedméti vypijcky
ponese tyto naklady sam poté, co mu je poskytovatel
preda za timto ucelem; poskytovatel se zavazuje piedat
predméty vypijcky zadavateli za ucelem opravy. K
tomu poskytne zadavatel poskytovateli nebytnou
soucinnost.

of the loaned items, the "'Regular Safety and Technical
Control" in accordance with the Medical Devices Act,
as amended. The Sponsor will give the Provider a copy
of the relevant documentation in order to keep the
necessary records. The Sponsor undertakes, in case of
necessary extraordinary costs- for maintenance of the
loaned items, to bear these costs by itself after the
Provider hands over the loaned items for this purpose
to the Provider; thus the Provider undertakes to hand
over the loaned items to the Sponsor for the purpose of
any repair needed.

Bude-li nezbytné obnovit certifikaty ¢i provést
predepsané revize ¢i kalibrace pfedmétd vypujcky
(mimo pfip. kalibraci pfi jejich vlastnim pouzivani),
provedeni daného tukonu zajisti zadavatel na sviij
naklad.

If it is necessary to renew the certificates or to carry
out the prescribed revisions or calibrations of the loan
items (except. if necessary, for calibration during their
own use). the Sponsor shall carry out the task at its own
expense.

Zadavatel se zavazuje fadné poucit a proskolit
poskytovatele, resp. jim povérené osoby, o obsluze a
udrzbé predméti vypujéky v souladu s planem a
platnymi pravnimi piedpisy; na zadost poskytovatele
provede zadavatel opakované pouceni a proskoleni
téchto osob. Zadavatel o pouceni a proskoleni vyda
poskytovateli potvrzeni. U vybranych predméti
vypujcky zajisti zadavatel pouceni a proskoleni
osobou, kterd byla pouCena a proskolena piimo
vyrobcem; doklad o tomto pouceni poskytne zadavatel
poskytovateli.

The Sponsor undertakes to duly instruct and train the
Provider or the persons authorized thereby as to the use
and maintenance of the loaned items in accordance
with CIP and applicable law. At the Provider's request,
the Sponsor shall perform the recurrent training and
retraining of those persons. The Sponsor shall issue a
protocol about the training and retraining and give it to
the Provider. For selected loaned items, the Sponsor
will provide instruction and training by a person who
has been instructed and trained directly by the
Manufacturer. Certificate of this instruction will be
provided by the Sponsor to the Provider.






