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CLINICAL EXPERT SERVICES TROJSTRANNA DOHODA O
AGREEMENT TRIPARTITE POSKYTOVANI KLIN,ICKYCH SLUZEB
ODBORNIKEM
CLINICAL RESEARCH PROTOCOL: PROTOKOL KLINICKE VYZKUMNE STUDIE:
KF7039-01 KF7039-01

This Agreement (“Agreement ™) is entered into TATO SMLOUVA (déle jen ,,smlouva‘) se uzavira
on the date of the last signature and becomes dnem posledniho podpisu nize s ucinnosti ode dne
effective from the date of publication in the uvefejnéni v registru smluv  (dale jen ,,den
Register of Contracts (hereinafter the “Effective ucinnosti*) mezi spole¢nosti

Date”), by and between

ICON Clinical Research Limited ICON Clinical Research Limited
with a VAT number IE 8201978R and a place DIC IE 8201978R, se sidlem South County
of business at South County Business Park, Business Park, Leopardstown, Dublin 18, Irsko,
Leopardstown, Dublin 18, Ireland, represented zastoupenou

by XXXXXXXXXXXXXXXXXXXXX XXX XXX XXX XXX XXXXXXXXXXXXXXX

(Hereinafter to be referred to as “ICON”) (dale jen ,,JCON“)
And; A
PV Medical Services, s.r.o., PV Medical Services, s.r.o.,

with a seat at Kalignicka 2889/18, Zizkov, 130 se sidlegn Kalignicka 2889/18, Zizkov, 130 00
00 Praha 3, the Czech Republic, with a place of  Praha 3, Ceska republika a s mistem podnikani na

business at Stefanikova 477, 760 01 Zlin, the adrese Stefanikova 477, 760 01 Zlin, Ceské
Czech Republic, ID No: 29361281 republika ICO: 29361281 zastoupena
represented by XXXXXXXX, Executive XXXXXXXXX, jednatelem
Director
(Hereinafter to be referred to as (dale jen ,,zdravotnické zarizeni‘)
“Institution”)
And; A
Uherskohradist’ska nemocnice a. s. Uherskohradi$t’ska nemocnice a.s.
located at J. E. Purkyné 365, 686 06 Uherské se sidlem J. E. Purkyné¢ 365, 686 06 Uherske
Hradisté, the Czech Republic, ID No: Hradisté, Ceska republika, ICO: 27660915, DIC:
27660915, VAT No: CZ27660915 represtented CZ27660915 zastoupena MUDr. Petrem Sladkem,
by MUDr. Petr Sladek, the chairman of the predsedou predstavenstva, Radiodiagnostické
board of directors ,Radiodiagnostic department oddéleni, vedouci oddéleni
XX XXXXXXXXXX XXXXXXXXXXX
(The department head shall be singularly (Vedouci oddéleni bude osobn¢ odpovédny za
responsible for conducting expert services or; provadéni odbornych sluzeb, nebo takovymi
delegating such expert services to an odbornymi sluzbami povéti odpovidajiciho ¢lena
appropriate department team member ) tymu oddéleni)
(Hereinafter to be referred to as “Expert”) (dale jen ,,odbornik*)

ICON, Institution and Expert shall also ICON, zdravotnické zatizeni a odbornik bude také
each be referred to individually as a “Party” kazdy jednotlivé oznacCovan jako ,,strana“ a
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and collectively as the “Parties”.
BACKGROUND,

(a) ICON 1is a clinical research
organization principally engaged in the design,
set-up and management of human clinical trials,
and other related services, on behalf of the
producers of pharmaceutical products.

(b) ICON’s client, Griinenthal
GmbH, 52099 Aachen, Germany is a
pharmaceutical company with a registered
business address at Zieglerstrasse 6, 52078
Aachen, Germany _(hereinafter referred to as the
“Sponsor”) is developing an investigational
product called RTX-GRT7039 (hereinafter
called the “Investigational Product”) for use in
patients with for use in patients with Moderate
to severe pain associated with osteoarthritis of
the knee].

(©) ICON entered into a Clinical Trial
Agreement with the Principal
Investigator/Institution dated 04 August 2022
wherein the mutual rights, duties and
obligations for the purpose of conducting a
clinical trial entitled; A randomized, double-
blind, placebo-controlled, Phase III trial to
evaluate the efficacy and safety of intra-articular
injections of RTX-GRT7039 in adult subjects
with pain associated with osteoarthritis of the
knee (Hereinafter to be referred to as “Study”)
are stated (hereinafter to be referred to as the
“CTA”).

(d) Institution wishes to engage
the Expert to provide professional services as
stipulated in Appendix A (hereinafter the
“Services”) with respect to patients referred to
the Expert by, XXXXXXX (hereinafter the
“Principal Investigator”) in accordance with the
Study Protocol.

e) The Institution wishes to
provide the Services as part of its conduct of the
Study under the Clinical Trial Agreement and,
against this background hereby appoints the
Expert to conduct the Services on its behalf .

IT IS HEREBY AGREED AS FOLLOWS:
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spolecn¢ jako ,,strany*.
PREDMET A UCEL SMLOUVY:

(a) ICON je Kklinickda vyzkumna
organizace, kterd se zabyva zejména koncepci,
uspofadanim a fizenim klinickych hodnoceni u
lidskych subjekti a dalSimi s tim souvisejicimi

sluzbami jménem vyrobci farmaceutickych
pripravkd.
(b) Klient spole¢nosti ICON,

Griinenthal GmbH, 52099 Aachen, Némecko je
farmaceutickd spolecnost, se sidlem na adrese
Zieglerstrasse 6, 52078 Aachen, Germany (dale jen
Zadavatel) vyviji hodnoceny 1éCivy piipravek
pod nazvem RTX-GRT7039 (dale jen ,,hodnoceny
1é¢ivy pripravek®) pro pouziti u pacientti s za
ucelem aplikace u pacientt s indikaci stfedné tézké
az tézké bolesti souvisejici s osteoartrozou kolene

(©) Spolecnost ICON uzaviela
smlouvu o klinickém hodnoceni s hlavnim
zkousejicim/zdravotnickym zafizenim dne 4. srpna
2022, v niz jsou uvedena prava, povinnosti a
zavazky obou smluvnich stran, pro ucely provedeni
klinického  hodnoceni, které se nazyva
Randomizované, dvojité zaslepené, placebem
kontrolované klinické hodnoceni faze III k
posouzeni ucinnosti a bezpecnosti
intraartikularnich ~ injekci  pfipravku =~ RTX-
GRT7039 u dospélych subjektd s bolesti
doprovazejici osteoartrozu kolene (dale jen
,,studie) (dale jen “Smlouva”).

(d) Zdravotnické zafizeni si pfeje
najmout odbornika pro poskytovani odbornych
sluzeb stanovenych v pfiloze A (dale jen ,,sluzby®),
pokud jde o pacienty, které k odbornikovi doporuci
XXXXXX (dale jen ,,hlavni zkouSejici®) v souladu
s protokolem studie.

e) Zdravotnické zafizeni si pieje tyto
sluzby poskytovat v ramci provadéni studie v ramci
smlouvy o klinickém hodnoceni a s ohledem na
tuto skuteCnost timto odbornika povéfuje, aby
sluzby provadél jeho jménem.

SMLUVNI STRANY SE TIMTO DOHODLY
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The Services will be provided by the Institution
and Expert within their respective professional
expertise and are subject to the following terms
and conditions:

1. Institution and Expert Obligations

1.1 The Institution and Expert hereby agree/s
to and shall:

1.1.1 adhere to the Protocol and to perform the
Services in accordance with the Protocol and
any and all applicable laws, guidelines and
regulations,

1.1.2 ensure that all fees stated in APPENDIX
B are exclusive of value added tax or an
equivalent sales tax (hereinafter “VAT?”). In the
following limited circumstances VAT shall be
added to any sums stated in APPENDIX B

1.1.3. where VAT arises and ICON is legally
accountable for the same;

1.1.4.  where the Institution/Expert has listed
its/his/her VAT number below; and

1.1.5.  upon receipt of a valid VAT invoice.

All other taxes are included in the sums stated in

APPENDIX B.

Institution/Expert/ VAT number:

1.1.6 send all invoices for Services performed to
ICON within sixty (60) days of the Service/s
being performed;

1.1.7 complete the Beneficiary Details Form
contained in APPENDIX C;

2. Warranties of Institution and Expert

2.1 Institution and  Expert  hereby

acknowledge/s and warrants that:

2.1.1 the details contained in APPENDIX C
are true and correct and the beneficiary named
therein (hereinafter called the “Payee”) is the
proper Payee under this Agreement and
payment to the Payee represents appropriate
consideration for the performance of the
Services.
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NA NASLEDUJICIM:

Sluzby budou poskytovany zdravotnickym
zafizenim a odbornikem v ramci svych odbornych
znalosti a budou se na né vztahovat nize uvedené
smluvni podminky:

1. Zavazky zdravotnického zafizeni a odbornika

1.1 Zdravotnické zafizeni a odbornik timto

souhlasi s tim, Ze:

1.1.1budou dodrzovat protokol a poskytovat sluzby
v souladu s protokolem a se vSemi platnymi
zakony, pravnimi piedpisy a pokyny

1.1.2 zajisti, aby vSechny poplatky uvedené v
PRILOZE B byly uvedené bez dan& z piidané
hodnoty nebo ekvivalentni dané z prodeje (dale jen
»DPH®“). Za nasledujicich omezenych okolnosti
bude k ¢&astkim uvedenym v PRILOZE B
pripo¢tena DPH:

1.1.3. v pripadech, kde vznikda DPH a spole¢nost
ICON za to pravné odpovida;

1.1.4. v ptipadech, kdy zdravotnické
zatizeni/odbornik poskytli své DPH a
1.1.5. po obdrzeni faktury s platnym DPH.

Vsechny ostatni dané jsou zahrnuty v castkach
uvedenych v PRILOZE B.

DIC zdravotnického zatizeni/odbornika

1.1.6 zaslou vSechny faktury za sluzby poskytnuté
spole¢nosti ICON do 60 dnti od poskytnuti sluzeb;

1.1.7 vyplni formulat Bankovni udaje ptijemce
platby obsazeny v PRILOZE C;

2. Zaruky zdravotnického zafizeni a odbornika

2.1 Zdravotnické zafizeni a odbornik timto
potvrzuji, zarucuji Ze:
2.1.1 udaje uvedené v PRILOZE C jsou pravdivé a
spravné a piijemce v ni uvedeny (dale jen
»prijemce”) je Tfadnym piijemcem podle této
dohody a platba pfijemci predstavuje priméienou
protihodnotu za poskytovani sluzeb.
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3. Obligations of ICON
3.1 ICON hereby agrees to and shall
comply with the same rights, duties and
obligations of ICON in the CTA:

3.1.1 ICON hereby agree to make payments

to the Payee (as defined in APPENDIX B) for
the Services performed to ICON’s satisfaction
in accordance with APPENDIX B (Payments
Schedule). Invoices for Services performed
shall be generated in the name of (billed to):

TO (Payor): ICON Clinical Research Limited
South County Business Park, Leopardstown,
Dublin 18, Ireland

VAT number: IE 8201978R

and Invoices shall be sent to the following
address for processing:

TO (Approver): ICON Investigator Payments
Group(IPG)
):0.0.0.0.9.0.9.0.9.9.0.0.0.0.0.0.0.0.0.0.0.0.¢

3.1.2  ICON hereby agrees to pay the Payee all
undisputed invoices within thirty (30) days of
receipt of the same.

4. Term

4.4.1 This Agreement shall commence from
the Effective Date and continue until
completion of the Services or earlier
termination in accordance with section 8
(termination) of the CTA.

5. Notices

Notices under this Agreement shall be in writing
and considered sufficient if delivered
personally, sent by registered mail with return
receipt, sent by recognized overnight courier

service, or by telefax transmission, addressed as
follows:

5.1 If to ICON
Attention: CRA of the study 0389/0073
Telephone: XXXXXXXXXXXXXXXXXx
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3. Zavazky spole¢nosti ICON

3.1 Spolecnost ICON timto souhlasi a bude
dodrzovat stejna prava, povinnosti a
povinnosti spole¢nosti ICON v souladu se
smlouvou.

3.1.1 Spolecnost ICON timto souhlasi, ze
provede platby ve prospéch piijemce plateb (jak je
popsano v pfiloze B) za sluzby poskytnuté ke
spokojenosti  spolecnosti ICON v souladu s
PRILOHOU B (Harmonogram plateb). Faktury za
poskytnuté sluzby budou vystaveny na jméno
(fakturovany):

KOMU (platce): ICON Clinical Research Limited,
South County Business Park, Leopardstown,
Dublin 18, Irsko

DIC: IE 8201978R

a budou zaslany ke zpracovani na dale uvedenou
adresu:

KOMU (schvalovatel): ICON
Payments Group(IPG)
):0.0.0.0.9.0.0.0.0.9.0.0.0.0.0.0.0.0.0.¢

Investigator

3.1.2 uhradi pfijemci platby veSkeré
nesporné¢ faktury do tficeti (30) dnid od jejich
obdrZeni.

4. Obdobi

Tato dohoda zaCne platit ode dne UCinnosti a
ucinnost trva az do dokonceni sluzeb nebo

vvvvvv

(ukonceni) smlouvy.

5. Oznémeni

Oznameni podle této dohody budou vyhotovena
pisemné a povazovana za postacujici, pokud budou
doru¢ena osobné, zaslana doporucenym dopisem s
dorucenkou, zaslana uznévanou kuryrni sluzbou
s dorucenim do 24 hodin ¢i faxem na dale uvedené
adresy:

5.1 Zaslani spolecnosti [CON
K rukdm monitora studie 0389/0073
TelefonX X XXX XXX XXX XXXXX
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5.2 If to the Expert

Attention: XXXXXXXXXXXXX
Uherskohradi$t’ska nemocnice a. s.
Radiodiagnostické oddéleni

J. E. Purkyné 365

686 68 Uherské Hradisté

Czech Republic

Telephone: XXXXXXXXXXXXXXX
FAX: XXXXXXXXXXXXXXX

5.3 If'to the Institution

PV Medical Services, s.r.o.

Stefanikova 477,

760 01 Zlin,

Czech Republic

K rukdm: XXXXXXXXXXXXXXXXX
Tel X XXX XXX XXX XXXXXXXXX
E-mail: XXXXXXXXXXXXXXX

6. Third Party Beneficiary

All parties hereto expressly acknowledge and
agree that the Sponsor shall be a third party
beneficiary of this Agreement and shall be
entitled to enforce any of the provisions hereof
by all remedies at law and/or in equity.

7.  Entire Agreement and Applicability of the
CTA

7.1 This Agreement, including its
appendices/annexes and the CTA, sets forth the
entire Agreement and understanding between
the Parties hereto as to the Services and has
priority over all documents, verbal consents or
understandings made between the Parties in
respect of the Services.

7.2 Any modification to this Agreement must be
in writing, signed by the Parties, and identified
as an amendment. , except for the following
Services budget changes that may be
documented by a modification letter signed by
ICON: (1) increases in the total Study budget,
with or without modification of the payment
schedule,

or (2) modification of the payment schedule
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5.2 Zaslani odbornikovi

K rukam: XXXXXXXXXXXXXX
Uherskohradi$t'ska nemocnice a. s.
Radiodiagnostické oddéleni

J. E. Purkyné 365

686 68 Uherské Hradisté

Ceska republika

Telefon: XXXXXXXXXXXX

Fax: XXXXXXXXXXXXXXX

5.3  Zaslani zdravotnickému zafizeni
PV Medical Services, s.r.o.
Stefanikova 477,

760 01 Zlin,

Ceska republika

K rukam: XXXXXXXXXXXXXXXX
Tel: XXXXXXXXXXXXXXXXXX
E-mail: XXXXXXXXXXXXXXX

6. Opravnéna treti strana

Vsechny strany této dohody vyslovné potvrzuji a
souhlasi s tim, Zze zadavatel je opravnénou treti
stranou této dohody a ze ma pravo vymahat
jakakoli ustanoveni této dohody vSemi zakonnymi
pravnimi prostiedky a/nebo podle zvykového
prava.

7. Uplnost a pouZitelnost smlouvy

7.1 Tato dohoda, vcetné jejich dodatki/ptiloh a
smlouvy, stanovi celou dohodu a ujednani mezi
stranami této dohody ohledné Sluzeb a ma ptrednost
pfed vSemi dokumenty, Ustnimi souhlasy nebo
ujednanimi mezi smluvnimi stranami ve vztahu ke
sluzbam.

7.2 Jakakoli zména této dohody musi mit pisemnou
formu, musi byt podepsana stranami a oznacena
jako dodatek., s vyjimkou nésledujicich zmén
rozpoétu sluzeb, které mohou byt dolozeny
modifikaénim dopisem podepsanym spolecnosti
ICON: (1) zvySeni celkového rozpoctu studie, s
upravou nebo bez upravy harmonogramu plateb,
nebo (2) Uprava harmonogramu plateb bez zmény
celkového rozpoctu studie.
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with no change in total Study budget.

7.3 If there is any conflict between this
Agreement and the CTA, the terms of the this
Agreement will prevail with regard to payment
issues for the Services, and the CTA will prevail
for all other issues.

7.4 If there is any conflict between this
Agreement, the CTA and the Protocol, the
Agreement will control as to payment issues
regarding the Services, the Protocol will control
as to any issue regarding treatment of patients,
and the CTA will control as to all other issues.

8. Miscellaneous

The Parties warrant that the CTA has been read,
understood and agreed to, to the extent
applicable to the Services to be provided under
this Agreement.

9. Registration of the agreement

The agreementing parties agree that, if so
required by applicable laws, this agreement (and
its subsequent amendments) will be registered
by an expert in accordance with Act No.
340/2015 Coll. (hereinafter referred to as "the
law"). The parties acknowledge that the budget
and payment schedule set forth in Annex B, the
protocol and any other annexes to this
agreement and any other documents provided to
the expert by the client/ICON are considered
trade secrets in accordance with the law, and the
expert will ensure that such information is not
published in the register of agreements. Prior to
registration, the client / ICON will also have the
opportunity to identify all provisions of the
agreement and addendums, which according to
the relevant laws are considered to be
information of a sensitive nature and therefore a
trade secret. The Expert shall enter an amended
version of this Agreement in the Register of
Agreements in accordance with the law and in
accordance with any amendments required by
the Employer/ICON within [5] business days
from the date of the last signature and shall
promptly notify ICON upon registration. If
ICON does not receive confirmation of the
publication of the modified agreement within
[5] working days from the date of the last
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7.3 Pokud dojde k jakémukoli rozporu mezi touto
dohodou a smlouvou, budou mit s ohledem na
otazky plateb za sluzby piednost podminky této
dohody a ve vSech ostatnich otazkach bude mit
prednost smlouva.

7.4 Pokud dojde k jakémukoli rozporu mezi touto
dohodou, smlouvou a protokolem, bude tato
dohoda kontrolovat, pokud jde o platby tykajici se
sluzeb, protokol bude kontrolovat jakykoli problém
tykajici se lécby pacienti a smlouva bude
kontrolovat vSechny ostatni otazky.

8. Ruznd ustanoveni

Strany zarucuji, Zze si smlouvu piecetly,
porozumély ji a souhlasi s ni v rozsahu pouzitelném
pro sluzby poskytované podle této dohody.

9. Registrace smlouvy

Smluvni strany souhlasi s tim, Ze v pfipadé, ze tak
vyzaduji platné zakony, bude tato smlouva (a jeji
nasledné dodatky) zaregistrovana odbornikem
podle zakona ¢. 340/2015 Sb. (dale jen ,,zakon®).
Smluvni strany potvrzuji, Ze rozpocet a
harmonogram plateb stanoveny v pfiloze B,
protokol a jakékoli dalsi ptilohy k této smlouvé a
jakékoli dal$i dokumenty poskytnuté odbornikovi
zadavatelem/spolecnosti ICON jsou povazovany za
obchodni tajemstvi vsouladu se zakonem, a
odbornik zajisti, Ze takové informace nebudou
zvetejnény v registru smluv. Pred registraci bude
mit zadavatel / spolecnost ICON téz prilezitost
identifikovat veskera ustanoveni smlouvy a
dodatkti, jez jsou podle prislusnych zakoni
povaZovana za informace citlivého charakteru, a
proto za obchodni tajemstvi. Odbornik vlozi
upravenou verzi této smlouvy do registru smluv
v souladu se zakonem a v souladu s jakymikoli
upravami vyzadovanymi zadavatelem/spolecnosti
ICON do [5] pracovnich dni ode dne posledniho
podpisu a po provedeni registrace bude
bezodkladné informovat spole¢nost ICON. Pokud
spolecnost ICON neobdrzi potvrzeni o zvefejnéni
upravené smlouvy do [5] pracovnich dni ode dne
posledniho podpisu, ma pravo ucinit po poradé se
zadavatelem nezbytné kroky ke zvefejnéni
upravené smlouvy.
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signature, it has the right to take the necessary
steps to publish the modified agreement after
consultation with the client.

The contracting parties declare that in
accordance with Act No. 340/2015 Coll. is the
estimated cash value of this agreement CZK
136.000.

Contradictions in agreement translation

The original English version of the agreement
was translated into Czech. In case of any
inconsistency or contradictions between the
Czech and English versions of the agreement,
the version in the Czech language is decisive.

10. Counterparts

10.1 This Agreement shall become binding
when any one or more counterparts hereof,
individually or taken together, shall bear
the signatures of each Party hereto.

[REMAINDER OF PAGE LEFT

INTENTIONALLY BLANK]

[ZBYVAIJiCi
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Smluvni strany prohlasuji, ze v souladu se
zakonem ¢. 340/2015 Sb. je odhadovana pené¢zni
hodnota této smlouvy 136.000 K¢.

Rozpory v ptekladu smlouvy

Originalni anglicka verze smlouvy byla piclozena
do Ceského jazyka. V  pifipadé jakékoli
nekonzistentnosti ¢ rozporii mezi c¢eskou a
anglickou verzi smlouvy je rozhodujici verze v
Ceském jazyce.

10. Vyhotoveni

10.1 Tato smlouva se stane zavaznou,

jakmile jeden nebo vice jejich
stejnopist, jednotlivé nebo dohromady,
bude opatfeno podpisy kazdé Smluvni
strany.

CAST STRANY JE

ZAMERNE PONECHANA PRAZDNA ]
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If the foregoing terms are acceptable, please
so indicate by signing and returning a copy of
this Agreement.

IN WITNESS WHEREQF, the parties have
caused this Agreement to be executed by their
duly authorized representatives to be
effective as of the date of the last signature
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Pokud jsou vyse uvedené smluvni podminky
ptijatelné, vyjadiete to

laskavé pripojenim podpisu a vracenim
stejnopisu této smlouvy.

NA DUKAZ TOHO
zastupci smluvnich stran
tuto smlouvu podepsali s ucinnosti od data
posledniho odpisu piipojeného nize.

fadn€é zmocnéni

below.
Signed on behalf of ICON/ Podepsano jménem
spolec¢nosti ICON
Date: / Datum:
Name: / Jméno: XXXXXXXXXXXXXXXX

Title: / Funkce: Sr. Director Project
Management

Signature: / Podpis:

Signed on behalf of Institution/ Podepsano jménem
spolecnosti Zdravotnického ziizeni

Date: / Datum:

Name: / Jméno: XXXXXXXXXXXXXXXXX
Title: / Funkce: Company executive/ jednatel

Signature: / Podpis:

Signed on behalf of Expert/ Podepsano jménem
Odbbornika

Date: / Datum:

Name: / Jméno: XXXXXXXXXXXXXXXXXXX
Title: / Funkce: pfedseda piedstavenstva

Signature: / Podpis:
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Confidential/Dtivérné

LiZC IO

APPENDIX 1A PRILOHA 1A
(Clinical trial agreement) (Smlouva o provedeni klinické studie)
Will be enclosed separatelly Bude pfilozena separatné
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LiZC IO

APPENDIX A PRILOHA A
(Services to be rendered by Expert) (Sluzby, které budou poskytovany odbornikem)

MRI scans of the index knee will be acquired by MR vySetfeni kolene bude provedeno
the qualified designee at the expert facility. kvalifikovanou povéfenou osobou na pracovisti
Additional details on the collection and odbornika. Dalsi podrobnosti o odbéru a odeslani
submission of MRI data are described in the dat z MR jsou popsany v prirucce k porizovani
Study Imaging Manual. snimkd pro studii
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LiZC IO

APPENDIX B PRILOHA B
(Payment Schedule) (Harmonogram plateb)
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Confidential/Dtivérné

LiZC IO

APPENDIX C PRILOHA C
(Beneficiary Details Template) (Vzorovy formuléai Bankovni tdaje piijemce)
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