INDIVIDUAL CLINICAL TRIAL
AGREEMENT
Institution 1293.13

This Individual Clinical Trial Agreement
(“ICTA”) is entered into on the last date of
signature below and shall be effective not
earlier than the day of its publication in the
Contract Register (the “Effective Date of the
ICTA”) by and among

Institution:
Address:

Institute of Rheumatology
Na Slupi 4
128 50 Prague 2
Czech Republic
Taxpayer ID No.: CZ00023728
(hereinafter referred to as “Institution”)

and
Sponsor: Boehringer Ingelheim RCV
GmbH & Co KG
Address: Dr. Boehringer-Gasse 5-11
1121 Vienna
Austria
VAT-ID-No.: ATU 64226215
(hereinafter referred to as “Sponsor’)
(hereinafter jointly referred to as *“the
Parties™)
RECITALS
WHEREAS, Sponsor and Institution

entered into a Master Clinical Trial Agreement
(“Agreement”) effective on 11 May 2016; and

WHEREAS, pursuant to Section 2 of the
Agreement, Sponsor and Institution wish to enter
into this ICTA for the purpose of setting forth the
Protocol Number, Protocol Title and specific
terms and conditions for the conduct of an
individual clinical trial; and

NOW, THEREFORE, pursuant to and
subject to the terms and conditions of the
Agreement and in consideration of the promises
and mutual covenants contained herein, the Parties
agree to the following:
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SMLOUVA O KONKRETNIM
KLINICKEM HODNOCENI
Zdravotnické Zarizeni 1293.13

Tato Smlouva o konkrétnim klinickém
hodnoceni (dale jen ,,SKKH*) se uzavira ke
dni jejiho podpisu posledni smluvni stranou a
nabyva ucCinnosti nejdiive dne zvefejnéni
v registru smluv (dale jen ,,Den ucinnosti
SKKH*) mezi témito smluvnimi stranami:

Zdravotnické

zafizeni: Revmatologicky Ustav
Adresa: Na Slupi 4
128 50 Praha 2
Ceska republika
DIC: CZ00023728
(déle jen ,,Zdravotnické zatizeni®)
a
Zadavatel: Boehringer Ingelheim RCV
GmbH & Co KG
Adresa: Dr. Boehringer-Gasse 5-11
1121 Viden
Rakousko
DIC: ATU 64226215

(dale jen ,,Zadavatel*)

(déle spole¢né oznacované jen jako ,,Smluvni
strany“)

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE Zadavatel a
Zdravotnické zafizeni uzavteli s U¢innosti ke dni
11. 05. 2016 Ramcovou smlouvu o klinickém
hodnoceni (dale jen ,,.Smlouva“); a

VZHLEDEM K TOMU, ZE podle
ustanoveni Clanku 2 Smlouvy si Zadavatel a
Zdravotnické zafizeni preji uzavfit tuto SKKH,
kterou stanovi Cislo protokolu, nazev protokolu a
konkrétni podminky pro provadéni konkrétniho
klinického hodnoceni; a

PROTO SE NYNI Smluvni strany dohodly
v souladu s podminkami Smlouvy a jako Uplatu za
vzajemné zadvazky obsaZené vtomto dokumenty
takto:
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1. Trial Information

Protocol Number: 1293.13

Protocol Title: “An exploratory maintenance
trial evaluating the effect of Bl 655064 in
Lupus Nephritis patients who have achieved a
meaningful response either at the end of
1293.10 or after an induction treatment outside
of 1293.10”.

The Trial will be conducted at Institution’s
facility/ies located at Institute  of
Rheumatology, Na Slupi 4, 128 50, Prague 2.

is as
principal Investigator of the Institution
responsible for the conduct of the Trial as
contemplated in the Agreement and this ICTA.

2. Governing Terms

By executing this ICTA, the Parties agree that
this ICTA and the Parties’” performance
hereunder shall be governed by the terms and
conditions of the Agreement, which are
incorporated by this reference as if fully set
forth herein. The Parties agree that for purposes
of this ICTA, the terms used but not otherwise
defined herein shall have the meanings ascribed
to such terms under the Agreement.

The Investigator agrees to be appointed as the
principal Investigator of the Trial on behalf of
the Institution and declares and confirms that
he/she is aware of all the conditions, provisions,
instructions and stipulations of the Agreement.
The Investigator warrants and guarantees to
take on all rights and obligations as set forth in
the Agreement.

3. Compensation

Financial reimbursement of the Institution for
the work performed during the Trial shall be
made in accordance with the Payment Schedule
which shall be attached as Appendix 1.

4. Additional Terms and Conditions

Referring to clause 17.4 of the Agreement,
Sponsor may terminate the ICTA or terminate
or suspend enrollment or randomization of
Trial Participants immediately upon written
notice to Institution and/or Investigator if (i) the
Institution or Investigator fails to meet
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1. Informace o klinickém hodnoceni

Cislo protokolu: 1293.13

Nazev protokolu: ,Vyzkumne udrzovaci
Klinické ~ hodnoceni  ucinnosti  pfipravku
Bl 655064 u pacienti s onemocnénim lupus
nefritis, ktefi dosahli vyznamné 1écebné
odpovédi na konci klinického hodnoceni
1293.10 nebo po zahajovaci 1écbé mimo klinické
hodnoceni 1293.10%.

Klinické hodnoceni bude provadéno
v objektu/objektech Zdravotnického zafizeni na
adrese Revmatologicky Ustav, Na Slupi 4, 128
50 Praha 2.

je hlavnim
Zkousejicim Zdravotnického zafizeni, ktery je
odpovédny za provadéni Klinického hodnoceni
tak, jak je zamysleno Smlouvou a touto SKKH.

2. Rozhodné podminky

Podpisem této SKKH souhlasi Smluvni strany
stim, Ze tato SKKH a jeji plnéni ze strany
Smluvnich stran se fidi podminkami Smlouvy,
které jsou timto odkazem zaclenény tak, jako by
byly vtéto SKKH plné obsazeny. Smluvni
strany souhlasi s tim, ze pro ucely této SKKH
maji terminy zde pouZivané, u nichZ neni
uvedena jinad definice, vyznam jim piifazeny ve
Smlouvé.

ZkouSejici souhlasi s tim, ze bude jmenovan(a)
jako hlavni Zkousejici Klinického hodnoceni
jménem Zdravotnického zatizeni a prohlasuje a
potvrzuje, ze si je védom(a) vSech podminek,
ustanoveni, pokynii a wujednani Smlouvy.
Zkousejici prohlasuje a zaruCuje, ze piijima
vSechna prava a povinnosti stanovené ve

Smlouvé.

3. Nahrada

Finan¢ni nahrada Zdravotnického zafizeni za
praci  odvadénou v pribéhu  Klinického
hodnoceni se provadi vsouladu s Platebni
ptilohou, ktera tvofi Pfilohu 1 tohoto
dokumentu.

4. Dodatecné podminky

Sodkazem na ustanoveni ¢lanku 174

Smlouvy muize Zadavatel vypovédét SKKH
nebo ukoncit nebo pozastavit nabor nebo
randomizaci  Subjektd  hodnoceni, a to
bezprosttedn¢é  po  pisemném = oznameni
Zdravotnickému zafizeni a/nebo ZkousSejicimu,
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enrollment goals of the Trial as specified in the
Protocol within the timeframe, if any, specified
by Sponsor or fails to enroll any patient within
first three (3) three months after Trial initiation,
(if) Sponsor becomes aware of any efficacy or
safety information that could significantly
affect or alter continuation of the Trial, (iii)
Sponsor terminates its conduct of the entire
Trial in Sponsor’s sole discretion; or (iv) there
is a violation or a suspected violation by
Institution or Investigator of any Applicable
Law, the Protocol or this ICTA, as determined
within Sponsor’s reasonable discretion. The
date of termination will be the date specified in
such notice.

The Parties acknowledge that the Institution is
obliged for activating the insurance of their
activities as a part of Clinical Trials to submit
to the respective insurance company underlying
information, related in particular to the nature
and manner of conducting of the Trial. The
Sponsor undertakes to agree with the Institution
with forwarding the foregoing information to
the respective insurance company. The
Institution undertakes to forward to the
Insurance company only information agreed by
the Sponsor, and only in the necessary extent in
accordance with the Confidentiality Section of
the Master Clinical Trial Agreement concluded
between the Parties.

[The remainder of this page is intentionally
blank.]
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jestlize (i) Zdravotnické zatizeni nebo Zkousejici
neplni naborové cile Klinického hodnoceni tak,
jak jsou specifikovany v Protokolu, ve
stanoveném casovém ramci, ktery piipadné
specifikuje Zadavatel, nebo pokud neziskaji
Zadného pacienta v pribéhu prvnich tii (3)
mesici po zahajeni Klinického hodnoceni, (ii)
Zadavatel ziska informaci o jakékoli zaleZitosti
tykajici se ucinnosti nebo bezpecnosti, kterd by
mohla  vyznamné zménit nebo  ovlivnit
pokra¢ovani  Klinického  hodnoceni,  (iii)
Zadavatel ukon¢i provadéni celého Klinického
hodnoceni na  zaklad¢ svého vlastniho
rozhodnuti; nebo (iv) dojde k poruSeni nebo
vznikne podezieni na poruSeni jakéhokoli z
Ptislusnych pravnich ptedpisti, Protokolu nebo
této SKKH ze strany Zdravotnického zatizeni
nebo Zkousejiciho, jak podle svého uvazeni
rozhodne Zadavatel. Datum ukonceni bude
uvedeno Vv prislusné vypovédi.

Smluvni  strany berou na védomi, Ze
Zdravotnické zafizeni je pro aktivaci pojisténi
svych ¢innosti v rdmci klinickych hodnoceni
povinna piedlozit ptislusné pojistovné zakladni
informace, souvisejici zejm. s povahou a
zpisobem provadéni klinického hodnoceni.
Zadavatel se zavazuje udélit Zdravotnickému
zafizeni Souhlas s pfedanim vysSe uvedenych
informaci piislu$né pojistovné. Zdravotnické
zafizeni se zavazuje predat pojisStovné pouze
informace odsouhlasené Zadavatelem, a to pouze
v nezbytn€ nutném rozsahu v souladu s ¢asti o
davérnych informacich Ramcové smlouvy o
Klinickém hodnoceni uzaviené mezi Smluvnimi
stranami.

[Zbytek této stranky je umysiné ponechan
prazdny.]
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ nechaly Smluvni strany

executed this Agreement in three [3] originals tuto  Smlouvu  podepsat svymi  fadné

by their duly authorized representatives. zmocnénymi zastupci ve tiech [3] originalnich
vyhotovenich.

Boehringer Ingelheim RCV GmbH & Co KG

Vienna, 19 December 2017 Vienna, 19 December 2017

INSTITUTION INVESTIGATOR
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Appendix 1 Priloha 1
Payment Schedule Platebni rozvrh
Boehringer Ingelheim, Protocol: 1293.13 Boehringer Ingelheim, Protokol: 1293.13

A PAYMENT TERMS A PLATEBNI PODMINKY
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[The remainder of this page is intentionally [Zbytek této stranky je umysiné ponechdn
blank.] prazdny.]
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The Payment Schedule is as follows: Platebni rozvrh:

[The remainder of this page is intentionally [Zbytek této stranky je umysiné ponechdn
blank.] prazdny.]
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Appendix 2 Piiloha 2
Remote Data Capture (RDC) - Terms and Déalkové zaznamenavani udaji (RDC) —
Conditions Podminky
1. PROVISION OF COMPUTER FOR 1. POSKYTNUTI POCITACE PRO
DATA ENTRY ZAZNAMENAVANI UDAJU
1.1. As Remote Data Capture (“RDC”) will be | 1.1. JelikoZz bude v Klinickém hodnoceni
used for the Trial, Investigator has the pouzito Dalkové zaznamenavani udaji
option of using his/her own or the (,RDC"), ma Zkousejici moznost pouZivat

Institution’s computer for Trial data entry vlastni pocita¢ nebo pocita¢

or to be provided with a notebook computer Zdravotnického zatizeni pro

from the Sponsor to enter Trial data. If the zaznamenavani udaji z  Klinického

Investigator chooses to use his/her own or hodnoceni nebo mu Zadavatel muize

the Institution’s computer system, the poskytnout  notebook  k zaznamenavani

Sponsor will commission a third party udajt z Klinického hodnoceni. Pokud se

contractor (the “Vendor”) to determine ZkouSejici rozhodne pouzivat sviij vlastni

whether the Investigator’s or Institution’s pocitacovy systém nebo poéitacovy systém
computer system is suitable for RDC. The Zdravotnického zafizeni, poveéii Zadavatel

Vendor shall be responsible for the delivery nezavislého  dodavatele  (dale  jen

and maintenance of any notebook computer ,Prodejce”), aby urcil, zda je pocitaovy

provided to the Investigator by the Sponsor systém ZkousSejiciho nebo Zdravotnického
for the Trial. zafizeni vhodny pro RDC. Prodejce bude
odpovédny za dodani a udrzbu jakéhokoli
notebooku, ktery Zadavatel poskytne
12. In case the Sponsor supplies the Zkousejicimu pro Klinické hodnoceni.

Investigator with a notebook computer (the | 1.2. JestliZe Zadavatel dodd ZkouSejicimu

“Computer”) for use in the Trial, the notebook (dale jen ,,Poéitac”) k uzZivani v

following shall apply: Klinickém hodnoceni, plati tato ustanoveni:

(i) The Vendor will work with Institution (i) Prodejce ve spolupraci se
and/or Investigator to determine a Zdravotnickym  zafizenim  a/nebo
suitable location for the Computer and Zkousejicim stanovi vhodné misto pro
determine the appropriate mode of data Pocita¢ a ur¢i vhodny zptsob datového
connection. piipojeni.

(ii) Investigator shall ensure that the (ii) ZkouSejici =zajisti, aby byl Poéitac
Computer is kept in a secure place. uchovavan na bezpecném misté. Neni-
When the Computer is not in use, it li Pocita¢ pouzivan, musi byt uloZen
must be stored so as to prevent theft tak, aby se zabréanilo jeho kréadezZi
and/or damage. Investigator will a/nebo poskozeni. ZkouSejici nahradi
reimburse Sponsor for any damage to Zadavateli veSkerou Skodu, ztratu nebo
or loss or theft of the Computer. kradez Pocitace.

(iii) Investigator agrees to use the (iii) ZkouSejici se  zavazuje pouZivat
Computer only in connection with the Pocita¢ pouze v souvislosti se sluzbami
services specified in the Protocol uvedenymi v Protokolu
(entry and transfer of the Sponsor Trial (zaznamenavani a pievod udaji
data). No other software may be Klinického hodnoceni Zadavatele). Na
installed on the Computer except that Pocita¢i nesmi byt instalovan zadny
provided by and approved by Sponsor. jiny software neZ ten, ktery poskytl a

(iv) At the conclusion of the Trial, schvalil Zadavatel.

Investigator understands and agrees to (iv) Zkousejici je srozumén a souhlasi
return the Computer, in good working stim, Ze pii ukonéeni Klinického
condition, to Sponsor. Reasonable hodnoceni vrati Poc¢itaé v dobrém
costs for returning the Computer will funkénim stavu Zadavatel. Pfiméfené
be borne by Sponsor. naklady na vrdceni Pocitate bude

(v) Any Computer supplied by the hradit Zadavatel.

Sponsor shall at all times remain the (v) Jakykoli Pocita¢ dodany Zadavatelem
Individual Clinical Trial Agreement BI Trial 1293.13 / CZ / Site 42003 / Institution (G Page/Strana 10 of/z 14
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property of the Sponsor.

zlstane vzdy majetkem Zadavatele.

2.1.

2. SYSTEM ACCESS

Access to the computer system used for
RDC for the Trial (whether it be their own
or supplied by the Sponsor) is password-
controlled and only authorized personnel
may access and use the computer system.
Sponsor will issue dedicated user name and
password to each personnel who require
access to the computer system in the course
of the Trial (“Authorized User”). User
names and passwords must not be used by
or together with any other person. A list of
all Authorized Users shall be kept at the
Trial site. Each Authorized Person is liable
for actions performed under his or her
username.

2.1.

2. PRISTUP DO SYSTEMU
Pristup do  pocitacového  systému
pouzivaného pro ucely RDC v Klinickém
hodnoceni (bez ohledu na to, zda se jedna o
vlastni  pocitaCovy systtm nebo o
pocitacovy systém dodany Zadavatelem) je
chranén hesly a pfistup knému a jeho
uzivani je povoleno pouze opravnénym
pracovnikim. Zadavatel vyda dedikované
uZivatelské jmeéno a heslo kazdému
pracovnikovi, ktery poZaduje béhem
Klinického  hodnoceni  pfistup  do
pocitacového systému (dale jen
,,Opravnény uzivatel*). Uzivatelskd jména
a hesla nesmi byt uZivdna jinou nebo
spole¢né s jinou osobou. Seznam v3ech
Opravnénych wuzivateld bude uchovavan
vV misté¢ provadéni klinického hodnoceni.
Kazda Opravnéna osoba odpovida za
jednani  uskute¢iiovand  pod  jejim
uZivatelskym jménem.

COMPUTER STORAGE AND
SYSTEM SECURITY

3. SKLAnoyANi PO(VII'TA(VSE A
BEZPECNOST SYSTEMU

3.1. Investigator shall ensure that the computer | 3.1. ZkouSejici =zajisti, aby byly pocitatové
systems used for RDC (whether owned by systétmy uzivané pro RDC (vlastnéné
Institution or supplied by the Sponsor) are Zdravotnickym zafizenim nebo dodané
protected against unauthorized use, in Zadavatelem) chranény pfed neopravnénym
particular by ensuring the practice of: uzivanim, zejména  zajiSténim téchto
(i) logging off when not using the postupti:

computer system or during Authorized (i) odhlaseni, kdyZ neni pocitatovy
User’s absence when the computer systtm  pouzivan nebo  b&hem
system is left unattended; and nepiitomnosti Opravnén¢ho uzivatele,
(ii) locking up the room when data entry is kdy je poéitatovy systém ponechan
interrupted and the Authorized User bez dozoru; a
has to leave the computer system (if) zamykani mistnosti pii pieruseni
unattended in that room. zaznamenavani udaju, kdy Opravnény
uzivatel musi ponechat pocitacovy
systém v dané mistnosti bez dozoru.
4. SYSTEM TRAINING 4.  SKOLENI V POUZIVANI SYSTEMU

4.1. All Authorized User must have completed | 4.1. VSichni Opravnéni uzivatelé musi mit
the web-based training (the “Training”) absolvovéno internetové Skoleni (dale jen
provided by the Sponsor prior to ,.Skoleni*) poskytované Zadavatelem jesté
performing their trial related tasks in the pied provadénim svych ukold souvisejicich
computer system. Upon completion of the s klinickym  hodnocenim v pocitatovém
Training, each trainee is provided with the systému. Po dokonceni $koleni je kazdému
possibility to print-out or save a training absolventovi dana moZnost vytisknout nebo
certificate (i.e., as PDF-File) which needs ulozit vysvédceni o Skoleni (napt. jako
to be stored locally at the Trial site. A copy soubor PDF), které musi byt uloZeno
of the locally stored training certificate v misté provadéni klinického hodnocené.
should be made and filed in the ISF. Z takového ulozeného osvédéeni je nutno

poridit kopii a zalozit ji do ISF.
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5. DATAENTRY 5.  ZAPISOVANI UDAJU

5.1. Data entry is defined as the transcription of | 5.1. Zapisovani udaju je definovano jako ptepis
data elements (e.g., race, white blood cell datovych prvkt (napf. rasa, pocet bilych
count or any other clinical observation) into krvinek nebo jiné klinické pozorovani) do
the computer system by: pocitacového systému pomoci:

(i) transcription of data from paper source (i) ptepist datovych prvka z papirovych
documents such as e.g., Trial zdrojovych  dokumentli, napiiklad
Participant’s hospital chart, instrument z chorobopisu  Subjektu hodnoceni,
printout, etc., or vytisku z pfistroje apod. nebo

(if) transcription of data elements from (if) prepisu datovych prvki
electronic source documents. z elektronickych zdrojovych

dokumentti.

5.2. Investigator must enter data into the | 5.2. ZkouSejici musi zapsat Udaje do
computer system within forty-eight (48) pocitacového systému do Ctyficeti osmi
hours after the Trial Participant’s visit. (48) hodin po navstévé  Subjektu
Moreover, Investigator must ensure that hodnoceni. ZkouSejici musi zajistit, aby se
entered data are ascribable to source zapsana data dala spojovat se zdrojovou
documentation to be maintained at the dokumentaci, kterA ma byt uchovéavéana v
Institution’s/Investigator’s site. Data entry prostorach Zdravotnického
into the computer system must only be zatizeni/Zkousejiciho.  Zapis dat do
performed by Authorized Users. It is pocitacového systému mohou provadét
essential for the Investigator to ensure that pouze Opravnéni uzivatelé. Je podstatné,
data entered into the computer system must aby Zkousejici zajistil, Ze data zapsana do
always be ascribable to  source pocitacového systému bude mozno vzdy
documentation to be maintained at the spojit  se  zdrojovou  dokumentaci
Investigator’s site. Data entry into the uchovavanou v prostorach Zkousejiciho.
computer system must only be performed Zapis dat do pocitacového systému musi
by Authorized Users. provadét pouze Opravnéni uZivatelé.

SIGNATURE OF THE DATA 6. PODEPISOVANI UDAJU

6.1. Investigator will confirm the completeness | 6.1. ZkouSejici potvrdi elektronickym podpisem
and correctness of all data transcribed into uplnost a spravnost vSech dat piepsanych
the computer system by the Authorized Opravnénymi uzivateli do poéitatového
User(s) by applying an electronic signature. systému. Tento elektronicky podpis ma
The electronic signature has the same legal stejné pravni postaveni jako vlastnorucni
status as a manual signature (provided podpis (pokud to stanovi i Pfislu$né pravni
Applicable Law provides for the same). predpisy). Elektronicky podpis je ptidélen
The electronic signature is assigned to the k uZivatelskému jménu a heslu
Investigators user name and password; no Zkousejiciho, které neni Zadna jina osoba
other person is authorized to use these. opravnéna uzivat.

7. DATA ARCHIVAL 7. ARCHIVOVANI UDAJU

7.1. After completion of the Trial, Sponsor will | 7.1. Zadavatel poskytne ZkouSejicimu po
provide the Investigator with a CD-ROM dokonceni Klinického hodnoceni CD-ROM
containing the entered and signed data for se zapsanymi a podepsanymi Udaji o vSech
all Trial Participants of his/her site, Ukastnicich Klinického hodnoceni v jeho
including the audit trail / discrepancy misté provadéni klinického hodnoceni,
details. Investigator will confirm the véetn¢ zaznami o kontrole / informaci o
receipt, as well as the verification of nesrovnalostech. Zkousejici potvrdi
completeness and correctness of the data Zadavateli pfijem a oveéfi tuplnost a
contained on the CD-ROM to Sponsor. spravnost udaji obsazenych na CD-ROMu
Investigator will archive the CD-ROM as a bude uchovavat CD-ROM jako soucast
part of the ISF file, to be readily available souboru ISF tak, aby byl pohotové
for audit and inspection purposes. k dispozici pro tucely auditu a kontroly.
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Appendix 3
Equipment

case Sponsor supplies Institution and

Investigator with Equipment for use in the Trial,
the following shall apply:

11

1.2

2.1

2.2

3.1

3.2

4.1
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1. PROVISION OF EQUIPMENT
Sponsor, as the owner of the Equipment, or
third party vendor contracted by Sponsor
(the “Vendor”) will supply to Institution
and Investigator the Equipment.

The Equipment is loaned to Institution and
Investigator free of charge.

2. OBLIGATIONS OF SPONSOR

Sponsor shall provide Institution and/or
Investigator with the Equipment in a
condition fit for its proper use and inform
Institution how to use the Equipment and
about the requirements for its regular
standard maintenance.
Sponsor agrees to provide at its costs and
expenses maintenance and repair of defects
of the Equipment and of consumable items
and accessories required for the use of the
Equipment. Maintenance or repairs will be
provided only through Sponsor. In case
Institution breaches this provision, they will
be liable for the costs and expenses of
maintaining and repairing the Equipment,
and any damage that might be caused to
Equipment due to this.

3. OBLIGATIONS OF THE
INSTITUTION
Institution shall provide for a suitable
location and facilities to store the
Equipment in order to protect it from loss
or theft, destruction, damage or
impairment.
Upon request, Institution will provide
Sponsor with access to the Equipment in
order to perform regular service inspections
and to check whether the Equipment is
used in the way agreed herein.

4. RETURN OF EQUIPMENT
As soon as the Equipment is not needed
any more, or at the latest, upon completion
of the Trial or termination of this
Agreement for any reason, Institution
understands and agrees to either return, in
good working condition, to Sponsor or its
Affiliate or destroy any Equipment
supplied under this Agreement, as directed

Bl Contract No. / Smlouva Bl é.: 332625

Priloha 3
Zarizeni

Jestlize Zadavatel doda Zdravotnickému zafizeni
k pouziti v Klinickém hodnoceni Zafizeni, plati
tato ustanoveni:

1.  POSKYTNUTIi ZARIZENI

1.1 Zadavatel jako vlastnik Zafizeni nebo
nezavisly prodejce, s nimZ Zadavatel
uzavie smlouvu (dale jen ,,Prodejce*) doda
Zatizeni Zdravotnickému zafizeni.

1.2 Zatizeni je zapujceno bezplatné
Zdravotnickému zafizeni.

2. POVINNOSTI ZADAVATELE

2.1 Zadavatel poskytne Zatizeni
Zdravotnickému zatizeni a/nebo
ZkouSejicimu ve stavu vhodném k fadnému
uzivani a bude informovat Zdravotnické
zafizeni o tom, jak uZzivat Zafizeni a o
poZadavcich na jeho standardni udrzbu.

2.2 Zadavatel se zavazuje zajiStovat na své
naklady udrzbu a opravu zdvad Zafizeni a
spotiebnich  polozek a  pfislusenstvi
vyzadovaného k uZivani Zatizeni. Udrzba a
opravy  budou  =zajistovany  pouze
prostfednictvim Zadavatele. Jestlize
Zdravotnické  zafizeni  porusi  toto
ustanoveni, ponese odpovédnost za naklady
a vydaje na udrzbu a opravy Zafizeni a za
jakoukoli Skodu na Zafizeni, kterd bude
nasledkem toho zptlisobena.

3. POVINNOSTI ZDRAVOTNICKEHO
ZARIZENI

3.1 Zdravotnické zafizeni je povinno zajistit
vhodné misto a prostory ke skladovani
Zatizeni, aby jej chranilo pied ztratou nebo
kradezi, zni¢enim, poSkozenim nebo
znehodnocenim in.

3.2  Zdravotnické zafizeni umozni Zadavateli
na pozadani pristup k Zatizeni k provadéni
pravidelnych servisnich prohlidek a ke
kontrole, zda je Zatizeni uzivano zptisobem
dohodnutym v této Smlouve.

4. VRACENI ZARIZENi
4.1 Jakmile jiz Zatizeni nebude zapotiebi nebo
nejpozdéji  pifi  dokonéeni  Klinického
hodnoceni nebo pii ukonéeni této Smlouvy
z jakéhokoli dtvodu, je Zdravotnické
zafizeni srozuméno a souhlasi stim, Ze
podle pisemnych pokynt Zadavatele vrati
veskeré Zatizeni dodané dle této Smlouvy
v dobrém funkénim stavu Zadavateli nebo
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in writing by Sponsor. In case of an
Equipment return, the Parties shall
mutually agree on the exact date, time and
location of the return. Reasonable costs for
returning the Equipment will be borne by
Sponsor or its Affiliate.

4.2 In case Institution and/or Investigator do
not use the Equipment properly, use it
contrary to the purpose it serves or use it
for other purpose than conducting the Trial,
Sponsor shall be entitled to request the
immediate return of the Equipment.

4.3 The Parties acknowledge that no
Equipment owned by Sponsor or vendor
can be left at the Institution upon
completion of the Trial.

[The remainder of this page is intentionally
blank.]
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jeho Spfiznéné osobé nebo jej znidi.
V pripadé vraceni Zafizeni se Smluvni
strany dobodnou na pfesném datu, hodin¢ a
mistu vraceni. Pfiméfené naklady na
vraceni Zatizeni uhradi Zadavatel nebo
jeho Sptiznéna osoba.

4.2 Jestlize Zdravotnické zafizeni a/nebo
Zkousejici neuzivaji fadné Zatizeni, uzivaji
je vrozporu s téelem, jemuz slouZi nebo za
jinym Ucelem nez k provadéni Klinického
hodnoceni, bude mit Zadavatel narok
pozadovat okamzité vraceni Zatizeni.

4.3 Smluvni strany berou na védomi, Ze po
dokonceni Klinického hodnoceni nesmi ve
Zdravotnickém  zafizeni zlstat Zzadné
Zatizeni vlastnéné Zadavatelem nebo
prodejcem.

[Zbytek této stranky je umyslné ponechan
prazdny.]
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