Smlouva o vypujcce

Contract of Loan

I. Smluvni strany

1.

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov

Ceska republika

zastoupen: MUDr. Petrem Vaculikem,
Country Managerem, a PhDr. Petrem
Sedlakem, na zaklad¢ plné moci

DIC: CZ28196775

(dale jen “pajcitel”)

2.

FAKULTNi NEMOCNICE
KRALOVSKE VINOHRADY

se sidlem: Praha 10, Srobarova 1150/50,
PSC 100 34

zFizovatel: Ministerstvo zdravotnictvi CR
zastoupena: Prof. MUDr. Petrem
Arenbergerem, DrSc., MBA, FCMA,
reditelem FNKV

1CO: 00064173

DIC: CZ0064173

¢islo jednaci: KH 54/2020

nakladové stredisko: 24047

(dale jen “vypujcitel”)

I. The Parties

1.

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov

Czech Republic

represented by: MUDr. Petr Vaculik,
Country Manager, and PhDr. Petr Sedlak, by
power of attorney

VAT ID No.: CZ28196775

(henceforth the “Lender”)

2.

KRALOVSKE VINOHRADY
UNIVERSITY HOSPITAL

registered office: Praha 10, Srobarova
1150/50, Zip code 100 34

Founder: Ministry of Health of the CR
represented by: Prof. MUDr. Petr
Arenberger, DrSc., MBA, FCMA, KVUH
Director

Business registration No.: 00064173
VAT ID No.: CZ0064173

ref. No.: KH 54/2020

cost accounting center: 24047
(henceforth the “Borrower”)

uzaviraji ve smyslu ustanoveni § 2193 a
nasl. zakona ¢. 89/2012 Sb., obcansky
zakonik tuto smlouvu o vypiijéce (dale jen
»smlouva*).

pursuant to the provisions of § 2193 et
seq. of Act No. 89/2012 Coll., the Civil
Code, do herewith execute this Contract
of Loan.




II. Pfedmét smlouvy

Predmétem této smlouvy je zavazek
pujcitele, ze vypujciteli preda beztplatné do
uzivani za ucelem provedeni klinického
hodnoceni s nazvem: ,,Multicentricka
dvojité zaslepena randomizovana studie
integrované faze I/I1, kontrolovana Ié¢kem
Dysport a placebem se zvySovanim davky a
stanovenim optimalni davky pro zhodnoceni
bezpecnosti a ti€innosti piipravku IPN10200
v 1é¢bé¢ spasticity hornich koncetin u
dospélych,,, ¢islo protokolu D-FR-10200-
001 (dale jen ,,klinické hodnoceni*)
zdravotnicky prostiedek Dantec CLAVIS
(15A001, Alpine Biomed ApS) (dale jen
»zapujcené zatizeni®) ,
V hodnoté 63.200 K¢ (véetné DPH), za
podminek dale stanovenych. Klinické
hodnoceni bude provedeno na Neurologické

klinice FNKV pod vedenim hlavni
zkouéejicih (déle jen ,,hlavni
zkousejici®) Pajcitel prohlasuje, ze je
vlastnikem vySe uvedeného zatizeni.

I1. Subject of the Contract

The subject of this Contract is the Lender’s
commitment to provide for free of charge to
the Borrower’s use for the purpose of conduct
of clinical trial titled: “An integrated phase
I/11, multicentre, double-blind, randomised,
Dysport and placebo-controlled, dose
escalation and dose finding study to evaluate
the safety and efficacy of IPN10200 in the
treatment of adult upper limb spasticity
“ (henceforth the “Study”) bearing protocol
number D-FR-10200-001, medical device
Dantec CLAVIS (15A001, Alpine Biomed
ApS, with a value of 63.200 CZK incl. VAT)
(henceforth the “device”) under the
conditions set forth below. Study will be
conducted at the Clinic of Neurology
of Fakultni nemocnice Kralovské Vinohrady

under supervision of principal investigator
ﬁ (henceforth the
“Principal  Investigator”). The Lender

represents it is the owner of the
aforementioned device.




2. Pijgitel

I11. Prava a povinnosti pujcitele

1. Pgjcitel je povinen predat zafizeni
vypujéiteli  ve  stavu  zplsobilém
Kifadnému wuzivani, a to vsidle

vypujcitele spolu s prohlasenim o shodé
event. certifikditem CE, navodem na jeho
pouziti v ¢eském jazyce a protokolem o
instruktdzi zdravotnického personalu.
V piipadé, Ze se nejedna o novy vyrobek,
dolozi pijcitel 1 protokol o odborné
udrzbé dle § 65 ¢. 268/2014 Sb., o
zdravotnickych prostfedcich. O piedani
sepisi smluvni strany protokol, jehoz vzor
je Prilohou €. 1 této smlouvy.

muze pozadovat  vraceni
zapijceného zafizeni 1 pfed skoncenim
smluvni doby vyptjcky, pokud vypujcitel
zafizeni uziva v rozporu se smluvenym
ucelem  uzivani  nebo v rozporu
s navodem na uzivani zafizeni.

. Pgjcitel je povinen zajistit vypujciteli
servis, pravidelnou odbornou udrzbu
event. validace a el. revizi zafizeni
Vv souladu se zakonem ¢. 268/2014 Sb., o
zdravotnickych prostfedcich, na vlastni
naklady po dobu vypljcky a to od doby
uvedeni do provozu s tim, Ze opravy
zafizeni budou provadény dle moZnosti
pujcitele a v co nejkratsi dobe.

. Pgjcitel ma pravo na provedeni kontrol u
vypujcitele, a to za uCelem provadéni
oprav na zapuj¢eném zafizeni VC.
preventivnich prohlidek a za tucelem
kontroly uZzivani zaptjceného zafizeni
vypujcitelem.

. Pujcitel se timto zcela, a tedy v plné vysi
arozsahu, vzdava svého prava na nahradu
Skody wvzniklé v disledku poruseni
povinnosti vypujcitele, vyjma prava na
nahradu Skody vzniklé umysIné.

I11. Rights and Obligations of Lender

1. The Lender is obliged to convey the

device to the Borrower in a condition fit
for its proper use at the registered office
of the Lender together with a Declaration
of Conformity or CE certificate, a Czech
user’s manual and a protocol on the
training of medical staff. If the product is
not new, the Lender shall also present a
technical maintenance record pursuant to
§ 65 of Act No. 268/2014 Coll. on
medical devices. A handover certificate
documenting conveyance shall be drafted
and form an integral part of this Contract
as Annex No. 1.

2. The Lender may request the return of the

lent device before the end of the
contractual loan period, if the Borrower
uses the device at variance with the
contractual purpose of temporary use or at
variance with the device user’s manual.

. The Lender is obliged to ensure servicing

of the device, its scheduled technical
maintenance and, where applicable, its
validation and electrical inspection in
compliance with Act No. 268/2014 Coll.
on medical devices at its own expense for
the duration of the loan period from the
time of its introduction into use; device
repairs shall be performed as soon as is
possible for the Lender.

. The Lender has the right to carry out an

inspection on the Borrower’s premises for
the purpose of performing device repairs
including preventive checks and for the
purpose of checking on the Borrower’s
use of the device.

5. The Lender hereby completely, and

therefore to the full extent, waives its right
to compensation for damages incurred as
a result of a breach of the Borrower's

obligation, except for the right to
compensation for damages incurred
intentionally.

IV. Prava a povinnosti vypujcitele

IV. Rights and Obligations of Borrower




1. Vypujcitel se zavazuje, Ze zafizeni bude

umistétno na Neurologické klinice
Fakultni nemocnice Kralovské

Vinohrady, odpovédna osoba l
i a ze je po uplynuti
stanovené¢ho terminu vrati pajciteli,
pokud se smluvni strany nedohodnou
jinak. Veskera dokumentace
k zapijcenému pfistroji bude ulozena u
odpovédné osoby.

. Vypijcitel je povinen zafizeni pecliveé
opatrovat a dbat s pfihlédnutim k jeho
povaze a svym moznostem, aby na ném
nevznikla Skoda.

. Vypujcitel se zavazuje, Ze zapijcené
zatizeni bude uzivat v souladu s navodem
na jeho uzivani, a ze o jeho spravném
uzivani budou v ramci pievzeti zafizeni
pouceni i ¢lenové studijniho tymu.

1. The Borrower pledges to place the device

in  Kralovské Vinohrady
Hospital — Clinic of
responsible person

and to return it to the Lender after the
stipulated period has elapsed, if the
parties do not otherwise agree. All
documentation concerning the lent device
will be kept by the responsible person.

University
Neurology,

. The Borrower is obliged to exercise great

care and to protect the device taking into
account its nature and limits for the
purpose of avoiding damage.

. The Borrower shall use the device in

accordance with the user’s manual and
instruct its employees on proper use of the
device.

V. Doba trvani vypijcky, predcasné
ukondéeni

1. Tato smlouva o vyplij¢ce je uzavirana na
dobu trvani klinického hodnoceni.
Ptedpoklddand doba trvani klinického
hodnoceni je od 04/2021 do 06/2024.
Ukonfena miize byt kteroukoliv ze
smluvnich stran a to formou
doporuc¢eného dopisu. Vypovédni lhiita
je 2 mésice a uinky vypovedi nastavaji
dnem doruceni vypovédi. K tomuto datu
je vypujcitel povinen vratit zatizeni
pujciteli ve stavu, v jakém je prevzal
s piihlédnuti k obvyklému opotiebeni,
dle podminek vySe stanovenych, pokud
se smluvni strany nedohodnou jinak.

Pijcitel je opravnén smlouvu vypoveédet
s okamzitou platnosti, pokud zjisti, Ze
vypujcitel uzivd zafizeni v rozporu
S instrukcemi a navodem (viz bod 2. ¢l.
III. této smlouvy).

V. Loan Duration, Early Termination

1. This Contract of Loan is concluded for a

fixed period since Apr/2021 until
Jun/2024 as of the day it is signed by
both parties. The Contract may be
terminated by either of the parties by
delivery of a registered letter. The notice
period is 2 months and the effects of
notice arise on the date of notice
delivery. At this date, the Borrower is
obliged to return the device in the
condition in which it was received taking
into account usual wear and tear,
pursuant to the conditions set forth
hereabove, if the parties do not otherwise
agree.

The Lender is entitled to terminate the
Contract with immediate effect, if it
learns the Borrower is using the device at
variance with the instructions and user’s
manual (see item 2, Art. Il of this
Contract).

VI. Zavéreéna ustanoveni

1. Smluvni strany prohlasuji, ze prava a
povinnosti touto smlouvou

V1. Final Provisions

1. The parties represent that the rights
and obligations not addressed in this




neupravené se fidi Obcanskym
zakonikem.

Smlouva je sepsana ve tfech
vyhotovenich s platnosti originélu, z
nichz kazd4 smluvni strana a hlavni
zkousejici  obdrzi po  jednom
vyhotoveni. Smlouvu je mozno meénit
¢i  doplihovat jen  pisemnymi
¢islovanymi dodatky, podepsanymi
obéma smluvnimi stranami.

Tato smlouva nabyva platnosti dnem
podpisu obéma smluvnimi stranami.
Tato smlouva nabyva u¢innosti dnem
zvetfejnéni v registru smluv, je-li to
aplikovatelné.

Smluvni strany po fadném ptecteni
této smlouvy shodné prohlaSuji, Ze
byla sepsana a uzaviena podle jejich
pravé a svobodné vile, nikoli v tisni
¢i za napadn¢ nevyhodnych
podminek a na dikaz toho ptipojuji
své podpisy.

5. Vypujcitel se zavazuje uvetejnit tuto

smlouvu Vv registru smluv ve lhité
stanovené zakonem ¢. 340/2015 Sb.,
o zvlastnich podminkéach uc€innosti
nékterych smluv, uvetejiovani téchto
smluv a o registru smluv (zédkon o
registru smluv), je-li to aplikovatelné.

Smluvni strany prohlaSuji, Ze tato
smlouva neobsahuje zadné obchodni
tajemstvi a souhlasi, aby vSechny
nalezitosti smlouvy byly zvetejnény
vregistru smluv a pfipadné na
webovych strankdch FNKV.

Contract shall be subject to the Civil
Code.

2. The Contract is drafted in three
counterparts, each having the validity
of the original. Each party shall
receive one counterpart. The Contract
may only be amended or
supplemented by means of written
addendums signed by both parties.

3. This Contract becomes valid and
effective on the day it is signed by
both parties), if aplicable.

4. Having duly read this Contract, the
parties unanimously declare it was
drafted and executed in accordance
with their true and free will, under no
duress and under  obviously
disadvantageous conditions, in proof
whereof they attach their signatures
hereto.

5. The Borrower agrees to publish this
Contract in the Register of Contracts
within the time limit set by Act No.
340/2015 Coll.,, On the Special
Conditions for effectiveness of
certain contracts, publishing of such
contracts and the Register of
Contracts (Contract Registry Act) ), if
aplicable.

6. The parties represent that this
Contract contains no business secrets
and agree that all the particulars of the
Contract have been disclosed, inter
alia, on the KVUH website.

Za Pijcitele/Lender:

Pujcitel/Lender

Za Vypujcitele/Borrower:

Prof. MUDr. Petr Arenberger, DrSc., MBA, FCMA
Reditel
MUDr. Jan Votava, MBA v z.




Prohlaseni hlavniho zkousejiciho:

Ptecetl jsem si tuto smlouvu, porozumél ji a
piijimdm podminky a ustanoveni, které se
vztahuji k mé cCinnosti jakozto hlavniho
zkousejiciho. Dale prohlasuji, ze beru na
védomi a budu dodrzovat a zajistim, aby
vSichni Clenové studijniho tymu vzali na
védomi a dodrzovali své povinnosti
vyplyvajici z této smlouvy a z vnitinich
predpisit FNKV.

Datum: .....coooveieiiiiiiainn.

I, , read this Contract, understood
it, and accepted the terms and conditions that
apply to my activity as Principal Investigator.
| further declare that | am aware of and will
comply and ensure that all study team
members are aware of and comply with their
obligations under this Contract and the
KVUH's internal regulations.

Dated: ....ooovveiie .

Ptiloha: 1) VZOR Protokolu o pfedani a
prevzeti

Annex: 1) Handover Certificate




Piiloha ¢. 1 / Annex No. 1

Lender:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov
Czech Republic

Borrower:

Kralovské Vinohrady University Hospital
Srobarova 1150/50

100 34 Praha 10

VZOR
Protokolu
o predani a prevzeti

Handover Certificate

Predmét vypijcky: Dantec CLAVIS
Vyrobni Cislo:
Datum ptedani:

Subject of loan: Dantec CLAVIS
Serial number:
Handover date:

Vypujcitel potvrzuje, ze dneSniho dne mu
bylo pfedano do uzivani zapijcené zatfizeni
dle smlouvy o vyptjcce.

Ptedané zatizeni je kompletni a funk¢ni a bylo
piedano v¢. prohlaseni o shodé event.
certifikatu CE, ndvodu na pouziti v ¢eském
jazyce a  protokolu o  instruktazi
zdravotnického personalu.

V pripade, Ze se nejedna o novy vyrobek bude
dolozen i protokol o odborné udrzbé dle § 65
zdkona ¢. 268/2014 Sb.

The Borrower confirms that on today’s date
the lent device was conveyed to it for use
pursuant to the Contract of Loan.

The conveyed device is complete and
operational and was conveyed inclusive of a
Declaration of Conformity or EC Certificate,
a Czech user’s manual and a protocol on the
training of medical staff.

If the product is not new, the Lender shall also
present a technical maintenance record
pursuant to § 65 of Act No. 268/2014 Coll. on
medical devices.

Ptedano vyptjcitelem /
Handed over for the Lender:

Datum/Dated: ...l

Jméno tiskacim pismem + podpis

Ptedéano pujciteli /
Received for the Borrower:

Datum/Dated: ......ccoovveiiiiiiiiiii.

Jméno tiskacim pismem + podpis




