Smlouva o vypiijcce

Contract of Loan

I. Smluvni strany

1. Parexel International Czech Republic s.r.o.
Sokolovska 561/136 a

186 00 Praha 8

Ceska republika

(déle jen “pijcitel”)

2.FAKULTNI NEMOCNICE KRALOVSKE
VINOHRADY

se sidlem: Praha 10, Srobarova 1150/50,

PSC 100 34

z¥izovatel: Ministerstvo zdravotnictvi CR

zastoupena: Prof. MUDr. Petrem Arenbergerem,

DrSc., MBA, FCMA, feditelem FNKV

ICO: 00064173

DIC: CZ0064173

(dale jen “vypujéitel”)

I. The Parties

1. Parexel International Czech Republic s.r.o.
Sokolovska 561/136 a

186 00 Praha 8 -

Czech Republic

(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

(henceforth the “Borrower”)

uzaviraji ve smyslu ustanoveni § 2193 a nasl.
zakona ¢. 89/2012 Sb., obcansky zakonik tuto
smlouvu o vypijcce (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.

I1. Pfedmét smlouvy

Predmeétem této smlouvy je zavazek pujcitele, ze
vypujéiteli prostiednictvim dodavatele preda
bezuplatné do uzivani za ucelem provedeni
klinického hodnoceni s nazvem: PROSPEKTIVNI,
RANDOMIZOVANE, MULTICENTRICKE, OTEVRENE
KOMPARATIVNI KLINICKE HODNOCENI FAZE 3,
ZASLEPENE PRO CENTRALNIHO HODNOTITELE,

S PARALELNIMI SKUPINAMI, POSUZUJICI
UCINNOST,  BEZPECNOST A SNASENLIVOST
AZTREONAM-AVIBAKTAMU (ATM-AVI)
+ METRONIDAZOLU  (MTZ)  V POROVNANI

S MEROPENEMEM = KOLISTINEM (MER+COL)
JAKO LECBU ZAVAZNYCH INFEKCI VY VOLANYCH
GRAMNEGATIVNIMI BAKTERIEMI,
NAPR. MULTIREZISTENTNIMI PATOGENY
PRODUKUJICIMI METALO-B-LAKTAMAZU (MBL)
S OMEZENYMI MOZNOSTMI LECBY NEBO BEZ
MOZNOSTI LECBY, ¢islo protokolu C3601002
(dale jen ,.klinické hodnoceni*) zadavatele Pfizer
Inc., se sidlem na adrese, zdravotnicky
prosttedek EKG pfistroj od spole¢nosti ERT
(MAC200ECG vyrobce  GE  Medical
System)(dale  jen  ,zapujCené  zafizeni*
, Vhodnot¢ 2750 USD K¢ (vcetné DPH), za
podminek dale stanovenych. Klinické hodnoceni
bude provedeno na Chirurgické klinice pod
vedenim hlavniho zkouSejiciho XXXXXXX.
(dale jen ,,hlavni zkousejici*) Pujcitel prohlasuje,

1. 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: “A PHASE 3 PROSPECTIVE,
RANDOMIZED, MULTICENTER, OPEN-LABEL,
CENTRAL ASSESSOR-BLINDED, PARALLEL
GROUP, COMPARATIVE STUDY

TO DETERMINE THE EFFICACY, SAFETY AND
TOLERABILITY OF AZTREONAM-AVIBACTAM
(ATM-AVI) +METRONIDAZOLE (MTZ) VERSUS
MEROPENEM=COLISTIN (MER+COL) FOR THE
TREATMENT OF SERIOUS INFECTIONS DUE TO

GRAM-NEGATIVE BACTERIA, INCLUDING
METALLO-B-LACTAMASE (MBL) -
PRODUCING MULTIDRUG

RESISTANTPATHOGENS, FOR WHICH THERE
ARE LIMITED OR NO TREATMENT OPTIONS “
(henceforth the “Study”) bearing protocol
number  C3601002, sponsored by Pfizer Inc.
(henceforth “Pfizer”) the following:

A medical device ECG (type MAC200ECG
manufacturer GE Medical System with a value of
2750 USD  CZK) (henceforth the “Device”)
under the conditions set forth below.

Study will be conducted at Chirurgicka klinika of
Fakultni nemocnice Kralovské Vinohrady under
supervision of principal investigator (henceforth
the “Principal Investigator”™).

The Lender declares that the owner of the above
mentioned device is a Supplier who is with Pfizer
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ze vlastnikem vySe uveden¢ho zafizeni je
dodavatel, ktery je spujéitelem ve smluvnim
vztahu.Pujéitel, vypujcitel a Hlavni zkousSejici
uzavieli smlouvu o provedeni klinického
hodnoceni(dadle jen Smlouva o provedeni
klinického hodnoceni ) a tato smlouva o
vypljéce dopliuje podminky této smlouvy o
klinickém hodnoceni, zejména dodani zafizeni
pro provadéni studie.

in  Contractual  relationship.The  Lender,
Institution and Principal Investigator have
entered in to a separate agreement for the conduct
of the Study (the ,,Clinical Study Agreement™)
and this Contract of Loan supplements the terms
of the Clinical Study Agreement, in particular for
the supply of the device for the Study conduct.

IIL. Prava a povinnosti ptjcitele

1. Pujéitel je povinen piedat nebo zajistit
pfedani =zafizeni vypujciteli ve stavu
zpusobilém k fadnému uzivani, a to v sidle
vypujcitele spolu s prohlaSenim o shodé
event. certifikitem CE, navodem na jeho
pouziti v Ceském jazyce a je-li to
aplikovatelné protokolem o instruktazi
zdravotnického personalu. V piipadé, ze se
nejedna o novy vyrobek, dolozi pujcitel i
protokol o odborné udrzbé dle § 65 ¢.
268/2014 Sb., 0 zdravotnickych
prostiedcich.O predani sepisi smluvni strany
protokol, jehoz vzor je Prilohou ¢. 1 této
smlouvy.

2. Pujcitel mlze pozadovat vraceni zaptij¢eného
zafizeni i pred skoncenim smluvni doby
vypujcky, pokud vypujéitel uziva zatizeni
vrozporu se smluvenym u¢elem uzivani
nebo vrozporu snavodem na uzivani
zatizeni.

3. Pujcitel je povinen zajistit vypujciteli servis,
pravidelnou odbornou udrzbu event. validace
a el. revizi zafizeni v souladu se zdkonem ¢.
268/2014 Sb., 0 zdravotnickych
prostfedcich,,na vlastni ndklady po dobu
vypljcky a to od doby uvedeni do provozu s
tim, Ze opravy zafizeni budou provadény dle
moznosti pujcitele /dodavatele a v co
nejkratsi dobé.

4. Pujcitel ma pravo na provedeni kontrol u
vypijcitele , a to za Gcelem provadéni oprav
na zapUjéeném zafizeni v¢. preventivnich
prohlidek a za ucCelem kontroly uZzivani
zapujcen¢ho zatizeni vypujcitelem.

5. .Pokud je pijcitel schopen prokazat, ze
vypujcitel byl odpovédny za poskozeni nebo
ztratu zapujéeného zafizeni , véfitel se
zavazuje uhradit skodu v souladu
S ustanovenim obcanského zakoniku.

I11. Rights and Obligations of Lender

1. The Lender is obliged to convey the Device or
secure the handover 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
applicable. In the event that the Device is not
new, the Lender shall also submit a protocol
on professional maintenance pursuant to
Sec.65 of Act N0.268/2014 Coll. on Medical
Device. A handover certificate documenting
conveyance shall be drafted and form an
integral part of this Contract of Loan 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.

3. The Lender is obliged to ensure servicing of
the Device, its scheduled technical
maintenance and, revision of the Device in
accordance with Act No. 268/2014 Coll , on
Medical Device where applicable 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 Lender/Supplier .

4. 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. If the Lender is able to demonstrate that the
Borrower was liable for damage to or loss of
the Device, the Borrower undertakes to pay
the damage according to the provisions of the
Civil Code.
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Ani pijcitel , ani spoleCnost Pfizer
neodpovida za Skody zadného druhu ani za
zdravotni Ujmu nebo poskozeni majetku,
které  vzniknou v dasledku pouZivani
vybaveni, vyjma  rozsahu, v kterém
(1) takové skody byly zpusobeny nedbalosti
nebo Umyslnym pochybenim pujcitele
spolecnosti Pfizer nebo dodavatele nebo
Vv kterém (2) zdravotni Ujma je zdravotni
ujmou z vyzkumu zpusobenou studijnimu
subjektu, jak je popsano ve smlouve
0 klinické studii

Neither Lender, nor Pfizer has any liability
for damages of any sort, including personal
injury or property damage, resulting from
the use of the Device except to the extent
that (1) such damages were caused by the
negligence or willful misconduct of Lender
or Pfizer or (2) a personal injury constitutes
a Research Injury to a Study subject, as
described in the Clinical Study Agreement.

IV. Prava a povinnosti vypijcitele

Vypujcitel se zavazuje, Ze zafizeni bude
umisténo na Chirurgické Klinice, Fakultni
nemocnice Kralovské Vinohrady, odpovédna
0soba XXXXXXXX ., inventarni usek
.......... a Ze je po uplynuti stanoveného
terminu vrati pujéiteli dodavatele na konci
studie jak je uvedeno , pokud se smluvni
strany  nedohodnou  jinak. = Veskera
dokumentace k zaptj¢enému piistroji bude
ulozena u odpovédné osoby.

Vypuj¢itel ~ je povinen zafizeni peclivé
opatrovat a dbat s piihlédnutim k jeho povaze
a svym moznostem, aby na ném nevznikla
Skoda. Vyptjcitel dovoli pouzivat vybaveni
pouze fadné vyskolenému a kvalifikovanému
persondlu studie s vyuzitim piiméfenych
dovednosti a péfe avsouladu se vSemi
poskytnutymi pokyny k obsluze Vypujcitel
bude pouzivat vybaveni pouze za ucelem
provedeni studie v souladu s Protokolem a
podminkami této smlouvy.

Vypujcitel se zavazuje, Ze zaptijcené zafizeni
bude uzivat vsouladu snavodem na jeho
uzivani, a Ze o jeho spravném uzivani budou
V ramci prevzeti zafizeni pouceni i ¢lenové
studijniho tymu.

IV. Rights and Obligations of Borrower

The Borrower pledges to place the Device in
Kralovské Vinohrady University Hospital —
Surgical Clinic, responsible person
XXXXXXX. , inventory section .......... and
to return it to the Lender o supplier, as
instructed at the end of the Study, 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.

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. Borrower shall only
permit suitably trained and qualified Study
staff to operate the Device, using reasonable
skill and care and in accordance with all
provided operating instructions. Borrower
shall only use the Device for the purpose of
conducting the Study in accordance with the
Protocol and the terms of this agreement.

The Borrower shall use the Device in
accordance with the wuser’s manual and
instruct its employees on proper use of the
Device.

V. Doba trvani vypij¢ky, pred¢asné ukonceni

1. Tato smlouva o vypijcce je uzavirana na
dobu trvani klinického hodnoceni. Smlouva
bude ukoncéena po dokonceni nebo ukonceni
studie pokud nebude dokoncena diive jak je
uvedeno  nize.Ukonfena  mize byt
kteroukoliv ze smluvnich stran a to formou
doporuceného dopisu. Vypovédni lhiita je 2
mesice a ucinky vypovedi nastavaji dnem
doruceni vypovédi. Ktomuto datu je
vypujcitel povinen vratit zatizeni pijciteli ve
stavu, Vvjakém je prevzal s piihlédnuti
k obvyklému opotiebeni, dle podminek vyse

V. Loan Duration, Early Termination

1. This Contract of Loan is concluded for

duration of the Study, as of the day it is
signed by both parties. It will terminate on
completion or termination of the Study
unless terminated earlier as detailed below.
The Contract of Loan 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
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stanovenych, pokud se smluvni strany
nedohodnou jinak.

Pijcitel je opravnén smlouvu vypovédet
s okamzitou platnosti, pokud zjisti, Ze
vypijcitel  uziva  zafizeni v rozporu
S podminkami  této  smlouvy  nebo
S instrukcemi a navodem (viz bod 2. ¢l. III.
této smlouvy).

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 of Loan with immediate effect, if it
learns the Borrower is using the Device at
variance with the terms of this Agreement,
or instructions and user’s manual (see item
2, Art. 111 of this Contract of Loan).

VI. Zavéreéna ustanoveni

1. Smluvni strany prohlasuji, ze prava a
povinnosti touto smlouvou neupravené
se fidi ObCanskym zakonikem.

2. Smlouva je sepsana ve tiech
vyhotovenich s platnosti originalu, z
nichz kazd4d smluvni strana a hlavni
zkousejici obdrzi po jednom vyhotoveni.
Smlouvu je mozno ménit ¢i dopliiovat
jen pisemnymi cislovanymi dodatky,
podepsanymi obéma smluvnimi
stranami.

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

4. Smluvni strany po fadném pfecteni této
smlouvy shodné prohlasuji, Ze byla
sepsana a uzaviena podle jejich pravé a
svobodné vile, nikoli vtisni ¢i za
napadné¢ nevyhodnych podminek a na
dikaz toho pfipojuji své podpisy.

5. Vypujcitel se zavazuje uvefejnit tuto
smlouvu Vv registru smluv ve lhuté
stanovené zakonem ¢. 340/2015 Sb., o
zvlastnich podminkach ucinnosti
nékterych smluv, uvefejiiovani téchto
smluv a o registru smluv (zédkon o
registru smluv), je-li to aplikovatelné.

6. Smluvni strany prohlasuji, ze tato
smlouva neobsahuje zadné obchodni
tajemstvi a souhlasi, aby vSechny
nalezitosti smlouvy ( krom¢ osobnich
udajt , které budou pfed zvefejnénim
odstranény)byly zveiejnény v registru
smluv a pripadné na webovych strankach
FNKV.

V1. Final Provisions

1. The parties represent that the rights and

obligations not addressed in this Contract
shall be subject to the Civil Code.

2. The Contract is drafted in two

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 applicable.

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
(apart from any personal data which will
be removed before publication) have
been disclosed, inter alia, on the KVUH
website.
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Za Pujcitele/CRO:

Pujcitel/Lender

Za Vypujéitele/Institution:

Prof. MUDr. Petr Arenberger, DrSc., MBA,
FCMA, KVUH
feditel

Prohlaseni hlavniho zkouSejiciho:

Precetl jsem si tuto smlouvu, porozumél ji a
pfijimdm podminky a wustanoveni, které se
vztahuji k mé Cinnosti jakozto hlavniho
zkousejiciho. Dale prohlasuji, Ze beru na védomi
a budu dodrzovat a zajistim, aby vSichni ¢lenové
studijniho tymu vzali na védomi a dodrzovali své
povinnosti  vyplyvajici z této smlouvy a
z vnitinich predpisit FNKV.

Datum: ........ooooiiiiii,

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
FNKYV internal regulations.

Piiloha: 1) VZOR Protokolu o piedani a pievzeti

Annex: 1) Handover Certificate
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Piiloha ¢. 1 / Annex No. 1

Lender:

PAREXEL International Czech Republic s.r.0.
spolec¢nosti se sidlem na adrese Sokolovska
651/136 a . 186 00 Praha 8

Borrower:

Kralovské Vinohrady University Hospital
Srobarova 1150/50

100 34 Praha 10

VZOR
Protokolu
o pi‘edani a pievzeti

Handover Certificate

Predmét vypujcky:
Vyrobni ¢islo:
Datum ptedani:

Subject of loan:
Serial number:
Handover date:

Vypujcitel potvrzuje, Ze dnesniho dne mu bylo
pfeddno do wuzivani zapijCené =zafizeni dle
smlouvy o vypujcce.

Pfedané zatizeni je kompletni a funkcéni a bylo
predano v¢. prohlaseni o shod€ event. certifikatu
CE, navodu na pouziti v Ceském jazyce a
protokolu o instruktdzi zdravotnického personalu,
je-li to aplikovatelné.

V pripade, Ze se nejedna o novy vyrobek bude
dolozen i protokol o odborné udrzbé dle § 65

zakona ¢. 268/2014 Sb.

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

The conveyed Equipment 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 applicable.

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.

Predano vypujcitelem /
Handed over for the CRO:

Datum/Dated: .........cccovviiiiiin...

Jméno tiskacim pismem + podpis

Predano pajciteli /
Received for the Institution:

Datum /Dated: ...,

Jméno tiskacim pismem + podpis
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