SMLOUVA O VYPUJCCE
K REALIZACI
KLINICKEHO HODNOCENI
NGAM-12

LOAN AGREEMENT FOR
EXECUTION OF CLINICAL
TRIAL NGAM-12

uzavicena dle § 2193 a nasl. zak. ¢. 89/2012
Sb., obéanského zakoniku, v platném

made as per section 2193 et subs. of Act
No. 89/2012 Coll., the Civil Code, as

DIC: ATU57460900

znéni amended
Pijcitel: Octapharma Pharmazeutika The Lender: Octapharma Pharmazeutika
Produktionsges.m.b.H Produktionsges.m.b.H
se sidlem: Oberlaaer Strafle 235 1100 Vienna, Registered office at: Oberlaaer Stral3e 235 1100
Austria Vienna, Austria
zast.: Represented by:

VAT ID: ATU57460900

Vypujcitel: Fakultni nemocnice Hradec
Kralové

se sidlem: Sokolska 581, 500 05 Hradec Kralové
— Novy Hradec Kralové

zast.: MUDr. AleSem Hermanem, Ph.D.,
reditelem

IC: 00179906

DIC: CZ00179906

The Borrower: University Hospital Hradec
Kralové

Registered office at: Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové
Represented by MUDr. Ales Herman, Ph.D.,
Director

Identification number: 00179906

Tax identification number: CZ00179906

1. Definice
1.1. Tato smlouva se wuzavira v ramci
realizace klinického hodnoceni

definovaného nize u vypujcitele:
1.1.1. Kéd klinické studie: NGAM-12
1.1.2. EudraCT dislo: 2019-004375-40

1.1.3. Nazev: “Double-blind,
Randomized, Placebo-controlled,
Prospective Phase III  Study

Evaluating Efficacy and Safety of
Panzyga in Primary Infection
Prophylaxis in Patients with
Chronic Lymphocytic Leukemia
(“PRO-SID” study)”

1.1.4. Zadavatel: Octapharma
Pharmazeutika
Produktionsges.m.b.H

1.1.5. Hlavni zkouSejici:

1.1.6. Pracovi§t¢  zkouSejiciho:  IV.

interni hematologicka klinika na
adrese vypujcitele

1. Definitions

1.1. This agreement is concluded as part of
the implementation of the clinical trial
defined below at the borrower:

1.1.1. Study code: NGAM-12
1.1.2. EudraCT No.: 2019-004375-40

1.1.3. Title: “Double-blind,
Randomized, Placebo-controlled,
Prospective Phase III  Study

Evaluating Efficacy and Safety of
Panzyga in Primary Infection
Prophylaxis in Patients with
Chronic Lymphocytic Leukemia
(“PRO-SID” study)”

. Sponsor:
Pharmazeutika
Produktionsges.m.b.H

Octapharma

. Principal investigator:

. Clinical center: IV. internal clinic
of hematology at address of the
Borrower.

2. Predmét vypujcky

2. The Borrowing
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2.1. Pfedmétem této smlouvy je zavazek 2.1. The subject matter hereof involves the
pujcitele prenechat vypujciteli Lender’s obligation to provide the:
k bezplatnému uzivani: 2.1.1. medical device Infusion pump
2.1.1. zdravotnicky prostfedek Infuzni
pumpa (without VAT)
(bez . .
DPH) 2.1.2. non medical device
2.1.2. nezdravotnickych prostiedek (withtout VAT)
(hereinafter the Borrowing) to the
bez DPH Borrower for free use.
(ddle ] Fedmet voniick 2.2. for the object of loan 2.1.2, the
dle jen ,,pfedmét vipujcky). requirements below for medical devices
2.2. Pro ptedmét vypujcky 2.1.2 se nevztahuji do not apply.
pgzadatvlfyk' mziv dl:yzadovane pro 2.3. The Borrowing will be defined at the
ZAravotnicke prostrediy. level of serial number only at the moment
2.3. Pfredmét vyptjcky bude definovan na of its handover to the Borrower, the
urovni vyrobniho ¢isla az v momenté specified number will be recorded in the
jeho predani vypujciteli, uvedené Cislo handover protocol.
bude zaznamenano v predavacim
protokolu.
2.4. Nedilnou soucasti vypujcky je: 2.4. The Borrowing includes:

2.4.1. instala¢ni protokol,

2.4.2. doklad o instruktazi (proskoleni)
obsluhy,

2.4.3. doklad osoby, ktera je poucena
vyrobcem k provadéni instruktaze
daného zdravotnického prostfedku
(§ 41 zakona ¢. 89/2021 Sb., o

zdravotnickych prostfedcich),

doklady  osob, které jsou
proskoleny  vyrobcem  nebo
osobou autorizovanou vyrobcem k
provadéni odborné udrzby (§ 45
zdkona  ¢. 89/2021 Sb.,
o zdravotnickych prostiedcich),

24.4.

2.4.5. navod k obsluze zdravotnického
prostiedku v ¢eském jazyce 2x (1x
pro potieby pracovisté v listinné
podobé, 1x pro potieby OZT v

elektronické podob¢)

2.4.6. ES prohlaseni o shod¢ vyrobku
(EC Declaration of Conformity)
dle zakon ¢. 22/1997 Sb. v platném
znéni; pro zdravotnické prostiedky
tfid I sterilni, I méfici, Ila, IIb nebo
I musi byt CE doplnéno c¢islem

Notifikované osoby,

24.7.na  zdravotnicky  prostiedek,
pfipadné na  vSechny jeho

2.4.1. Installation protocol;

2.4.2. Certificate evidencing the
operators’ training;

2.4.3. Certificate of a person authorized
by the manufacturer to conduct
training with respect to the given
medical device (section 41 of Act
No. 89/2021 Coll.,, on medical

devices);

2.4.4. Certificates of persons trained by
the manufacturer or by a person
authorized by the manufacturer to
conduct professional maintenance
(section 45 of Act No. 89/2021

Coll., on medical devices);

2.4.5. Instructions to operate the medical
device in Czech language (in 2
counterparts: 1 in a documentary
form for the worksite, 1 in an
electronic form for the Medical

Equipment Department);

2.4.6. EC Declaration of Conformity
according to Act No. 22/1997
Coll. as amended. For medical
devices of Class I sterile, I with
measuring function, Ila, IIb or III,
EC must bear the Notified Body’s

number;
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komponenty, musi byt
v prohlaseni o shodé¢ (eventualné
v jiném pisemném dokladu, ktery
bude téZ soucasti vypijcky a bude
potvrzen pujcitelem) uvedena ttida
zdravotnického prostredku,

2.4.8. presna adresa vyrobce predmétu
vypujcky a zemé plvodu jsou
uvedeny v prohlaseni o shodé
(eventualné¢ v jiném pisemném
dokladu, ktery bude téz soucasti
vypujcky a bude potvrzen
vypujcitelem),

2.4.9. pokud se vypujcka sklada z vice
samostatnych komponent, jsou jeji
soucasti platna prohlaseni o shodé

na vSechny komponenty vypujcky,
2.4.10. na vsSechny doklady predkladané
vjiném nez v Ceském jazyce je
soucasti vypujcky téz jejich Cesky

pieklad, za jehoz spravnost
odpovida pujcitel,

2.4.11. platny protokol o provedené
bezpecnostné technické kontrole
v souladu se zdkonem ¢. 89/2021
Sb., 0 zdravotnickych
prostiedcich,

2.4.12. platna revize vsouladu se
zakonem ¢. 89/2021 Sb., o
zdravotnickych prostredcich.

2.4.7. The EC Declaration of Conformity
(and/or another document that will
form a part of the Borrowing and
will be certified by the Lender)
must show the class of the medical
device and/or of all its
components;

2.4.8. The EC Declaration of Conformity
(and/or another document that will
form a part of the Borrowing and
will be certified by the Lender)
must show the full address of the
Borrowing  manufacturer and

country of origin;

2.4.9. If the Borrowing consists of more
separate components, it must
include wvalid declarations of
conformity for all components of

the Borrowing;

2.4.10. All documents submitted in
another than Czech language must
be accompanied with their Czech
translation. The Lender is
responsible for the translation
correctness;

2.4.11. Valid protocol about safety and
technical inspection performed in
accordance with Act No. 89/2021
Coll., on medical devices;

2.4.12. Valid protocol about revision in
accordance with Act No. 89/2021
Coll., on medical devices.

3. Doba vypujcky

3. Term of Borrowing

3.1. Vypujcitel je opravnén uzivat predmeét
vypuj¢ky ode dne ptedani, instalace a
provedeni instruktaze obsluhy. Predmét
vypujcky je zaptjcen od dne podpisu
piedavaciho protokolu do konce platnosti
smlouvy o provedeni klinického
hodnoceni, tedy ptiblizné do

3.1. The Borrower may use the Borrowing
from the day of its handover, installation
and operators’ training. The Borrowing is
lent for the period from date of handover
to the end of validity of Clinical trial
agreement, i.e. approximately to

Odboru zdravotnické techniky —

4, Misto a podminky prevzeti predmétu | 4. Place and Conditions of the Borrowing
vypujcky Takeover
4.1. Pujcitel oznadmi vypujciteli termin 4.1. The Lender will notify the Borrower of
prevzeti pfedmétu vyptjcky, a to Odboru the date of the Borrowing takeover at
zdravotnické techniky least 3 working days in advance. The
Lender will notify namely the Medical
, popf. vedoucimu Equipment Department,

and/or the head of the
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) a
zaroven zastupci prebirajiciho
pracovisté dle CI. III odstavec 2 min. 3
pracovni dny piedem.

4.2. Mistem pfedani pfedmétu vypujcky je:
IV. Interni hematologicka klinika.

4.3. Odbor zdravotnické techniky je az do
dokonceni instalace a  predani
zdravotnického prosttedku do provozu
jedingm  pracovistém vypijcitele
opravnénym ke vSem  jednanim
o dodavce a instalaci predmétu vypujcky.

4.2.

4.3.

Medical Equipment Department,

and,
at the same time, the representative of
the appropriate worksite as per Article III

Q).

The place of the Borrowing takeover: IV.
internal clinical of hematology

By completion of installation and putting
the medical device into operation, the
Medical Equipment Department is the
only Borrower’s worksite authorized to
negotiate the Borrowing delivery and
installation.

5. Prava a povinnosti smluvnich stran

5. The Parties’ Rights and Obligations

5.1. Pujcitel prohlasuje, ze predmét vyptjcky 5.1. The Lender declares that the Borrowing
nema zadné patentni nebo jiné pravni is free from any patent or other legal
vady, odpovidad vSem platnym préavnim defects, corresponds to all valid legal
pfedpisim a normam, je podle pravnich regulations and standards, is (according
predpisi zpusobily k pouziti pfi to legal regulations) fit for use at health
poskytovani zdravotni péce a byla u n¢j care providing, conformity of its
podle pravnich predpisi posouzena properties to the basic demands made on
shoda jeho vlastnosti se zakladnimi medical devices has been assessed
pozadavky na zdravotnické prostiredky (according to legal regulations) taking
s pfihlédnutim k ur¢enému ucelu pouziti account of the specified purpose of use,
avyrobce nebo jeho zplnomocnény and the manufacturer or its authorized
zastupce vydali pisemné prohlaseni o representative have issued a written
shodg. declaration of conformity.

5.2. Pujcitel je povinen zajistit vypujciteli 5.2. The Lender is obliged to provide the
servis a pravidelné kontroly event. Borrower with service and regular checks
validace pfedmétu vypijcky v souladu se and/or validations of the Borrowing in
zakonem  ¢. 89/2021 Sb., v platném accordance with Act No. 89/2021 Coll.
znéni, na vlastni naklady po dobu as amended. The Lender is obliged to do
vypujcky a to od doby uvedeni do so at his own expenses for the period of
provozu s tim, ze opravy predmétu borrowing, commencing from the day of
vypujcky budou provadény dle moznosti putting the Borrowing into operation.
pujcitele v co nejkratsi dobé. The Borrowing repairs will be performed

5.3. Pujcitel ma pravo na provedeni kontrol Eﬁlt:e Lender within the shortest possible
u vypujcitele, a to za ucelem provadéni '
oprav na predmétu vypujcky, v¢. 5.3. The Lender may perform controls at the
preventivnich prohlidek, a za ucelem Borrower’s with the aim to repair the
kontroly wuzivani piedmétu vypljcky Borrowing, to perform preventive
vypujcitelem. inspections, and to control the use of the

5.4. Vypujcitel je povinen predmét vypijcky Borrowing by the Borrower.
fadn¢ uzivat, chranit jej pied 5.4. The Borrower is obliged to use the
poskozenim, ztratou nebo zni¢enim. Borrowing properly, protect it from

5.5. Vypujcitel je povinen predmét vypujcky damage, loss, or destruction.
vratit pujciteli ve stavu, vjakém jej 5.5. The Borrower must return the Borrowing

to the Lender in the condition in which he
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ptevzal, s pfihlédnutim k obvyklému
opotfebeni.

took it over, with regard to common wear
and tear.

6. Zaveéretna ujednani

6. Final Provisions

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

Pravni vztahy zaloZené touto smlouvou
a v této smlouve vyslovné neupravené se
fidi platnymi pravnimi predpisy Ceské
republiky, zejména prislusnymi
ustanovenimi zakona ¢. 89/2012 Sb.,
v platném znéni (zejména jeho § 2193
anasl.). V ptfipadé¢ vzniku sporu jsou
pfisluiné kjeho feSeni soudy Ceské
republiky.

Tato Smlouva je vyhotovena v anglickém
a v Ceském jazyce. V piipad¢€ jakychkoli
rozport bude rozhodujici ¢eska verze.

Pred¢asné wukonceni platnosti této
smlouvy je mozné na zaklad¢é pisemné
dohody smluvnich stran. Piedcasné
ukonCeni platnosti této smlouvy je
rovnéz mozné na zakladé¢ vypovédi
jednou ze smluvnich stran s dvoumésiéni
vypoveédni dobou. Vypovéd musi byt
pisemnd, neni tfeba ji odiivodiiovat,
vypovedni doba zacina bézet od prvého
dne mésice nasledujiciho po doruceni
vypovedi druhé smluvni strané.

Smluvni strany shodné prohlasuji, Ze tato
smlouva nebyla uzaviena adheznim
zplisobem a 7Ze se nejedna o smlouvu
formulafovou, tzn., Ze na pravni pomer
uzavieny touto smlouvou nebude
aplikovan § 1798 obcanského zakoniku.

Smluvni strany se dohodly, Ze v ramci
smluvniho vztahu zalozeného touto
smlouvou nebude aplikovan § 2197
obcanského zakoniku, tzn., ze vypujcitel
je opravnén kdykoli vratit predmeét
vypujcky pujciteli.

Smluvni strany souhlasi s uvefejnénim
smlouvy dle zakona ¢. 340/2015 Sb., o
registru smluv.

Tato smlouva nabyva platnosti dnem
jejiho  podpisu obéma smluvnimi
stranami.

Tato smlouva mize byt dopliovana ¢i
méneéna pouze na zaklad¢ pisemnych
dodatka, akceptovanych obéma
smluvnimi stranami.

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

Legal relations established by this
Agreement but not regulated herein
expressly are governed by the Czech law,
especially the relevant provisions of Act
No. 89/2012 Coll. as amended
(especially by its section 2193 et subs.).
Any disputes arising out of this
Agreement shall be resolved by the
competent courts of the Czech Republic.

The Agreement is drawn up in English
and in Czech language versions. In case
of any dispute Czech language version
shall prevail.

The Agreement may be terminated
prematurely by a written agreement of
the contracting parties. The Agreement
may also be terminated prematurely by a
notice of termination given by one of the
contracting parties with a two-month
notice period. The notice of termination
must be in writing; there is no need to
justify it. The period of notice starts to
run on the first day of the month
following the delivery of the notice of
termination to the other party.

The contracting parties declare this
Agreement has not been made in an
adhesion form and it is not an adhesion
contract, which means that section 1798
of the Civil Code will not be applied to
the legal relationship made by this
Agreement.

The contracting parties have agreed that
section 2197 of the Civil Code will not be
applied to this Agreement; i.e. the
Borrower may return the Borrowing to
the Lender at any time.

The contracting parties agree with the
Agreement publication according to the
Act No. 340/2015 Coll., on Registry of
Contracts.

This Agreement will come into force on
the day of its signing by both contracting
parties.

This Agreement may only be amended or
changed by means of written
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6.9. Tato smlouva je vyhotovena ve dvou
stejnopisech, z nichz 1 stejnopis obdrzi
pujcitel a 1 stejnopis vypujcitel. 6.9

6.10. Smluvni strany prohlasuji, ze
tato smlouva vyjadiuje jejich svobodnou,
pravou, vaznou auplnou vuli, prostou
omyli. Na dikaz shora uvedeného
ptipojuji opravnéni zastupci smluvnich
stran své podpisy.

6.10.

amendments  accepted by  both
contracting parties.

. This Agreement has been made in three

counterparts, out of which the Lender
will get one and the Borrower two.

The contracting parties declare
that this Agreement expresses their true,
free, serious and full will, and is free from
mistakes. In witness thereof, the
authorised representatives of both
contracting parties sign it.

Lender/Pujcitel
26. 4. 2023
podpis/signature place/misto date/datum
Lender/Pujcitel
26. 4. 2023
podpis/signature place/misto date/datum
Borrower / Vypijcitel
. Hradec Kralové
MUDr. Ale$ Herman, Ph.D. 8. 6. 2023
Director / Reditel podpis/signature place/misto date/datum
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