ZMLUVA O VYKONANI POSTMARKETINGOVEHO
KLINICKEHO SLEDOVANIA AKTIVNEJ
IMPLEMENTOVATEENEJ ZDRAVOTNICKEJ
POMOCKY PO UVEDENI NA TRH

uzatvore

(d’alej len ,,Zmluva®),
na medzi zmluvnymi stranami :

AGREEMENT ON PERFORMANCE OF POST-
MARKETING CLINICAL MONITORING OF AN
ACTIVE IMPLEMENTABLE MEDICAL DEVICE -
AFTER PRODUCT LAUNCH (hereinafter referred to
as the ""Agreement'), concluded between the Parties:

1. Zadavatel’: 1. Contracting

Néazov: TECRES S.P.A. Authority:

Sidlo: Via Andrea Doria 6, 37066 Business name: | TECRES S.P.A.
Sommacampagna, Verona, Taliansko Reqgistered Via Andrea Doria 6, 37066

1CO: 01346810235 office: Sommacampagna, Verona, ltaly

Zapisana v: VR 01346810235 Company ID: 01346810235

Konajuca: Giovanni Faccioli Entered in: VR 01346810235

DIC: 02042700233 Represented by: | President Giovanni Faccioli

IC DPH: 1T02042700233 VAT ID: 02042700233

Bankové UNICREDIT SPA VAT Reg. No.: | 1T02042700233

spojenie: Bank: UNICREDIT SPA

Cislo uétu: IT 66 B 02008 59822 000002851720 Bank account IT 66 B 02008 59822 000002851720

no.:

SWIFT: UNCRITM1D32 SWIFT: UNCRITM1D32

Kontaktné giovanni.calonego@tecres.it Contact details: | giovanni.calonego@tecres.it

udaje: (hereinafter referred to as
(d’alej len ,, Zadavatel*) “Contracting Authority”)

a

2. Institacia:

2. Institution:

riaditel,

MUDr. Cuboslav Bena, PhD.,
vykonny riaditel’ pre liecebno-
preventivnu starostlivost

Nazov: Univerzitna nemocnica L. Business name: Univerzitna nemocnica L.
Pasteura KoSice Pasteura KoSice

Sidlo: Rastislavova 43, 041 90 Kosice, Registered office: | Rastislavova 43, 041 90 Kosice,
Slovensko Slovakia

1CO: 00 606 707 Company ID: 00 606 707

Zapisana v: Statistickom registri organizacii Entered in: Statistical Register of Organizations
vedenom Statistickym uradom maintained by the Statistical Office
Slovenskej republiky of the Slovak Republic

Zriadena: Zriad’ovacou listinou MZ SR ¢. Established Charter of the Ministry of Health of
1842/1990-A/1-2 zo dia 18.12.1990 under: the Slovak Republic no. 1842/1990-

DIC: 2021141969 AJ/1-2 dated December 18, 1990

IC DPH: SK2021141969 VAT: 2021141969

Zastipena: MUDr. Jan Slavik, MBA, generalny VAT Reg. No.: SK2021141969

Represented by:

MUDr. Jan Slavik, MBA, general
director

MUDr. LCuboslav Bena, PhD.,
executive director for LPS

Bankové spojenie:

Statna pokladnica, Radlinského 32,
810 05 Bratislava

Bank:

Statna pokladnica, Radlinského 32,
810 05 Bratislava

Cislo uétu: SKO06 8180 0000 0070 0028 0550 Bank account no.: | SK06 8180 0000 0070 0028 0550
SWIFT: SPSRSKBA SWIFT: SPSRSKBA
Kontaktné tidaje: | ovw@unlp.sk Contact details: ovv@unlp.sk

(dalej len ,,InStitucia «)

Zadavatel a Institacia spolu d’alej len ,,Zmluvné strany*.

v zmysle ust. § 269 ods. 2 zakona €. 513/1991 Zb. Obchodny

zakonnik, v zneni neskor$ich predpisov (d’alej len "ObZ").

(hereinafter referred to as
“Institution”)

The Contracting Authority and the Institution together
hereinafter referred to as the "Parties"

hereby conclude in accordance with Section 269, par. 2 of Act
no. 513/1991 Coll. the Commercial Code, as amended
(hereinafter referred to as the "CC").
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1. Uvodné ustanovenia

1. Introductory Provisions

1.1 Zmluvné strany uzatvaraji zmluvny vzt'ah na zaklade | 1.1. The Parties are entering into a contractual relationship
tejto Zmluvy vychadzajic z existencie niZSie based on the existence of the following matters listed
uvedenych skutoénosti: below:

1.2. Zmluvné strany sa zavézuju, ze klinické sledovanie (1.2 The Parties also agree that the clinical study will be
bude vykonavané v sulade: performed in accordance with:

- so zakonom ¢&. 576/2004 Z. z. o zdravotnej - Act No. 576/2004 Coll. on Healthcare, Services
starostlivosti, sluzbach suvisiacich s poskytovanim Related to Healthcare and on the amendment of
zdravotnej  starostlivosti aozmene adoplneni certain laws, as amended (hereinafter referred to as
niektorych zakonov, v zneni neskorSich predpisov the “Healthcare Act”),

(d’alej len ,,Zakon o zdravotnej starostlivosti),, - Act No. 578/2004 Coll. on providers of Healthcare,
- zakonom ¢&. 578/2004 Z. z. o poskytovatel'och Healthcare Professionals, Professional Organizations
zdravotnej starostlivosti, zdravotnickych in Healthcare, and on the amendment of certain laws,
pracovnikoch, stavovskych organizaciach as amended,

Vv zdravotnictve a 0zmene adoplneni niektorych - Act No. 362/2011 Coll. on Medicinal Products and
zakonov, v zneni neskorSich predpisov, Medical Devices, and on the amendment of certain
- zakonom ¢. 362/2011 Z. z. o liekoch laws, as amended (hereinafter referred to as the
a zdravotnickych poméckach a 0 zmene a doplneni “Medicinal Products Act”)

niektorych zakonov, v zneni neskorSich predpisov - Regulation (EU) 2017/745 of the European
(dalej len ,,Zakon o liekoch®), Parliament and of the Council of 5 April 2017 on
- Nariadenim Eurépskeho parlamentu a Rady (EU) Medical Devices, amending Directive 2001/83 / EC,
2017/745 z 5. aprila 2017 o0 zdravotnickych Regulation (EC) No 726/2004 178/2002 and
pomockach, zmene smernice 2001/83/ES, nariadenia Regulation (EC) No 1223/2009 and repealing Council
(ES) €. 178/2002 a nariadenia (ES) ¢. 1223/2009 a o Directives 90/385 / EEC and 93/42 / EEC,

zruSeni smernic Rady 90/385/EHS a 93/42/EHS, - Regulation of the European Parliament and of the
- s Nariadenim Eurépskeho parlamentu a Rady (EU) Council 2016/679 dated April 27, 2016 on the
2016/679 z 27. aprila 2016 o ochrane fyzickych osob protection of natural persons with regard to the
pri spracuvani osobnych udajov a o volnom pohybe processing of personal data and on the free movement
takychto tdajov, ktorym sa zruSuje smernica of such data, and repealing Directive 95/46EC
95/46/ES (vSeobecné nariadenie o ochrane tdajov) (General Data Protection Regulation) (hereinafter
(dalej len ,,Nariadenie®) referred to as the “Regulation”)

- a zakonom ¢. 18/2018 Z.z. o ochrane osobnych - Act no. 18/2018 Coll. on Personal Data Protection
udajov a ozmene a doplneni niektorych zakonov, and on the amendment of certain laws, as amended
v zneni neskorSich predpisov (d’alej len ,,Zakon (hereinafter referred to as the “Personal Data
0 ochrane Gidajov®). Protection Act”).

1.3. Klinické sledovanie bude taktiez vykonané na zaklade | 1.3.  The clinical monitoring shall also be conducted based
a v sulade s prislusnym kladnym stanoviskom Etickej on and in accordance with the relevant positive
komisie. Etickd komisia oznacuje komisiu, ktora je statement of the Ethics Committee. Ethics Committee
ustanovena v regione, v ktorom sa nachadza means a committee appointed in the region, where the
pracovisko (centrum), v ktorom sa bude vykonavat workplace (centre) in which the clinical monitoring is
klinické sledovanie. Jej ulohou je z etického hl'adiska to be conducted, is located. Its role is to evaluate,
zhodnotit’ ciele klinického sledovania a s nimi spojené from ethical point of view, the targets of the clinical
rizika pre Ugastnikov klinického sledovania este pred monitoring and associated risks for Participants prior
zaciatkom klinického sledovania. Kladné stanovisko to the commencement of the clinical monitoring. A
Etickej komisie UNLP¢. 2020/EK/12084 zo dia positive statement of the Ethics Committee no
17.12.2020 a Kladné stanovisko Etickej komisie 2020/EK/12084 of 17.12.2020 and positive
UNLP ¢. 2021/EK/11065 zo dna 15.11.2021 su statement of the Ethics Committee no
stcastou dokumentacie k protokolu. 2021/EK/11065  from 15.12.2020 are part of the

Protocol Documentation.
1.4. Institucia je subjektom, ktory poskytuje zdravotnti | 1.4 The Institution is an entity that provides healthcare and

starostlivost’
prostriedkami,

a disponuje vSetkymi
ktoré Zadavatel

1.2. tejto Zmluvy.

technickymi
potrebuje pre
vykonavanie klinického sledovania, aje schopna
zabezpelit' realizaciu klinického sledovania podla
podmienok definovanych v tejto Zmluve a vSeobecne
zavaznych pravnych predpisoch. Institicia prehlasuje
a ruci, ze jej zariadenia, ktoré sa maju pouzit’ na vykon
klinického sledovania, riadne spiiaji podmienky
stanovené platnymi predpismi $pecifikovanymi v bode

has all the technical means that the Contracting
Authority needs to perform clinical monitoring, and
is able to ensure the implementation of clinical
monitoring under the conditions defined in this
Agreement and generally binding legal regulations.
The Institution shall declare and guarantee that its
equipment and devices to be used in the clinical
monitoring duly comply with the conditions laid
down by the applicable laws and other directives
specified in point 3.2. of this Agreement.
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1.5. SkuSajuci oznaCuje zdravotnickeho pracovnika | 1.5.  Investigator means a healthcare professional
(lekara) s potrebnou kvalifikaciou, ktory je odborne (physician) with relevant qualification who carries
zodpovedny za vykonavanie klinického sledovania professional responsibility for the conduct of the
v danom mieste sledovania, a pokial’ klinické clinical monitoring at the relevant study workplace
sledovanie v jednom mieste vykonava tim osob, je and if the clinical monitoring is conducted by a team
zodpovedny  skaSajici  veducim, ktory nesie of persons at a single place, the responsible
zodpovednost za cely tim (spoluskd$ajuci), investigator is the supervisor carrying responsibility
a Vv takomto pripade sa oznaduje aj ako zodpovedny for the entire team (co-investigators) and in such case
skti8ajuci. Zodpovedny skusajtci a spoluskisajuci he/she is the responsible investigator. Responsible
musia byt’ zamestnancami Institucie. investigator and co-investigators must be employees

of the Institution.

1.6. Subjekt sledovania oznacuje Gcastnika klinického | 1.6.  Study subject means clinical monitoring subject, a
sledovania, osobu (pacienta alebo zdravého person (patient or healthy volunteer) who is taking
dobrovolnika), ktory sa na zaklade informovaného part in the clinical monitoring and to whom the
stihlasu zucastnuje klinického sledovania a ktorému product or medication under investigation is to be
sa ma podavat alebo podava sledovany produkt (d’alej administered based on the informed consent form
len "Ukastnik"). (hereinafter referred to as the "Participant™).

1.7. Sledovana zdravotnicka pomédcka: Vypli kestnych | 1.7 Monitored medical device: Bone cavity filling CAL-
dutin CAL-CEMEX, ktory ma platn( registraciu na CEMEX, which has been duly registered and holds a
Statnom Ustave pre Kontrolu Lie¢iv pod kédom: P valid registration at the State Institute for Drug Control
0658A, Trieda ZP: III, Platnost’ certifikatu do under the code: P 0658A, Class: Ill, the certificate valid
09.08.2021 (dalej len ,zdravotnicka pomécka“ until August 9, 2021 (hereinafter referred to as "Medical
alebo ,sledovany produkt®) je oznafena znackou Device" or "Monitored Product”) is CE-marked and is
CE, pricom v stCasnosti sa pouziva ako nahrada currently used as a replacement for bone mass in
kostnej hmoty pri jej kompresii, zZlomeninach, uréena compression, fractures, as well as in bone defects that
pre kostné defekty, ktorymi je oslabena kostna weaken the bone structure.

Struktara.

The aim of the clinical monitoring of a medical device is
Cielom  Klinick¢ho  sledovania  zdravotnickej to demonstrate the performance and safety of Cal-Cemex
pomdcky je potvrdenie G¢innosti a bezpeénosti Cal- used in tibial plateaus fractures.
Cemex pri pouziti v liecbe zlomenin proximalnej
tibie.

1.8. Klinické sledovanie po uvedeni na trh (PMCF) sa | 1.8 Post-market clinical monitoring (PMCF) is understood as
chape ako nepretrzity proces, ktorym sa aktualizuje a continuous process of updating the clinical
klinické hodnotenie a rie$i sa vo vyrobcovom plane monitoring and addressing it in the manufacturer's
dohladu vyrobcu po uvedeni na trh. Pri vykonavani post-market monitoring plan. In performing the
PMCF vyrobca aktivne zhromazd'uje a vyhodnocuje PMCF, the manufacturer shall actively collect and
klinické udaje tykajiice sa pouzivania zdravotnicke;j evaluate clinical data on the use of a CE-marked
pomécky s oznagenim CE v 'ud’och alebo na I'ud’och, medical device placed in or on persons that have been
ktora bola uvedena na trh alebo do pouZivania v ramci placed on the market or put into use for the purpose
svojho ucelu uréenia uvedeného v prislu¢nom postupe designated in the relevant conformity assessment
posudzovania zhody, s cielom potvrdit’ bezpe¢nost’ a procedure in order to confirm safety and performance
vykon pocas predpokladanej Zzivotnosti pomocky, over the expected life of the device, to ensure the
zabezpecit' trvajicu prijatelnost’ identifikovanych continued acceptability of the identified risks and to
rizik a odhalit’ vznikajtce rizika na zaklade faktickych detect emerging risks on the basis of factual evidence.
dokazov.

1.9. Klinické sledovanie sa vykona vsulade so | 1.9 Clinical monitoring shall be performed in accordance with
zdokumentovanou metédou stanovenou v plane the documented method set out in the Contracting
PMCF Zadavatela. Authority’s PMCF plan.

2. Predmet zmluvy 2. Subject-Matter of the Agreement
2.1. Predmetom tejto zmluvy je zavdzok InStitacie | 2.1. The subject-matter of this Agreement is the

vykonat’ klinické sledovanie s ndzvom: Potvrdenie
ucinnosti a bezpec¢nosti Cal-Cemex pri lie¢be
zlomenin proximalnej tibie, podl'a protokolu, ktory
bol Institdcii doruceny (d’alej len ,Kklinické
sledovanie®). Institicia vykona klinické sledovanie
podla tejto Zmluvy na svojom pracovisku -
Univerzitna nemocnica L.Pasteura KoSice, Klinika
ortopédie a traumatologie pohybového uUstrojenstva,
pracovisko Rastislavova 43 Kosice, Slovenska
republika (d’alej len ,,Pracovisko®), pod vedenim

undertaking by the Institution to perform a clinical
monitoring called: Demonstration of performance and
safety of Cal-Cemex used in tibial plateaus fractures.
under protocol provided to the Institution (hereinafter
referred to as the “Clinical monitoring”). The
Institution will perform clinical monitoring under this
Agreement at their workplace - Clinic of neurology
- L. Pasteur University Hospital Kosice, Department of
Orthopedics and Musculoskeletal Traumatology,
workplace Rastislavova 43 Kosice, Slovak Republic
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zodpovedného skusajuceho — MUDr. Rastislav
Burda, PhD., ktory je zamestnancom Instittcie (d’alej
len ,,Zodpovedny skusajuci®). Zodpovedny
skiisajici vykona klinické sledovanie v spolupraci
s Doc. MUDr. Radoslav Morochovi¢, PhD., MUDr.
Lubo§ Tomcovéik, PhD., MUDr. Peter Cibur,
PhD. (dalej len ,,Spoluskusajici®). (V texte d’alej
,Zodpovedny skusajuci a ,,Spoluskusajtci spolu aj
ako ,,Skusajuci“ alebo osobitne ,,Skusajuci®).

(hereinafter referred to as the "Workplace"), under the
leadership of the responsible Investigator - MUDr.
Rastislav Burda, PhD., who is an employee of the
Institution (hereinafter referred to as the “Responsible
Investigator”). Responsible Investigator will perform
clinical monitoring with Doc. MUDr. Radoslav
Morochovic, PhD., MUDr. Cubos§ Tom¢éovcik, PhD.,
MUDr. Peter Cibur, PhD. (hereinafter referred to as
the “Co-investigators”). In the text below
“Responsible Investigator” and “Co-investigators”
jointly referred to as the “Investigator/s” or separately
“Investigator”).

2.2.

Institicia sa zavdzuje, Ze umozni na svojom
Pracovisku vykonat’ klinické sledovanie podl'a tejto
Zmluvy a protokolu, ktoré v prospech Zadavatela
vykona Institicia prostrednictvom zamestnancov
Institucie  (Skasajucich) v sulade sterminmi a
podmienkami protokolu klinického sledovania a
podl’a Prilohy €.1 tejto Zmluvy.

2.2

The Institution undertakes to allow the clinical
monitoring on medicinal products to be conducted at its
Workplace in accordance with this Agreement and the
Protocol, which the Institution will perform for the
benefit of the Contracting Authority through the
Institution's staff (Investigators) in accordance with the
terms and conditions of the Clinical Monitoring
Protocol and Annex No. 1 to this Agreement.

3. Zakladné podmienky realizacie klinického sledovania

3. Basic Requirements for the Conduct of the Clinical

monitoring

3.1 Klinické sledovanie sa moze zacat’ az po pisomnom | 3.1. The clinical monitoring may only commence after

kladnom stanovisku vydanom Etickou komisiou. positive written statement has been issued by the
Ethics Committee.

3.2. Zodpovednost za styk arokovanie s Etickou | 3.2 The Contracting Authority shall be responsible for the
komisiou ma vramci tohto klinického sledovania liaison and negotiations with the Ethics Committee
Zadavatel. Uchovavanie dokumentacie a podavanie during this clinical monitoring. Record keeping and
sprav sa riadi touto Zmluvou, jej prilohami, d’al$imi reporting shall be governed by this Agreement,
dokumentmi, na ktoré Zmluva odkazuje a vSeobecne annexes hereto, other documents to which this
zaviznymi pravnymi predpismi. Agreement refers and generally binding regulations.

3.3. Do klinického sledovania budi zaradeni Ugastnici |3.3. Participants to the study will be enrolled in the clinical
klinického sledovania v poctoch uréenych v Prilohe ¢. monitoring in the numbers set out in Annex No. 1
1 tejto Zmluvy. hereto.

3.4. Zaradenie Ucastnikov klinického sledovania do [3.4.  Enrolment of the Participants in the clinical monitoring

klinického sledovania je mozné uskuto¢nit’ iba s ich
predchadzajucim pisomnym informovanym stthlasom
apo ich riadnom pouceni. Vyziadanie suhlasu od
Ucastnikov klinického sledovania musi byt’ v sulade
S etickymi principmi a spravnou klinickou praxou.
Zaradenie Ucastnikov klinického sledovania do
klinického sledovania je mozné uskuto¢nit’ iba po
overeni totoznosti Uastnika klinického sledovania
ajeho sposobilosti na pravne ukony, ato najmi
kontrolou  obéianskeho  preukazu  Utastnika
klinického sledovania a idajov v nom uvedenych;
tato skuto¢nost’ musi byt’ vyznaéend v informovanom
suhlase a zdrojovej dokumentacii. Zadavatel’ spracuje
aodovzdd Zodpovednému skuSajucemu schvaleny
pisomny formular informovaného sthlasu Ugastnika
klinického sledovania (suhlas so zaradenim do
klinického sledovania a pisomné poucenie Ucastnika
klinického sledovania mézu byt sucastou jedného
dokumentu).

is only possible with their prior written informed
consent and after they had been properly instructed.
The consent has to be obtained from the Participants
in accordance with ethical principles and good
clinical practice. Enrolment of Participants in the
clinical monitoring is only possible after the identity
of the Participant in the clinical monitoring and
his/her legal capacity to participate is verified, in
particular by means of checking the identity card of
such Participant in the clinical monitoring and data
included therein; this fact must be indicated in the
Informed Consent Form and source documentation.
The Contracting Authority shall process and submit
to the Responsible Investigator an approved
Informed Consent filled in by the Participant as well
as a written instruction form - both forms may be
included in a single document.
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3.5. Informovany sthlas musi Uastnik klinického |3.5. The Informed Consent must be duly signed by the
sledovania riadne podpisat’ este pred vykonanim Participant prior to performance of any assessment
akéhokol'vek vySetrenia suvisiaceho s klinickym in connection with the clinical monitoring.
sledovanim. Dokumenty podpisané Ugastnikmi Documents signed by the Participants (or by their
klinického sledovania (pri neplnoletych Ugastnikoch legal representatives in case of minor Participants
klinického sledovania a Ugastnikoch klinického and Participants without legal capacity) regarding
sledovania nespdsobilych k pravnym tkonom, ich their instruction and consent must be kept in the
zakonnymi zastupcami) o ich pouceni a suhlase musia clinical monitoring documentation kept by the
byt ulozené v dokumentacii o klinickom sledovani Responsible Investigator.
vedenej Zodpovednym skusajucim.

3.6. Zadavatel' nebude vyzadovat' od Institacie alebo |3.6. The Contracting Authority will not require the
Skusajucich, ani od Ziadneho ¢lena ich personalu, aby Institution or the Investigators, nor any member of
konal alebo sa podiel’al na ¢innosti, ktora je v rozpore their staff, to perform or participate in activities that
so zakonmi Slovenskej republiky alebo v rozpore s are in conflict with the laws of the Slovak Republic
lekarskou etikou. or in conflict with medical ethics.

. Medicinske produkty na Kklinické sledovanie 4. Medical Products and Materials for the Clinical
monitoring

4.1. Medicinsky produkt (dalej ako "Medicinsky |4.1. A medical product (hereinafter referred to as the
produkt) oznaCuje vSetky produkty, ktoré sa “Medical Product”) means all products or
podavaju  Ucastnikom klinického sledovania v medications including placebo, which are
priebehu klinického sledovania, a tiez prostriedky na administered to the Participants in the course of the
$pecialne spdsoby podavania tych istych produktov, clinical monitoring, as well as instruments for
ktoré st potrebné na vykonanie klinického special methods of administration of the same
sledovania, ktoré bezplatne, v¢as a v mnoZzstve podl'a products or medications, which are necessary for
protokolu doda Zadavatel’ Institacii. the performance of clinical monitoring, which shall

be provided by the Contracting Authority to the
Institution free of charge, on time and in quantities
according to the Protocol.

4.2. Zadavatel' zabezpeéi, aby bol vSetok Medicinsky (4.2. The Contracting Authority shall ensure that all
produkt vyrobeny alebo pripraveny v sulade so Medical Products are manufactured or prepared in
zasadami spravnej vyrobnej praxe. Medicinsky accordance with the principles of good
produkt bude zabaleny a oznafeny spdsobom, ktory manufacturing practice. The Medical Product shall
zodpoveda charakteru klinického sledovania a be packed and labelled in a manner which
platnym predpisom a bude dodany v mnozstve a v corresponds with the nature of the clinical
Case, ktoré st nevyhnutne potrebné na to, aby monitoring and valid regulations and shall be
umoznili In§titicii alebo Sktsajucim vykonat supplied in amounts and at the time as inevitable to
klinické sledovanie v sulade so Zmluvou a allow the Institution or Investigators to conduct the
protokolom. clinical monitoring in accordance with the

Agreement and Protocol.

4.3. Zadavatel' doda/odovzda Medicinske produkty do |4.3 The Contracting Authority shall supply / hand over
nemocni¢nej lekarne InstitGcie, ktord vykona Medical Products to the hospital pharmacy of the
skladovanie Medicinskych produktov. Institacia Institution which stores the Medical Products. The
zabezpe¢i plynuly prisun Medicinskeho produktu Institution shall ensure continuous supply of
Skusajucim tak, aby mohli vykonat klinické Medical Products to the Investigators so that they
sledovanie vsulade so Zmluvou. Institicia a will able to perform the clinical monitoring in
Zodpovedny skusajuci zabezpecia, aby bol vsetok accordance with the Agreement. The Institution and
Medicinsky produkt spravne a bezpecne uchovavany, the Responsible Investigator will ensure that all
prijimany, skladovany, vydavany a aby sa s nim Medical Products are properly and safely stored,
bezpetne manipulovalo. Institucia a Zodpovedny received, delivered, and that they will be safely
skuSajuci sa zavdzuju s Medicinskym produktom handled. The Institution and the Responsible
zaobchadzat’” v sulade s pokynmi vyrobcu Investigator undertake to treat the Medical Products
a Zadavatela apouzit ho vyhradne spOsobom in accordance with the instructions of the
predpisanym v protokole. manufacturer and the Contracting Authority and use

it exclusively in the manner prescribed in the
Protocol.
4.4, Zadavatel’ vyhlasuje, ze: 4.4 The Contracting Authority declares that:

a. zdravotnicka pomocka nema z hladiska svojej
vyroby nedostatky, ktoré mézu viest' k ohrozeniu
zdravia ucastnikov klinického sledovania alebo
tretich 0sob,

a. the Medical Device does not have deficiencies in
terms of its production which may endanger the
health of the Participants in the clinical monitoring
or third parties,
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b. neexistuje dévodné podozrenie, Ze bezpecnost’ a
zdravie ucastnikov klinického sledovania alebo
tretich 0sob st ohrozené vzhladom na poznatky
lekarskej vedy, ked je zdravotnicka pomocka riadne
pouzivana v stlade s uréenym ucelom pouzitia,

c. nejde o zdravotnicku pomécku, pri ktorej sa ma
zmenit’ el pouzitia zdravotnickej pomdcky a novy
uréeny ucel pouzitia by predpokladal vykonanie iného
klinického sledovania.

b. there is no reasonable suspicion that the safety
and health of clinical monitoring Participants or
third parties are compromised if the medical device
is used in accordance with its intended purpose,

c. it is not a medical device the purpose of the use of
which the is to be changed and the new intended use
would presuppose the performance of another
clinical monitoring.

4.5, Zadavatel’ je povinny zabezpeéit' pre Zodpovedného |4.5 The Contracting Authority is obliged to provide the
sktsajiceho informacie potrebné na vykonanie Responsible Investigator with the information
klinického sledovania, pokyny, navody, pripade necessary to perform clinical monitoring,
inStruktdze zamerané na urCeny udel pouZitia instructions on the intended purpose of medical
zdravotnickej pomdcky, pripadne technické udaje o device, or technical data on medical device testing
skusani zdravotnickej pomocky a informacie ziskané and information obtained from pre-clinical
z predklinického hodnotenia tykajuce sa predmetu evaluation
klinického sledovania.

5. Kontrola klinického sledovania 5. Inspections of the Clinical monitoring

5.1. Zadavatel' poveri dostato¢ne kvalifikovanii osobu | 5.1. The Contracting Authority shall entrust a
alebo osoby monitorovanim (vykondvanim dohl'adu) sufficiently qualified person or persons with
nad klinickym sledovanim a tizkou spolupracou so overseeing the clinical monitoring and close
Zodpovednym skG$ajicim. Poverené osoby st cooperation with the Responsible Investigator.
povinné sa preukazat’ pisomnym poverenim, ktoré sa Designated persons are obliged to present
zakladd do dokumentacie klinického sledovania themselves with written authorization, which is
vedenej Zodpovednym skusajucim. deposited in the documentation of clinical

monitoring led by the Responsible Investigator.
6. Dokumenticia a sucinnost’ 6. Documentation and Collaboration

6.1. Zodpovedny sktsajici zaisti spravne, uplné, Citatelné | 6.1.  The Responsible Investigator shall ensure correct,
a v€asné zaznamenavanie udajov opatrené prislusnym complete, legible and timely recording of data,
datumom a podpisom v zaznamoch Ugastnikov accompanied by the relevant date and signature in the
klinického sledovania a vo vsetkych poskytovanych records of the Participants and all submitted reports
spravach (d’alej len ,,Dokumentacia Studie®). (hereinafter  referred to as the  “Study

Documentation”™).

6.2. Institucia a Zodpovedny skiSajuci sa zavizuji, ze | 6.2.  The |Institution and Responsible Investigator
budu Zadavatelovi pravidelne a véas poskytovat’ undertake that they will regularly and timely provide
vsetky vysledky klinického sledovania a d’alSie udaje the Contracting Authority with all results of the
pozadované na zaklade protokolu (d’alej len ,,adaje”), clinical monitoring and other data required based on
a to prostrednictvom riadne vyplnenych zaznamov the Protocol (hereinafter referred to as the "Data"),
Ucastnikov klinického sledovania (v pisomnej alebo via properly filled in case report forms (in written or
elektronickej forme - CRF zaznamy). Institacia electronic form — CRF forms). The Institution and
a Zodpovedny skiSajici sa zavizuji, ze buda Responsible Investigator undertake to draw up the
vytvarat’ CRF zaznamy do 5 dni od uskuto¢nenia CRF forms within 5 days after the visit scheduled
navstevy stanovenej protokolom. under the Protocol.

6.3. Institicia zabezpeti, aby Zodpovedny skaSajuci | 6.3.  The Institution shall ensure that the Responsible
uchovaval kompletné zaznamy o Uastnikoch Investigator ~maintains complete  records  of
klinického  sledovania  aidentifikaéné  kody Participants of the clinical monitoring and
Ugastnikov klinického sledovania po dobu najmenej identification codes of the Participants for a period of
15 (pétnast) rokov od ukoncenia klinického at least 15 (fifteen) years from the completion of the
sledovania alebo po dlhsiu dobu ak sa na takejto clinical monitoring, or for such longer period which
zmluvné strany dohodnu. Po rovnaku dobu Institacia shall be mutually agreed between the Parties. For the
zabezpedi uchovavanie zdravotnej dokumentacie same period, the Institution shall keep the medical
Ucastnikov ~ klinického ~ sledovania  a ostatnych records of the Participants in the clinical monitoring
zakladnych tdajov klinického sledovania tak, aby sa and other basic data of the clinical monitoring so that
dokumentacia v plnom rozsahu zachovala a bola the documentation is fully retained and legible during
Citatel'na pocas celej doby uloZenia a aby sa mohla na the entire record-keeping period and can be provided
poziadanie poskytnut’ prislusnym organom na to relevant authorities for verification and assessment,
overovanie a hodnotenie. if so requested.

6.4. V pripade, Ze v priebehu klinického sledovania | 6.4. If in the course of the clinical monitoring the

Zadavatel’ ziska dolezité informacie, ktoré sa
opravnene povazuju za informacie, ktoré by mohli
ovplyvnit rozhodovanie Etickej komisie pri vydavani

Contracting Authority obtains important information
(for example information on serious adverse effects)
which is considered information that might influence
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stanoviska k etike klinického sledovania (ak by boli
tieto informacie dostupné v Case prijatia rozhodnutia),
bezodkladne oznami a predlozi tieto informacie
Etickej komisii uvedenej v bode 1.3. tejto Zmluvy.

the decision-making of the Ethics Committee when
issuing the statement on the ethics of the clinical
monitoring (if such information was available at the
time of decision-making), it shall immediately notify
and submit such information to the Ethical
Committee referred to in point 1.3 of this Agreement.

7. Finan¢né vyrovnanie

7. Financial Compensation

7.1. Za riadne vykonanie klinického sledovania | 7.1  For the proper execution of clinical monitoring and
a odovzdanie vSetkych podkladov, ktoré InstitGcia submission of all documents provided by the
Vv prospech Zadavatel'a poskytne podl'a tejto Zmluvy, Institution for the benefit of the Contracting Authority
zaplati Zadavatel’ thrady za podmienok a spésobom pursuant to this Agreement, the Contracting
podl’a Prilohy &. 2 tejto Zmluvy. Authority shall pay payments under the conditions

and in the manner specified in Annex no. 2 of this
Agreement.

7.2. Zmluvné strany konstatuju, Ze plnenie poskytnuté | 7.2.  The Parties declare that payment to the Institution
podla tejto Zmluvy Institacii predstavuje prijem under this Agreement forms an income from the
z vykonavania klinického sledovania, ktory nie je conduct of the clinical monitoring which is not
predmetom dane z prijmu vyberanej zrazkou, ale je subject to withholding income tax, but is reported in
zdafiovany samotnou Institiciou. the tax return of the Institution.

7.3. Uhrada bude realizovana 1 x §tvrtroéne vzdy za (8.3 Payment will be made once a quarter retrospectively,
uplynulé Yi-roéné obdobie spitne, pocnic prvym starting with the first enrolled Participants, according
zaradenym ucastnikom, podl'a rozsahu Zadavatel'om to the extent of the activities performed by the
a  Zodpovednym  skuSajucim  odsuhlasenych Contracting  Authority and the Responsible
vykonanych ¢innosti (pocet, druh a im odpovedajticu Investigator (number, type and the corresponding
hodnotu  jednotlivych  tkonov  realizovanych value of individual actions Participants in the clinical
S jednotlivymi G¢astnikmi klinického sledovania). monitoring undertake).

Within 15 calendar days after the end of the quarter,
Institicia do 15 kalendarnych dni po skonceni the Institution shall issue an invoice, which it shall
Stvrtroku vystavi faktiru, ktorti doruéi Zadavatel'ovi. deliver to the Contracting Authority. The Contracting
Zadavatel' zaplati InStitucii na zéklade riadne Authority shall pay the Institution, on the basis of a
vystavenej a dorucenej faktary prislusnti sumu za duly issued and delivered invoice, the relevant
$pecifikované Ya-roéné obdobie, a to so splatnostou amount for a specified quarter. The maturity day of
30 dni od dorucenia faktary Zadavatel'ovi. the invoice shall be 30 from the delivery of the

invoice to the Contracting Authority.

7.4. Zadavatel' sa zavizuje, ze uhradi vSetky naklady | 7.4. The Contracting Authority agrees to pay all costs
spojené s  klinickym  sledovanim v rozsahu associated with the clinical monitoring in the extent
stanovenom prislusnym zakonom (Zakon o lieckoch) a provided by applicable law (Medicinal Products Act),
nakladov spojenych s laboratornymi, zobrazovacimi a including costs of Material listed in the Protocol and the
inymi vySetreniami uvedenymi v protokole a costs associated with laboratory, imaging and other
nakladov suvisiacich s poskytnutim Ustavnej examinations and tests under the Protocol and the costs
zdravotnej starostlivosti, ak je poskytnuta v suvislosti associated with the provision of institutional care so
s klinickym sledovanim. shall be provided under the clinical monitoring.

7.5. Zmluvné strany sa dohodli, pre pripad, ze zdravotna | 8.7. The Parties agree, in case the health insurance company

poistovia odmietne tthradu zdravotnej starostlivosti,
ktora bola Instituciou poskytnuta Ucastnikovi tohto
klinického sledovania a vykazana zdravotnej
poistovni Ucastnika klinického sledovania, Ze
Zadavatel’ je povinny uhradit’ Institacii sumu, ktora
neuhradila zdravotna poistovna ucastnika z dévodu,
7e Utastnik je alebo v minulosti bol zaradeny do
klinického sledovania a naklady ma hradit’ Zadavatel
vzhl'adom na rozsah klinického sledovania a tkony
podla protokolu, ako aj s tym suvisiace majetkové
sankcie, ak si ich zdravotnd poistovia voci Institicii
uplatni; pokial doévodom wulozenia sankcii st
porusenia na strane InStiticie, Zodpovedného
skusajuceho alebo SpoluskusSajucich, tieto sankcie
nehradi Zadavatel’. InStitucia je povinna bezodkladne

refused to pay for the health care provided by the
Institution to the Participant in this clinical monitoring
and duly reported to the health insurance of the
Participant in the clinical monitoring, the Contracting
Authority is obliged to reimburse the Institution for an
amount not paid by the Participant's health insurance
company due to the fact that the Participant is or has
been included in clinical monitoring. The costs are to
be reimbursed by the Contracting Authority due to the
scope of clinical monitoring and actions under the
Protocol as well as related property sanctions if the
health insurance company enforces them against the
Institution; if the reason for imposing sanctions is
violation on the part of the Institution, the Responsible
Investigator or Co- Investigators, these sanctions shall

oznamit Zadavatelovi, Ze zdravotna poistovia not be reimbursed by the Contracting Authority. The
odmieta thradu zdravotnej starostlivosti, umoznit Institution is obliged to immediately notify the
Zadavatelovi  poskytnut’  vyjadrenia  zdravotnej Contracting Authority that the health insurance
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poistovni a poskytnut’ su¢innost’ na spoloéné konanie company refuses to reimburse health care provided, to
vo¢i  zdravotnej  poistovni v prisluSnom enable the Contracting Authority to provide statements
administrativnom konani. Za spravne vedenie to the health insurance company and to provide co-
dokumentacie a vykazovanie vykonov zdravotnej operation for joint action against the health insurance
poistovni  Uastnika  klinického  sledovania company in the relevant administrative proceedings.
zodpoveda Zodpovedny sktsajuci a Spolusktsajtci The Responsible Investigator and the Co- Investigator
spoloéne a nerozdielne. Poruenie povinnosti are jointly and severally responsible for the correct
Zadavatel'a uvedenej v tomto bode je dévodom na management of documentation and reporting of
odstapenie od Zmluvy zo strany Institacie. services to the health insurance company of the
Participant. Breach of the Contracting Authority's
obligation stated under this point is a reason for the
Institution to withdraw from the Contract.
8. Zodpovednost’ za $kodu 8. Responsibility for Damage and Insurance

8.1. Pokial’ bude voc¢i Institacii uplatneny narok na | 8.1.  Ifaclaim for compensation for damage is filed against
nahradu $kody, ktort je mozné preukazatel'ne priznat’ the Institution and responsibility for such damage
Zadavatelovi alebo u¢inkom sledovaného produktu, may be provably assigned to the Contracting
poskytne Zadavatel' nahradu $kody v takej vyske, Authority or to the effect of the investigated product
vakej Ugastnik klinického sledovania uspesne or medication, the Contracting Authority shall
uplatnil svoj narok na sude. provide compensation for damage in the amount

equal to the amount that the Participant has
successfully claimed in court or shall ensure
insurance payment from the relevant insurance
contract.

8.2. Zadavatel’, Institucia a Zodpovedny skuSajuci inak |8.2.  In accordance with generally binding legal regulations,
zodpovedaju za Skodu spdsobent realizovanim the Contracting Authority, the Institution and the
klinického sledovania podla vSeobecne zavidznych Responsible Investigator are liable for damage caused
pravnych predpisov. by the implementation of clinical monitoring.

9. Doverné informacie 9. Confidential Information

9.1 So vSetkymi informaciami a tidajmi, obchodnymi | 9.1. All information and data, trade secrets, privileged
tajomstvami, privilegovanymi zdznamami (zdznamy records (records obtained based on a professional or
ziskané na zaklade profesionalneho alebo doverného confidential relation, which must not be published
vzt'ahu, ktoré sa nesmu zverejnit’ bez suhlasu strany, without the consent of the party which made them
od ktorej boli ziskané) ainymi ddvernymi alebo available) and other confidential and private
stkromnymi informaciami (vratane, okrem iného, information (including, but not limited to, Protocol,
protokolu, CRF, Dokumentacie §tadie, Suvisiacej CRF, study documentation, related documentation,
dokumentacie, informacii o Struktire, zloZeni, information on structure, composition, ingredients,
ingredienciach, vzorcoch, know-how, technickych formulas, know-how, technical procedures and
postupoch a procesoch), ktoré uverejnila, spracovala processes) which have been published, processed or
alebo prisla do styku Institacia, Skasajici a/alebo encountered by the Institution, Investigators and/or
zamestnanci a spolupracovnici Institicie v suvislosti employees and co-workers of the Institution in
so Zmluvou alebo klinickym sledovanim (d’alej connection with the Agreement or clinical
sthrnne len ,,Déverné informacie), bez ohl'adu na monitoring (hereinafter collectively referred to as
to, ¢i st v listinnej, elektronickej alebo inej forme, sa “Confidential Information”), irrespective of
bude zaobchddzat ako s dovernymi. Institicia whether in paper, electronic or any other form, shall
a SkaSajici  sa zavdzuju, Ze tieto informacie be handled as confidential. The Institution and
nezverejnia a nespristupnia tretej strane, ani ich Investigators undertake not to disclose such
nepouziju pre iné ucely, pokial k tomu nedostant information to a third party or use them for other
pisomny suhlas od Zadavatel'. Takéto spristupnenie purposes, unless they obtained a written consent or
informacii sa vSak poskytuje iba v miere pozadovanej instruction from the Contracting Authority to make
pre ucely klinického sledovania. such information available. Such disclosure of

information is only allowed to the extent required
for the purposes of the clinical monitoring and set
out by law.

9.2 Pokial jedna zmluvna strana je zo zakonom | 9.2. If either Party is for statutory reasons obliged to
stanovenych dévodov povinna Déverné informacie make Confidential Information available to anyone,
komukol'vek spristupnit’, oznami to bez zbytocného it shall notify the other Party in writing without
odkladu pisomne druhej zmluvnej strane. Informacie delay. Information shall only be disclosed to the
budu poskytnuté len v nevyhnutnej pozadovanej requested extent in accordance with law.
miere Vv sulade so zakonom.

9.3. Povinnosti tykajuce sa ochrany Dévernych informacii | 9.3. Obligations relating to the protection of Confidential
uvedené vysSie neplatia alebo stracaju platnost’ v Information above do not apply or lose validity with
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pripade informacii, pri ktorych moéze v miere
akceptovanej Zadavatel'om Skusajuci alebo Institucia
potvrdit,, Ze:

a) boli uz verejnosti dostupné alebo sa
postupne stali dostupnymi inym spdsobom, neZ
neopravnenym zverejnenim informacii Skusajucimi
alebo persondlom Pracoviska;

b) boli uz Skisajicim alebo Institacii zname
inak nez poskytnutim od Zadavatela alebo ziskanim
¢ vytvorenim v priebehu alebo v savislosti
s klinickym sledovanim, ¢o mézZe preukazat
pisomnymi dokazmi;

c) boli Skuasajucim alebo Institicii odhalené
tretou stranou, ktora ich dostala od Zadavatela
priamo alebo nepriamo, a nie dévernym spdsobom.

relation to information in case of which the

Investigators/Institution can, to the degree

acceptable by the Contracting Authority confirm

that:

a) it was publicly available or became
progressively available in another way and not
by unauthorized disclosure of information by
the Investigators/Institution or personnel at the
Workplace;

b) was already known to the
Investigators/Institution in another manner
and not by the Contracting Authority or by
means of its receipt or production in the
course of or in connection with the clinical
monitoring, which they can prove by written
evidence;

c) was disclosed to the Investigators/Institution
by a third party which received it from the
Contracting Authority directly or indirectly,
and not in confidential manner.

10. Publikicie

10. Publications

10.1.  Zadavatel’ uznava zaujem Institicie na publikaciach | 10.1. The Contracting Authority acknowledges the
0 klinickom  sledovani  ajeho  prezentaciach interest of the Institution to publish the result of the
v Casopisoch, na poradach alebo inak, a preto tieto clinical monitoring in journals, meetings or
publikacie a prezentacie povoli, ale za predpokladu, otherwise, and therefore shall permit such
ze InStiticia poskytne Zadavatelovi navrhované publications and presentations, provided, however,
prezentacie najmenej 15 (pétnast) pracovnych dni that the Institution submits to the Contracting
pred ich zverejnenim a vSetky ostatné navrhované Authority proposed presentations at least 15 (fifteen)
publikacie najmenej 45 (Styridsat’pat’) pracovnych dni business days before their publishing and any other
pred zverejnenim aza predpokladu, Ze Zadavatel proposed publications at least 45 (forty-five)
bude mat’ pravo poziadat’ o doplnenie kazdej takejto business days before their publishing and provided
navrhovanej prezentacie alebo publikacie na zaklade that the Contracting Authority will have the right to
dostato¢nych dovodov, vratane okrem iného: supplement each such proposed presentation or
a) zaistenia presnosti prezentacie alebo publication on sufficient grounds, including, but not
publikacie; limited to:

b) zaistenia, aby sikromné informacie neboli a) ensuring accuracy of the presentation or
nedopatrenim oznamené; publication;
c) umoznenia, aby prava dusevného b) ensuring that private information is not
vlastnictva boli chranené; accidentally disclosed;
d) umoznenia, aby boli poskytnuté prislu§né c) allowing for the protection of intellectual
dopliiujuce informacie. property rights;

d) allowing for provision of relevant

supplementing information.

10.2.  Forma vsetkych publikacii tykajucich sa klinického | 10.2. The form of all publications relating to the clinical
sledovania a vztah dotknutych os6b a Zadavatela monitoring and the relation of affected persons and
k nim podl'a zakona ¢&. 185/2015 Z.z. Autorsky zakon, the Contracting Authority to them according to the
v zneni neskorsich predpisov (d’alej len ,,Autorsky Act No. 185/2015 Coll. Copyright Act, as amended
zakon®) (napr. autorstvo, spoluautorstvo, spolocné (hereinafter referred to as the “Copyright Act”) (e.g.
dielo, suborné dielo, spojené diela) bude urcené authorship, co-authorship, joint work, summary
vzajomnou dohodou zmluvnych stran pri odstihlaseni work, compound work) shall be determined by
publikacie, prezentacie ¢i iného diela. mutual agreement of the Parties when agreeing on a

publication, presentation or other works.

10.3. Ak je klinické sledovanie multicentrickym klinickym | 10.3.  If the clinical monitoring is a multicentric clinical
sledovanim, prvé zverejnenie udajov musi vychadzat’ monitoring, the first publishing of data must be based
zo sthrnnych adajov  od  vSetkych centier on summary data from all centres analyzed according
analyzovanych podla protokolu, pokial' sa vSetci to the Protocol unless all responsible investigators
zodpovedni skusajuci zacastneni v klinickom sktisani participating in the clinical monitoring and the
a Zadavatel'om nedohodnil pisomne inak. Contracting Authority agree otherwise in writing.

10.4.  Rovnaké povinnosti platia aj pri publikaénej ¢innosti | 10.4. Same obligations apply also to publication activities of

Skusajucich. Skisajuci berd na vedomie, ze Ziadna
odbornd publikdcia k objavom ¢i  skuSanym

the Investigators. Investigators acknowledge that no
professional publication related to discoveries or
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pripravkom alebo lieckom nesmie byt Skusajucimi
vydana pred podanim ziadosti o patentov( prihlasku,
pokial' vzhl'adom k povahe vysledkov klinického
sledovania bude podanie takejto prihlasky prichadzat
do vahy.

investigated products or medications may be issued
by the Investigators before the submission of patent
application, in case it is possible to file a patent
application while taking into account the nature of the
results of the clinical monitoring.

10.5.  Vyssie uvedené povinnosti stanovené v tomto ¢lanku | 10.5. Obligations set out above are binding for the Institution
Zmluvy zavdzuju InStitGciu a SkuSajucich bez and Investigators without any restrictions in terms of
Casového alebo miestneho obmedzenia na trvanie time or place and are not limited to the period of
zmluvného vzt'ahu na zaklade tejto Zmluvy, t.j. platia contractual relationship under this Agreement, i.e.
aj po skonéeni platnosti tejto Zmluvy a klinického they shall be valid after this Agreement is terminated
sledovania. and the clinical monitoring is over.

11. Osobné udaje 11. Personal Data

11.1. InStitacia, SkuaSajuci aj Zadavatel su povinni | 11.1. During the clinical monitoring and after its
v priebehu klinického sledovania aj po jeho skonceni completion the Institution, Investigators and the
dodrziavat’ a dbat’ na prislu§né pravne predpisy na Contracting Authority are obliged to observe and
ochranu osobnych udajov, udajov zo zdravotnej respect relevant legal regulations governing the
dokumentacie a informacii o osobnych pomeroch protection of personal data, medical records data and
Ucastnikov klinického sledovania zaradenych do information on personal circumstances of the
klinického sledovania. Participants enrolled in the clinical monitoring.

12. Vlastnictvo materialov, iidajov a vysledkov 12. Ownership of Materials, Data and Results

12.1.  Vysledok klinického sledovania ako aj vSetky [12.1.  Result of the clinical monitoring and all materials,
materidly, dokumenty, tudaje ainformicie, aj documents, data and information, also partial,
Ciastkové, ziskané pri jeho dosiahnuti, moze obtained in the process leading to the achievement of
Zadavatel' pouzit' pri svojej Cinnosti, najmi pri such result, may be used by the Contracting Authority
vyskume avyvoji, vyrobe, registracii, predaji, in the course of its activities, in particular in research
vypracovani vedeckych §tadii a odbornych prac, and development, manufacturing, registration, sale,
marketingu; pri  dodrzani platnych pravnych elaboration of scientific studies and professional
predpisov. works and marketing, while observing all applicable

legal regulations.
13. Doba platnosti Zmluvy 13. Agreement Validity Period

13.1.  Zmluva sa uzatvara na dobu uréiti odo dna ué¢innosti | 13.1. The Agreement is concluded for a definite period of
tejto Zmluvy do uplynutia 36 mesiacov. time - from the effective date of this Agreement until

36 months of time.

13.2. Vpripade, Ze klinické sledovanie nebude riadne | 13.2. In the event that the clinical monitoring has not been
ukonéené, do uplynutia doby platnosti tejto zmluvy completed by the day on which this Agreement is to
podl'a predchadzajuceho bodu tohto ¢lanku, zmluvné be terminated pursuant to the preceding paragraph of
strany sa dohodli, Ze uzavri dodatok k tejto Zmluve, this Article, the Parties agree to enter into an
ktorého predmetom bude prediZenie platnosti Zmluvy amendment to this Agreement to extend the
na Cas potrebny na riadne ukoncenie klinického Agreement for the time necessary to properly
sledovania. Dodatok je povinny predlozit’ Institucii complete the clinical monitoring. The amendment
Zadavatel' pocas platnosti Zmluvy a InStiticia je hereunder shall be submitted by the Contracting
povinna uzatvorit’ takyto dodatok na potrebnii dobu Authority to the Institution during the validity of the
stanovenu Zadavatel'om. Agreement and the Institution is obliged to conclude

such an amendment for the necessary period set by
the Contracting Authority.

13.3.  Platnost’ tejto Zmluvy sa skon¢i pred uplynutim doby | 13.3. This Agreement may also terminate before the
uvedenej v bode 13.1. tejto zmluvy, aj splnenim expiration of the period referred to in point 13.1 of
predmetu plnenia Zmluvy, ¢o bude pisomne this Agreement provided the subject matter of
skonstatované oboma zmluvnymi stranami. Zmluva performance of the Agreement is fulfilled and both
moze byt ukoncend aj dohodou zmluvnych stran. Parties confirm this fact in writing. The Agreement

may also be terminated following an agreement of the
Parties.
13.4.  Ktorakol'vek zmluvna strana je opravnena odstupit' od | 13.4.  Either Party is entitled to withdraw from this

tejto Zmluvy pisomnym odstupenim, ktoré nadobuda
ucinnost’ dorucenim druhej zmluvnej strane na adresu
jej sidla, a to v nasledujucich pripadoch:

a) ak niektord zmluvna strana porusi niektoré z
ustanoveni tejto Zmluvy a neodstrani zavadny stav ani
v lehote 30-tich dni od dorucenia vyzvy k naprave,
patri toto pravo strane poskodenej;

Agreement by written withdrawal, which takes
effect upon delivery to the other Party’s address of
its registered office, in the following cases:

a) if either Party breaches any of the
provisions of this Agreement and fails to
remedy the defect within a period of 30 days
from the delivery of a request for remedy,
such right belongs to the damaged Party;
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b) ak bude rozhodnuté, Ze je niektora zmluvna
strana v konkurze, alebo bude navrh na vyhlasenie

konkurzu zamietnuty pre nedostatok majetku;

c) ak je niektora zmluvna strana v platobnej
neschopnosti alebo ide do likvidacie z inych pri¢in
ako je transformacia alebo zluc¢ovanie, nema ur¢eného
nastupcu, ktory by prevzal jej aktiva (majetok)
a zavizky a neuzavrie dohodu alebo iné vysporiadanie

so svojimi veritel'mi;

d) ak niektora zmluvna strana strati opravnenie,
ktoré je pre riadne a vc€asné plnenie povinnosti

vyplyvajucich z tejto Zmluvy nevyhnutné;

e) ak potrebné opravnenie, povolenie, stihlas
alebo vynimka je odvolané, odloZena jeho platnost,
alebo uplynie doba, na ktort bolo vydané bez toho,

aby bolo prislusne predizené,

f) ak je ohrozené zdravie a bezpecnost

Utastnikov klinického sledovania.

b) if it is decided that the Party entered the
bankruptcy proceedings or the petition for
bankruptcy is rejected for lack of assets;

c) if either Party becomes insolvent or is to be
dissolved for other reasons than
transformation or fusion, no successor has
been appointed to take over its assets
(property) and liabilities over and it does
not enter into an agreement or other
settlement agreement with its creditors;

d) if either Party loses the authorization
necessary for the proper and timely
performance of its obligations under this
Agreement;

e) if the required authorization, permit, consent
or exception is revoked, its validity is
deferred, or the period for which it was
issued expires without being extended
accordingly.

f) if the health and safety of the Participants in
the clinical monitoring is endangered.

13.5. 'V pripade ukoncenia klinického sledovania pred | 13.5. In case the clinical monitoring is terminated before the
uplynutim doby uvedenej v bode 13.1. tohto ¢lanku, expiry of the period referred to in point 13.1. hereof,
podla ustanovenia bodu 13.4. a 13.5. tejto Zmluvy, according to point 13.4. and 13.5. of this Agreement,
uhradi Zadavatel' Institicii odmenu pomernym the Contracting Authority shall pay the Institution
sposobom za sluzby poskytnuté az do datumu remuneration in proportionate manner for services
ukoncenia platnosti tejto Zmluvy podl'a podmienok provided until the day on which the clinical
uvedenych v tejto Zmluve a Prilohe €. 2. Institucia ani monitoring was terminated according to the
Zadavatel’ nema narok na nahradu inych nakladov ¢i provisions of this Agreement and Annex no.2.
uslého zisku. Neither the Institution nor the Contracting Authority

is entitled to reimbursement of other costs or lost
profit.

13.6.  Ustanovenia uvedené v tejto Zmluve, ktoré sa tykaja | 13.6.  The provisions set forth in this Agreement, which
zabezpeCenia doverného charakteru informacii, relate to ensuring the confidentiality of information,
publikacii, osobnych udajov, vlastnictva, uchovavania publications, personal data, ownership, record
zaznamov, ako aj d’al$ie ustanovenia, u ktorych sa na keeping, as well as other provisions which are deemed
zaklade ich nalezitosti usudzuje, Ze budu platit’ d’alej to continue to apply after the termination of this
aj po ukonceni platnosti tejto Zmluvy, budu nad’alej Agreement, shall remain in force notwithstanding the
v platnosti bez ohl'adu na ukoncenie platnosti Zmluvy. termination of the Agreement.

14. Osobitné ustanovenia 14. Special Provisions

14.1. Zadavatel, InStitGcia ani Zodpovedny sktSajici | 14.1. The Contracting Authority, the Institution and
nebudi zodpovedni za nedodrzanie alebo oneskorenie Responsible Investigator shall not be liable for non-
plnenia zavizkov v stvislosti s klinickym sledovanim observance or delayed performance of their
v pripade, ak toto nedodrzanie alebo oneskorenie bolo obligations in connection with the clinical monitoring
sposobené okolnostami, ktoré su mimo realnej if such non-observance or delay was caused by
moznosti ovplyvnenia zuCastnenou stranou a ak sa circumstances beyond real control of the participating
tymto okolnostiam alebo jej nasledkom nedalo Party and if such circumstances or their consequences
vyhnut', odvratit alebo prekonat’ ani pri dodrzani could not be prevented, averted or overcome, even
dostatocnej miery opatrnosti, pricom tuto okolnost while exercising sufficient level of caution, and if
v ase vzniku zavdzku nepredvidala. Takouto such circumstances were not foreseen at the time
okolnostou v8ak nie je okolnost, ktord vznikla az when such obligation was imposed. However, such
v ase, ked’ povinna strana bola v ome$kani s plnenim circumstances do not include a circumstance which
svojej povinnosti, alebo vznikla z jej hospodarskych occurred at the time when the obliged Party was in
pomerov. default with meeting its obligation, or it occurred due

to that Party’s economic situation.

14.2. Kazdé oznamenie podavané v stvislosti stouto | 14.2. Every notice given in connection with this Agreement

Zmluvou musi byt pisomné, ak nie je v Zmluve
stanovené inak, a musi byt dorucené osobne, alebo
zaslané doporucenou postou alebo faxom na adresu
na ini adresu ozndmenu

uvedenu v Zmluve ¢i

shall be in writing, unless otherwise stated in the
Agreement, and shall be delivered in person or sent
by registered mail or fax to the address specified in
the Agreement or to another address notified in
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pisomne druhej Zmluvnej strane. Za pisomné
dorucovanie podla tejto Zmluvy sa rozumie
doruCovanie osobne, posStou, kuriérom, faxom,
mailom. V pripade zmeny ¢&i zrusenia Zmluvy sa nim
povazuje dorucovanie osobne, postou alebo kuriérom,
pri¢om pisomnost’ odoslana postou alebo kuriérom sa
povazuje za dorucent v den, kedy adresat potvrdil jej
prijatie.

Pre vSetky pripady neprevzatia pisomnosti druhou
zmluvnou stranou ato z akéhokolvek dovodu, sa
pisomnost povazuje za doruenu dnom vratenia
neprevzatej pisomnosti prepravcom zmluvnej strane,
ktora pisomnost’ odosielala, ak v tejto zmluve nie je
dohodnuté inak.

writing to the other Party. A written service under this
Agreement shall mean service in person, service by
mail, courier, fax, e-mail. In case of a change or
termination of the Agreement it shall mean service in
person, service by mail or courier, while a document
sent by post or courier shall be deemed to have been
delivered on day of its acceptance by the addressee.

For all events of non-acceptance of a document by the
other Party for whatever reason, such document shall
be considered as served on the day such document
shall be returned by the carrier to the sending Party of
such document, unless specified otherwise in this
Agreement.

15. Prehlasenie skuisajucich

15. Declaration of the Investigators

15.1.  Svojim podpisom ako Zodpovedny skusajuci, resp. | 15.1. By my signature as Responsible Investigator or Co-
ako Spoluskuasajuci potvrdzujem, Ze som bol riadne investigator | confirm that | have been properly
oboznameny s obsahom tejto Zmluvy, Kktorej notified on the content of this Agreement, the subject
predmetom je spoluprdaca so Zadavatelom/jeho matter of which concerns the cooperation with the
splnomocnenym zastupcom na vykonani klinického Contracting Authority / its authorized representative
sledovania podl'a tejto Zmluvy. in the execution of clinical monitoring under this

Agreement.

15.2. Beriem na vedomie vSetky moje zakonné aj zmluvne | 15.2. | acknowledge all my legal and contractually agreed
dohodnuté povinnosti a podmienky vykonania obligations and conditions of conducting clinical
klinického  sledovania podla tejto  Zmluvy monitoring under this Agreement and | undertake to
a zavizujem sa ich dosledne plnit’. perform these consistently.

15.3.  Sthlasim stym, ze zabezpeim, aby personal | 15.3. | agree to ensure that clinical monitoring personnel
klinického sledovania a vSetci SpoluskusSajuci boli and all Co-Investigators are informed of their
informovani o ich povinnostiach podla tejto Zmluvy responsibilities under this Agreement and that they
a tieto dosledne plnili. strictly comply with them.

15.4. Prehlasujem, Ze budem bezodkladne iniciovat’ | 15.4 | hereby declare that | will immediately initiate
U svojho zamestnavatel’a - InStiticie, na Pracovisku termination of the Agreement or termination of the
ktorého sa toto klinické sledovanie vykonava, clinical monitoring at my employer - Institution, at the
zastavenie sledovania a ukonéenie platnosti Zmluvy, Workplace where the clinical monitoring is taking place,
ak by mohlo v pripade jeho pokracovania dojst should its continuing mean risk to the Participant or other
k ohrozeniu Ugastnika klinického sledovania alebo damage.
inej Skode.

15.5. Potvrdzujem, Z7e som bol riadne oboznameny | 15.5. | hereby confirm, that | have been duly informed of

S internymi predpismi Instittcie (svojho
zamestnavatel'a), ktoré sa tykaju  vykonavania
klinického sledovania na Pracoviskach Institacie
astym suvisiacich ¢innosti, ktoré sa zavizujem
dodrziavat.

the internal regulations of the Institution (my
employer) regarding the conduct of clinical
monitoring at the Workplaces of the Institution and
related activities, which | am obliged to observe.

Zodpovedny skusajuci/ Responsible Investigator: MUDr. Rastislav Burda, PhD.

Podpis/signature

Datum/Date .....................

Spoluskusajici/ Co-Investigator: Doc. MUDr. Radoslav Morochovi¢, PhD.

Podpis/signature Datum/Date .......cccoecvvevvenvennnnnns
Spoluskusajici/ Co-Investigator: MUDr. Lubo§ Tom¢ov¢ik, PhD.
Podpis/signature Datum/Date ........ccocvveverveiennnn,
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Spoluskusajici/ Co-Investigator: MUDr. Peter Cibur, PhD.

Podpis/signature

Datum/Date .........ccccvveevuveeennnn.

16. Zavereéné ustanovenia

16. Final Provisions

16.1.  Zmluvné strany sa zavizujl, Zze buda vzdy postupovat’ 16.1. The Parties undertake to always proceed in such a
tak, aby vSetky zalezitosti, ktoré budd aspoii jednou zo way that all matters deemed necessary by at least one of
zmluvnych stran povaZované za potrebné, rieili bez the Parties are resolved without undue delay, i.e. in the
zbytoéného odkladu a prietahov, teda v ¢o najkratsej shortest possible time and at the same time at the lowest
moznej dobe a zarovef s vynalozenim najniz$ich possible cost.
moznych nékladov.

16.2. Prava a povinnosti zmluvnych stran, ktoré nie su | 16.2. Rights and obligations of the Parties that are not
upravené touto Zmluvou, ako aj pravny vztah regulated by this Agreement as well as the legal
zalozeny touto Zmluvou sa riadi platnymi pravnymi relation established by this Agreement shall be
predpismi Slovenskej republiky. Zmluvné strany sa governed by the laws of the Slovak Republic. The
v sulade s ustanovenim § 262 ods. 1 a2 ObZ vyslovne Parties, in accordance with the provision of Section
dohodli, Ze ich zavdzkovy vztah upraveny touto 262, par. 1 and 2 of CC, expressly agree that their
Zmluvou sa bude riadit’ ustanoveniami ObZ. contractual relationship regulated by this Agreement

shall be governed by CC.

16.3.  Vsetky spory, ktoré vzniknua z tejto Zmluvy, vratane | 16.3 All disputes arising from this Agreement, including
sporov o jej platnost, vyklad alebo ukonéenie st disputes about its validity, interpretation or
Zmluvné strany povinné prednostne  rieSit’ termination shall be resolved as a matter of priority
vzajomnymi zmierovacimi rokovaniami a dohodami. through mutual negotiations and agreements. In the
V pripade, Ze sa vzajomné spory Zmluvnych stran event that mutual disputes between the Parties arising
vzniknuté v suvislosti s plnenim zavizkov podla in connection with the performance of obligations
Zmluvy alebo v stvislosti s fiou nevyries§ia, Zmluvné under the Agreement or in connection therewith are
strany sa dohodli a suhlasia, ze vietky spory vzniknuté not resolved amicably, the Parties agree that all
zo Zmluvy, vratane sporov o jej platnost, vyklad disputes arising from the Agreement, including
alebo ukoncenie, budu rieSené na miestne a vecne disputes over its validity, interpretation or termination
prislusnom sude Slovenskej republiky, ktorym je na shall be presided over by competent court of the
zaklade dohody Zmluvnych stran Okresny sud KoSice Slovak Republic. The decisive legal order for
I1, pricom rozhodnym pravnym poriadkom na rieSenie resolving such disputes is the law of the Slovak
takychto sporov je pravny poriadok Slovenskej Republic. In the event that this court ceases to exist
republiky. V pripade, ak by pocas platnosti tejto during the validity of this Agreement, for example
Zmluvy prislo k zaniku tohto stdu, napriklad v due to organizational changes in the judiciary, the
désledku organiza¢nych zmien v stidnictve, ma pravo Institution has the right to choose the court and inform
vol'by sudu Institacia, pricom o tejto skuto¢nosti bude the Contracting Authority of this fact. The
Institacia Zadavatel'a informovat’. Zadavatel' tymto Contracting Authority hereby agrees without any
bez akychkol'vek vyhrad s takouto pripadnou zmenou reservations to such a change of court and undertakes
sidu suhlasi azavdzuje sa tato volbu sudu to respect this choice of court.
reSpektovat.

16.4. 'V pripade, Ze by ktorékol'vek z ustanoveni tejto | 16.4.  If any provision of this Agreement is or becomes
Zmluvy bolo ¢i sa dodato¢ne stalo neplatnym alebo invalid or ineffective, the remaining provisions shall
neucinnym, budi ostatné jej ustanovenia posudzované be regarded as severable and validity or effectiveness
ako oddelitel'né a platnost’ ¢i G¢innost’ tejto Zmluvy of this Agreement as a whole shall be maintained. In
ako celku zostane zachovana. Pre tento pripad sa such case the Parties to the Agreement undertake that
zmluvné strany zavdzuji na zéklade vzdjomnej they will, by their mutual agreement, replace such
dohody nahradit’ neplatné alebo neii¢inné ustanovenia invalid or ineffective provisions with a provision that
takym ustanovenim, ktoré bude najlep$ie odpovedat’ best corresponds with the purpose of this Agreement
ucelu tejto Zmluvy a voli zmluvnych stran pri jej and the will of the Parties at the time of conclusion of
uzavreti. the Agreement.

16.5.  Ziadne zrieknutie sa nejakej naleZitosti, ustanovenia | 16.5. No waiver of any matter, provision or condition under

alebo podmienky tejto Zmluvy, ¢i uz konanim alebo
inak, vjednom alebo vo viacerych pripadoch, sa
nebude povazovat’ za d’alSie alebo trvalé zrieknutie sa
nejakej takejto nalezitosti, ustanovenia alebo
podmienky alebo nejakej inej nalezitosti, ustanovenia

this Agreement, either based on actions or otherwise,
in a single case or in several cases, shall be regarded
as continuing or permanent waiver of any such matter,
provision or condition or of any other matter,
provision or condition under this Agreement or shall
be interpreted as such waiver.
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alebo podmienky alebo takto

vysvetlovat'.

tejto  Zmluvy,

16.6. Tuato Zmluvu je mozno menit’ a dopliovat’ len na | 16.6.  This Agreement may only be amended and
zaklade jej pisomného dodatku, ktory bude za taky supplemented by means of a written amendment
oznaCeny, prislusne oéislovany, sdatumom a hereto, which shall be marked as such, numbered
podpisom vsetkych zmluvnych stran. appropriately and shall contain the date and

signatures of all Parties.

16.7.  Zadavatel je opravneny zmenit' protokol po splneni | 16.7.  The Contracting Authority is entitled to amend the
podmienok a spésobom stanovenym zakonom. Ak Protocol after fulfilling the conditions and in the
bude upraveny protokol, je Zadavatel’ povinny zmenu, manner prescribed by law. If the Protocol will be
upravu &i doplnenie protokolu pisomne ozndmit’ amended, the Contracting Authority is required to
druhej zmluvnej strane s pisomnym dolozenim notify the other Party in writing about the
zmeneného protokolu ato formou dodatku Kk tejto amendment, modification or supplementation of the
Zmluve. Zmluvné strany sa zavdzuju postupovat Protocol and also to submit the amended Protocol in
podla zmeneného protokolu odo dia ucinnosti writing in the form of an amendment to the
dodatku ktejto Zmluve. V pripade, Ze zmena Agreement. The Parties undertake to follow the
protokolu bude znamenat’ zvyS$enie rozsahu ¢innosti, amended Protocol from the day it enters into
ktoré maji vplyv na thradu podla Prilohy &. 2, tak effectiveness. In the event that the amendment to the
Institacia uzatvori dodatok k tejto Zmluve aZz po Protocol will mean increase of the range of activities
dohode zmluvnych stran o Gprave uthrady podla which have an effect on the payment in accordance
Prilohy €. 2 tejto Zmluvy. with Annex No. 2, the Institution shall enter into

amendment to the Agreement only after the both
Parties agree on the payment adjustments in
accordance with Annex No. 2 to this Agreement.

16.8.  Tato Zmluva nadobtda platnost’ ditom jej podpisania | 16.8.  This Agreement shall enter into force upon its signing
zmluvnymi stranami a uéinnost’ diiom nasledujicim by both Parties and shall come into force on the day
po dni jej zverejnenia v Centralnom registri zmlav. following the day after its publication in the Central

Register of Contracts.

16.9. Institucia bezodkladne zasle Zmluvu na zverejnenie; | 16.9.  The Institution shall immediately send the Agreement
pokial’ ned6jde k zverejneniu do 7 dni odo dna jej for its publication/ disclosure; in case that the
uzavretia, moZe Zadavatel podat’ navrh na jej Agreement will be not published within 7 days
zverejnenie.  InStiticia  sa  zavdzuje  vydat following its conclusion, the Contracting Authority
Zadavatelovi pisomné potvrdenie o zverejneni may submit a proposal to the publication/disclosure.
Zmluvy bez zbyto¢ného odkladu po jej zverejneni. The Institution undertakes to issue a written
Ingtiticia je povinna zabezpecit’ nespristupnenie tych confirmation of the publication of the Agreement
ustanoveni tejto Zmluvy, ktoré obsahuju informaciu, without undue delay after its publication. The
ktora sa podla platnych pravnych predpisov Institution is obliged to ensure non-disclose
nespristupniuje. provisions of this Agreement containing information

that should be not publicised according to law are kept
private.

16.10. Téato Zmluva je vyhotovena v §tyroch vyhotoveniach, | 16.10. This Agreement is executed in four copies, two for
dvakrat pre Institiciu a dvakrat pre Zadavatela. the Institution and two for the Contracting Authority

16.11. Tato Zmluva je vyhotovena v slovensko-anglickej | 16.11. This Agreement is executed in Slovak-English
verzii. V pripade rozporu medzi slovenskou a version. In case of any discrepancies between these
anglickou jazykovou verziou, ma prednost’ slovenska two versions, the Slovak version shall prevail.
verzia.

16.12. NedeliteI'nou sucastou tejto Zmluvy su prilohy : 16.12. An integral part of this Agreement is following

Priloha ¢. 1: Popis klinického sledovania Annexes:

Priloha ¢. 2: Finan¢né podmienky Annex No. 1:  Description of the clinical monitoring

Annex No. 2: Financial conditions
16.13. Zmluvné strany prehlasuja, ze si Zmluvu preéitali, jej | 16.13. The Parties declare that they have read this

obsahu porozumeli, Ze ju uzavreli slobodne a vazne,
urcite a zrozumitel'ne, a na potvrdenie toho, Ze obsah
tejto Zmluvy zodpoveda ich skuto¢nej a slobodnej
voli, ju vlastnoruc¢ne podpisali.

Agreement, understood its content and that they have
entered into the Agreement freely and seriously, the
content of this Agreement corresponds with their true
and free will, and sign it as correct.
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Za Zadavatel’a/On behalf of the Contracting Authority.:

Datum/Date:

Giovanni Faccioli
President
TECRES S.P.A.

Za Institaciu/on behalf of the Institution:

Datum/Date:

MUDr. Jan Slavik, MBA
generalny riaditel’/
general director
Univerzitna nemocnica L. Pasteura KoSice

Za Instituciu/ on behalf of the Institution:

Datum/Date:

MUDr. Luboslav Beria, PhD.
vykonny riaditel’ pre LPS/
executive director for LPS

Univerzitna nemocnica L. Pasteura KoSice
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Priloha ¢.1

Annex No. 1

Nazov skusaného produktu:
Cal-Cemex

Name of the investigated product/medication:
Cal-Cemex

Nazov/Popis klinického sledovania:

Preukazanie U¢innosti a bezpecnosti Cal-Cemex pri lieCbe

zlomenin proximalnej tibie.

Title/Description of the clinical monitoring:
Demonstration of performance and safety of Cal-Cemex
used in tibial plateaus fractures.

Skusajuci: MUDr. Rastislav Burda, PhD.
Spoluskusajuci:

Doc. MUDr. Radoslav Morochovi¢, PhD.
MUDr. Lubo§ Tomc¢ov¢ik, PhD.

MUDr. Peter Cibur, PhD.

The Investigator: MUDr. Rastislav Burda, PhD.
The Co-Investigator:

Doc. MUDr. Radoslav Morochovi¢, PhD.

MUDr. Lubo§ Tomc¢ov¢ik, PhD.

MUDr. Peter Cibur, PhD.

Institucia:

Univerzitna nemocnica L.Pasteura KoSice,

Klinika ortopédie a traumatoldgie pohybového ustrojenstva,
pracovisko Rastislavova 43, 041 90 Kosice,

Slovenska republika

Centre:

University Hospital of L. Pasteur Kosice
Department of Orthopedics and Traumatology of the
Musculoskeletal System,

workplace Rastislavova 43, 041 90 Kosice,

Slovak republic

Planovany pocet zaradenych pacientov: 15

Planned number of enrolled patients: 15

Casovy rozvrh $tudie:
3 roky

Clinical monitoring schedule:
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Priloha ¢. 2 — Finan¢né podmienky

Annex No. 2 — Financial conditions

Pojmy pouzité v tejto prilohe ¢. 2 zacinajuce velkym
zaCiatoCnym pismenom maju rovnaky vyznam aky im
je prisudzovany v tele Zmluvy, pokial’ nie je v tejto
prilohe ¢. 2 urcené inak.

Terms used in this Annex No. 2 which begin with
capital letter have the same meaning as those used in
the Agreement, unless stipulated otherwise in this
Annex No. 2.

Zmluvné strany sa dohodli, ze diiom nadobudnutia
ucinnosti tejto Zmluvy vznika Institucii narok voci
Zadavatel'ovi na zaplatenie istiny vo vyske 2.500,-
EUR bez DPH, tj. 3.000,- EUR s DPH (slovom:
tritisic eur, - centov). InStitucia vystavi Zadavatel'ovi
faktiru so splatnostou 30 dni od jej dorucenia.

Both Parties agreed, that by the date when this contract
comes into effect, rises the Institutions right against
the Contracting company of 2500Eur without VAT (
3000Eur with VAT. The Institution will issue to the
Contracting Company an invoice with due date of 30
days.

Zmluvné strany sa dohodli, Ze diiom odovzdania dat
Institiciou za planovany pocet 15 Subjektov
sledovania vznika Institucii narok voc¢i Zadavatel'ovi
na zaplatenie istiny vo vyske 2.500,- EUR bez DPH,
t.j. 3.000,- EUR s DPH (slovom: tritisic eur, - centov).
Institacia vystavi Zadavatel'ovi faktiru so splatnostou
30 dni od jej dorucenia.

Both parties agreed, by the date when the Institution
provides the collected datas of 15 Subjects, rises the
Institutions right against the Contracting company of
2500Eur without VAT ( 3000Eur with VAT. The
Institution will issue to the Contracting Company an
invoice with due date of 30 days.

Zadavatel' sa zavédzuje uhradit’ InStiticii Startovaci
poplatok za pripravu dokumentacie v predzmluvnej
faze klinického sledovania vo vyske 300,- EUR bez
DPH, t.j. 360,- EUR s DPH (slovom: tristoSest'desiat
eur) (dalej len ,Startovaci poplatok®) vzmysle
platného cennika Institacie. Institicii vznika narok na
Startovaci poplatok ditom uzatvorenia tejto Zmluvy a
je splatny do 30 dni od dorucenia faktiry Institaciou
Zadavatel'ovi.

The Contracting Authority undertakes to pay the
Institution a start-up fee for the preparation of
documentation in the pre-contractual phase of clinical
monitoring in the amount of EUR 300 without VAT,
i.e. EUR 360 with VAT (to wit: three hundred and
sixty euros) (hereinafter referred to as the “Starting
Fee”) in accordance with the valid price list of the
Institution. The Institution becomes entitled to the
Starting Fee on the day of conclusion of this
Agreement. The Starting Fee is payable within 30 days
from the delivery of the invoice by the Institution to
the Contracting Authority.

Zadavatel’ sa zavdzuje uhradit’ Institacii poplatok za
pracu koordinatora predzmluvnej fazy studie vo vyske
300,- EUR bez DPH, t.j. 360,- EUR s DPH (slovom:
tristoSest’desiat eur) (d’alej len ,,Poplatok za pracu
koordinatora“) v zmysle platného cennika Institucie.
Institaciii vznikd narok na Poplatok za pracu
koordinatora diiom uzatvorenia tejto zmluvy a je
splatny do 30 dni od dorucenia faktiry Institiiciou
Zadavatel'ovi.

The Contracting Authority undertakes to pay the
Institution a fee for the work of the coordinator of the
pre-contractual phase of the study in the amount of
EUR 300 excluding VAT, i.e. 360, - EUR with VAT
(to wit: three hundred and sixty euros) (hereinafter
referred to as "Coordinator’s Fee") in accordance
with the valid price list of the Institution. The
Institution becomes entitled to the Coordinator’s Fee
on the day of conclusion of this Agreement. The
Coordinator’s Fee is payable within 30 days from the
delivery of the invoice by the Institution to the
Contracting Authority.

Zadavatel’ sa zavdzuje, Ze na ucet InStitGcie uhradi
naklady aodmenu za vykonanie Klinického
sledovania podIa tejto prilohy.

The Contracting Authority undertakes to pay the
costs and remuneration for the performance of the
Clinical monitoring.

Faktura¢na adresa Zadavatel'a:

TECRES S.p.A.
Via A. Doria, 6
Sommacampagna, 37066, TALIANSKO

Invoice address of contracting authority:

TECRES S.p.A.
Via A. Doria, 6
Sommacampagna, 37066, ITALY

Institacia vystavené faktry doruCuje na adresu:

TECRES S.p.A.
Via A. Doria, 6
Sommacampagna, 37066, TALIANSKO

The Institution shall deliver the invoices to the address
of the Contracting Authority:

TECRES S.p.A.
Via A. Doria, 6
Sommacampagna, 37066, ITALY

Platba v prospech uctu:
Univerzitnad nemocnica L. Pasteura KoSice,
Rastislavova 43, 041 90 KoSice

Payment to the account:

L. Pasteur University Hospital KoSice, Rastislavova
43, 041 90 Kosice
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¢islo uétu: 7000280550/8180

IBAN : SK06 8180 0000 0070 0028 0550
BIC : SPSRSKBA

$pecificky symbol = ¢islo protokolu
variabilny symbol = ¢islo faktary

Platba bude poukazana z uctu:
SWIFT: UNCRITM1D32
IBAN: IT 66 B 02008 59822 000002851720

account number: 7000280550/8180
IBAN: SK06 8180 0000 0070 0028 0550
BIC: SPSRSKBA

Specific symbol = number of the protocol
Variable symbol = number of invoice

Payment will be made from the account:
SWIFT: UNCRITM1D32
IBAN: 1T 66 B 02008 59822 000002851720

Zadavatel je povinny zaslat o platbe odmeny
pisomné avizo na adresu:

Univerzitnd nemocnica L. Pasteura KoSice,
Ekonomicky usek, Rastislavova 43, 041 90 Kosice
alebo eu@unlp.sk, s uvedenim presného obchodného
mena Zadavatela, Specificky symbol platby, ktory je
totozny s ICOm Zadavatela, variabilny symbol
platby, ktorym je ¢islo faktary a spravu pre prijimatela
v rozsahu Ciasto¢na uhrada / celkova uhrada /
vyuétovanie, meno skusajuceho.

The Contracting Authority is obliged to send a written
notice of payment of the remuneration (fee) to the
address:

L. Pasteur University Hospital Kosice,
Economic Department, Rastislavova 43, 041 90
Kosice or eu@unlp.sk, indicating the business name
of Contracting Authority, specific symbol of payment
identical to the protocol number, a variable symbol,
which is the invoice number and message for the
recipient — whether the payment is partial payment /
total payment / billing, name of the Investigator.
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