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~ZMLUVA O VYKONAN{ POST-AUTORIZACNEJ
$TUDIE O BEZPECNOSTI HUMANNEHO LIEKU PO
REGISTRACII

uzatvorena v sulade s ustanovenim § 269 ods. 2
Zakona €. 513/1991 Zb.,
Obchodného zakonnika v zneni neskorsich
predpisov

medzi zmluvnymi stranami:

Zadavatel:
Bayer, spol. s r.o.
so sidlom: Digital Park IlI, Einsteinova 25, 851 01
Bratislava
ICO: 35 759 143
DIC: 2020253818
IC DPH: SK2020253818
zapisany v obchodnom registri Okresného sudu
Bratislava |, Oddiel: Sro, Vlozka ¢.: 18413/B
Zastupeny: Ekaterina Karpuzova
Prokurista

Nazov banky: Commerzbank AG
Adresa banky: Rajska 15/A, Bratislava
¢.0.: 70000604/8050

(dalej len ,Bayer*)
a

Zdravotnicke zariadenie:

Fakultna nemocnica Trencin

so sidlom : Ul. Legionarska 28, 911 71 Trencin

ICO: 006 10 470

DIC/IC DPH: SK2021254631

zriadené Zriadovacou listinou Ministerstva zdravotnictva
SR ¢. 1970/1991-A/VIII-1

zastupené: Ing. Danka KasSovicova, M.B.A.
Riaditelka zdravotnickeho zariadenia

Nazov banky: Statna pokladnica

Adresa banky: Radlinského 32, 810 05 Bratislava
¢.0.: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SUBASKBX

(dalej len ako ,ZZ27)
a

Zdravotnicky pracovnik:
Meno a priezvisko: MUDr. Branislav Bystricky
Adresa bydliska:
Nazov banky:
Adresa banky:
Cislo bankového uétu:
IBAN:
SWIFT:
(,Skusajuci®)

CONTRACT FOR THE CONDUCT OF A POST-
AUTHORIZATION SAFETY STUDY OF A DRUG FOR
HUMAN USE

concluded in accordance with the provision of § 269(2)
of the Law No. 513/1991 Coll.,
Commercial Code, as amended

between the parties:

Sponsor:
Bayer, spol. s.r.o.
with registered seat at Digital Park I, Einsteinova 25, 851
01 Bratislava
Reg. No.: 35 759 143
Tax ID: 2020253818
VAT ID: SK2020253818
registered in the Commercial Register of the District Court
in Bratislava, Section: Sro, Insert number: 18413/B
represented by: Ekaterina Karpuzova
Procurist

Bank name: Commerzbank AG
Bank Address: Rajska 15/A, Bratislava
Account number: 70000604/8050

(,Bayer”)
and

Institution:

Fakultna nemocnica Tren€in

with registered seat at: Ul. Legionarska 28, 911 71 Trencin
Reg. No.: 006 10 470

Tax ID/VAT ID: SK2021254631

established by the Ministry of Health Ownership and Use
Rights in Slovak republic, under no. 1970/1991-A/VIII-1

Represented by: Ing. Danka KasSovicova, M.B.A.
Managing Director of the institution

Bank name: Statna pokladnica

Bank Address: Radlinského 32, 810 05 Bratislava
Account number: 7000280438/8180

IBAN: SK23 8180 0000 0070 0028 0438

SWIFT: SUBASKBX

(»Institution”)
and

Healthcare Professional:
Name and surname: MUDr. Branislav Bystricky
Address:
Bank name:
Bank address:
Account number:
IBAN:
SWIFT:
(“Investigator”)

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol.
s.r.o., and the Institution and the Healthcare Professional , version 1.0, 10FEB2014.
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Preambula Preamble

V sulade s ustanovenim § 68f Zakona ¢. 362/2011 Z. z. | In accordance with the provision of § 68f of the Law No.
o liekoch a zdravotnickych pomdckach v zneni | 362/2011 Coll. on medicaments and medical aids, as
neskorSich predpisov (dalej len ,Zakon“) Studiu o | amended (“the Law”), the Post-Authorization Safety Study
bezpecnosti humanneho lieku po registracii (dalej len | of a Drug for Human Use (hereinafter referred to as “the
,PASS") iniciuje, riadi alebo financuje drzitel registracie | PASS study”) is initiated, managed and funded by the
humanneho lieku z vlastného podnetu alebo na zaklade | holder of the human drug authorization out of his own will
ulozenych povinnosti podla § 53 ods. 5 pism. d) az h) a | or based on obligations imposed in accordance with § 53,
ods. 10 a11 Zakona, pricom jej suCastou je | section 5, letters d)to h) and sections 10 and 11 of the Law
zhromazdovanie Udajov o bezpecnosti humanneho lieku | which also involves collection of human drug safety data
od pacientov alebo zdravotnickych pracovnikov. Na | from patients or healthcare professionals. Provisions of §
PASS sa nevztahuju ustanovenia §45 Zakona | 45 of the Law on Non-Interventional Clinical Studies do not
o neintervenénych klinickych stadiach . pertain to the PASS study.

Bayer je drzitefom registracie humanneho lieku ktorému | Bayer is the holder of human drug authorization who was
bolo Vyborom pre hodnotenie rizik vydané suhlasné | issued a positive statement on the PASS Protocol entitled
stanovisko k protokolu PASS snazvom OPTIMIS - | OPTIMIS - Outcomes of HCC (hepatocellular
Vysledky sledovania pacientov s HCC | carcinoma) patients treated with TACE (transarterial
(hepatocelularnym karcinémom) lieGenych TACE | chemoembolization) followed or not followed by
(transarterialna chemoembolizacia), po ktorej | sorafenib and the influence of timing to initiate
nasleduje alebo nenasleduje liecba sorafenibom a | sorafenib, (hereinafter only referred to as “the Protocol”)
vplyv nacdasovania zaciatku lieCby sorafenibom, | by the Committee for Risk Assessment with the aim of the
(dalej len ,Protokol”), ktorého cielom je ziskat udaje, ako | Protocol being the obtaining of data as described in more
je to podrobnejSie opisané v Protokole, verzia 2.1, zo | detail in the Protocol, Version 2.1, dated July 4, 2013 and
dia 04.07.2013 a v pacientskych harkoch (dalej len | in patient data collection forms (hereinafter referred to as
,CRF"), ktoré boli poskytnuté Skudsajucemu. “CRFs”) which were provided to the Investigator.

The competent Ethic Committee has granted a positive
statement to the ethics of the PASS study on October 25,
2013.

Prislusna Etickd komisia dna 25.10.2013 vydala kladné
stanovisko k PASS.

ZZ a Skusajuci disponuji vedomostami, skisenostami | The Institution and the Investigator possesses knowledge,
a zdrojmi potrebnymi na vykonanie takejto PASS, maju | experience and resources necessary for the conquct of
pristup k pacientom s kritériami uvedenymi v protokole | such PASS study and have access to patients with the

PASS a maji zaujem vykonat PASS podla podmienok | criteria as laid down in the PASS protocol and are willing to
tejto Zmluvy. conduct the PASS study according to the terms and
conditions of this Contract.

ZZ sthlasi s vykonanim PASS v sllade s ustanovenim § | The |nstitution agrees with the conduct of the PASS study
26 ods. 5 Zakona ¢. 576/2004 Z.z. o zdravotnej | in gccordance with the provision of § 26(5) of the Law No.
starostlivosti v zneni  neskorSich predpisov a s | 576/2004 Coll. on medical care, as amended, and with
uzatvorenim tejto Zmluvy o vykonani post autorizatnej | conclusion of this Contract for the Conduct of a Post-
Studie o bezpecnosti humanneho lieku po registracii. authorization safety study of a drug for human use.

Na zaklade tychto skutocnosti sa zmluvne strany dohodli | Based on these facts, the parties agree to conclude this
na uzatvoreni tejto Zmluvy o vykonani neintervencnej | Contract for the Conduct of a Non-interventioval clinical
klinickej Studie (dalej len ,Zmluva®) study (hereinafter referred to as “the Contract”)

za nasledovnych podmienok under the following conditions

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol. 2711
s.r.o., and the Institution and the Healthcare Professional , version 1.0, I0FEB2014.
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Clanok |
Predmet Zmluvy

1. Predmetom tejto Zmluvy je zavazok ZZ a
SkuSajuceho vykonat podfa podmienok tejto
Zmluvy a Protokolu PASS a zavézok Bayer zaplatit
ZZ, SkuSajucemu a Spoluskusajucim za vykonanie
PASS dohodnutt odplatu podia Clanku V tejto
Zmluvy.

2. PASS sa zacne vykonavat podla podkladov a
pokynov Bayer v defn podpisania tejto Zmluvy na
pracovisku ZZ: FN Trenc¢in, Onkologické oddelenie,
Legionarska 28, Trendin, prostrednictvom
zamestnancov:

MUDr. Branislav Bystricky
(dalej len ,Skusajuci”)

a

MUDr. Igor Litvin

(dalej len ,,Spoluskusajuci”)

askon¢i o018 mesiacov po poslednej navsteve
posledného zaradeného pacienta (,,doba trvania
PASS*).

3.  Skusajuci a Spoluskusajuci nebudu viest
dokumentaciu o pacientovi vramci PASS, ak
pacient nebol informovany o tom, Ze sa zucastruje
PASS, ktora sa na prislu§ného pacienta vztahuje, a
pacient vopred neudelil svoj pisomny informovany
suhlas (v predpisanom formate).

4. Protokol PASS je sucastou tejto Zmluvy ako
Priloha A.

5. Spolo¢nost Bayer neposkytne na ucast v PASS
Ziadny liek.

Clanok II
Povinnosti ZZ a Skusajuceho

1. ZZ a Skusajuci suhlasia s vykonanim PASS podla
Protokolu a v8etkych relevantnych zakonov
a predpisov, odporucani, smernic a nariadeni.

2. ZZ a SkuaSajuci potvrdzuju, Ze ciefom PASS nie je
podpora pouzivania humanneho lieku a Skusajuci
bude prijimat rozhodnutia o lie€be pacientov bez
ohladu na ich ucéast v PASS a nebude vykonavat
Ziadne iné vySetrenia okrem tych, ktoré by vykonal
v pripade neucasti pacienta v tejto PASS.

3. SkuSajuci bude zhromazdovat potrebné udaje
a vyplni elektronické formulare CRF. SkuSajuci sa
zavazuje vykonat dokumentovanie Udajov spravne
a vyluéne o pacientoch lie€enych skumanym liekom.
SkuSajuci je zodpovedny za spravnost, v€asnost
a uplnost udajov o pacientoch zu&astnenych na
PASS.

Article |
Object of Agreement

The object of this Contract is the commitment of the
Institution and the Investigator to perform the PASS
study according to the terms and conditions of this
Contract and the obligation of Bayer to pay the
Institution, the Investigator and Co-investigators for
perform the PASS study agreed remuneration
regarding to Article V of this Contract.

. The PASS study starts according to specifications and

instructions of Bayer on the day of conclusion of this
Contract at the premises of the Institution: FN Trencin,
Onkologické oddelenie, Legionarska 28, Trencin, by
the employees of the Institution:

MUDr. Branislav Bystricky

(hereinafter referred to as "Investigator™)
and

MUDr. Igor Litvin

(hereinafter referred to as "Co-Investigator")

and ends 18 months after the last visit of the last
enrolled patient (“the PASS Study Period”).

The Investigator and Co-investigators will not
document any patient in the PASS study, unless it has
been disclosed to the patient, that he/she s
participating in a PASS study that relates to that patient
and the patient has given his/her prior written informed
consent (in the stipulated format).

The PASS Protocol is part of this Contract as Annex A.

No drug product will be provided by Bayer for the
participation in the PASS study.

Article Il
Obligations of the Institution and the Investigator

The Institution and the Investigator agree with the
conduct the PASS study and undertakes to conduct
the PASS study in accordance with the Protocol and
all applicable laws and regulations, recommendations,
guidelines and directives.

The Institution and the Investigator confirm that the
aim of the PASS study is not the support of the use of
the human drug and the Investigator will make
decisions regarding the treatment of patients
irrespective of their participation in the PASS study
and will not perform any other examinations except
those which it would perform in case the patients did
not participate in the PASS study.

The investigator shall collect the necessary data and
complete the electronic CRFs. The Investigator
undertakes to document data correctly and to
document data only regarding the patients treated
with the investigational drug. The Investigator is liable

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol.
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4. K zmene miesta pracoviska, v ktorom sa vykonava for the correctness, timeliness and completeness of
PASS, a kukonceniu ucasti SkuSajuceho na data regarding patients participating in the PASS
vykonavani PASS moéze prist len na zaklade study.

pisomnej dohody Bayer aZZ. Bayer ma pravo
vybrat pre PASS alebo zamietnut akéhokolvek
nového Skusajuceho, ktorého navrhne ZZ. Pokial sa
Bayer aZZ dohodni na novom Sku$ajicom,
potvrdia tuto skutoCnost uzavretim dodatku
k zmluve, ktorého ucastnikom bude aj pdvodny
Skusajuci  potvrdzujuc ukoncenie jeho Cinnosti
anovy Skus$ajuci, ktory sa podpisanim dodatku
zaviaze k plneniu podmienok stanovenych touto
Zmluvou. Pokial sa Bayer a ZZ nedohodnu na
novom SkuSajucom v lehote 30 dni od odstupenia
pévodného SkuSajuceho, Bayer je opravneny od
tejto Zmluvy odstupit’ s okamzitou platnostou.

4. To the change in working place, which is performed
PASS, and to the termination of participation by the
investigator to conduct of PASS can come only by
written agreement between Bayer and the Institution.
Bayer has the right to choose for PASS or reject any
new Investigators, suggests by the Institution. As
Bayer and the Institution agree on a new Investigator
confirms this conclusion by amendment to the
contract, wherel also original Investigator confirming
the closure of participating in PASS and the new
Investigator, will sign Appendix undertake to fulfill the
conditions laid down by the Contract. As Bayer and
the Institution did not agree on a new Investigator

5. ZZ sa prostrednictvom SkuSajuceho a €lenov timu within 30 days of the withdrawal of the original
vykonavajucich PASS na zaklade pokynov Investigator, Bayer is entitled to terminate this
Skusajuceho zavazuje poskytnut spolo¢nosti Bayer Agreement with immediate effect.

vopred Uplné a presné udaje o Ccinnosti, ktoru
vykonava na zaklade tejto Zmluvy. ZZ zodpoveda
spolo¢nosti Bayer za $kodu, ktoru jej spdsobil
poruSenim tejto povinnosti, a to aj v pripade, ak
porusenie povinnosti bolo spdsobené okolnostami
vylu€ujucimi zodpovednost.

5. The Institution agrees through the Investigator and
the study team to submit to Bayer complete and
precise information on activities performed under this
Contract. The Institution shall be responsible to Bayer
for any damages caused by breach of this obligation,
even if the breach was caused by circumstances

6. Skusajuci bude u pacientov zd€astnenych na PASS excluding liability.
postupovat v sulade s Protokolom a Sudhrnom

charakteristickych viastnosti lieku. 6. The Investigator undertakes to proceed according to

the Protocol and Summary of Product Characteristics
7. Spolo¢nost Bayer si zachovava pravo kedykolvek when it comes to Participants involved in the PASS
pocas trvania PASS alebo po jej skonéeni vykonat study.
kontrolu udajov v zaznamoch ZZ a SkusSajuceho ako
aj v dalSej dokumentacii suvisiacej s PASS. ZZ | 7. Bayer retains the right to a data verification audit of

a SkuSajuci sa zavazuji na poZiadanie so the records of the Institution and the Investigator and
spolo¢nostou Bayer pri kontrole takychto informacii any other documentation relating to the PASS study
spolupracovat. Spolo¢nost Bayer je povinna at any time during or after the completion of the
o takejto kontrole vopred primerane, najmenej 10 PASS study. The Institution and the Investigator
pracovnych dni vopred, informovat. Predmetné agree to cooperate with Bayer in order to audit of
kontroly sa budu uskuto€riovat' tak, aby nenarusili such information upon request. Such audit will require
riadny chod ZZ. reasonable prior notice by Bayer, minimum 10

working days before. Audit checks will be carried out

8. ZZ aSkusajuci suhlasia vcelom  rozsahu to disrupt the proper conduct of the Institution.

s dodrziavanim Zasad dodrziavania zakonného
postupu spolo¢nosti Bayer v zneni neskorsich zmien 8
ato vzneni uvedenom na webovej stranke ’
spolo¢nosti Bayer: www.bayer.sk.

The Institution and the Investigator fully agrees to
observe the principles of Bayer pertaining to the
observance of rules, as amended by subsequent

9. Skusajuci vyslovne vyhlasuje, Ze spifia vsetky changes and in the wording published at the Bayer’s
podmienky prislunych pravnych predpisov na website: www.bayer.sk.

vykonanie PASS.
) o ) L . 9. The Investigator expressly states that it meets all
10. ZZ je povinné archivovat UpIni dokumentaciu PASS requirements of the relevant legal regulations

pocas celej doby trvania PASS, a to aj 15 rokov po pertaining to the conduct of PASS studies.
jej skonceni.
11. Akykolvek neobvykly lekarsky nalez (nepriaznivy | 10- The Institution is obliged to keep the complete
alebo neoakavany priznak alebo  symptom, doc_umentatlon about the PASS study during the
komplikacia, Uraz, zavazna zmena laboratornych period of the PASS study and for 15 years after its
parametrov alebo ECG atd.) u pacienta po&as lehoty completion.
pozorovania je potrebné zdokumentovat a posudit
bez ohladu na to, & je mozné dokazat vztah so
skimanym liekom alebo nie. Udalost musi byt

11. Any untoward medical occurrence (unfavorable and
unintended sign or symptom, complication, accident,

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.
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podrobne opisana v dokumentatnom tlacive
(,hlasenie o neziaducej udalosti“) a vSetky otazky
o takejto udalosti sa musia dékladne vyplnit.

Zavazné neziaduce udalosti (udalosti, ktoré su:
smrtelné alebo zivot ohrozujuce, veduce Kk trvalému
alebo zavaznému postihnutiu/neschopnosti, vyzadujuce
si hospitalizaciu alebo prediZenie hospitalizacie, vrodené
anomalie/defekty pri  narodeni alebo vyznamné
medicinske udalosti), sa musia okamzite oznamit’ — do

significant change of laboratory parameters or ECG
etc.) in a patient during the observation period has to
be documented and assessed, regardless of whether
a relation with the investigated drug can be
established or not. The event must be described in
detail in the documentation form (“Adverse Event
Report”) and all questions concerning this event must
be filled out completely.

Serious Adverse Events (events which are: fatal or life

24 hodin od ich spozorovania spolo¢nosti Bayer,
prostrednictvom formulara ,Adverse event report form*
v elektronickom pacientskom harku (CRF).

Hospitalizacie, ktoré boli naplanované pred prijatim
pacienta do PASS, sa nebudl povazovat za neziaduce
udalosti. Vztahuje sa to aj na hospitalizacie
ambulantného charakteru (kratSie ako 12 hodin) alebo
hospitalizacie, ktoré su sucastou normailnej lieCby alebo
monitorovania skumaného ochorenia a ktoré nie su
doésledkom zhorSenia ochorenia.

SkuSajuci  nesie  zodpovednost za  spravnost
dokumentacie a oznamovanie vSetkych neziaducich
udalosti, ktoré sa vyskytnu po¢as pozorovania pacienta,
ako je opisané vysSie.

Skusajuci musi hlasit zadavatelovi kazdé tehotenstvo
ktoré sa vyskytne u pacientky zaradenej v Studii.
Hldsenie musi byt zaslané v rovnakej lehote ako
zavazna neziaduca udalost, aj ked samotné tehotenstvo
nie je povazované za zavaznu neziaducu udalost. U
pacientky, ktora bola zaradena v $tudii sa musi vysledok
tehotenstva dokladne sledovat a akykolvek vysledok
matky alebo dietata by mal byt hlaseny. ZvyCajne sa
nezhromazduju informéacie o expozicii prostrednictvom
otca, av8ak ak takéto pripady budu hlasené, treba
vynalozit vSetko Usilie na ziskanie doplfujucich
informacii o priebehu a vysledku tehotenstva.

Clanok Il
Povinnosti spolocnosti Bayer

1. Bayer je povinny odovzdat SkuSajucemu bez
zbyto€ného odkladu po nadobudnuti platnosti
a ucinnosti tejto Zmluvy podklady k vykonaniu
PASS.

2. Bayer je vsuvislosti svykonavanim PASS
opravneny  ukladat ZZ, jeho  pracovisku
a SkuSajucemu pokyny k vykonaniu PASS.

3. Spolo¢nost Bayer je zodpovedna za splnenie
vSetkych povinnosti podla prisluSnych zakonov
a predpisov a to najma podla §68f Zakona.

threatening, resulting in persistent or significant
disability/incapacity, requiring hospitalization or
prolongation of hospitalization, are a congenital anomaly /
birth defect or important medical events), must be
reported immediately — within 24 h to Bayer_after being
observed, throw the “Adverse event report form” in
electronic case report form (CRF).

Hospitalizations, which were planned before inclusion of
the patient in the PASS study will not be regarded as
adverse events. This pertains also to hospitalizations,
which are ambulant (shorter than 12 hours) or are part of
the normal treatment or monitoring of the studied disease
and which are not due to a worsening of the disease.

The Investigator is responsible for the correct
documentation and reporting of all adverse events
occurring during the observation period of the patient as
described above.

The Investigator must report to the sponsor any pregnancy
occurring in a study subject during the subject’s
participation in this study. The report should be submitted
within the same timelines as an SAE, although a pregnancy
per se is not considered an SAE. For a study subject, the
outcome of the pregnancy should be followed up carefully,
and any outcome of the mother or the child should be
reported. Bayer usually does not gather information of drug
exposure via father, however, if those cases are reported,
all efforts should be made to obtain similar information on
course and outcome, subject to the partner’s consent.

Article I
Obligations of Bayer

1. Bayer is liable to provide to the Investigator details for
the conduct of the PASS study without any delay after
this Contract becomes valid and effective.

2. In connection with performance of the PASS study,
Bayer is entitled to instruct the Institution, its site and
the Investigator about the performance of the PASS
study.

3. Bayer is responsible for the performance of all
obligations under the relevant laws and regulations in
particular §68f of the Law.

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol.

5z11

s.r.o., and the Institution and the Healthcare Professional , version 1.0, I0FEB2014.




ﬂ/’a
A_ Y
'-f::,?AEER' B ayer Studia OPTIMIS_NX1301_16560

Clanok IV Article IV
Prava na udaje Rights to Data and Copyrights
1. 'V ramci vztahu medzi ZZ a Sku$ajucim na jednej | 1. As between the Institution and the Investigator on side
strane a spolo¢nostou Bayer na strane druhej, bude and Bayer on the other, Bayer shall have the exclusive
mat’ spolo¢nost’ Bayer vylu¢né celosvetové pravo na worldwide right to use the results of the PASS study and
pouzivanie vysledkov PASS a udajov vo vyplnenych the data in the completed CRFs and the Institution
formularoch CRF a ZZ jej tymto neodvolatelne a hereby irrevocably and unconditionally assigns any
bezvyhradne postupuje vsetky prava duSevného intellectual property rights which it may have in the
vlastnictva, ktoré méze mat vo vztahu k vyplnenym completed CRFs.
CRF.
2. As long as the results of the PASS study and the data
2. Pokial vysledky PASS a udaje vo vyplnenych in the completed CRFs in accordance with this Contract
formularoch CRF podla tejto Zmluvy budu spifat meet statutory obligations pertaining to copyright work,
zakonné podmienky pre autorské dielo, majetkové the intellectual property rights in the form of a copyright
(prevoditelné) prava duSevného vlastnictva vo forme to the results shall be assigned by this Contract to
autorskych prav k vysledkom nadobuda touto Bayer. To this end, the Institution and the Investigator
Zmluvou spolo¢nost Bayer. Pre tento pripad ZZ by means of this Contract grant Bayer an exclusive and
a SkuSajuci udelujd touto Zmluvou spolo¢nosti free license not restricted by time or territory for the use
Bayer vyhradnu C€asovo a Uzemne neobmedzenu of the results of the PASS study and the data in the
bezodplatnu licenciu na pouzitie vysledkov PASS a completed CRFs for any purpose known at the time of
udajov vo vyplnenych formularoch CRF na conclusion of this Contract which is not in conflict with
akykolvek ucel, ktory je znamy v Case uzatvorenia Act No. 618/2003 Coll., the Copyright Act as amended
tejto Zmluvy a nie je v rozpore so zakonom ¢. and any other relevant legal regulations.

618/2003 Z.z. Autorsky zakon, v zneni neskorsich

predpisov a inymi relevantnymi pravnymi predpismi. 3. Bayer is entitled to grant a third party consent with the

use of the copyright work within the scope of the
license that has been granted in accordance with the
previous section 3 of the Contract and the Institution
and the Investigator agree with this. The Institution and
the Investigator agree that Bayer may assign the
license by contract.

3. Spolo¢nost Bayer je opravnena udelit tretej osobe
sthlas na pouzitie autorského diela v rozsahu
udelenej licencie podla predchadzajuceho bodu 3.
Zmluvy, s ¢&im ZZ a SkiSajuci suhlasia. ZZ
a SkuSajuci suhlasia s tym, aby spolo¢nost Bayer
postupila licenciu zmluvou.

Clanok V Article V
Odplata Remuneration
1. Odplata pre ZZ a Skisajuceho bude zaplatena | 1. The remuneration for the Institution will be paid as
spésobom uvedenym v Zmluve po schvaleni specified in the Contract after approval by Bayer.

spolo¢nostou Bayer. .
2. Bayer undertakes to pay to the Institution and the

2. Bayer sa zavazuje zaplatit ZZ a SkuSajucemu za Investigator for proper and timely completion of
riadne avCasné vyplnenie elektronickeho CRF electronic CRFs of individual visits of a patient
jednotlivych navstev pacienta zaradeného do PASS included in the PASS study until completion of
az do ukoncenia sledovania pacienta a to v sume monitoring a remuneration amounting under the
podra podmienok stanovenych v Prilohe B tejto conditions set in Annex B to this Contract. The
Zmluvy. ZZ a Skusajuci sa dohodli na rozdeleni Institution and the Investigator agreed on the
odplaty ~ nasledovne (i)  60%  SkuSajuci distribution of the remuneration as follows: (i) 60% for
a Spoluskusajuci, (ii) 40% ZZ. Odplata Skusajuceho the Investigator and the Co-investigator and (ii) 40%
bola stanovena vo vyske nahrady za Cas a nakladov for the Institution. The remuneration of the
Skusajuceho spojenych s vykonanim PASS. Investigator was set to the amount of compensation

pe e , L . for time and costs of the Investigator associated with
3. ZZ a SkuSajuci vyslovne suhlasia, Ze v pripade ak
pacienti nerpir'\aj{'J kritéria uvedené v Protokole the conduct of the PASS study.
PASS alebo v tejto Zmluve, nema ZZ ani Skusajuci | 3. The Institution and the Investigator explicitly agree
narok na Ziadnu odplatu za tdto dokumentaciu that if patients do not meet the criteria specified in the
pacienta.. PASS Protocol or in this Contract, the Institution and
the Investigator are not entitled to any remuneration

4 77 Skagaidci luskd&aidci .
, SkuSajuci a SpoluskuSajuci zodpovedaju za for such patient documentation.

vSetky dane splatné v suvislosti s platbami prijatymi
od spolo¢nosti Bayer na zaklade tejto Zmluvy. 4. The Institution, the Investigator and the Co-

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol. 6z11
s.r.o., and the Institution and the Healthcare Professional , version 1.0, I0FEB2014.



fj Bayer

Stadia OPTIMIS_NX1301_16560

5. Ak pocas PASS vzniknu ZZ alebo Skus$ajucemu investigators shall be responsible for all taxes payable
dodatoCné materialne naklady, napr. na literaturu, on account of payments made by Bayer hereunder.
cestovné naklady atd., spoloCnost Bayer uhradi o . .
takéto naklady len na zaklade predchadzajuceho 5 ff any .addmonal mate”a." COStS. are incurred by the
pisomného schvalenia. Institution or the myeshgator in the course of the

PASS study, e.g. literature, travel cost etc., such

6. Odplata pre Skusajuceho je splatna Stvrtrocne costs will only be reimbursed by Bayer upon prior
pozadu, ato za riadne av€asne vyplnené written approval.
elektronické CRF v predchadzajucom kalendarnom . .

Sturtroku. Spolognost Bayer je povinna najneskor do 6. Remunergtlon for the Investigator sha!l becomg due
10 (desiatich) pracovnych dni od uplynutia q.u.arterly in arrears and shgll be prowgied for timely
predchadzajuceho kalendarneho Stvrtroku pisomne filling of e'lec':tronlc CRFs n the previous calendar
potvrdit  Skagajucemu podet riadne a viasne quarter. Wlthln 10 (ten) working days after the end gf
vyplnenych CRF za predchadzajici kalendarny thel previous calend_ar ngrter at the Iatest,. Bayer is
Stvrtrok spolu so sumou za jednotlivé CRF (uvedené obliged to confirm in writing to the Investigator the
potvrdenie poctu riadne a v€asne vyplnenych CRF f?“mber of CRFs Fhat were completed properly and_ln
bude mat formu podla Prilohy B) (dalej len time for the previous calendar quarter toggther with
,Potvrdenie Bf). Skusajici je povinny svojim the sum for individual CRFs (the confirmation of the
podpisom odsuhlasit Potvrdenie B a je povinny ho number of CRFs comlpleted properly and ir) time shall
bezodkladne dorulit spolo¢nosti Bayer, pricom have the form accor‘c‘ilng ALl B? (hert'alne,l,fter only
prislusna odplata je splatna 30 dni od datumu referrgd to. as the B Confirmation .)' The
prevzatia podpisaného Potvrdenia B spolo€nostou In.vestllgatqr is obliged tp approve the B. Con.flrrr)atlon
Bayer. with his S|gnaturg and is obliged to deliver _|t W|th9ut

delay to Bayer with the relevant remuneration being

payable within 30 days from the day of receipt of the

7. Odplata pre ZZ je splatna Stvrtro¢ne pozadu, a to za signed B Confirmation by Bayer.

Ca;)c:gzch:d\z/;?[?:oem vyplpsgﬁdérilgrlﬁron|cl;civn‘r(c3)|I:{uF' 7. Remuneration for the Institution shall become due
Spolo¢nost Bayer je povinna najneskér do 10 qu.arterly in arrears and shgll be provicjed for timely
(desiatich)  pracovnych  dni od  uplynutia filling of e.let.:tronlc CRFs in the previous calendar
predchadzajuceho kalendarneho Stvrtroku pisomne quarter. W'th'n 10 (ten) working days after the end 9f
potvrdit ZZ pocet riadne a v€asne vyplnenych CRF the. previous callende.\r quallfter at the Iatest_, Bayer o
za predchadzajuci kalendarny Stvrtrok spolu so obliged to confirm in writing to the Institution the
sumou za jednotlivé CRF (uvedené potvrdenie poctu '?“mber of CRFs Fhat were completed properly and.ln
riadne a v€asne vyplnenych CRF bude mat formu time for the previous calendar q“a”ef togg—;ther with
podla Prilohy B) (dalej len ,Potvrdenie B<). ZZ je the sum for individual CRFs (the conflrm.atlc.)n of the
povinné svojim podpisom odsuhlasit Potvrdenie B a number of CRFs completed properly and n i
je povinné ho bezodkladne dorucit spolo¢nosti have the form fccordlng to Annez( BZ,(herelnaftgr only
Bayer. PrisluSna Cast odplaty je splatna na zaklade referrgd to as “the B Conflrmation .)' The Inst_ltutu_)n
faktary vystavenej ZZ 30 dni od datumu prevzatia 1S obliged to approve the B _Coqflrnjatlon with its
podpisaného Potvrdenia B a faktary spolocnostou signature and is obliged to deliver it without de_zlay t_o
Bayer. Bayer. The relevant. part qf the remuneratlpn_ is

payable based on an invoice issued by the Institution

30 days after the day of receipt of the signed B

8. Uhrada platby podla bodu 6. tohto &lanku sa Confirmation and the invoice by Bayer.
uskutocni v prospech G¢tu Skusajuceho uvedeného . .
v zahlavi tejto zmluvy a Uhrada faktury podla bodu 8. Re!mbursement payment under paragraph 6 this
7. tohto &lanku sa uskutoéni v prospech Uctu ZZ Article shall be pay to the account of the Invgstlg_ator
uvedeného v zahlavi tejto Zmluvy. at the top of this Contract and payment of invoices

under section 7 this Article shall be pay to the account

9. Odplata podla bodu 2 tohto Clanku je medzi of the Institution in the top of this Contract.
igrk\;nzz\;yﬁ;r&?;ngl e%?%%g?: : Vingrlgﬂzlsggli]tg; ag; 9. Remuneration according tg sectiqn 2.of this Article is
ako i iné vydavky ZZ a Skusajuceho, ktoré mozu ZZ agreed between the parties taking into account all
alebo Skasajicemu vzniknat v stvislosti inevitably or expediently [ncgrred costs as we_:ll as
s vykonavanim PASS. other expenses of the Institution and the Investigator

that may be incurred by the Institution or the

10. ZZ uzatvorenim tejto zmluvy, vyslovne udeluje Investigator in connection with the conduct of the
suhlas Skusajucemu na vykonanie PASS podla tejto PASS study.

Zmluvy.
) i , - 10. By conclusion of this Contract, the Institution explicitly

1. Xéﬁig];nfpcggﬁléa Stot;zscga.m;; sau ;iﬂggljﬁil Vr?:::q(g grants the Investigator consent to conduct the PASS
narok na inu Uhradu nez td, ktora je uvedena v study based on this Contract.

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.
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tomto Clanku. Bayer sa zavézuje, Ze so ZZ ani so
SkuSajucim neuzatvori zZiadnu dalSiu zmluvu, | 11. The remuneration under this Article shall include all
predmetom ktorej by bola odmena za tuto PASS a costs associated with the PASS study, and the
Ze ZZ ani SkuSajucemu, resp. Spoluskusajucemu Institution and the Investigator is not entitled to any
neposkytne Ziadne iné pefilazné alebo nepenazné other remuneration than that which is mentioned in
plnenie v suvislosti s touto PASS. Poru$enie tejto this article. Bayer is committed to the Institution nor
povinnosti zo strany Bayer zaklada pravo ZZ the Investigator will not conclude any other contract,
odstupit od tejto zmluvy. under which it would pay for this PASS study and that
to the Institution non to the Investigator does not
Elanok VI provide any other financial or non-financial benefit in
connection with this PASS. Violation of this
Mléanlivost requirement by Bayer establishes the right to the
Institution to withdraw from this contract.
ZZ a Skusajuci sa zavazuju dodrziavat prislusné
predpisy o ochrane osobnych udajov.
. Article VI
Udaje sa m6zu odovzdavat len v anonymnej forme.
Celd dokumentacia spristupnena spolo¢nosti Bayer Confidentiality
glz%%savmgSon;\?nse irljgr?i?,vlcjlt’ﬁtree d%ystizn?'/?nr?oasctjz}rrﬁ 1. The Institution and the Inves?igator ensures
. i % P P S adherence to applicable data privacy protection
mohli pouzit na opatovnu identifikaciu fyzickych regulations
0s6b zuc€astnenych na PASS. Skusajuci je povinny ’
zabezpedit, aby CRF takéto udaje neobsahovali. 2.  Data may be transferred in anonymous form only. The
ce e L e ) entire documentation made available to the Bayer
ZZ a SlfusaJyC| su povinn zachova\_/at micanlivost does not contain any data which, on its own account
pskutocnqstlach tvoriacich otisah'tejto. Zmluyy_ gko or in conjunction with other, freely available data, can
1o yykonavane_J PASS a ’vsetkych |nfo’rmaC|ach’, be used to re-identify persons participating in the
ktoré N mu1 boli posky’tn.ute .alebo sprlst’upnene PASS study. The Investigator is obliged to ensure that
spolo¢nostou Bayer v suvislosti s PASS, s vynimkou the CRFs do not contain such data
povinnosti ZZ zverejnit Zmluvu v Centralnom registri '
zmluv, ¢o Bayer berie na vedomie. 3. The Institution and the Investigator are obliged to
. . . . . maintain confidentiality of matters forming the content
ZZ je opravnené poskytovat informacie a podklady of this Contract as well as of the PASS study and all
podra .tejto Z.’T“'“"y v rozsahu nevyhnutpom na je’j information that have been provided or made
splqenlq svojim zamestnancom. ZZ |e povinne available to it by Bayer in association with the PASS
zawaza@ SYOJ'Ch zamgstqancov kdpvernemu study, with the exception of the obligation of the
zaobchadzaniu s informéciami a podkladmi. Institution to disclose this Contract in the Central
ZZ aSkdSajuci nie sU opravneni v sUvislosti Register of contracts, what Bayer notes.
S vykonavnlm PASS po:skytova? a}kekolve’k vy!adren|a 4.  The Institution is entitled to provide information and
pre tlgc .a}lebo ine verene vyhlasenia  bez data under this Contract to Co-investigator in the
predgrja.d’za.uucgho p|§omneho su’hlasu‘ Bg\yer. Zz scope inevitable for performance of the Contract. The
a §kusaju0| nie su —opravnen uviest Bayer Institution is obliged to require that the Co-investigator
v 2|adnych .r’naterlalqch Z; alet?o v reklamev bez_ handle the information and data so as to maintain the
predchadzajuceho pisomného suhlasu spolo¢nosti secrecy of such materials.
Bayer.
Bayer je opravneny podia vlastného uvazenia | 9.  Without prior written consent of Bayer, the Institution
publikovat alebo inak prezentovat vysledky PASS and the Investigator not entited to make any
alebo zverejnit jej vykonavanie. statements for press or any other public statements in
) . connection with the performance of the PASS study.
S ohfadom na ustanovenia o ochrane osobnych Without prior written consent of Bayer, the Institution
udajov ZZ a Skasajuci podpisom tejto Zmluvy and the Investigator are not entitled to mention Bayer
potvrdzuj, Ze spoloCnost Bayer je opravnena in any of its materials or advertisements.
kedykolvek zverejnit tdto Zmluvu alebo jej
ustanovenia, vratane vySky odplaty a identifikacie | 6 At its own discretion, Bayer is entitied to publish or
ZZ, Skusajuceho a Clenov timu, najdihsie po dobu otherwise present the results of the PASS study or
trvania PASS. disclose the performance of the study.
ZZ sa zavézuje poskytnut spolocnosti Bayer | 7 gupject to the personal data protection provisions, by
nevyhnutnt sucinnost’ pri uskutoChovani Cinnosti signing this Contract, the Institution and the
podfa bodu ,6 tohto Clanku a udefuje sthlas so Investigator confirms, that Bayer has the right do
zverejnenim ’udajov 0 ZZ a pracovisku, na ktorom sa disclose anytime this Contract or its terms including
PASS vykonavala. the amount of the remuneration and identification of

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.
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Clanok VII the Institution, the Investigator and the team
members, no longer than the PASS study duration.

Trvanie a vypoved Zmluvy 8.  The institution undertakes to collaborate with Bayer

1. Tato Zmluva nadobudne uginnost jej podpisanim as necessary during performance of activities

v8etkymi zmluvnymi stranami a ucinnost driom according to section 6 of this Article and grants its

nasledujucom po dni jej zverejnenia v Centralnom consent to disclosure of information regarding the

registri zmliv a zanikne na zéklade neskorsej z Institution and the site at which the PASS study was

nasledujlcich udalosti: (a) zanik lehoty trvania performed.

Studie PASS alebo (b) posledna platba spolo¢nosti .

Bayer v prospech zmluvného partnera na zaklade Article VI

tejto Zmluvy.
Term and Termination
2. Platnost tejto Zmluvy je mozné kedykolvek ukongit

na zaklade pisomnej dohody vsetkych zmluvnych | 1. This Contract is valid upon signing hereof by all

stran ku diiu uvedenému v dohode. parties to the Contract and is effective on the day
) ) ) following its publication in the Central Register of
3. Bayer je opravneny ukonit platnost tejto Zmluvy na Contracts and ends upon the later of (a) expiration of
zaklade pisomneho oznamenia ku dfiu dorucenia the PASS period, or (b) the last payment made to the
tohto oznamenia ZZ a Skusajucemu. contractual partner by Bayer hereunder.
4. Kazda zo zmluvnych stran moze zmluvu vypovedat’ | 2 This Contract may be terminated at any time by
na zaklade pisomnej vypovede . Vypovedna doba je written agreement between the parties to the date
30 dni azacCina plyndt prvym dfiom mesiaca referred to in such agreement.

nasledujuceho po doruCeni vypovede druhej ) ] . o ]
zmluvnej strane. V pripade predéasného zaniku tejto | 3. Bayer is entitled to terminate the validity of this

Zmluvy zaplati spolodnost Bayer zmluvnym Contract by means of a written notice with effect from
partnerom odplatu na zaklade pod&tu CRF, ktoré boli the day of delivery of such notice to the Institution and
riadne vyplnené do dfia, ked vypoved nadobudne the Investigator.
RS 4.  Either party may terminate the contract upon written
5. Clanok I, ods. 6, 9 aClanky IV a VI zostant v notice. The notice period is 30 days and begins on the
platnosti aj po vypovedani alebo zaniku tejto Zmluvy. first day of the month following receipt of notice to the
V pripade zaniku alebo vypovedania Zmluvy sa other party.. Upon early termination of this Contract,
spolo&nosti Bayer musia vratit vietky formulare CRF Bayer remunerates the contractual partners on the
vratane prazdnych formularov. basis of the number of CRFs which have been
properly completed at the effective date of
termination.
5. Atrticle Il, sec. 6, 9 and Articles IV and VI shall remain
Glanok VI in effect after termination or expiration of this
Contract. In case of expiration or termination of the
Zavere&né ustanovenia Contract, all CRFs incl. empty ones must be returned
to Bayer.

1. ZZ a Skusajuci potvrdzuju, Ze tato Zmluva nie je
podmienena Ziadnym predtym existujucim alebo
buddcim obchodnym vztahom medzi spolo€nostou .
Bayer a ZZ alebo Skugajicim s vynimkou Zmluvy o Article VIII
PASS. Zaroven nie je podmienena Ziadnymi Final Provisions
obchodnymi alebo inymi rozhodnutiami, ktoré ZZ
alebo Skusajici prijali alebo mézu prijat vo vztahu k | 1. The Institution and the Investigator acknowledge that

spolognosti Bayer alebo jej produktom. this Contract is not conditioned to any pre-existing or
L. i ’ future business relationship between Bayer and the
2. Kazda zmluvna strana bude vystupovat ako Institution or the Investigator. It is also not conditioned
nezavisly dodavatel a na Ziadny Ucel sa nebude to any business or other decisions the Institution or
interpretovat  ako  partner,  sprostredkovatel, the Investigator have made or may make relating to
zamestnanec alebo zastupca druhej zmluvnej Bayer or Bayer products.
strany.
Y ) . ) ) 2. Each party to this Contract shall act as an
3. Ak sa niektore ustanovenie tejto Zmluvy bude independent contractor and shall not be construed for
povazovat za neplatné alebo nevykonatelne, any purpose as the partner, agent, employee or
platnost’ a vykonatelnost’ ostatnych ustanoveni tejto representative of the other party.

Zmluvy tym nebude nijakym spésobom dotknuta
alebo naruend. Zmluvné strany sa promptne | 3.  If any of the provisions of this Contract will be held to

dohodni  na n&hradnom(-ych) ustanoveni(-iach), be invalid or unenforceable, the validity or

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.
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ktoré budu ¢€o najbliZzSie vystihovat charakter a enforceability of the remaining provisions of this
zamer neplatného(-ych) ustanovenia(-i). Contract shall not in any way be affected or impaired
thereby. The parties will promptly agree upon
replacement provision(s) which approximate as
closely as possible the spirit and intent of the invalid
provision(s).

4. Ak zmluvna strana nebude presadzovat alebo
vyZadovat' plnenie niektorého ustanovenia tejto
Zmluvy alebo si neuplatni nejaké pravo z nej
vyplyvajuce, nebude sa to za ziadnych okolnosti
interpretovat ako zrieknutie sa tohto ustanovenia | 4. The failure of either party to enforce or require

alebo prava a neskér to nebude mat vplyv na pravo performance of any of the provisions of this Contract,
tejto zmluvnej strany presadzovat niektoré or to exercise any right herein provided, shall in no
ustanovenie tejto Zmluvy. way be construed as a waiver of such provision or

right or thereafter affect such party’s right to enforce

5. Dodatky k tejto Zmluve a jej prolongacie budu any provision of this Contract.

ucinné, len ak budu mat pisomnu formu a budu

podpisané vSetkymi zmluvnymi stranami. 5. Amendments and extensions to this Contract shall not
. . . N . be effective unless in written form and signed by all
6. Prava apovinnosti vyplyvajuce ztejto Zmluvy parties

nebude bez pisomného suhlasu vSetkych zmluvnych
strdn mozné postupit tretej strane. Akékolvek | 6. Rights and obligations arising under this Contract
postupenie vrozpore stymto odsekom bude shall not be assigned to any third party in the absence
neplatné. of the written approval of the parties. Any assignment

7. Tato Zmluva sa bude interpretovat a vykonavat in violation of this Section shall be void.

vsulade so zakonmi platnymi v Slovenskej | 7. This Contract shall be construed and enforced in

republike. accordance with the laws of the Slovak Republic.

8. Tato Zmluva obsahuje UpIni dohodu zmluvnych | 8.  This Contract contains the entire agreement of the
stran a nahradza vsSetky predchadzajuce zmluvy Parties and supersedes all former agreements and
a dohody ako ustne tak ipisomné, tykajuce sa understandings, oral and written, relating to the object
predmetu tejto Zmluvy. of this Contract.

9. Tato Zmluva sa vyhotovuje v troch vyhotoveniach | 9. This Contract is made in three counterparts in
v slovenskej a anglickej jazykovej verzii, z ktorych Slovak and English language, one counterpart for
po jednom dostane kazda zmluvna strana. each party. In case of any discrepancies between the
V pripade rozporu medzi slovenskou a anglickou Slovak and English version the Slovak version shall
verziou, ma slovenska jazykova verzia prednost. prevail.

10. Zmluvné strany zhodne vyhlasuju, Ze si tito Zmluvu | 10. The parties declare that they have read this Contract,
precitali, jej obsahu porozumeli, s obsahom tejto understand the contents thereof, agree with the
Zmluvy suhlasia, Ze bola uzatvorend podfa ich contents of this Contract, the Contract is made as
pravej a slobodnej vlle, zrozumitelne, urcite their true and free will, comprehensively, certainly,
avazne, Ze nebola uzatvorena v tiesni ani inych and seriously, it is not made under duress or under
napadne nevyhodnych podmienok, €o potvrdzuju conspicuously disadvantageous conditions and in
svojimi podpismi. witness thereof they attach their signatures.

11. Neoddelitelnou sucastou tejto Zmluvy je nasledovna | 11. The following Annexes form an integral part of this
priloha: Contract:

Priloha A — Protokol
Priloha B — Odplata ZZ a Skus$ajuceho
/Spoluskusajuceho

Annex A — Protocol
Annex B — Remuneration for the Institution and for the
Investigator/Co-investigator

Na dbékaz toho, €o je uvedené v tejto Zmluve pripajaju zmluvné strany svoje podpisy:
In witness of the contents of the Contract, the parties attach their signatures:

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol. 10z11
s.r.o., and the Institution and the Healthcare Professional , version 1.0, I0FEB2014.
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Za Bayer: Za Fakultna nemocnicu Trencin:

On behalf of Bayer: On behalf of the Fakultna nemocnica Tren€in:
Meno: Ekaterina Karpuzova Meno: Ing. Danka Ka$3ovicova, M.B.A.

Name: Ekaterina Karpuzova Name: Ing. Danka Kas3ovicova, M.B.A.

Funkcia: Prokurista Funkcia: Riaditelka zdravotnickeho zariadenia
Title: Procurist Title:  Managing Director of the Institution
Datum: Datum:

Date: Date:

Vyhlasenie Skusajuceho:
Investigator’s Declaration:

Tato Zmluvu som si precital, jej obsahu som porozumel, s obsahom tejto Zmluvy suhlasim a zavazujem sa
vykonat PASS v sulade s ustanoveniami tejto Zmluvy.

| have read this Contract, | understand the contents thereof, | agree with the contents of this Contract, and |
undertake to perform the PASS in accordance with the provisions of this Contract.

Meno: MUDr. Branislav Bystricky Cislo bankového uétu
Name: MUDr. Branislav Bystricky Bank account number
Datum:

Date:

Vyhlasenie Spoluskusajiceho:
Co-investigator’s Declaration:

Tato Zmluvu som si precital, jej obsahu som porozumel, s obsahom tejto Zmluvy suhlasim a zavazujem sa
vykonat PASS v sulade s ustanoveniami tejto Zmluvy.

| have read this Contract, | understand the contents thereof, | agree with the contents of this Contract, and |
undertake to perform the PASS in accordance with the provisions of this Contract.

Meno: MUDr. Igor Litvin Cislo bankového uétu
Name: MUDr. Igor Litvin Bank account number
Datum:

Date:

Zmluva o vykonani Studie o bezpecnosti humanneho lieku po registracii medzi Bayer, spol., s.r.o., a
Zdravotnickym zariadenim a Zdravotnickym pracovnikom, verzia 1.0, 10FEB2014.

Contract for the conduct of a Post-Authorization Safety Study of a drug for human use between Bayer, spol. 11z11
s.r.o., and the Institution and the Healthcare Professional , version 1.0, I0FEB2014.
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PRILOHA B

K ZMLUVE O VYKONANi POST-AUTORIZACNEJ STUDIE O BEZPECNOSTI HUMANNEHO LIEKU PO REGISTRACII
uzatvorena v sulade s ustanovenim § 269 ods. 2 Zakona €. 513/1991 Zb.,
Obchodného zakonnika v zneni neskorsich predpisov

Stadia: OPTIMS_NX1301

Platba podla zmluvy

Ukoncenie Studie

Iniciacna Kazdé Kazda Kazda . : .
- Ly . . , (zahfia Quality review,
navsteva, zahfiia | zaznamenané | zaznamenana |zaznamenana R
. . ] o predchadzajucu Query Suma (Eur)
pripravu centra na| hodnotenie kontrolna lieCba e
. 8 " i . X . a subeznu management
studiu nadoru navsteva sorafenibom .
" liecbu)
Cislo pacienta
115,50 16,50 33,00 11,00 16,50 27,50 *Pozn.
Odplata ZZ - 40% sumy - 46,20 6,60 13,20 4,40 6,60 11,00 *Pozn.
Odplata SkuSajuceho/Spoluskusajuceho - 60% sumy - 69,30 9,90 19,80 6,60 9,90 16,50 *Pozn.

Bayer, spol. s r.o.:

Podpis:

Ekaterina Karpuzova
Prokurista

Datum:

*Pozn.: Celkova suma za jedného pacienta zavisi od po¢tu zaznamenanych udajov podfa Protokolu

Fakultna nemocnica Trencin:

Podpis:

Ing. Danka KasSovicova, M.B.A.
Riaditelka Zdravotnickeho zariadenia

Datum:

Priloha B k Zmluve o vykonani Post-autoruzac¢nej Studie o bezpe¢nosti humanneho lieku po registracii

Podpis:

Zdravotnicky pracovnik:

Datum:

MUDr. Branislav Bystricky
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