Smlouva No

Contract No.

SMLOUVA O PROVEDENT{
NEINTERVENCNI STUDIE,
POREGISTRACNI STUDIE

BEZPECNOSTL

uzaviend podle ustanoveni § 2079
obcanského zakoniku
(,,Smlouva“)

SMLUVNI STRANY

KRKA CR, S.I.0.

se sidlem Praha 8, Sokolovska 192/79, PSC
180 00

IC: 654 08 977

zapsand v obchodnim rejstiiku  vedeném
Meéstskym soudem v Praze, spisova znacka C
44226

jednajici panem Janem Galou, jednatelem
dale jen (,,Objednatel*)

a
Vseobecna fakultni nemocnice v Praze

sidlo: U Nemocnice 499/2, 128 08 Praha 2 —
Nové Mésto, Ceska republika

1CO: 00064165

DIC: CZ00064165

Zastoupena zastoupena XXXXXXXXXXXXXXXX

(,,Poskytovatel)

(Objednatel a Poskytovatel spole¢né
»dtrany*, a kazdy z nich samostatné
»atrana‘)

PREAMBULE

() Objednatel se zavazuje, Ze povede studii
dle protokolu ¢islo KKLR412020, ktery je
poskytnut jako ptiloha k této smlouvée
(“Protokol”), na tizemi Ceské republiky, 0
non-interven¢ni klinické studii zkoumajici
1é¢ivy ptipravek Doreta Prolong
(tramadol/paracetamol) s nazvem: “Aktivni
sledovani predavkovani
tramadolem/paracetamolem s postupnym
uvolnovanim. PICS studie.”, dale jen
“Studie”,

(b) Poskytovatel Vseobecna fakultni
nemocnice (VFN) v Praze je poskytovatelem
zdravotnich sluzeb a dvé jeho pracovisté
jsou Toxikologickée informacni stfedisko,
které poskytuje vefejnosti i zdravotnickym
odbornikiim konzultace v ptipadé akutnich

CONTRACT FOR THE CONDUCT OF
THE NON-INTERVENTIONAL POST
AUTHORISATION SAFETY STUDY

concluded under the provisions of §2079 of
the Civil Code

(“Contract”)

by and between the CONTRACTING
PARTIES

KRKA CR, S.T. 0.

a company incorporated and operating under
the laws of Czech Republic with its registered
seat at Sokolovska 192/79, Karlin, Prague 8,
186 00, Czech Republic, VAT Number:
CZ65408977, company registration no.: 654
08 977, represented by Jan Gala, (hereinafter
referred to as “Client.”).

and
Vseobecna fakultni nemocnice v Praze
(General University Hospital in Prague)

Registered office: U Nemocnice 499/2,
128 08 Praha 2 — Nové Mésto, Czech
Republic

ID No.: 00064165

Tax ID No.: CZ00064165

Represented by XXXXXXXXXXXXXXXXXXXX

(“Provider”)

(Client and Provider collectively as the
“Parties”, and individually as “Party”)

PREAMBLE

(a) Client intends to conduct in accordance
with the Study protocol number
KKLR412020 as amended (“the Protocol”) in
the territory of Czech Republic, the non-
interventional clinical study of the
investigational medicinal product Doreta
Prolong (tramadol/paracetamol) entitled:
“Active surveillance of overdose with a
prolonged-release formulation of
tramadol/paracetamol. The PICS study.”

, hereinafter referred to as “Study”;

(b) The Provider is a health services provider
and two of its units are the Toxicology
information  center and 4th  Internal
Department, General University Hospital in
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otrav, a IV. Interni klinika, ktera
hospitalizuje a 1é¢i pacienty s vnitfnimi
chorobami, v¢etné intoxikaci.

Studie bude probihat pod vedenim fesitelt
XXXXXXXXXXXXX., Toxikologické informaéni
stiedisko a XXXXXXXXXXXXXXXX IV. Interni
klinika.

(c) Objednatel ma zajem ziskat od
Poskytovatele Udaje (jak jsou definovany
nize) sestavajici z udajt o konzultacich
poskytnutych Toxikologickym informacnim
sttediskem a nemocni¢ni 1éCby v piipadé
otrav 1é¢ivym piipravkem Doreta Prolong v
pseudonymizované podobe, tedy bez
uvedeni jakychkoli osobnich udaja pacient,
a to za podminek ujednanych v této
Smlouve.

(d) Poskytovatel souhlasi s poskytnutim
Udajii Objednateli, jak je uvedeno ve
formulati Case Report a to za podminek
ujednanych v této Smlouve.

(e) Strany tak v této Smlouve ujednaly
podminky, za kterych Poskytovatel
Objednateli Udaje poskytne.

Proto se Strany dohodly nésledovné:
1. DEFINICE A VYKLAD POJMU

1.1 Aniz tim jsou dotCeny dalsi pojmy
definované jinde v této Smlouvé, nevyplyva-
li z kontextu néco jiného, maji nasledujici
slova a spojeni uzita v této Smlouve, véetné
jejich piiloh, a psana s velkym poc¢ate¢nim
pismenem, dale uvedeny vyznam:

(@) ,,Obc¢ansky zakonik* znamena zakon ¢.
89/2012 Sb., obcansky zakonik, ve znéni
pozdgjsich predpist;

(b) ,,Skupina Krka“ zahrnuje (i) jakoukoli
spolecnost ptimo ¢i nepfimo ovladanou
Objednatelem, (ii) jakoukoli spolecnost
pfimo ¢i nepfimo ovladajici Objednatele a
(ii1) jakoukoli spole¢nost pfimo ¢i nepiimo
ovladanou spolecnosti ptimo ¢i neptimo
ovladajici Objednatele;

(c) ,,Vyrobky Krka* znamenaji (i) 1éCivé
ptipravky, jejichz drzitelem rozhodnuti o
registraci anebo distributorem je Objednatel

Prague which provides medical staff and
adequate premisesfor the treatment of
intoxication cases that need hospital treatment.

The study will be under the leadership of
XXXXXXXXXXXXXXXXX Toxicological
Information Centre and XXXXXXXXXXXXXXX.,
IVth Internal Department.

(c) The Client is interested in obtaining Data
(as defined below) from the Provider
consisting of data on consultation from the
Toxicological information center and from
hospital treatment in cases of poisonings
involving the medicinal product Doreta
Prolong in a pseudonymized form, i.e.
without providing any personal data of
patients such as full name or initials of the
patients, under the conditions agreed herein.

(d) The Provider agrees to the provisioning of
such Data (as defined in the Case Report
Form to the Client under the conditions
agreed upon herein.

(e) The Parties hereto have agreed upon the
conditions under which the Provider
provisions the Data to the Client.

Now, therefore, the Parties agree as follows:

1. DEFINITIONS AND INTERPRETATION
OF THE TERMS

1.1 Without prejudice to other terms defined
elsewhere herein, unless otherwise specified
from the context hereof, the following words
and phrases used herein, and in any annexes
hereto, and beginning with capital letters,
have the following definitions:

(a) “Civil Code” refers to Act No. 89/2012
Coll., the Civil Code, as amended;

(b) The “Krka Group” includes (i) any
company directly or indirectly controlled by
the Client, (ii) any company directly or
indirectly controlling the Client, and (iii) any
company directly or indirectly controlled by a
company directly or indirectly controlling the
Client;

(¢) “Krka Products” refer to (i) medicinal
products for which the Client or another
company from the Krka Group is the
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nebo jina spolecnost ze Skupiny Krka a (ii)
zdravotnické prosttedky, prostfedky,
kosmetické ptipravky a jakékoli jiné
vyrobky vyrabéné, uvadéné na trh ¢i
distribuované Objednatelem nebo jinou
spolecnosti ze Skupiny Krka;

(d) ,,Vysledky” se rozumi veskera zjisténi,
udaje, vysledky testi, objevy, vynalezy,
postupy, metody, techniky, formulace,
substance, specifikace, materialy,
dokumenty, studie, navrhy a zlepseni
¢ehokoliv (patentovatelné ¢i nikoliv), které
pochazi, vznikly, byly odvozeny, byly
vyrobeny, byly objeveny, byly vynalezeny,
nebo byly jinak vytvofeny fesitelem klinické
studie v souvislosti s provadénou studii.
(e),,Studijni pracovisté* se rozumi prostory,
kde se provadi klinické aktivity (diagnozy a
oSetfeni pacienti).

() ,,Zacatkem studie® se rozumi pocate¢ni
datum sledovani pfipadu intoxikace, tj.
datum studijni iniciacni navstévy provedené
KRKA CR, s. 1.0 studijnim monitorem a
tréninkem fesiteld.

(9) “Koncem studie* se rozumi konec obdobi
sledovani ptipadt intoxikace a za dva roky

.....

(h) ,,Zakon o registru smluv* znamena zakon
¢. 340/2015 Sb., o zvlastnich podminkach
ucinnosti n¢kterych smluv, uvetejiiovani
téchto smluv a o registru smluv (zakon o
registru smluv), ve znéni pozdéjsich
predpist.

(i) ,,Dnem ucinnosti* se rozumi den
uveiejnéni Smlouvy v registru smiuv.

1.2 Pro vyklad této Smlouvy plati nasledujici
pravidla:

(a) Odkazy na ,,élanky* a ,,pfilohy* se
vykladaji jako odkazy na ¢lanky a ptfilohy
této Smlouvy.

(b) Odkazy na ,,pracovni dny* znamenaji
odkazy na kterykoli den, krom¢ soboty a
nedé€le a dnii, na néz pripada statni svatek
podle platnych pravnich piedpisti Ceské
republiky.

marketing authorisation holder or distributor,
and (ii) medicinal products, other products,
cosmetic products, and any other products
manufactured, marketed or distributed by the
Client or another company from the Krka
Group;

(d) “Results” shall mean any findings, data,
test results, discoveries, inventions,
processes, methods, techniques, formulae,
substances, specifications, materials,
documents, studies, designs or improvements
whatsoever (whether patentable or not) that
are originated, conceived, derived, produced,
discovered, invented or otherwise made by
the study clinical investigators in relation to
the performance of the Study;

(e) “Study site” shall mean premises where
clinical activities (diagnostics and treatment
of patients) are carried out

(F) “Start of the study* shall mean the starting
date of the intoxication cases follow-up, i.e.
the date of Study initiation visit conducted by
KRKA CR, s. r.0. study monitor and
investigators training.

(9)”End of the study* shall mean the end of
the intoxication cases follow-up period and is
dated two years after the site initiation visit.

(h)“Act on the Register of Contracts” refers
to Act No. 340/2015 Coll. on Special
Conditions for the Efficacy of Certain
Contracts, Publication of These Contracts and
the Register of Contracts (Act on the Register
of Contracts) as amended.

(i) Effective date shall mean publishing of
the contract in the Registry of Contracts.

1.2 The following rules apply for interpreting
the contents hereof:

(a) References to “articles” and “annexes” are
interpreted as references to the articles herein
and the annexes hereto.

(b) References to “business days” are a
reference to any day excepting Saturdays,
Sundays and days on which there is an
official holiday per valid Czech legislation.

(c) The words “written” or “in writing” do
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(¢)Slova ,,pisemné& nebo ,,pisemny*
nezahrnuji e-mail ¢i fax.

(d) Odkazuje-li se v této Smlouvé na pravni
predpis, rozumi se tim odkaz na pravni
predpis ve znéni pozdéjsich predpisd, 1 kdyz

wrvr

uzavieni této Smlouvy.

(e) Ustanoveni Obc¢anského zakoniku, véetné
ustanoveni nemajicich donucujici povahu,
jakoz i ustanoveni jinych pravnich predpist,
maji pro ucely vykladu této Smlouvy
prednost pted obchodnimi zvyklostmi.

(f) Ustanoveni § 556 odst. 2 Ob¢anského
zékoniku upravujici kritéria vykladu této
Smlouvy se nepouzije. Zadny z ¢lankd ani
zadny z vyrazil pouzitych v ptislusném
¢lanku nebude piipisovan kterékoli ze Stran
jako strang, ktera jej pti vyjednavani pouzila
jako prvni; ustanoveni § 557 Obc¢anského
zékoniku se tak nepouzije.

2. PREDMET SMLOUVY

2.1 Strany se dohodly, ze Poskytovatel
provede fadné a v¢as odsouhlasené ukony, v
souladu se studijnim protokolem (synopsi
protokolu pfiloZenou k této smlouve jako
ptiloha €. 2), spravnou klinickou praxi a
touto smlouvou.

2.2 Povinnosti stran jsou nasledujici:
2.2.1 Poskytovatel je povinen:

(a) dodat kazdému pacientovi pisemné
informace o studii a obdrzet informovany
souhlas pacienta

(b) povinnost Poskytovatele poskytnout
Objednateli daje statistické povahy o
konzultacich poskytnutych Toxikologickym
informacnim stfediskem v piipadé otrav
1é¢ivym piipravkem Doreta Prolong

v pseudonymizované podobé¢, tedy bez
uvedeni jakychkoli osobnich tidajt pacientt
(¢) kompilovat a uchovavat studijni
dokumentaci (Investigator site file)

(d) informovat Objednatele ptes emailovou
komunikaci o jakychkoliv novych
pifedmétech a o celkovém prabéhu studie
kazdé dva mésice

(e) oznamovat Objednateli vS§echna
podezieni na nezadouci U¢inky, které se

not include email or fax.

(d) References herein to legislation are
understood to be a reference to the most
recent amended version of such legislation,
even when adopted after the conclusion
hereof.

(e) The provisions of the Civil Code,
including non-coercive provisions, and the
provisions of other legislation shall take
precedence over business practices in the
interpretation hereof.

(F) The provisions of §556 (3) of the Civil
Code stipulating the criteria for the
interpretation hereof are not applied. None of
the articles or the phrases used in a relevant
article herein shall be interpreted by the
Parties as the first to be used in any
negotiations; the provisions of §557 of the
Civil Code do not apply.

2. SUBJECT OF THE CONTRACT

2.1 Parties agree that provider shall duly and
timely carry out the agreed tasks in
accordance with the study protocol (protocol
synopsis enclosed to this Agreement as
Annex 2), Good clinical practice and this
contract.

2.2 Parties obligations are as follows:
2.2.1 Provider shall:

(a) deliver to each patient written information
on the Study and obtain informed consent
from the patient

(b) provide the Client with data of a clinical
nature regarding hospital treatment in the
case of poisonings involving the medicinal
product Doreta Prolong in a pseudonymized
form, i.e. without providing any personal data
of patients

(c) compile and maintain Study
documentation (Investigator site file)
according to the study protocol and training
instructions

(d) inform the Client via e-mail
communication on any new subjects and on
the study progress in general on a bi-monthly
basis
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vyskytly u sledovanych pacientti podle
studijniho protokolu, a poskytovat pokyny
pii Skoleni.

2.2.2. Objednatel je povinen:

(a) dodat veskerou studijni dokumentaci na
Studijni pracovisté

(b) poradat skoleni fesitelti spolu s ,,Krka
skupinou® klinickych expertt

(c) provést zahajovaci navstévu fesitelt,
bézné monitorovaci navstévy a zaveérecné
navstevy

(d) oznamovat vSechny zavazné oc¢ekavané i
neocekavané nezadouci ucinky Statnimu
Gistavu pro kontrolu 1é¢iv (SUKL)

(e) zaplatit Poskytovateli za poskytnuté
Udaje Cenu (jak je tento pojem nize
definovan).

3. ZAKLADNI PODMINKY
SPOLUPRACE STRAN

3.1 Strany jsou povinny pii plnéni Smlouvy
postupovat v souladu s pravnimi predpisy a
vzajemné si poskytnout nezbytnou
soucinnost.

3.2 Strany prohlaSuji, kazda samostatné, Ze:

(a) Cena, kterou je Objednatel dle této
Smlouvy povinen uhradit Poskytovateli za
poskytnuti Udajt, neni sjednana jako
pobidka k nebo odména za minulé, souc¢asné
¢i budouci doporu¢ovani, predepisovani,
vydej, pouZiti, podani ¢i nakup konkrétniho
Vyrobku Krka Poskytovatelem nebo jeho
zaméstnanci i jinymi pracovniky;

(b) vySe Ceny nepievySuje spravedlivou
trzni hodnotu Udaj;

(c) ucelem této Smlouvy neni poskytnuti
jakéhokoli pfimého ¢i nepiimého prospéchu
¢i vyhody osobé, ktera je ¢lenem statutarniho
nebo jiného organu Poskytovatele nebo ktera
je v pracovnim ¢i jiném obdobném poméru k
Poskytovateli, zejména lékaitim,
farmaceuttim, stiednimu zdravotnickému
persondlu nebo administrativnimu personalu,
ani zadné jiné osob¢, ktera miize v ramci své
pracovni ¢innosti doporucovat, predepisovat,
vydavat, pouzivat, podavat ¢i nakupovat
jakékoli 1écivé pripravky;

(e) report to the Client all the adverse events
that have occurred in the managed patients
according to the study protocol and training
instructions.

2.2.2 The Client shall:

(a) deliver all the neccessary study
documentation to the study site

(b) carry out training of the investigators
jointly with the ,, Krka group* clinical expert
(c) perform Study initiation visit, routine
monitoring visits and study close-out visit
(d) report all the Suspected serious and
unexpected adverse reactions to the State
Institute for Drug Control (SUKL)

(e) pay the Price (as defined below) to the
Provider for provision of the Data.

3. BASIC TERMS OF COOPERATION
BETWEEN THE PARTIES

3.1 The Parties are obliged to proceed in the
performance hereof in accordance with all
legislation and to provide one another with
the necessary cooperation.

3.2 The Parties each declare independently
that:

(a) the Price that the Client is obliged to pay
to the Provider for provision of the Data as
specified herein is not agreed upon as an
incentive or a reward for past, current, or
future referral, prescription, administration,
use, submission, or purchase of a particular
Krka Product by the Provider or its
employees or other employees;

(b) the amount of the Price itself does not
exceed the fair market value of the Data;

(c) the purpose hereof is not to provide any
direct or indirect benefits or advantages to
persons who are a member of the Provider’s
statutory or other body or who are employed
or in a similar relationship with the Provider,
in particular physicians, pharmacists,
paramedical or administrative staff, or any
other person who, in the course of their work,
may recommend, prescribe, supply, use,
administer or purchase any medicinal
product;
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(d) tcelem této Smlouvy neni reklama na
Vyrobky Krka; a

(e) uzavienim a plnénim této Smlouvy se ani
jedna ze Stran nedostane do stfetu z4jmd, at’
jiz z jakéhokoli divodu.

4 PROHLASENI A ZARUKY
POSKYTOVATELE

4.1 Poskytovatel prohlasuje a zarucuje, ze:

(a) je opravnén s Udaji disponovat a po
pravu je poskytnout Objednateli;

(b) Udaje odpovidaji skuteénosti;

(c) Udaje vytvotil a jakékoli udaje nutné k
jejich vytvoteni ziskal:

(i) v souladu s pravnimi piedpisy, zejména s
Obcanskym zakonikem, nafizenim
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto
udajt a o zruSeni smérnice 95/46/ES (obecné
natizeni o ochran¢ osobnich udaji) a
zakonem ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpist;

(ii) bez poruseni prav jakychkoli téetich
osob, zejména jejich prav dusevniho
vlastnictvi a osobnostnich prav; a

(iii) pti plném respektu k praviim pacientd,
zejména pii zajisténi ochrany osobnich udaja
pacientt a dodrzeni 1ékatského tajemstvi ve
vztahu k pacientlim;

(d) Udaje jsou zcela prosté jakychkoli
osobnich udaji pacientd, tedy jsou
predavany v kodované podobé a Objednatel
sdm z nich nemiiZe jednotlivé pacienty
zadnym zpusobem identifikovat; a

(e) uzavienim této Smlouvy a poskytnutim
Udajt Objednateli neporusi zadné své
povinnosti vuci tfetim osobam, ani jakakoliv
pravidla o stfetu zajmu, etické standardy,
interni predpisy, nafizeni, piikazy (v¢etné
prikazti ministra zdravotnictvi) nebo
predpisy ziizovatele Poskytovatele nebo jina
pravidla ¢i pokyny, kterymi je Poskytovatel
povinen se fidit.

(d) the purpose hereof is not to advertise Krka
Products; and

(e) the conclusion and performance hereof do
not constitute a conflict of interests for either
of the Parties for any reason.

4. PROVIDER'S DECLARATIONS AND
GUARANTEES

4.1 The Provider declares and guarantees
that:

(a) it is authorised to dispose of the Data and
has the right to provide such Data to the
Client;

(b) the Data corresponds to reality;

(c) the Data it created and any other data
necessary for its creation was obtained:

(i) in accordance with legislation, in
particular the Civil Code, Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data and repealing
Directive 95/46/EC (General Data Protection
Regulation) and Act No. 372/2011 Coll. on
Health Services, as amended;

(ii) without violating any third-party rights, in
particular their intellectual property rights
and personal rights; and

(iii) with full respect to the rights of patients,
in particular by ensuring the protection of the
personal data of patients and maintaining

medical confidentiality in relation to patients;

(d) the data is completely free of any patient
personal data and is furnished in a codified
form and the Client itself cannot identify
individual patients in any way from the data;
and

(e) the conclusion hereof and the provision of
Data to the Client does not constitute any
breach of its third-party obligations, or any
rules involving conflicts of interest, ethical
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5. TERMIN A ZPUSOB POSKYTNUTI
UDAJU

5.1 Informace ohledné predavkovani Doreta
Prolong budou poskytnuty po ukonceni
1é¢by kazdého pacienta v dokumentu Case
Report Form, ktery bude uchovan na
studijnim pracovisti jako soucast studijni
dokumentace, a shromézdén studijnim
monitorem pozdé&ji béhem studie nebo na
konci studie.

5.2 Poskytovatel uchova zdrojova data k
moznému ovéieni po dobu nejméné 10 let od
ukonceni studie.

6. AKCEPTACE UDAJU
OBJEDNATELEM

6.1 Jsou-li Poskytovatelem poskytnuté Udaje
v rozporu s touto Smlouvou ¢i jsou-li jinak
vadné, je Objednatel opravnén do 20
pracovnich dnti od jejich doruceni vznést
namitky, a to i e-mailem. Nevznese-li
Objednatel ve vySe uvedené lhiité namitky,
plati, ze uplynutim této lhlity poskytnuté
Udaje akceptoval. Timto ¢lankem 6.1 nejsou
nijak dotCena prava Objednatele z vadné¢ho
plnéni dle ¢lanku 9 a dle Obcanského
zakoniku.

7. CENA ZA UDAJE

7.1 Objednatel se zavazuje Poskytovateli
zaplatit cenu ve vysi 21 000 K¢ bez DPH
mésicné od zapoceti studie do ukonceni
studie jako definovano v Clanku 1.1 v této
smlouve.

Poskytovateli bude uhrazena jednorazova
pausalni platba po uzavieni této smlouvy ve
vySi XXXXXXK¢ na jeho pocatecni ¢innost
tykajici se procesu uzavieni smlouvy.
Stejna jednorazova Castka bude vyplacena

standards, internal regulations, other
regulations, orders (including orders of the
Minister of Health), or regulations of the
Provider's founder or other rules or
instructions which the Provider is obliged to
follow.

5. METHOD OF PROVIDING THE DATA
AND DATA ARCHIVING

5.1 Information on overdoses involving the
medicinal product Doreta Prolong will be
provided by completion for each treated
patient of the document Case report form
which will be kept at the study site as a part
of study documentation and collected by the
client’s study monitor later during the course
of study or at the end of study follow-up
period.

5.2 The Provider shall archive the study
documentation including Case report forms,
signed informed consents of the patients ,
Investigator site file and the source data for
potential verification for a period of at least
10 years from the end of the study.

6. ACCEPTANCE OF THE DATA BY THE
CLIENT

6.1 If the Data provisioned by the Provider is
in breach with the contents hereof or is
otherwise defective or incomplete, the Client
is authorised to raise objections within 20
business days after the Case report forms
verification by the client clinical monitor at
the study site.. The Client is considered to
have accepted the provisioned Data if no
objections are raised within this period. This
Article 6.1 has no prejudice towards the
Client’s rights related to defective
performance under Article 9 and the Civil
Code.

7. PRICE FOR THE DATA

7.1 The Client commits to pay the Provider a
price totalling CZK 21.000 without Value
Added Tax per month, starting on the date of
the start of the study and finishing on

the end of the study date as defined in the
Article 1.1.

A one-time, lump-sum payment of CZK
XXXXXxxxxx will be paid to the Provider from
this amount for its initial activities after
conclusion hereof. Identical one-time
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Toxikologickému informacnimu stfedisku za
pocatecni Cinnost, tykajici se Etické komise
a za ¢innost pred uzavienim smlouvy.

7.2 Objednatel uhradi Cenu na zakladé
faktury (,,Faktura®), kterou je Poskytovatel
opravnén vystavit kazdych ukoncenych 6
mésici trvani studie

7.3 Faktura bude spliovat veskeré nalezitosti
stanovené pravnimi predpisy, zejména
nalezitosti dle § 29 zakona ¢. 235/2004 Sh.,
o dani z ptidané hodnoty, ve znéni
pozdgjsich predpist, véetné Ceny véetné
DPH ve vysi dle pravnich piedpist platnych
a u¢innych ke dni zdanitelné¢ho plnéni.
Poskytovatel je opravnén zaslat Objednateli
Fakturu, jakoz i jiné danové doklady, také e-
mailem; fakturacni adresa Objednatele a e-
mail pro pfijimani daiiovych dokladi je
uveden v priloze ¢. 2. Soucasti Faktury bude
také struény popis fakturovanych Udajii a
¢islo Objednatelovy objednavky.

7.4 Objednatel Fakturu uhradi na bankovni
ucet Poskytovatele uvedeny v ptiloze €. 1.

7.5 Faktura je splatna ve 1htté do 45 dnti ode
dne jejiho doruceni Objednateli. Pfipadne-li
termin splatnosti na den, ktery neni
pracovnim dnem, posouva se termin
splatnosti na nejblizsi nasledujici pracovni
den. Ke splnéni dluhu Objednatele dojde
pripsanim Castky na bankovni ucet
Poskytovatele.

7.6 Objednatel uhradi poplatek Etické komisi
za posouzeni tohoto projektu.

7.7 Objednatel prohlasuje, Ze nebyla s
zadnym zaméstnancem Poskytovatele
uzaviena zadna dalsi smlouva v souvislosti s
poskytnutymi Udaji.

8. PRAVA DUSEVNIHO VLASTNICTVI

8.1 Pokud Udaje jsou anebo se povazuji za
autorské dilo ve smyslu zdkona ¢. 121/2000
Sb., autorsky zakon, ve znéni pozdéjsich
predpist, Poskytovatel je povinen pievést na

payment of CZK 20,000 will be paid to
Toxicological Information Centre for the
initial activities concerning Ethical
Committee and other pre-contract

activities.

7.2 The Client shall pay the Price based on an
invoice (“Invoice”), which the Provider is
authorised to issue for every completed 6-
month period over the duration of the study

7.3 The Invoice shall contain all the pertinent
details as required under legislation, in
particular those under §29 of Act No.
235/2004 Coll. on Value Added Tax, as
amended, including the Price and including
VAT in the amount specified under
legislation valid and in force on the date of
taxable delivery. The Provider is authorised
to send the Invoice to the Client and any
other tax records, including via email; the
Client’s invoicing address and email address
for receiving tax records are specified in
Annex 2. The Invoice shall contain a brief
description of the invoiced Data and the
Client’s order number.

7.4 The Client shall pay the Invoice to the
Provider’s bank account specified in Annex
1.

7.5 An Invoice is due within 45 days of the
date of its delivery to the Client. If the
payment date falls on a non-business day, the
payment date is shifted to the next following
business day. The Client’s debt is considered
paid on the date the corresponding amount is
credited to the Provider’s bank account.

7.6 The Client shall pay the Ethics
Committee’s fee for its review of this project.

7.7 The Client declares that no other
agreements related to the provisioning of
Data were concluded with any of the
Provider’s employees.

8. INTELLECTUAL PROPERTY RIGHTS

8.1 If the Data is or may be considered to
have copyright protection as defined under
Act No. 121/2000 Coll., the Copyright Act,
as amended, the Provider shall transfer to the
client all intelelcutal property rights
(including copyright) or assist KRKA CR in
acquiring them. Formal fees associated with
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Objednavatele veskera dusevni majetkova
prava (véetné autorskych prav), nebo
asistovat KRKA CR k jejich ziskani.
Formalni poplatky spojené s takovym
prevodem nebo asistenci hradi Objednavatel.
Poskytovatel nema zadné pravo na tyto
dusevni vlastnicka prava.

8.2 Objednavatel ma pravo uvadét a
zvetejnovat veSkeré udaje, dokumenty a
zjisténi, véci souvisejicich se studii a touto
Smlouvou, a ma pravo uréit Poskytovatele a/
Toxikologické Informacni stiedisko a IV.
Interni kliniku jako zdroj. V piipad¢, ze si
Poskytovatel pieje zvetejnit jakékoliv
Zjisténi souvisejici se studii, Poskytovatel
musi ziskat pisemné povoleni Objednavatele
predtim, nez bude publikovano. Takové
povoleni nesmi byt bezdiivodné odepieno.

9. PRAVA OBJEDNATELE Z VADNEHO
PLNENI

9.1 Nebudou-li Poskytovatelem poskytnuty
Udaje v uvedenych terminech:

(a)Ma pravo pozadovat po Poskytovateli
poskytnuti ujednanych, ale nedodanych
Udajii; musi viak respektovat skutecnost, e
Poskytovatel z Toxikologického
informacniho stfediska neosetiuje pacienty
pfimo a mize dodat pouze daje, poskytnuté
osobami, které nejsou ve smluvnim vztahu k
Poskytovateli a které s Poskytovatelem
konzultuji predavkovani ptipravkem Doreta
Prolong. Jde o oSetfujici 1ékaie, pacienty,
jejich rodinné piislusniky nebo jim blizké
osoby.

(b)Ma4 pravo odstoupit od Smlouvy dle
¢lanku 14.

9.2 Pokud Udaje nejsou poskytnuty dle
definice v této Smlouvé a/nebo protokolu:
V takovém pripadé Objednatel ma pravo
reklamovat vady a Poskytovatel je povinen
poskynout opravené udaje Objednateli co
nejdrive podle Smlouvy a Protokolu.

9.3 Objednatel je opravnén vady vytknout a
sva prava z vadného plnéni uplatnit, ato i e-
mailem, kdykoli v pribéhu 1 mésice ode
dne, kdy Udaje obdrzel.

such transfer or assistance shall be covered
by the client. Provider shall have no interest
or right with regard to such intelelcutal
property rights.

8.2 The client shall have the right to report
and publish any data, documents and findings
and alike associated with the study and this
contract and has the right to indicate the
provider and/or the Toxicological
Information Centre and IVth Internal
Department as their source. In case that
provider wishes to publish any findings
regarding the study, the Provider needs to
obtain the Client’s written permission prior to
any publication. Such permission shall not be
unreasonably withteld.

9. CLIENT’S RIGHTS UNDER
DEFECTIVE FULFILMENT

9.1 If the Client is not provided with the Data
by the specified dates:

(@) It has the right to demand the Provider
provide the agreed but undelivered Data; it
must respect the fact that the Provider from
the Toxicological Information Centre does
not examine patients directly and may only
provide that data provided by parties that are
not in a contractual relationship with the
Provider and who consult with the Provider
on overdoses involving the medicinal product
Doreta Prolong. Such parties include
examining physicians, patients, their family
members, or their loved ones.

(b) The Client has the right to withdraw here
under Article 14.

9.2 If the data are not provided as defined in
this contract and/or protocol: In such case the
client has the right to claim the defects and
provider shall as soon as possible provide to
the client correct data in accordance with this
contract and protocol.

9.3 The Client is authorised to report defects
and exercise its rights related to defective
performance via email at any time during a 1-
month period from the date on which it
received the Data.

10. CONFIDENTIALITY

10.1 The Provider is obliged to maintain
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10. DUVERNOST

10.1 Poskytovatel je povinen utajit veskeré
informace, které se dozvédél v ramei
uzavirani a plnéni této Smlouvy, véetné
jejiho obsahu, a informace, které mu
Objednatel sdéli nebo které jinak vyplynou z
plnéni Smlouvy nebo z obchodni ¢innosti
Objednatele i jiné spolecnosti ze Skupiny
Krka, zejména informace o vyrobcich Krka,
o klientech, dodavatelich, dusevnim
vlastnictvi, know-how nebo marketingovych
strategiich Objednatele ¢i jinych spole¢nosti
ze Skupiny Krka (,,Divérné informace®).

10.2 Poskytovatel nesdéli Divérné
informace tfeti osob¢, vyjma svych
zamé&stnanci — pokud tito zaméstnanci
Dtvérné informace nezbytné nutné potiebuji
k poskytnuti Udaji Objednateli —, &lenti
svych organi nebo pravnich ¢i danovych
poradcii (,,Spolupracovnici®) a ptijme takova
opatfeni, ktera znemozni jejich pfistupnost
tfetim osobam. Ustanoveni piredchozi véty se
nevztahuje na Divérné informace:

(2) které se staly nebo stanou vSeobecné
znamymi ¢i dostupnymi jinak neZ porusenim
povinnosti plynoucich z této Smlouvy
Poskytovatelem nebo jeho Spolupracovniky;

(b) které byly Poskytovateli po pravu znamé
jesté pred tim, nez mu je Objednatel poskytl;

(c) jejichz samostatnym ptivodcem je
Poskytovatel, a to bez vyuziti informaci
poskytnutych Objednatelem;

(d) k jejichz zvefejnéni dal Objednatel
vyslovny pisemny ¢i e-mailovy souhlas
Poskytovateli; nebo

(e)které byly zvefejnény na zaklade
povinnosti stanovené pravnimi piedpisy,
zejména Zakonem o registru smluv, nebo na
zaklad€ pravomocného soudniho rozhodnuti
nebo pravomocného rozhodnuti organt
vetejné spravy.

10.3 Poskytovatel smi Davérné informace
poskytnout svym Spolupracovnikiim jen
tehdy, jestliZe tito Spolupracovnici budou
vazani, at’' uz na zaklad¢ smlouvy ¢i zakona,
povinnosti zachovavat ditvérnost Davérnych
informaci, a to pfinejmensim v rozsahu dle

confidentiality regarding all information that
is disclosed to it within the conclusion and
performance hereof, including its contents
and information provided by the Client or
otherwise ascertained during the performance
hereof or the business activities of the Client
or other companies from the Krka Group, and
in particular information about Krka’s clients,
suppliers, intellectual property, know-how or
the marketing strategies of the Client or other
companies from the Krka Group
(“Confidential Information™).

10.2 The Provider will not disclose
Confidential Information to third parties,
excepting its employees if these employees
require Confidential Information to provide
Data to the Client, members of its bodies, or
legal or tax advisers (“Collaborators”) and
will take measures that prevent access by
third parties. The provisions of the previous
sentence do not apply to Confidential
Information:

(a) which is or becomes public knowledge or
publicly accessible by means other than a
breach of obligations hereunder by the
Provider or their Collaborator;

(b) which the Provider lawfully is acquainted
with prior to such information being provided
by the Client;

(c) whose independent originator is the
Provider, without the use of information
provided by the Client;

(d) for which the Client granted its express
written or email approval to the Provider for
its publication; or

(e) which was published under statutory
obligations, in particular the Act on the
Register of Contracts, or based on a final
decision issued by a court or by a public
administration authority.

10.3 The Provider may only provide
Confidential Information to its Collaborators
when these Collaborators are bound under
contract or law to maintain the confidentiality
of such Confidential Information in scope as
defined herein at a minimum. The Provider is
fully liable for any breach of such obligation
on the part of its Collaborators as if it had
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této Smlouvy. Poskytovatel pln¢ odpovida za
poruseni této povinnosti ze strany svych
Spolupracovniki tak, jako by Smlouvu
porusil sam.

10.4 V piipadé, ze Poskytovatel zjisti, ze
doslo nebo muize dojit k prozrazeni, resp.
ziskani Divérnych informaci neopravnénou
osobou, zavazuje se neprodlené informovat o
této skute¢nosti Objednatele a podniknout
veskeré kroky potiebné k zabranéni vzniku
Ujmy nebo k jejimu maximalnimu omezeni,
pokud se Strany nedohodnou jinak.

10.5 Poskytovatel bere na védomi a souhlasi
s tim, ze Objednatel je opravnén poskytnout
jinym spole¢nostem ze Skupiny Krka tuto
Smlouvu a jakékoli udaje ¢i dokumenty,
které mu Poskytovatel v souvislosti s
plnénim této Smlouvy sdéli ¢i poskytne.

10.6 Objednatel se zavazuje zachovavat
mlcenlivost o vSech skute¢nostech, které se
dozvédél ¢i dozvi o Poskytovateli v
souvislosti s touto Smlouvou, a které nejsou
vetejné piistupné. Objednatel se zavazuje
zachovavat mlCenlivost 1 o skute¢nostech,
které Poskytovatel oznaci jako skutecnosti
utajované a divérné. Objednatel je dale
povinen zachovavat ml¢enlivost o
skute¢nostech, které jsou takového
charakteru, Ze mohou v pfipad¢€ zvefejnéni
privodit Poskytovateli ijmu bez ohledu na
to, zda maji povahu osobnich, obchodnich ¢i
jinych informaci.

10.7 Objednatel neni opravnén zpfistupnit
diaveérné informace jakékoli tieti strané bez
predchoziho souhlasu Poskytovatele.
Objednatel rovnéz nesmi pouzit tyto
informace v rozporu s jejich t¢elem pro své
potieby. Objednatel se zavazuje zajistit
utajovani davérnych informaci svymi
zaméstnanci, dal$imi ¢leny Skupiny Krka
nebo osobami podilejicimi se plnéni této
Smlouvy. Povinnost ml¢enlivosti ve shora
uvedeném rozsahu trva bez ¢asového
omezeni, nebude-li dohodnuto Stranami
jinak.

10.8 Strany ujednavaji, Ze ustanovenimi
tohoto ¢lanku 10, zejména ¢lankt 10.6 a
10.7, neni nijak dotceno Poskytovatelovo
pravo nakladat s Udaji dle ¢lanku 8, zejména
Udaje za tam stanovenych podminek

breached the Contract itself.

10.4 If the Provider determines that an
unauthorised person has or potentially
breached or gained access to Confidential
Information, it commits to immediately
inform the Client of such fact without delay
and to take all action necessary to prevent
harm or to limit its scope as much as possible,
unless the Parties agree otherwise.

10.5 The Provider is aware and agrees that
the Client is authorised to provide other
companies from the Krka Group with this
Contract and any other data and documents
disclosed or shared by the Provider in
connection with the performance hereof.

10.6 The Client commits to maintain
confidentiality regarding all information that
they learn of or learn about the Provider in
connection herewith and which are not
publicly accessible. The Client commits to
maintain confidentiality with respect to that
information that the Provider designated as
secret and confidential. The Client is obliged
to maintain confidentiality with regard to
information of such a nature that could result
in damage to the Provider if disclosed,
regardless of if such information is of a
personal, business, or other nature.

10.7 The Client is not authorised to disclose
confidential information to any third party
without the Provider's prior approval. The
Client likewise must not use this information
in violation of its purpose for its own needs.
The Client commits to ensure the
confidentiality of confidential information by
its employees, other members of the Krka
Group, or persons participating in the
performance hereof. The obligation to
maintain confidentiality in the scope
specified above endures without temporal
restrictions unless otherwise agreed by the
Parties.

10.8 The Parties agree that the provisions of
this Article 10, and especially Articles 10.6
and 10.7 in no way prejudice the Provider's
right to dispose of the Data pursuant to
Acrticle 8, and in particular to publish the Data
under the conditions specified therein; Data
for the purposes hereof is not considered the
Provider’s confidential information.
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uveiejnit; Udaje se tak pro Giely této
Smlouvy nepovazuji za divérné informace
Poskytovatele.

11 OSOBNIi UDAIJE

11.1. Kazda Strana bude jednat v souladu se
svymi povinnostmi vyplyvajicimi

Z obecného natfizeni Evropské tinie o ochrané
osobnich tdaji (GDPR), ohledné osobnich
udaju, a také citlivych udaju tykajici se
zdravi a souvisejich osobnich udaji v rdmci
vSech platnych pravnich ptedpisi tykajici se
ochrany udaju a soukromi, které souviseji

S jejich Cinnosti dle této smlouvy a/nebo
studie.

11.2. Strany uznavaji a souhlasi s tim, ze
pokud jde o zpracovani osobnich udaji
souvisejicich s provadénim klinické studie,
KRKA CR s.r.0. bude vystupovat jako
zpracovatel udaju, ktery zpracovava udaje
pro ucely studie jménem spravce Krka, d. d.,
Novo mesto, Smarjeska cesta 6, 8501 Novo
mesto, Slovenia na zakladé piedem
udélenym informovanym souhlasem
subjekta.

11.3. Poskytovatel jako poskytovatel
osobnich udaji pro zakonné zpracovani
udaju subjektt ti¢astnicich se ve Studii:

- na zakladé informovaného souhlasu
jednotlivych subjektl za Gcelem této studie
zptistupni Objednateli pouze ty osobni
informace subjekti, které jsou nutné pro
implementaci studie: rok narozeni, pohlavi
subjektil, a zdravotnich tdajt udaju

V rozsahu nezbytném pro implementaci této
studie:

- na zaklad¢ informovaného souhlasu
jednotlivych subjektl v piipadé jakékoliv
nejasné informace v tomto formulari

z diivodu kontroly implementace Studie,
bude Poskytovatel umoziiovat Objednateli
nahled do ¢asti zdravotnické dokumentace
subjekti, které se tykaji implementace
Studie,

- ujisti Se, Ze ostatni osobni udaje, které
nejsou nutné pro implementaci Studie
zustanou divérné a nebudou sdéleny
Objednavateli,

- se ujisti, Ze subjekty, které se zcastni
Studie, podepisi souhlas, aby jejich osobni

11 PERSONAL DATA

11.1. Each Contracting Party shall act in
accordance with their obligations under the
General Data Protection Regulation (GDPR)
of the European Union with regard to
personal data as well as sensitive data
concerning health and related personal data in
the framework of all applicable laws related
to data protection and privacy, related to their
activities under this Contract and/or related to
Study.

11.2. The Parties recognise and agree that
with regard to personal data processing
related to the implementation of the clinical
study, KRKA CR s.r.0. shall act as a data
processor that processes data for the purpose
of Study on behalf of controller Krka, d. d.,
Novo mesto, Smarjeska cesta 6, 8501 Novo
mesto, Slovenia hereunder on the basis of
previously obtained informed consent of
subjects.

11.3. Provider as the provider of personal
data for lawful processing of data of subjects
participating in Study:

- based on the informed consent of an
individual subject for the purpose of this
study, shall disclose to The client only those
personal data of subjects which are necessary
for implementation of study: year of birth,
gender of a subject, and medical data of the
subject in the scope necessary for
implementation of study;

- based on the informed consent of an
individual subject in case of any unclarified
information in this form for the purpose of
control over implementation of Study, the
Provider shall facilitate the Client to insight
into a part of the subject’s medical record
which refers to implementation of Study
hereunder;

- shall ensure that all other personal data that
are not necessary for implementation of
Study remain confidential and shall not be
disclosed to the client;

- ensure that subjects who take part in the
study sign consent so that their personal data
may be disclosed to KRKA d.d., Novo mesto
and the client and that they may manage and
process data for the purpose of implementing
the clinical study.
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udaje mohly byt poskytnuty KRKA d.d.,
Novo mesto a Objednavateli, a udaje mohli
byt spravovadny a zpracovany za ucelem
implementace studie.

11.4. Objednavatel jako zpracovatel udajt,
ktery zpracovava udaje jménem KRKA d.d.,
Novo mesto za G¢elem této Studie:

- pfipravi obsah souhlasii subjektil,

- zajisti relevantni opatieni pro ochranu
osobnich udaj,

- poskytne informace o zpracovani
pacientovi,

- na zéakladé¢ informovaného souhlasu
jednotlivych subjekti, v ptipadé nejasnosti
v udajich pro kontrolu implementace Studie,
muze nahlédnout do ¢asti zdravotnické
dokumentace subjektu, které souvisi

s implementaci Studie, viz niZe,

- muze zachdzet s osobnimi udaji podle
platné legislativy, nemiize je sd€lovat tfetim
osobam a nemuze je uzivat na jiné ucely nez
implementace Studie.

12. UVEREJNENI SMLOUVY V
REGISTRU SMLUV

12.1 Strany se dohodly, Ze uvefejnéni
Smlouvy v registru smluv dle Zakona o
registru smluv zajisti Poskytovatel.

12.2 Strany se dohodly, Ze Poskytovatel
uvefejni verzi této Smlouvy, kterou mu za
timto ucelem piipravi a poskytne Objednatel
nejpozdéji do 5 dni od podpisu této
Smlouvy, a to ve strojoveé ¢itelném formatu v
elektronické podob¢ zaslanim na emailovou
adresu okh@vfn.cz. Pokud Objednatel danou
povinnost nesplni, je Poskytovatel opravnén
uvefejnit smlouvu sam.

12.3 Ujednani tohoto ¢lanku 12 se pouziji
mutatis mutandis také na uvefejiiovani
jakéhokoli dodatku k této Smlouvé ¢i jeji
zmeény Vv registru smluv.

13. BOJ PROTI KORUPCI

13.1 Kazda ze Stran se zavazuje, ze bude v
jakékoli souvislosti s plnénim této Smlouvy
postupovat plné v souladu s prisluSnymi
pravnimi pfedpisy, vCetn¢ legislativy na
ochranu proti korupci, a dale se zarucuje, ze
v jakékoli souvislosti s plnénim této

11.4. the client as a data processor that
processes data on behalf of KRKA d.d., Novo
mesto for the purpose of Study:

- shall prepare content for consent for
subjects;

- shall ensure relevant measures for personal
data protection;

- shall provide information about processing
to the patient;

- based on the informed consent of an
individual subject in case of non-clarities in
the data for the purpose of control over
implementation of Study, shall insight into a
part of the subject’s medical record which
refers to implementation of Study hereunder;
- shall handle personal data in accordance
with applicable legislation, shall not disclose
them to third persons and shall not use them
for any other purpose than the purpose of
implementing Study.

12 CONTRACT PUBLICATION IN THE
REGISTER OF CONTRACTS

12.1 The Parties agree that the Provider shall
ensure publication of the Contract in the
Register of Contracts pursuant to the Act on
the Register of Contracts.

12.2 The Parties agree the Provider shall
publish a version hereof as prepared and
provided by the Client for such purposes
within 5 days from the signature hereof in a
machine-readable format in an electronic
form send to the email address okh@vfn.cz.
If the Client does not fulfil this obligation, the
Provider is authorised to publish this Contract
on its own.

12.3 The agreements in Article 12 herein
apply mutatis mutandis to the publication of
any addendum hereto or amendment hereof in
the Register of Contracts.

13. COMBATTING CORRUPTION

13.1 Each Party undertakes to act in full
compliance with applicable law, including
anti-corruption legislation, in any connection
with the performance hereof and warrants
that it has not been or will be promised in any
connection with the performance hereof,
approved, confirmed, proposed, or made,
directly or indirectly, any payments or
transfers of values intended to influence,
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Smlouvy nebyly ani nebudou poskytnuty,
pfislibeny, schvéleny, potvrzeny, navrzeny
nebo ucinény, ptimo ¢i neptimo, zadné
platby nebo pfevody hodnot, jejichz cilem je
ovlivnit, vyvolat nebo odménit jakékoliv
jednéni, opomenuti nebo rozhodnuti za
ucelem sjednani neopravnéné vyhody, nebo
ziskat neopravnénou pomoc pro sebe nebo
druhou Stranu pfi ziskdvani nebo udrzovani
obchodni ¢innosti anebo jakymkoli jinym
zpiisobem s ucelem ¢i G¢inkem verejného
nebo obchodniho tplatku, a rovnéz se
zarucuje, Ze piijala pfiméfend opatfeni
zamezujici v takovém jednani svym
subdodavateltim, zastupciim nebo
jakymkoliv tfetim osobam, které ovlada nebo
ovlivilgje. Pro vylouc¢eni pochybnosti se za
takové jednani povazuji rovnéz tzv.
facilita¢ni platby, kterymi se rozumi
neoficialni a neodivodnéné platby ¢i dary
nizké hodnoty nabidnuté ¢i poskytnuté
Utednim osobam, a to za i¢elem zajisténi
nebo urychleni bézného nebo nezbytného
ukonu ¢i ¢innosti, na kterou existuje pravni
narok.

13.2 Pro téely této Smlouvy se ,,Uiedni
osobou‘ (pfi¢emz ,,ufedni znamena v§echny
urovné a organizacni slozky vetejné spravy,
tj. mistni, krajské, narodni, spravni,
legislativni, vykonné nebo soudni, jakoz i
kralovské ¢i vladnouci rodiny) rozumi (a)
jakykoliv ufednik nebo zaméstnanec vlady
nebo ministerstva, vladni agentury nebo
podiizené vladni organizace (véetné statnich
podniki, obchodnich korporaci nebo jinych
osob vlastnénych nebo ovladanych statem);
(b) jakykoliv Gfednik nebo zaméstnanec
mezinarodni organizace, napt. Svétoveé
banky nebo Organizace spojenych narodu;
(c) jakykoliv ufednik nebo zamé&stnanec
politické strany nebo jakykoliv kandidat na
vetejnou funkci; (d) jakakoliv jina osoba,
ktera neni vymezena vyse, definovana
mistnimi pravnimi piedpisy jako vladni nebo
statni urednik (vCetné legislativy upravujici
uplatkafstvi a korupci); anebo (e) jakakoliv
jina osoba jednajici v zastoupeni jakékoliv
osoby shora uvedené. ,Utedni osoba*
zahrnuje také jakoukoli osobu, ktera ma
takové blizké rodinné piislusniky, ktefi jsou
Utednimi osobami (jak je tento pojem vyse
definovan) a mohou, at’ uz skute¢né nebo z
hlediska vnimani vefejnosti, ovlivnit nebo
ucinit ifedni rozhodnuti majici vliv na

induce or reward any act, omission or
decision for the purpose of negotiating an
unfair advantage, or to obtain unauthorized
assistance for oneself or the other Party in
obtaining or the maintenance of business or
in any other way for the purpose or effect of a
public or commercial bribe, and warrants that
it has taken reasonable steps to prevent such
subcontractors, agents or any third parties
which it controls or influences from acting or
influencing such conduct. To clarify, such
agreements apply to so-called facilitation
payments, which are defined as unofficial and
unjustifiable payments or gifts of low value
offered or made to Officials for the purpose
of securing or expediting an ordinary or
necessary act or activity to which there is a
legal right.

13.2 For the purposes hereof, an “Official”
(where "official" means all levels and
organizational units of public administration,
i.e. local, regional, national, administrative,
legislative, executive or judicial, as well as
royal or ruling families) means (a) any
official or employee of a government or
ministry, government agency or subordinate
governmental organisations (including state-
owned enterprises, business corporations, or
other entities owned or controlled by the
state); (b) any official or employee of an
international organisation, such as the World
Bank or the United Nations; (c) any official
or employee of a political party or any
candidate for public office; (d) any other
person not defined above as defined by local
law as a government or civil servant
(including legislation governing bribery and
corruption); or (e) any other person acting on
behalf of any entity referred to above.
“Official” includes any person who has close
family members who are Officials (using the
definition provided above) and may, either
actually or in terms of public perception,
influence or make official decisions affecting
the Client's activities.

13.3 Either of the Parties is authorised to

withdraw here from with immediate effect
upon delivery of written notification to the
other Party, if such other Party breaches its
obligations under Article 13.1. The Party

which breaches an obligation under Article
13 has no right to seek compensation from
the other Party for any damages caused by
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obchodni ¢innost Objednatele.

13.3 Kazda ze Stran je opravnéna odstoupit
od Smlouvy s okamzitou Gc¢innosti
pisemnym oznamenim doruc¢enym druhé
Strang, pokud druha Strana porusi své
povinnosti vyplyvajici z ¢lanku 13.1. Strana,
ktera porusila zavazky dle ¢lanku 13 nema
vuci druhé Strané pravo domdhat se nahrady
jakékoliv ijmy zplisobené odstoupenim od
této Smlouvy dle tohoto ¢lanku 13.3.

14. DOBA TRVANI A UKONCENI
SMLOUVY

14.1 Tato Smlouva se uzavira na dobu
ur¢itou, a to do ujednan¢ho terminu
poskytnuti Udaji Objednateli.

14.2 Kazda strana je opravnéna tuto smlouvu
vypovedét v ptipadé, Ze ji druha strana
porusi a nesjedna napravu do 30 dnii od
pisemného upozornéni na poruseni. Pokud
dojde k ukonceni smlouvy ze strany
poskytovatele, ma Objednatel pravo
pozadovat zpét vsechny platby provedené
Poskytovateli. Pokud je smlouva ukoncena
ze strany Objednavatele, ma Poskytovatel
pravo pozadovat uhradu vSech praci
provedenych do okamziku ukonceni
smlouvy.

14.3 Strany sjednavaji, ze 1 po zaniku této
Smlouvy — at’ uz k nému dojde z jakéhokoli
divodu — zlstava zachovana platnost a
ucinnost téch jejich ujednani, ktera dle své
povahy a smyslu maji pfetrvat i po jejim
zaniku, zejména ujednani ¢lanka 8, 9, 10, a
16.

15. KOMUNIKACE STRAN

15.1 Jakékoliv oznameni, sdéleni, souhlas
nebo dokument, ktery ma byt dorucen podle
této Smlouvy, mize byt doruc¢en osobng¢,
kuryrem nebo zaslan doporucenou postovni
zasilkou a/nebo v piipadech ptipusténych
touto Smlouvou miiZze byt doru¢en e-mailem
(elektronickou postou) Stran¢, které ma byt
dorucen. Kontaktni udaje Stran tvoii ptilohu

w

¢. 1.

15.2 Kazda Strana pisemné ¢i e-mailem
oznami bez zbyte¢ného odkladu druhé
Stran¢ jakékoliv zmény kontaktnich udaju

withdrawal here from under Article 13.3.

14 DURATION AND TERMINATION OF
THE CONTRACT

14.1 This Contract is concluded for a fixed
term, namely until the agreed date for
providing Data to the Client.

14.2 Either Party is entiteled to terminate this
contract in case the other Party breaches it
and does not cure the breach witihn 30 days
following the written notice of the breach. If
the contract is terminated due to provider’s
fault, the client shall have the right to claim
back all payments executed to the provider. If
the contract is terminated due to customer*s
fault, provdier shall have the right to claim
payment for all work performed until the time
of termination.

14.3 The Parties agree that after expiration
hereof, for whatever reason, the validity, and
effectiveness of its arrangements, which by
their nature and meaning are to continue after
its termination, in particular the provisions of
Articles 8, 9, 10, and 16 shall remain in force.

15. COMMUNICATION BY THE PARTIES

15.1 Any notification, communication,
approval, or document to be delivered under
the terms hereof, may be delivered in person,
via courier, or sent via registered mail and/or
in instances permitted herein, delivered via e-
mail (electronic mail) to the receiving Party.
The contact details for the Parties are
provided in Annex 1.

15.2 The Parties shall report in writing or via
email any changes to the contact details
provided in Annex 1 to the other Party
without any undue delay; delivery of such
notification to the other Party results in a
change to the contact details for the affected
Party without the need to conclude a written
addendum hereto.
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uvedenych v ptiloze €. 1; doru¢enim tohoto
oznameni druhé Stran¢ dojde ke zméné
kontaktnich idaji dotené Strany bez
nutnosti uzavieni pisemného dodatku ke
Smlouve.

16. ROZHODNE PRAVO A RESENI
SPORU

16.1 Tato Smlouva se fidi a bude vykladana
v souladu s pravnim fadem Ceské republiky,
zejména Obcanskym zakonikem.

16.2 Vesker¢ ptipadné spory vzniklé z této
Smlouvy anebo v souvislosti s ni budou
feSeny smirnou cestou. Pokud Strany
nevyftesi jakykoliv spor smirnou cestou do
30 dnt od zapoceti sporu, bude takovy spor
vcetné otazek platnosti, vykladu, realizace ¢i
ukonceni prav vzniklych ze Smlouvy feSen
vécné a mistné piislusnym ceskym soudem.

17. ZAVERECNA UJEDNANTI

17.1 Tato Smlouva nabyva G¢innosti dle
ustanoveni Zakona o registru smluv.

17.2 Tato Smlouva obsahuje uplnou dohodu
Stran ve véci pfedmétu této Smlouvy a
nahrazuje veskeré ostatni pisemné ¢i ustni
dohody uzaviené Stranami ve véci predmeétu
této Smlouvy.

17.3 Strany ujednaly uzavieni této Smlouvy
v pisemné formé. Tato Smlouva miize byt
meénéna nebo zruSena, pokud neni ve
Smlouvé uvedeno jinak, pouze pisemné, a to
v ptipad¢€ zmén Smlouvy ¢islovanymi
dodatky, které musi byt vlastnoru¢né
podepsany opravnénymi zastupci obou
Stran.

17.4 Pro ptipad uzavirani této Smlouvy a
dodatkii k ni Strany vylucuji aplikaci
ustanoveni § 1740 odst. 3 Obc¢anského
zakoniku, které stanovi, ze smlouva je
uzavfena i v piipad¢, Ze mezi stranami
nebylo dosazeno tplné shody projevu ville o
jejim obsahu.

17.5 Poskytovatel prohlasuje, Ze se podrobné
seznamil s povinnostmi, které mu vyplyvaji

16. APPLICABLE LAW AND DISPUTE
RESOLUTION

16.1 This Contract shall be governed and
interpreted in accordance with the laws of the
Czech Republic, and in particular the Civil
Code.

16.2 Any disputes arising here from or in
connection herewith shall be resolved by
reaching a settlement. If the Parties are
unable to reach a settlement to resolve any
dispute within 30 days of its commencement,
such dispute including questions as to the
validity, interpretation, execution, or
termination of rights established hereunder
shall be resolved by the Czech court with the
subject matter and territorial jurisdiction.

17. FINAL AGREEMENTS

17.1 This Contract enters into force under the
provisions of the Act on the Register of
Contracts.

17.2 This Contract constitutes the complete
agreement of the Parties in the matter of the
subject hereof and supersedes any other
written or verbal agreements made by the
Parties in the matter of the subject hereof.

17.3 The Parties agreed to conclude this
Contract in writing. This Contract may only
be amended or terminated, unless otherwise
specified herein, in writing, and amendments
hereto must take the form of numbered
addenda which must be signed by the
authorised representatives of both Parties.

17.4 The Parties preclude the application of
the provisions of §1740 (3) of the Civil Code
is in the conclusion hereof, and any addenda
hereto; these provisions stipulate that a
contract is concluded even if there is no
complete agreement between the parties on
the expression of will with respect to its
contents.

17.5 The Provider declares that it has
acquainted itself in detail with the obligations
established hereunder and with the
consequences resulting from any failure to
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z této Smlouvy, a s dasledky, které zptisobi
jejich ptipadné nesplnéni. V tomto kontextu
Strany vyslovné vylucuji aplikaci ustanoveni
§ 1799 a § 1800 Obc¢anského zakoniku, ktera
upravuji odkazy na obchodni podminky ve
formulafovych smlouvach, definuji
nesrozumitelné nebo zvlasté nevyhodné
dolozky a podminky jejich platnosti, na tuto
Smlouvu.

17.6 Je-li nebo stane-li se jakékoli ujednani
této Smlouvy zdanlivym, neplatnym ¢i
nevymahatelnym, nebude to mit vliv na
platnost a vymahatelnost ostatnich ujednani
této Smlouvy. Strany se zavazuji nahradit
zdanlivé, neplatné nebo nevymahatelné
ujednani novym ujednanim, jehoz znéni
bude odpovidat umyslu vyjadienému
ptavodnim ujednanim a touto Smlouvou jako
celkem.

17.7 Strany se dohodly na vylouceni
aplikace jakychkoli vSeobecnych obchodnich
podminek nebo jinych obdobnych podminek
Poskytovatele, a to i v piipadé, ze
Poskytovatel na jakékoli své vSeobecné nebo
jiné obdobné podminky odkaze v jakémkoli
svém oznameni ¢i sdéleni.

17.8 Jestlize kterakoli ze Stran prehlédne
nebo promine jakékoliv neplnéni, poruseni,
prodleni nebo nedodrzeni néjaké povinnosti
vyplyvajici z této Smlouvy, pak takové
jednani nezaklada vzdani se prava ve vztahu
k takové povinnosti s ohledem na jeji trvajici
nebo nasledné neplnéni, poruseni nebo
nedodrZeni a zadné takové vzdani se prava
nebude povazovano za u¢inné, pokud nebude
pro kazdy jednotlivy pfipad vyjadieno
pisemné.

17.9 Strany prohlasuji, ze veskeré informace,
které si vzajemné poskytly pfi uzavirani této
Smlouvy, jsou Uplné, pravdivé a spravné a
zavazuji se oznamit druhé Strané¢ jakoukoli
udalost nebo zménu okolnosti, které by
zpisobily béhem doby trvani Smlouvy
nekompletnost, nepravdivost nebo
nepiesnost poskytnutych informaci.

17.10 Strany prohlasuji, ze jsou zpusobilé
uzaviit tuto Smlouvu, Ze ziskaly veskera
potiebna povoleni a souhlasy k podpisu této
Smlouvy a k plnéni povinnosti z ni
vyplyvajicich, a tato povoleni a souhlasy

perform. Within this context, the Parties
specifically preclude the application of the
provisions of §1799 and §1800 of the Civil
Code, which regulate references to business
conditions in form contracts, define
incomprehensible or particularly
unfavourable clauses and the conditions of
their validity, with respect hereto.

17.6 If any provisions hereof are or become
apparent, invalid, or unenforceable, such fact
will have no prejudice towards the validity
and enforceability of the remaining
provisions hereof. The Parties commit to
replace any apparent, invalid, or
unenforceable provisions with new
provisions, the wording of which shall as
closely as possible approximate the intent
expressed in the original provision and this
Contract as a whole.

17.7 The Parties agree to preclude the
application of any general business
conditions or any of the Provider’s other
business conditions, even if the Provider
refers to any of its general or other similar
conditions in any of its notices or
communications.

17.8 If any of the Parties omits or waives any
non-performance, breach, delay, or non-
compliance with any obligation hereunder,
then such conduct does not constitute a
waiver in relation to such obligation with
respect to its continuing or subsequent non-
performance, breach or non-compliance and
no such waiver shall be deemed considered
effective unless it is expressed in writing for
each individual case.

17.9 The Parties declare that all information
they have exchanged in the conclusion hereof
is complete, accurate, and correct, and
commit to inform the other Party of any event
or change in circumstances which would
cause the information provided to be
incomplete, untrue, or inaccurate during the
term hereof.

17.10 The Parties declare that they are
competent to enter into this Contract, that
they have obtained all necessary permits and
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jsou platné a uc¢inné v plném rozsahu.

17.11 Tato Smlouva je vyhotovena ve dvou
stejnopisech, z nichz kazda Strana obdrzi po
jednom vyhotoveni.

Smlouva je sepsana v jazyce anglickém a
Ceském. V pripadé rozporu mezi obéma
jazykovymi verzemi je rozhodujici Ceska
Verze.

17.12 Nedilnou soucasti této Smlouvy jsou
nasledujici ptilohy:

(a) Ptiloha ¢. 1: Kontaktni udaje Stran.

V ptipadé€ rozporit mezi znénim Smlouvy
samotné a znénim jejich ptiloh ma prednost
znéni Smlouvy samotné.

(b) Ptiloha ¢.2: Synapse studie

* k% %

Podpisova strana nasleduje.

consents to sign this Contract and to fulfil the
obligations arising from it, and these permits
and consents are valid and effective in full.

17.11 This Contract is completed in two
counterparts, whereby each of the Parties
shall retain one complete counterpart. The
contract is written in English and Czech. In
case of discrepancy between the two
language versions, the Czech version shall
prevail.

17.12 The following annexes form integral
parts hereof:

(a) Annex 1: Contact details of the Parties.
The Contract itself has priority in the event of
any conflicts between the Contract itself and
any annexes hereto.

(b) Annex 2: Study synopsis

* % %

The signature page follows.
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SIGNATURE PAGE

PODPISOVA STRANA The Parties hereby expressly declare that they
have read the Contract prior to its signature,
Strany timto vyslovné prohlasuji, ze si tuto the was concluded after mutual negotiations,
Smlouvu pied jejim podpisem piecetly, ze and the Contract expresses their free and true
byla uzaviena po vzajemném projednani a ze | will, and sign below as evidence thereof.
vyjadtuje jejich pravou a svobodnou vili, na

dikaz ¢ehoz pfipojuji nize své podpisy. Vseobecna fakultni nemocnice v Praze
(General University Hospital in Prague)
Vseobecna fakultni nemocnice v Praze Mailing address:

Postovni adresa:
U Nemocnice 499/2
U Nemocnice 499/2 128 08 Praha 2

128 08 Praha 2
Name: XXXXXXXXXXXXXXXXXXXXXX
Position: XXXXXXXXXXXXXXXX
JmENo: XXXXXXXXXXXXXXXXXXX
Funkce: XXXXXXXXXXXXXXXXX

Signature

Signature

Investigator's statement:

Prohlaseni resitele:

I, the undersigned XXXXXXXXXxxxxX, | hereby
o ) ) confirm that | have read the above Agreement
Ja , niZze podepsana XXXXXXXX, timto and will comply with the obligations set out

potvrzuji, Ze jsem se seznamila s vySe in it or arising from Good Clinical Practice.
uvedenou Smlouvou a budu dodrzovat

povinnosti v ni stanovené ¢i vyplyvajici ze
Spravné klinické praxe.

In Prague, on
V Praze, dne

XXXXXXXXXXXX
XXXXXXXXXXXXXXXX
Ja, nize podepsany I, the undersigned XXXXXXXXXXXXXXXXXX., |
XXXXXXXXXXXXXXXXXKXXKXXX., timto hereby confirm that | have read the above-
potvrzuji, Ze jsem se seznamil s vyse mentioned Agreement and that | will comply
uvedenou Smlouvou a budu dodrzovat with the obligations set out in it or arising

povinnosti v ni stanovené ¢i vyplyvajici ze from Good Clinical pPractice.
Spravné klinické praxe.

In Prague on

XXXXXXXXXXXXX
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V Praze, dne

XXXXXXXXXXXXX

KRKA CR, s. 1. 0.

Praha

Jméno: Jan Gala

Funkce: jednatel

PRILOHA C. 1
KONTAKTNI UDAJE STRAN

1. KONTAKTNI UDAJE OBJEDNATELE:

Postovni adresa:
XXXXXXXXX

Krka CR, s.r.o.
Sokolovska 192/79
180 00 Praha 8 - Karlin
XXXXXXXXXX

XXXXXXXXXX
Krka, d. d. Novo mesto
Dunajska 56

1000 Ljubljana
Slovenia

XXXXX

Adresa pro piijimani Faktur a jinych
danovych dokladt: fakturace.cz@krka.biz

Krka CR, s.r.o.
Sokolovska 192/79
180 00 Praha 8 - Karlin
DIC CZ65408977

2 KONTAKTNI UDAJE
POSKYTOVATELE:

KRKA CR, s. . 0.

Place: Prague

Name: Jan Gala

Position: Managing Director

ANNEX 1
CONTACT DETAILS OF THE PARTIES

1.CLIENT’S CONTACT DETAILS:

Mailing address:
XXXXX

Krka CR, s.r.o.
Sokolovska 192/79
180 00 Praha 8 - Karlin
XXXXXXXX

XXXXXXXXXXX

Krka, d. d. Novo mesto
Dunajska 56

1000 Ljubljana
Slovenia

XXXXXXXX

Address for receiving Invoices and other tax
records: fakturace.cz@krka.biz

Krka CR, s.r.o.
Sokolovska 192/79
180 00 Praha 8 - Karlin
VAT CZ65408977

2. PROVIDER’S CONTACT DETAILS:

Vseobecna fakultni nemocnice v Praze
(General University Hospital in Prague)

Mailing address: U Nemocnice 499/2, 128 08
Praha 2 — Nové Mésto, Czech Republic
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Vseobecna fakultni nemocnice v Praze

Postovni adresa: U Nem9cnice 499/2, 128 08
Praha 2 — Nové Mésto, Ceska republika

Kontaktni osoby:

XXXX
Toxikologické informacni stfedisko

Kliniky pracovniho I¢€kaistvi VSeobecné

fakultni Nemocnice v Praze
XXXXXXXXXXX

XXXXXXXXXXK
IV. Interni klinika. VSeobecné fakultni
Nemocnice v Praze a 1. LF UK v Praze
XXXXXXXXXKXXXX

Bankovni spojeni:

Nazev uctu VSeobecna fakultni nemocnice v
Praze

Cislo G¢tu 24035021/0710

IBAN ¢islo CZ33 0710 0000 0000 2403
5021

Nézev banky Ceska narodni banka

Adresa banky Na Ptikopé 28

Mésto, PSC, Zemé Praha 1, 115 03, Ceska
republika

Swift Code CNBACZPP

Specificky symbol: 5206221215

ANNEX 2
SYNOPSE

Contact persons:

XXXXXXXX

Department of Occupational Medicine
Toxicological Information Centre
General University Hospital in Prague
XXXXXXXXXXXXXXX

XXXXXKXXXXKXXXKX
IV. Interni klinika. VSeobecné fakultni
Nemocnice v Praze a 1. LF UK v Praze
XXXXXKXXHXKXXKXKXXK

Bank details:

Account name VSeobecna fakultni nemocnice
v Praze

Account number 24035021/0710

IBAN number CZ33 0710 0000 0000 2403
5021

Bank name Ceské narodni banka

Bank address Na Ptikop¢ 28

City, postal code, Country Prague 1, 115 03,
Czech Republic

Swift Code CNBACZPP

Specific symbol: 5206221215

ANNEX 2
STUDY PROTOCOL SYNOPSIS
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