
DAROVACi SMLOUVA

Uzuw‘end nifc uredenélm dire. mésice a 1‘0/(11
pad/U § 2055 a lids]. :rik. 5'. 89/2013 Sh,

(moans/r)" :ci/mm'k re :iiém'[mute/$1017 pl’ea’pisu
(dd/c jcn .. Oberlin/g" za’kom’k ”)

Boehringer lngelheim, spol. s r.o.
se sidlem Na Porici 1079/3a. 1 10 00 Praha 1
1CD: 48025976
zapsana v obchodnim rejsti'iku vedeném
Mestskym soudem v Praze. oddil C. vlozka
14176.
zastoupena Morenou Marii Sangiovanni.
jednatelkou a Vadimsem Belovsem. jednatelemfl
Lucii Pomajslovou. prokuristou a Miehalem
Klasem, prokuristou

(dale jen ..Dzirce“)

a

Krajska zdravotni, a.s.
Se sidlem Socialni péee 3316/12/51. 401 13 Usti
nad Labem
1C0; 25488627
Zapsana u Krajskeho soudu v Usti nad Labem,
oddil B. sloika 1550
zastoupena Ing. Petrem Fialou. generalnim
reditelem

(dalejen ..Obdar0vany“)

dale spolecnejen jako ,.sm1uvni strany“.

l.
Predmét a die] smlouvy

1. 'l‘outo smlouvou sc Darce zavazuje
poskytnout Obdarovane’mu jako vecny" dar
dale specifikovany poeet baleni dale
specifikovane’ho leeivého pripravku za
(Icelem zajisteni pokracujici le'éby pacientfi
(teastnicich se klinickeho hodnoceni c.
1 199—0227 s hodnocenym lecivym
pripravkem s obsahem (icinné latky
N1N'1‘1il)ANIB-ESILAT. kteri profituji
z prubehu kliniekeho hodnoceni a take po
jeho ukonceni. a to za podmi’nek dale
stanovenych touto smlouvou p0 jejim
podpisu. Obdarovany tento dar za podminek
stanovenyeh touto smlouvou od Darcc

DONATION AGREEMENT

Entered into on f/IL’ day, month and your as
stated below according to Section 2055 cf seq,

ofAcf No. 89/2012 CUM, the Civil Code. (15'
amended ('liereincifier referred In as the "Civil

Code "1

Bochringer Ingelheim, spol. s r.0.
with its registered office at Na Potiéi 1079/33.
110 00 Praha 1
Comp. Reg. No.: 48025976
registered in the Commercial Register
maintained by the Municipal Court in Prague.
Section C. File 14176
represented by Morena Maria Sangiovanni.
Executive and Vadims Belovs. Executive.
proxy Lucie Pomajslova and Michal Klas

(hereinafter referred to as the “‘Donor")

and

Krajskzi zdravotni, 21.8.
with its registered office at Socialni peec
3316/12A. 401 13 Usti nad Labem
Comp. Reg. No.: 25488627
Zapsana u Krajskeho soudu v Usti nad Labem,
oddil B. sloika 1550
represented by: lng. Petr Fiala. general manager

(hereinafter referred to as the "Donee")

hereinafterjointly referred to as the "Parties"

1.
Subject matter and purpose of the

Agreement

1. The Donor hereby undertakes to provide
the Donee with the below number 01‘ packs
of the medicinal product specified below as
a material donation for the purpose of
ensuring the continuing treatment of the
patients who participated in Clinical Trial
No. 1199—0227 with the investigational
medicinal product containing
NINTEDANlB—ESILAT as the active
substance, who have profited from the
implemented clinical trial also after the
Clinical Trial closure. Provision of the
donation will be performed under the
conditions as determined by this
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okamzikem dorueeni a Obdarovany 5e
zavazuje \ratit Dar. a to do l4 dnu od
doruéeni oznamcni Darce od odstoupeni od
smlouvy.

K odeslani kaZde' jednotlivc’ dodavky
Darcein je ()bdarovany povinen predloZit
Darci piscmnou zadost potvrzujici splneni
ucelu Daru. Oznameni by melo byt
podepsano oseti'ujicim lékarem pacientu
nebo jeho zastupcem a dorueeno na adresu:
Na Poitéi 1079 / 3a ' 110 00 Praha 1.

. Do 10 dnfi od doruceni
pisemneho oznameni se Darce zavazuje
zaslat pristi individualni dodavku
Obdarovane’mu. V pripadé. 'Ze darcovstvi
nemi‘iie byt naplnéno. ()bdarovany
okamiite informuje Darce pisemnym
oznamenim a tim okamZite’ ukonci tuto
smlouvu. Obdarovany se zavazuje vratit
nepouiite Daiy do 14 dnu.

Obdarovany prohlasuje. 2e pi‘ijeti tohoto
daru nevyZaduje predchozi pisemny souhlas
jeho zi‘izovatele.

Smluvni strany berou na vedomi a
Obdarovany je tiinto zarovei'i informovan.
2e Darce je clenem Asociace inovativniho
tarmaceuticke'ho prfimyslu (AIFP), ktera za
ucelem zvyseni transparentnosti vztahu
zdravotnickych odbornikfi se cleny AIFP, tj.
i s Darcemq pi‘ijala v souladu s iniciativou
Komisc EU nazvané Etika a transparentnost
ve farmaceuticke’m odvéti Kodex upravujici
zvereii'iovani plateb a jinyeh plnéni
farmaceutickych spoleenosti Zdrztvotnickym
odborniki‘im a zdravotnickym zai‘izeniin
divodu uvedeného vpredchazejici vete
Darce uvadi. 2e infortnace o daru
poskytnute'm na zaklade této smlouvy
budou zvei‘ejneny v souladu Kodexem AIFP
upravujicim zverejhovani plateb a jinych
plneni tarmaceutickych spoleenosti
zdravotnickym odbornikfim a
zdravot‘nickym zarizenim.

from delivery thereof. and the Donee
undertakes to return the Donation. within
14 days from delivery of the Donors
notice of termination.

For the dispatch of each individual
delivery by the Donor. the Donee is
obliged to submit to the Donor a written
request confirming the fulfilment of the
purpose of the donation. The notice should
be signed by the treating physician of the
patients or his/her representative and
delivered to: Na Poriei 1079/3a - HO ()0
Praha 1. attention Within
10 days of delivery of written notice. the
Donor undertakes to dispatch the next
individual delivery to the Donee. In case
purpose of the donation can‘t be fulfilled.
the Donee undertakes to immediately
inform the Donor by written notice. and
such notice causes immediate termination
of this Agreement Upon the termination.
the Donee undertakes to return the unused
Donation within 14 days.

The Donee states that the previous written
consent of its founder is not required for the
acceptance ofthis Donation.

The Parties understand and the Donee is
hereby notified that the Donor is a member
of the Association of Innovative
Pharmaceutical Industry (Asociace
inovativniho farmaceutického pruinyslu ~
AIFP) which, in order to increase the
transparency of the relations of health
professionals with the members of AIFP,
i.e. with the Donor, adopted the Code
regulating the publication of payments and
other perfonnanees of pharmaceutical
companies to health professionals and
health facilities in accordance with the
initiative of the EU Commission named the
Ethics and Transparency in the
Pharmaceutical Industry. For the reason
given in the previous sentence, the Donor
states that the information about the
Donation provided under this Agreement
shall be published in accordance with the
AlFP Code regulating the publication of
payments and other performances of
pharmaceutical companies to health
professionals and health facilities.
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IV.
Protikorupcni klauzule

Obdarovany prohlaéuje a zarucujc. 2e on
sam. jeho zamestnanci a zastttpci budou
jednat v plnem souladu s platnymi pravnimi
predpisy. zcjmena temi tykajicimi se boje
proti korupci ve \tsech zemich. v nichZ
Obdarovan)" pfisobi. Stejne tak se
Obdaroyany zavazuje postupovat v souladu
s dobrymi mravy a v rainci zasad poctiveho
obchodniho styku a zaroven se zdtiet
jednani. jeZ by mohlo byt povaZovano 2a
poZadoyani. nabizeni C‘i prijitnani
neopravnénych vyhod. prospeehu ci
benefitu \t‘ jake’koli podobe a komukoliv, a
to jak primo. tak neprimo.

.lakékoli poruseni teto casti predstavuje
podstatne poruseni te'to smlouvy. Krome
jinych sankci stanoyenych zakonem a/nebo
touto smlouvou mi‘iZe Darce 0d teto
smlouvy odstoupit s t'téinnosti ode dne
doruccni oznameni o odstoupeni
Obdarovane’mu. jestliie Obdarovany porusi
sve povinnosti podle tohoto clanku 4.
Jestliie ma Obdarovany pochybnosti. Zda
by ureityni svym cinem neporuéil
povinnosti podle tohoto clanku 4. _ie treba.
aby se obratil na Darce a své rozhodnuti o
uskuteeneni takove’ho cinu odloii1.jinak se
vystavuje moZnym nasledkitm vyplyvajicim
z portiseni smlouvy a pravnich pi‘edpisu.

V7

Zver‘ejnéni smlouvy

Smluvni strait} se titnto dohodly. 2e
y pripade. Ze je nutne’ uverejnit tuto
smlouvu podle ustanoveni Zakona e.
340/2015 5b., 0 zvlastnich podminkach
L'tcinnosti nekteiych smluv. uvefejnovani
techto smluv a o registru stnluv (..Z:ikon 0
registru smluv“). je kjejimu uvei'ejneni
povinen Obdarovany.

Obdarovany je vteto souvislosti povinen
nezverejnit inforinace. ktere jsou

1v

1 .

7

4X7

1V.
Anti—corruption clause

The Donee states and represents that the
Donee. its employees and representatives
shall act fully in accordance with
applicable legal regulations, in particular
the ones relating to the fight against
corruption, in all countries in which the
Donee operates. The Donee also undertakes
to proceed in accordance with good
manners and principles of fair business
practices, as well as to refrain from any
acting that could be treated as requesting.
offering or receiving unjustified
advantages. rewards or benefits in any form
and try/from anybody. both directly and
indirectly.

Any violation of this section means a
material breach of this Agreement. In
addition to other sanctions determined by
the law anchor this Agreement. the Donor
may terminate this Agreement with effect
from the day that a notice of termination is
delivered to the if the Donee breaches its
obligations under this Article 4. If the
Donee is not sure whether any of its actions
could lead to breaching the obligations
under this Article 4. the Donee should
contact the Donor and postpone its decision
regarding carrying out such an action.
otherwise the Donee would bear the
possible consequences resulting from a
breach of the Agreement and legal
regulations.

V.
Agreement publication

The Parties hereby have agreed that if it is
necessary to publish this Agreement
according to the provisions of Act No.
340/2015 Coll, on special conditions for
the effectiveness of certain contracts. the
disclosure of these contracts and the
Register of Contracts (the "Act on the
Register of Contracts"). the Donee shall
publish the Agreement.

In this relation. the Donee shall not disclose
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to jak primo. tak neprimo.

.lakékoli poruseni teto casti predstavuje
podstatne poruseni te'to smlouvy. Krome
jinych sankci stanoyenych zakonem a/nebo
touto smlouvou mi‘iZe Darce 0d teto
smlouvy odstoupit s t'téinnosti ode dne
doruccni oznameni o odstoupeni
Obdarovane’mu. jestliie Obdarovany porusi
sve povinnosti podle tohoto clanku 4.
Jestliie ma Obdarovany pochybnosti. Zda
by ureityni svym cinem neporuéil
povinnosti podle tohoto clanku 4. _ie treba.
aby se obratil na Darce a své rozhodnuti o
uskuteeneni takove’ho cinu odloii1.jinak se
vystavuje moZnym nasledkitm vyplyvajicim
z portiseni smlouvy a pravnich pi‘edpisu.
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the ones relating to the fight against
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Donee operates. The Donee also undertakes
to proceed in accordance with good
manners and principles of fair business
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acting that could be treated as requesting.
offering or receiving unjustified
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and try/from anybody. both directly and
indirectly.
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from the day that a notice of termination is
delivered to the if the Donee breaches its
obligations under this Article 4. If the
Donee is not sure whether any of its actions
could lead to breaching the obligations
under this Article 4. the Donee should
contact the Donor and postpone its decision
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D)
ls

)
ls)

predmetem obchodniho tajeinstvi podle §
504 obcanského zakoniku. neni-li to
vdanem pripade v rozporu se zakonein o
registru smluv. l’redmetem obchodniho
tajemstvi je tnnoistvi poskytovany’eh
lecivyeh pripravku.

.Obdarovany je povinen uverejnit
smlouvu v registru smluv ode dne jejiho
podpisu obema smluvnimi stranami ve
lhfitach stanovenych zakonein o registru
smluv.

VI.
Audit

Darce ma pravo prilezitostné provést
proverku medicinske dokumentace pacienta
Obdarovaného. kteiy byl oseti‘en le'karskymi
prostredky poskytnutymi
za’klade te'to smlouvy. pokud darce obei
prcdchozi souhlas od pacienta.

Darcem na

Obdarovany musi poskytnout Darci
veskerou nezbytnou soucinnost k provedeni
takove provérky.

VII.
Zavéreéna ustanoveni

Tato smlouva nabyva platnosti dnem jejiho
podpisu obéma smluvnimi stranami a
(icinnosti dnetn jejiho zverejneni v registru
smluv.

Smluvni strany se dohodly. 2e spoleene
stouto Smlouvou podepisi Prilohu c. l
tykaji'ci se fannakovigilance.

Tato sinlouva milie byt doplnéna pouze na
zaklade pisemnych. cislovanych a
datovanych dodatkfi podepsanych obema

Ix) . Donee

any information that is subject to trade
secret according to Section 504 ot‘the Civil
Code. unless it is inconsistent with the Act
on the Register of Contracts in a particular
case. The business secret is the quantity of
provided medicinal products.

. The Donee shall publish the Contract in
the Contract Registry as of the date of
its signature by both Parties within the
time limits set by the Contract Registry
Act.

Vl.
Audit

Donor has the right to perfonn an
occasional audit of the medical
documentations ofthe Donces patients who
were treated by the tnedicinal products
provided by Donor based on this
Agreement, if Donor receives previous
consent from the patient.

all
such

Donor with
to perform

shall provide
necessary cooperation
audit.

VII.
Final provisions

1. This Agreement becomes valid on the
day of its signing by both Parties and
effective on the day of its publication in
the register of contracts.

!\) Parties agree in addition to this
agreement to sign Annex No.1 regarding
pharmacovigilanee.

w This Agreement may only be
supplemented on the basis of written.
numbered and dated amendments.
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6.

smluvnimi stranami. Ustanoveni § 582 odst.
2 obCanske’ho zakoniku o nemoinosti
namitat neplatnost pravniho jednani pro
nedodrieni formy ujednane' smluvnimi
stranami se nepouiije.

Tato smlouva obsahuje uplne ujednani o
predmetu smlouvy a vSech nalezitosteeh.
ktere’ strany mely achtely ve smlouve
ujednat. a ktere’ povaZuji za dfileZite.
Soucasne smluvni strany prohlasuji. ie si
navzajem sdelily vsechny informace. ktere
povaiuji 2a diileZité apodstatne pro
uzavi'eni te'to smlouvy.

Smluvni strany se dohodly. 2e podstatna
zména okolnosti. 2a nichi byla tato smlouva
uzavrena. nezaklada pravo iadne ze
smluvnich stran domahat se obnoveni
jednani o smlouve ve sm) slu § l 765
obcanskeho zakoniku.

Smluvni strany prohlasuji, ie si zneni
smlouvy precetly pied jejim podpisem. ie
byla uzavi‘ena p0 vzajemne'm projednani dle
jejich svobodne’ ville a s jejim obsahem
bezvyhradne souhlasi a na dukaz toho
pripojuji podpisy svycli opravneny'ch
zastupcfi.

Tato smlouva je uzavi‘ena vc dvou
vyhotovenich spravni silou originalu. z
nichz kaida smluvni strana obdrii p0
jednom vyhotoveni.

Tato smlouva. jakoi i prava a povinnosti
vznikle’ na zaklade teto smlouvy nebo
vsouvislosti 5 iii. se ridi obcanskym
zakonikem.

Tato Smlouva je sepsana ve dvou
vyhotovenich vcesko-anglicke'm znéni.
z nichi kaida ze Smluvnich stran obdrzi po
jednom. V pripade rozdilti mezi eeskou a

l.I
I

signed by both Parties. The provision of
Section 582 (2) of the Civil Code. on the
impossibility to challenge the invalidity
of legal acts due to non-observance of
the form agreed by the contracting
parties, shall not apply.

This Agreement contains the entire
agreement regarding the subject matter
hereof and all issues which the Panies
should and wanted to agree. and which
are treated as important. The Parties also
state that they provided each other with
all information which they consider
important and essential for entering into
this Agreement.

The Parties have agreed that a
substantial change in the circumstances
under which this Agreement was
concluded shall not entitle any of the
Parties to demand resuming contract
negotiations according to Section 1765
ofthe Civil Code.

The Parties state that they read the text
of the Agreement before signing it. that
it was concluded after mutual
negotiation according to their free will.
and they agree with the content hereof
without reservations, and in witness
whereof they attach the signatures of
their authorized representatives.

This Agreement is executed in two
copies. both of them being valid as
originals, of which each Party shall
receive one.

This Agreement. as well as the rights
and obligations arising on the basis ofor
in relation with his Agreement. shall be
govemcd by the Civil Code.

This Agreement has been executed in
two original counterparts in Czech and
English version. of which each Party
shall receive one. In the event of any
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anglickou verzijc rozhodujiciéeské verze. discrepancy between the Czech and
English version. the Czech version shall
prevail.
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