DAROVACI SMLOUVA

Uzavrend nize uvedeného dne, mésice a roku
podle § 2055 a nasl. zdk. ¢. 89/2012 Sb.,
obcansky zdkonik ve znéni pozdéjsich predpisu
(ddle jen ,,oblansky zakonik ")

Boehringer Ingelheim, spol. s r.o.

se sidlem Na Poti¢i 1079/3a, 110 00 Praha 1
ICO: 48025976

zapsana v obchodnim rejstiiku vedeném
Méstskym soudem v Praze, oddil C, vlozka
14176,

zastoupena Morenou Marii Sangiovanni,
jednatelkou a Vadimsem Belovsem, jednatelem,/
Lucii Pomajslovou, prokuristou a Michalem
Klasem, prokuristou

(dale jen ,.Darce™)
a

Krajska zdravotni, a.s.

Se sidlem Socialni péce 3316/12A, 401 13 Usti
nad Labem

1CO: 25488627

Zapsana u Krajského soudu v Usti nad Labem,
oddil B, slozka 1550

zastoupena Ing. Petrem Fialou, generalnim
reditelem

(dale jen ,,Obdarovany*)
dale spole¢né jen jako ,,smluvni strany*.

L
PFedmét a ucel smlouvy

I. Touto smlouvou se Darce zavazuje
poskytnout Obdarovanému jako vécny dar
dale specifikovany pocet baleni dale
specifikovaného lé¢ivého pripravku za
acelem zajisténi pokracujici lécby pacientd
ucéastnicich se klinického hodnoceni ¢.
1199-0227 s hodnocenym lé¢ivym
ptipravkem s obsahem  G¢inné  latky
NINTEDANIB-ESILAT, kteii profituji
z prubéhu klinického hodnoceni a také po
jeho ukonéeni, a to za podminek dale
stanovenych touto smlouvou po jejim
podpisu. Obdarovany tento dar za podminek
stanovenych touto smlouvou od Daérce

DONATION AGREEMENT

Entered into on the day, month and year as
stated below according to Section 2055 et seq.
of Act No. 89/2012 Coll., the Civil Code, as
amended (hereinafier referred to as the " Civil
Code”)

Boehringer Ingelheim, spol. s r.o.

with its registered office at Na Poti¢i 1079/3a,
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

Krajska zdravotni, a.s.

with its registered office at Socialni péce
3316/12A, 401 13 Usti nad Labem

Comp. Reg. No.: 25488627

Zapsana u Krajského soudu v Usti nad Labem,
oddil B, slozka 1550

represented by: Ing. Petr Fiala, general manager

(hereinafter referred to as the “Donee™)
hereinafter jointly referred to as the “Parties”

L
Subject matter and purpose of the
Agreement

1. The Donor hereby undertakes to provide
the Donee with the below number of 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
NINTEDANIB-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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piijimé.

2. Ugelem této smlouvy neni podpora spotieby

jakéhokoliv lé¢ivého pripravku Darce ¢i
jakékoliv s nim propojené osoby.

IL
Dar
1. Lécivé pripravky poskytované Darcem
podle ¢l. T odst. 1 této smlouvy:
a. I 'écivého piipravku  OFEV

150MG CPS MOL 60X1, kéd SUKL
0210305 a

b. I (<civého pripravku OFEV
100MG CPS MOL 60X1, kod SUKL
0210303

(dale jen ,,Dar*).

Darce prohladuje, ze je vlastnikem daru.
Celkova hodnota daru &ini 315.587,93 K¢
véetné 10%.

I11.
Prava a povinnosti smluvnich stran

. Dar bude Obdarovanému predan v sidle
Obdarovaného dodéanim do nemocniéni
1ékarny Obdarovaného smluvnim partnerem
Darce. Dar bude poskytnut v dil¢ich
davkach v terminech dohodnutych
smluvnimi stranami, nejpozdé&ji vsak do
31.12.2018. Spole¢né s Darem bude
Obdarovanému  predana i veSkera
dokumentace, ktera se k Daru vztahuje
(napf. dodaci list).

. Obdarovany se zavazuje, ze Dar vyuZije
pouze ke stanovenému ucelu. Pouzije-li
Obdarovany  Dar  vrozporu s touto
smlouvou, je Darce opravnény od teto
smlouvy odstoupit pisemnym ozndmenim
doru¢enym Obdarovanému a ucinnym

Agreement, by its signature The Donee
accepts the donation under the conditions
determined by this Agreement.

. The purpose of this Agreement is not to

support the consumption of any medicinal
product of the Donor or any persons related
to the Donor.

1I.
Donation

. The medicinal products provided by the

Donor under Art. I par. 1 hereof:

o] the medicinal product - OFEV

>
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150MG CPS MOL 60X1, SUKL code
0210305 and

of the medicinal product - OFEV
100MG CPS MOL 60X1, SUKL code
0210303.

(hereinafter referred to as the “Donation™).
Donor declares that he is the owner of the

Donation. The total value of the Donation is
315.587,93 CZK including 10%VAT.

1L
Rights and obligations of the Parties

. The Donation shall be handed over to the

Donee at the Donee’s registered office, it
shall be delivered to the Donee’s hospital
pharmacy by the Donor’s contractual
partner. The Donation shall be provided in
individual deliveries on the dates as agreed
by the Parties, but no later than by
31.12.2018. The Donee shall also be
provided with complete documentation
related to the Donation (for example the
delivery note) together with the Donation.

. The Donee undertakes to use the Donation

for the intended purpose only. Should the
Donee use the Donation inconsistently with
this Agreement, the Donor is entitled to
terminate this Agreement by a written
notice, delivered to the Donee and effective



okamzikem doruceni a Obdarovany se
zavazuje vratit Dar, a to do 14 dni od
doruceni oznameni Darce od odstoupeni od
smlouvy.

K odeslani kazdé jednotlivé dodavky
Dércem je Obdarovany povinen piedlozit
Darci pisemnou Zadost potvrzujici splnéni
ucelu Daru. Oznameni by mélo byt
podepsano oSetiujicim Iékafem pacientl
nebo jeho zastupcem a dorudeno na adresu:
Na Pofici 1079 / 3a - 110 00 Praha 1, [

. Do 10 dni od doruéeni
pisemného oznameni se Darce zavazuje
zaslat  pristi individualni  dodavku
Obdarovanému. V piipadé, Ze darcovstvi
nemize byt naplnéno, Obdarovany
okamzit¢ informuje Daérce pisemnym
oznamenim a tim okamzité ukonéi tuto
smlouvu. Obdarovany se zavazuje vratit
nepouzité Dary do 14 dnu.

. Obdarovany prohlasuje, Ze prijeti tohoto
daru nevyzaduje pfedchozi pisemny souhlas
jeho ziizovatele.

. Smluvni strany berou na védomi a
Obdarovany je timto zaroven informovin,
ze Darce je clenem Asociace inovativniho
farmaceutického primyslu (AIFP), ktera za
ucelem zvySeni transparentnosti vztahd
zdravotnickych odbornikii se ¢leny AIFP, tj.
i s Darcem, pfijala v souladu s iniciativou
Komise EU nazvan¢ Etika a transparentnost
ve farmaceutickém odvéti Kodex upravujici
zvefejiiovani plateb a jinych plnéni
farmaceutickych spole¢nosti zdravotnickym
odbornikim a zdravotnickym zafizenim.
Z divodu uvedeného v predchazejici vété
Darce wuvadi, Ze informace o daru
poskytnutém na zakladé této smlouvy
budou zveiejnény v souladu Kodexem AIFP
upravujicim zvefejiovani plateb a jinych
plnéni farmaceutickych spole¢nosti
zdravotnickym odbornikiim a
zdravotnickym zafizenim.

tfrom delivery thereof, and the Donee
undertakes to return the Donation, within
14 days from delivery of the Donor’s
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 Pofi¢i 1079/3a - 110 00
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.

3. The Donee states that the previous written
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consent of its founder is not required for the
acceptance of this 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 primyslu -
AIFP) which, in order to increase the
transparency of the relations of health
professionals with the members of AIFP,
Le. with the Donor, adopted the Code
regulating the publication of payments and
other performances 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
AIFP Code regulating the publication of
payments and other performances of
pharmaceutical companies to health
professionals and health facilities.



IVv.
Protikorupéni klauzule

1. Obdarovany prohlasuje a zarucuje, Zze on

sam, jeho zaméstnanci a zastupci budou
jednat v plném souladu s platnymi pravnimi
pfedpisy, zejmena témi tykajicimi se boje
proti korupci ve vsech zemich, v nichz
Obdarovany  pusobi.  Stejné tak se
Obdarovany zavazuje postupovat v souladu
s dobrymi mravy a v ramci zasad poctivého
obchodniho styku a zaroveri se zdrzet
jednani. jez by mohlo byt povazovano za
pozadovani, nabizeni  ¢&i piijimani
neopravnénych  vyhod, prospéchu &i
benefiti v jakékoli podobé a komukoliv, a
to jak primo, tak nepiimo.

. Jakékoli poruseni této casti piedstavuje
podstatné poruSeni této smlouvy. Kromé
jinych sankei stanovenych zdkonem a/nebo
touto smlouvou mbze Darce od této
smlouvy odstoupit s uUinnosti ode dne
doruceni oznameni 0 odstoupeni
Obdarovanému, jestlize Obdarovany porusi
své povinnosti podle tohoto ¢&lanku 4.
Jestlize ma Obdarovany pochybnosti, zda
by uréitym svvm &inem  neporusil
povinnosti podle tohoto ¢lanku 4, je tieba,
aby se obratil na Darce a své rozhodnuti o
uskutec¢néni takového ¢inu odlozil, jinak se
vystavuje moznym nasledkiim vyplyvajicim
z poruseni smlouvy a pravnich ptredpisu.

V.
Zverejnéni smlouvy
. Smluvni strany se timto dohodly, Zze
v pfipadé, Ze je nutné uvefejnit tuto
smlouvu podle ustanoveni zakona &.

340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani
téchto smluv a o registru smluv (,,zikon o
registru smluv™), je kjejimu uveiejnéni
povinen Obdarovany.

. Obdarovany je vtéto souvislosti povinen
nezverejnit informace, které¢  jsou

1

1.

IV.
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 to/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 and/or 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.

2. In this relation, the Donee shall not disclose
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. Darce

piredmétem obchodniho tajemstvi podle §
504 obcanského zakoniku, neni-li to
v daném pripadé v rozporu se zakonem o
registru smluv. Pfedmétem obchodniho
tajemstvi je mnozstvi poskytovanych
lé¢ivych piipravki.

. Obdarovany je povinen uvefejnit
smlouvu v registru smluv ode dne jejiho
podpisu obéma smluvnimi stranami ve
lhtitach stanovenych zdkonem o registru
smluv.

VI
Audit

ma pravo prileZitostné provést
provérku medicinské dokumentace pacienta
Obdarovaného, ktery byl oSetien lékaiskymi
prostredky  poskytnutymi  Darcem na
zakladé této smlouvy, pokud darce obdrzi
predchozi souhlas od pacienta.

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

VII.
Zavéreéna ustanoveni

. Tato smlouva nabyvé platnosti dnem jejiho
podpisu obéma smluvnimi stranami a
uc¢innosti dnem jejiho zvefejnéni v registru
smluv.

. Smluvni strany se dohodly, Ze spole¢né
s touto Smlouvou podepisi Pfilohu ¢&. 1
tykajici se farmakovigilance.

. Tato smlouva miize byt doplnéna pouze na
zakladé  pisemnych,  ¢islovanych a
datovanych dodatki podepsanych obéma
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. Donor

. Donee

any information that is subject to trade
secret according to Section 504 of 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.

VI.
Audit

has the right to perform an
occasional audit of the medical
documentations of the Donee’s patients who
were treated by the medicinal products
provided by Donor based on this
Agreement, if Donor receives previous
consent from the patient.

shall provide Donor with all
necessary cooperation to perform such
audit.

VIL
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.l regarding
pharmacovigilance.

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



smluvnimi stranami. Ustanoveni § 582 odst.
2 obcanského zakoniku o nemoZnosti
namitat neplatnost pravniho jednini pro
nedodrzeni formy ujednané smluvnimi
stranami se nepouzije.

. Tato smlouva obsahuje Uplné ujednani o
pfedmétu smlouvy a viech ndlezitostech,
které¢ strany mély achtély ve smlouvé
ujednat, a které povazuji za dualezité.
Sou¢asné smluvni strany prohlasuji, Ze si
navzajem sdélily vsechny informace, které
povazuji za duilezit¢ apodstatné pro
uzavieni této smlouvy.

. Smluvni strany se dohodly, Z¢ podstatna
zména oKolnosti, za nichz byla tato smlouva
uzaviena, nezaklada pravo Zadné ze
smluvnich stran domahat se obnoveni
jednani o smlouvé ve smyslu § 1765
obcanského zakoniku.

. Smluvni strany prohlasuji, ze si znéni
smlouvy piecetly pred jejim podpisem, Ze
byla uzaviena po vzajemném projednani dle
Jejich svobodné vile a s jejim obsahem
bezvyhradné souhlasi a na dakaz toho

pripojuji  podpisy svych opravnénych
zastupcti.
. Tato smlouva je uzaviena ve dvou

vyhotovenich s pravni silou origindlu, z
nichz kazda smluvni strana obdrzi po
jednom vyhotoveni.

. Tato smlouva, jakoz i prava a povinnosti
vzniklé na zakladé této smlouvy nebo

vsouvislosti s ni, se Fidi ob&anskym
zakonikem.

. Tato Smlouva je sepsana ve dvou
vyhotovenich v ¢esko-anglickém  znéni,

z nichz kazda ze Smluvnich stran obdrzi po
jednom. V piipadé rozdild mezi &eskou a
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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 Parties
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
of the 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 of or
in relation with his Agreement, shall be
governed 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



anglickou verzi je rozhodujici Ceska verze. discrepancy between the Czech and
English version, the Czech version shall
prevail.

11 -09- 2018

V Praze, dne 28.8. 2018

Michal Klas, prokurista
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