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potfebného Ié€ivého pripravku
¢. 1/2021/0PO

Agreement on Limitation of Risks
Related to the Reimbursement for
Medically Necessary Medicinal
Product
No. 1/2021/0PO

uzaviena dohodou smluvnich stran v souladu
s § 1746 odst. 2
zékona €. 89/2012 Sb., ob&anského zakoniku (dale
jen ,obéansky zakonik").

entered into by agreement of the Parties in
accordance with Section 1746 (2) of Act No.
89/2012 Coll., the Civil Code (hereinafter the “Civil
Code”)

Smluvni strany:

Vseobecna zdravotni pojistovna Ceské
republiky

zfizena zakonem €. 551/1991 Sb., o VSeobecné
zdravotni pojistovné Ceské republiky, ve znéni
pozdéjSich predpisul

The General Health Insurance Company of the
Czech Republic

established by Act No. 551/1991 Coll., on the
General Health Insurance Company of the Czech
Republic, as amended

Sidlo: Orlicka 4/2020, 130 00 Praha | Registered Orlicka 4/2020, 130 00 Prague
3 office: 3

ICO: 41197518 Id. No.: 41197518

Zastoupena: Ing. Zdenék Kabatek, feditel Ing. Zdenék Kabatek, Director
VSeobecné zdravotni of the General Health Insurance

pojistovny Ceské republiky

Represented by: | Company of the Czech

Republic

(dale jen ,Pojistovna®) na strané jedné

(hereinafter the “Insurance Company”), on the one
part

a

and

Novartis Gene Therapies EU Limited

Novartis Gene Therapies EU Limited

Sidlo: Block B, The Crescent Registered Block B, The Crescent Building
Building Northwood, Santry, office: Northwood, Santry, D09 C6X8
D09 C6X8 Dublin 9, Ireland ' Dublin 9, Ireland

Zapsana: Registered with:

IvR'eglstracm 556815 Reglstra.tlon 556815

Cislo: number:

Zastoupena: I |  Rcpresented by:
|

(déle jen ,,Drzitel“) na strané druhé

(hereinafter the “Holder”), on the other part

uzaviraji

hereby enter into

v souladu se zakonem ¢&. 48/1997 Sb., o vefejném
zdravotnim  pojisténi aozméné a doplnéni
nékterych  souvisejicich  zakon(i, ve znéni
pozdéjSich predpisu (dale jen ,zakon o verejném
zdravotnim pojisténi“), zakonem ¢&. 551/1991 Sb.,
o V&eobecné zdravotni pojistovné Ceské republiky,
ve znéni pozdéjSich predpist, vyhlaskou MF
€. 418/2003 Sb. a daldimi souvisejicimi pravnimi
pfedpisy tuto Smlouvu o limitaci rizik spojenych
s hrazenim medicinsky potfebného Ié€ivého
pripravku (déle jen ,,Smlouva“).

this Agreement on Limitation of Risks Related to
the Reimbursement for Medically Necessary
Product (hereinafter the “Agreement”) in
accordance with Act No. 48/1997 Coll., on public
health insurance and amending and supplementing
certain related laws, as amended (hereinafter the
“Public Health Insurance Act”), Act No. 551/1991
Coll., on the General Health Insurance Company of
the Czech Republic, as amended, Decree of the
Ministry of Finance No. 418/2003 Coll., and other
related legal regulations.

Article | = Purpose of the Agreement

Clanek I. — Uéel Smlouvy
1.

Drzitel dodava na trh v Ceské republice 1&&ivy

pfipravek, ktery je specifikovan Pfilohou €. 1
Smlouvy (dale jen ,Pripravek®).

1. The Holder supplies to the market in the Czech
Republic the medicinal product which is
specified in Annex 1 to the Agreement
(hereinafter the “Product”).
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2. Ugelem této Smilouvy je v ramci poskytovani
zdravotni péde v Ceské republice zajistit
dostupnost terapie Pfipravkem, a to limitaci
nakladu vynalozenych Pojistovnou
Vv souvislosti s terapii Pfipravkem.

2. The purpose of this Agreement is to ensure the
availability of the Product therapy in the
framework of provision of healthcare in the
Czech Republic by limiting the costs incurred by
the Insurance Company in connection with the
Product therapy.

Article Il — Definitions

Clanek Il. — Definice pojmu

Pro ucely této Smlouvy se rozumi:

For the purposes of this Agreement, the following
terms shall have the meaning specified below:

- Celkovym nakladem UOP soucet vSech
skute¢né vynalozenych plateb PojiStovnou na
Uhradu PFipravku vykazanou Poskytovatelem
na jednoho UOP na Pfipravek;

- Total UTIP Costs mean the aggregate of all
payments actually incurred by the Insurance
Company in relation to reimbursement for the
Product reported by the Provider per UTIP;

- Indikovanym pacientem PojiSténec, ktery je
Iékafem indikovan pro terapii Pfipravkem,
jemuz byl Pripravek poskytnut Poskytovatelem
v dobé trvani Rozhodného obdobi;

- Indicated Patient means an Insured Person
who is indicated by a medical practitioner for
Product therapy and to whom the Product was
provided by the Provider during the Decisive
Period,;

- Limitem UOP sjednana vySe ¢asti Celkového
nakladu UOP vynaloZzena Pojistovnou na
kazdého jednotlivého UOP na terapii
Pfipravkem vymezena Pfilohou €. 1 této
Smlouvy;

- UTIP Limit means the agreed part of the Total
UTIP Costs expended by the Insurance
Company for each individual UTIP for the
Product therapy as defined in Annex 1 hereto;

- Lokalnim zastupcem osoba zmocnéna
Drzitelem k jednanim tykajicim se PFipravku,
pro trh Ceské republiky a podnikajici na tzemi
Ceské republiky. Lokalnim zastupcem Drzitele
je pro ucely Smlouvy spole¢nost Novartis s.r.o.,
ICO: 64575977, se sidlem Na Pankraci
1724/129, 140 00 Praha 4 — Nusle, Ceska
republika;

- Local Representative means the person
authorised by the Holder to perform acts in
relation to the Product, including entering into
agreements concerning the Product with third
parties, for the market in the Czech Republic,
operating a business in the territory of the Czech
Republic;

- Pojisténcem osoba dle zdkona o vefejném
zdravotnim pojidténi registrovana u Pojistovny
ke dni poskytnuti zdravotni sluzby;

- Insured Person means a person under the
Public Health Insurance Act registered with the
Insurance Company as of the date of provision
of the healthcare service;

- Poskytovatelem poskytovatel zdravotnich
sluzeb, ktery ma vden poskytnuti péce
Pojisténci s PojisStovnou uzavienou platnou
smlouvu o poskytovani a uhradé hrazenych
sluzeb ve zakona o vefejném zdravotnim
pojisténi;

- Provider means a provider of healthcare
services who, on the day when care is provided
to an Insured person, has a valid agreement
concluded with the Insurance Company on the
provision of and reimbursement for services
subject to reimbursement in the sense of the
Public Health Insurance Act;

- Prehledem piehled o nakladech na terapii
Pfipravkem poskytovany Pojistovnou Drziteli a
podklad pro fakturaci Zpétné platby;

- Statement means the statement of costs of the
Product therapy provided to the Holder by the
Insurance Company and the underlying
document for invoicing the Refund;

- Pripravkem |éCivy pfipravek specifikovany
Pfilohou €. 1 této Smlouvy;

- Rozhodnym obdobim obdobi dohodnuté
Smlouvou v ¢lanku XIII. odst. 3, za které se
budou realizovat dohodnuta prava a povinnosti
smluvnich stran;

- Product means the medicinal product specified
in Annex 1 hereto;

- Decisive Period means the period agreed in
Article XIII (3) of the Agreement, for which the
agreed rights and obligations of the Parties will
be implemented;

- UOP - Unikatné osetfenym pojiSténcem
jeden Indikovany pacient vykazany
Poskytovatelem na pfislusnych dokladech, do
poctu unikatné oSetfenych pojisténcu zahrnuty
pouze jednou a pouze jednou pouZity pro
uplatnéni Zpétné platby UOP;

- UTIP —Unique Treated Insured Person means
one Indicated Patient reported by the Provider in
the relevant documents, included only once in
the number of unique treated insured persons
and accounted only once for the purpose of
UTIP Refund,;
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- Ustavem Statni tstav pro kontrolu légiv;

- Institute means the State Institute for Drug
Control

- Zpétnou platbou UOP ¢astka, na jejiz thradu
vznika Pojistovné pravo, pokud v ramci
poskytnuté terapie Pfipravkem Indikovanému
pacientovi dojde k pfekroCeni Limitu UOP za
podminek stanovenych touto Smlouvou;

- UTIP Refund means an amount to which the
Insurance Company becomes entitled if the
UTIP Limit is exceeded within the framework of
the Product therapy provided to Indicated
Patient, under the terms and conditions
stipulated herein;

- Zpétnou platbou Castka predstavujici soucet
vSech Zpétnych plateb UOP, kterou je
Pojistovna opravnéna pfijmout do zakladniho
fondu Poijistovny.

- Refund means the aggregate of all UTIP
Refunds which the Insurance Company is
authorised to accept into its basic fund.

Clanek Ill. - Predmét Smlouvy

Article Il = Subject of the Agreement

Pfedmétem této Smlouvy je zavazek Drzitele
poskytnout Pojistovné za Smlouvou stanovenych
podminek v pfipadé, Zze Celkovy naklad UOP na
Pripravek prekroc¢i stanoveny Limit UOP Zpétnou
platbu UOP, a to ve vySi rozdilu mezi Celkovym
nakladem UOP u takového UOP a Limitem UOP, a
tim zajistit dosazeni Uspory nakladl vynalozenych
Pojistovnou na Pripravek a zavazek Pojistovny
naklady vynalozené na Pripravek Drziteli prokazat
zplsobem vymezenym v této Smlouvé a Zpétnou
platbu pfijmout.

This Agreement provides for the Holder’s obligation
to provide the Insurance Company, under the terms
and conditions hereof, in case the Total UTIP Costs
incurred by the Insurance Company for the Product
exceed the set UTIP Limit, with a UTIP Refund in the
amount of difference between the UTIP Costs
incurred in connection to such UTIP, and the UTIP
Limit, thus ensuring costs savings as concerns the
costs incurred by the Insurance Company for the
Product, and the Insurance Company’s obligation to
prove the costs incurred for the Product to the Holder
in the manner specified herein and to accept the
Refund.

Clanek IV. — Limit a Zpétna platba

Article IV — Limit and Refund

1. Limit UOP specifikovany Pfilohou & 1 této
Smlouvy je sjednan jako konecny. Smluvni
strany se dohodly, Ze v souvislosti s Limitem
UOP pfebiraji dle § 1765 odst. 2 ob&anského
zdkoniku riziko zmén okolnosti s vyjimkou
uvedenou v ¢lanku VII. odst. 2 této Smlouvy.

1. The UTIP limit specified in Annex 1 hereto is
agreed as final. The Parties agree that, in relation
to the UTIP Limit, they assume the risk of change
in circumstances pursuant to Section 1765 (2) of
the Civil Code, except as specified in Article VII
(2) hereof.

2. Drzitel se zavazuje poskytnout Pojistovné
Zpétnou platbu ve vysi souctu Zpétnych plateb
UOP. Zpétnou platbu za pfislusné fakturacni
obdobi bude Pojistovna na Drziteli uplatiiovat
v terminech fakturace dle ¢lanku VI. odst. 1
Smlouvy.

2. The Holder agrees to provide the Insurance
Company with a Refund equal to the aggregate of
the UTIP Refunds. The Insurance Company will
claim the Refund for the given invoicing (billing)
period from the Holder on the invoicing (billing)
dates specified in Article VI (1) hereof.

Article V — Statement

Clanek V. - Prehled

1. Pojistovna se zavazuje pfedat DrZziteli Pfehled
ve formatu .xIsx (excel) s daty z vnitfnich
Uctovacich systému Pojistovny vycCislujici
Celkovy naklad UOP vynaloZeny na terapii
kazdého UOP PqjiStovnou v pfislusném
fakturaénim obdobi. Pfehled dle véty prvni je
smluvnimi stranami povazovan za doklad
prokazujici narok na poskytnuti Zpétné platby
a tvofi podklad pro fakturaci, a to po
odsouhlaseni Drzitelem ve smyslu odst. 6
tohoto &lanku. Pro vylou€eni pochybnosti se
uvadi, Ze do Pfehledu nejsou zahrnuty naklady

1. The Insurance Company agrees to provide the
Holder with a Statement in the .xIsx (Excel)
format with data from the internal accounting
systems of the Insurance Company determining
the Total UTIP Costs incurred by the Insurance
Company for the Product therapy of each UTIP
in the respective invoicing period. The Parties
consider the Statement pursuant to the first
sentence to be a document proving the
entitlement to the Refund and it forms a basis for
invoicing, after being approved by the Holder
within the meaning of paragraph 6 of this Article.

na Prfipravek, které nebyly pfiznany For the avoidance of any doubts, the Statement
Poskytovateli na zakladé revizni kontroly does not include any costs of the Product that
PojiStovny, pokud je PojiStovné tato have been denied to the Provider on the basis of
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skute€nost znama nejpozdéji 30 dnu pred
pfedanim Pfehledu.

the Insurance Company’s audit (in Czech: revizni
kontrola) if this fact is known to the Insurance
Company not later than 30 days before the
Statement is filed.

V pfipadé, ze dojde na zakladé revizni kontroly
Pojistovny k nepfiznani nakladd na Pfipravek
vdobé kratsi nez 30 dni pfed pFedanim
Pfehledu nebo pozdéji, je Pojistovna povinna
zohlednit tuto skuteCnost pfi vypracovani
nejbliz8iho nasledujiciho Piehledu, pfipadné je
povinna provést dodatecné vyuctovani. Pri
dodateéném vyuctovani postupuje Pojistovna
pfimérené dle ¢lanku VI. odst. 2 Smlouvy.

. If the costs of the Product are denied based on

the Insurance Company’s audit less than 30 days
before the handover of the Statement or later, the
Insurance Company has to take this fact into
account when drawing up the next Statement or,
as the case may be, draw up an additional
account. When drawing up such additional
account, the Insurance Company will proceed
analogously pursuant to Article VI (2) of the
Agreement.

Smluvni strany se dohodly, ze Pfehled bude
Drziteli zasilan elektronickou postou
prostfednictvim kontaktnich osob uvedenych
Vv €lanku XII. odst. 4 této Smlouvy.

The Parties agree that the Statement will be sent
to the Holder by e-mail through the contact
persons specified in Article XII (4) hereof.

Prehled obsahuje nize uvedené udaje:

. _The Statement will comprise the following details:

a) nazev Pfipravku;

a) name of the Product;

b) poCet UOP, u kterych byla vykazana
terapie  Pfipravkem v  pfislusném
fakturacnim obdobi;

b) number of UTIP for whom the Product therapy
was recorded in the relevant invoicing period;

c) Celkovy naklad UOP samostatné za
kazdého UOP;

d) Total UTIP Costs separately per each UTIP;

e) celkova Castka Zpétné platby, na jejiz
Uhradu  Pojistovné  vzniklo  pravo
za pfislusné fakturaéni obdobi za
podminek uvedenych v této Smlouvé.

e) total amount of the Refund to which the
Insurance Company became entitled in the
relevant invoicing period under the terms and
conditions set out in this Agreement.

Pojistovna se zavazuje zasilat Prfehled | 5. The Insurance Company agrees to send the
pololetné, a to nasledujicim zpusobem: Statements on a half-yearly basis as follows:
Prehled bude zaslan Prehled bude . Statement will
. Statement will be sent .
mezi: obsahovat data za ) comprise data for the
, between: L
obdobi: period:
kvéten azZ prosinec May to December
1.5. -15.5.2021 2020 1 May - 15 May 2021 2020

1.11.-15.11.2021

leden az ¢erven 2021

1 November - 15
November 2021

January to June 2021

1.5. -15.5.2022

Cervenec aZ prosinec
2021

1 May - 15 May 2022

July to December 2021

1.11. - 15.11.2022

leden az ¢erven 2022

1 November - 15
November 2022

January to June 2022

1.5.-15.5.2023

Cervenec aZ prosinec
2022

1 May - 15 May 2023

July to December 2022

Drzitel je opravnén nejpozdéji do 25. dne
mésice, v némz Pfehled obdrzel nebo do 10
dni od obdrzeni Pfehledu, podle toho, co
nastalo pozdéji, vyjadfit s Pfehledem souhlas
nebo uplatnit u Pojistovny namitky proti
Pfehledu. Podané namitky Pojistovna vyfidi
v pfiméfené |haté. V pfipadé, Zze se Drzitel
k Pfehledu ve lhuté podle véty prvni nevyjadri,
plati, ze s jeho obsahem souhlasi.

Not later than by the 25" day of the month in
which the Holder received the Statement or
within 10 days of receipt of the Statement,
whichever comes later, the Holder may either
approve the Statement or notify the Insurance
Company of its objections to the Statement. The
Insurance Company will resolve any such
objections within a reasonable deadline. If the
Holder fails to respond to the Statement within
the deadline pursuant to the first sentence, it will
be deemed that the Holder agrees with its
contents.
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Clanek VI. — Fakturaéni a platebni podminky

Article VI = Invoicing and Payment Terms

1. Drzitel poskytne Pojistovné Zpétnou platbu ve
vySi a vterminu uréeném touto Smlouvou.
Smluvni strany se dohodly, Ze Uhradu Zpétné
platby dle ¢&lanku IV. této Smlouvy bude
Pojistovna vugci Drziteli uplatfiovat pulro¢né, a
to v terminech do 30. 11. (za fakturaéni obdobi
leden — Cerven) a do 31. 5. (za fakturaéni
obdobi Eervenec — prosinec) tak, Ze Pojistovna
za8le fakturu do datové schranky Lokalniho
zastupce. Smluvni strany shodné prohlasuiji,
ze jako odbératel bude na faktufe oznacen
DrZitel.

1. The Holder will provide the Insurance Company
with the Refund in the amount and by the
deadline set out in this Agreement. The Parties
agree that the Insurance Company will claim the
payment of the Refund under Article IV of this
Agreement from the Holder on a half-yearly
basis, specifically by 30 November (for the
invoicing period from January to June) and 31
May (for the invoicing period from July to
December) in that the Insurance Company will
send an invoice to the Local Representative’s
data box. The Parties jointly declare that the
Holder will be designated as the customer in the
invoice.

2. Smluvni strany se dohodly, Ze Pojistovna je
opravnéna provést dodate¢né vyuctovani
Castky k uhradé Zpétné platby, pokud ji
naklady na Pfipravek podany Pojisténcim byly
Poskytovatelem  vykazany po terminu
stanoveném touto Smlouvou pro zaslani
Pfehledu Drziteli, a nebyly tak Pojistovné dfive
znamy. Dodate€¢né vyuctovani dle tohoto
odstavce bude provedeno nejpozdéji do
30. 6. kalendainiho roku nasledujiciho po
roce, ve kterém byl Pfipravek PojiStovné
skute¢né vyuctovan k thradé. Smluvni strany
se dohodly, Ze podminkou dodate¢ného
vyuctovani dle véty prvni je skute¢né vykazani
Pripravku Poskytovatelem nejpozdéji do dvou
let od zaslani posledniho Piehledu dle ¢lanku
V.odst. 5 této Smlouvy. PFi provedeni
dodatecného vyuctovani Pojistovna dolozi
Drziteli udaje vztahujici se k uctované Castce
v rozsahu podle ¢lanku V. odst. 4 Smlouvy.

2 . The Parties agree that the Insurance Company
may account for the amount of the Refund to be
paid additionally if the costs of the Product
administered to the Insured Persons were
reported to the Insurance Holder by the Provider
only after the deadline for sending the
Statement to the Holder set out in this
Agreement, and thus not known to the
Insurance Company by the relevant deadline.
The additional account under this paragraph will
be made by 30 June of the calendar year
following the year in which the Product was
actually charged to the Insurance Company for
reimbursement. The Parties agree that an
additional account under the first sentence will
be drawn up on the condition that the actual use
of the Product by the Provider is reported not
later than two years of the time when the last
Statement was sent pursuant to Article V (5)
hereof. If an additional account is produced, the
Insurance Company will present the Holder with
the data relating to the amount charged within
the scope specified by Article V (4) of the
Agreement.

3. Drzitel je opravnén neprodlené po jejim
doruceni vratit bez zaplaceni fakturu, ktera
nebude obsahovat z&konem stanovené
nalezitosti nebo bude obsahovat udaje
v rozporu s Drzitelem schvalenym Pfehledem,
se specifikaci divodu vraceni. Pojistovna je
povinna podle povahy nespravnosti fakturu
opravit. Splatnost opravené &i nové vystavené
faktury bude stanovena tak, Ze plvodni
splatnost DrZitelem vracené faktury bude
prodlouZena o 10 dni.

3. The Holder may return an unpaid invoice
without delay after its delivery, with specification
of the reason for returning the invoice if the
invoice lacks the statutory requisites or contains
data that are at variance with the Statement
approved by the Holder. The Insurance
Company is obliged to correct the invoice based
on the nature of the error. The period of maturity
of a corrected or newly issued invoice will be set
by extending the original period of maturity of
the invoice returned by the Holder by 10 days.

4.  Smluvni strany se dohodly na lhuté splatnosti
kazdé faktury 30 dnl od data jejiho vystaveni.
Faktura se povaZuje za uhrazenou dnem, kdy
byla pfislusna c¢astka pfipsana na ucCet
PojiStovny.

4 . The Parties agree that every invoice will be
payable within 30 days of the date of issue. An
invoice is deemed to be paid on the date when
the bank account of the Insurance Company is
credited with the respective amount.

5. Pojistovna prohlasuje, ze c¢islo bankovniho
uctu zakladniho fondu, na ktery bude Drzitelem
pinéno, je TGz Zénu sisla ustu

se Pojistovna zavazuje oznamit DrZiteli

5. The Insurance Company declares that the basic
fund’s bank account number to which the Holder
is to provide payment is || | | |l . The

Insurance  Company agrees to notify any
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elektronickou postou na e-mailovou adresu
Drzitelem oznacené kontaktni osoby, pficemz
toto oznameni musi byt opatfeno zaru€enym
elektronickym podpisem osoby povéfené
k zastoupeni Pojistovny. DrZzitel je povinen bez
zbyte€ného odkladu potvrdit, Ze zménu Cisla
bankovniho uctu Pojistovny bere na védomi.
Smluvni strany shodné prohlasuji, Ze zména
Cisla uctu Pojistovny neni zménou této
Smlouvy.

change in the account number by electronic mail
to the e-mail address of the contact person
identified by the Holder, where the notification
must contain the guaranteed electronic
signature of the person authorised to represent
the Insurance Company. The Holder is obliged
to confirm  without undue delay its
acknowledgement of a change in the Insurance
Company’s bank account number. The Parties
jointly declare that a change in the Insurance
Company’s account number is not an
amendment to this Agreement.

Clanek VII. — Dalsi prava a povinnosti
smluvnich stran

Article VII = Further Rights and Obligations of
the Parties

1. Drzitel se zavazuije:

1. The Holder agrees:

a. neprodlené informovat Pojistovnu o
pfevodu registrace Pfipravku na jinou
osobu, pficemz je povinen zajistit, aby
doSlo  k postoupeni  Smlouvy  meazi
Drzitelem jakozto postupitelem a novym
drzitelem jako Postupnikem, a to nejpozdéji
do 45 dnu ode dne prevodu registrace;

a. to inform the Insurance Company without
delay of any transfer of the marketing
authorisation for the Product to another
person, and in that case, is obliged to ensure
that the Agreement is assigned between the
Holder as the assignor and the new holder as
the assignee not later than within 45 days of
the date of the transfer of the marketing
authorisation;

b. pfed uzavienim Smlouvy pfedat Pojistovné
platnou plnou moc, jiz zmocriuje svého
Lokalniho zastupce, popf. dalSi osobu
k jednanim tykajicim se Pfipravku pro trh
Ceské republiky, v€etné uzavirani smluv se
tretimi osobami;

b. before entering into the Agreement, to hand
over to the Insurance Company a valid power
of attorney whereby the Holder authorises its
Local Representative or any other person to
perform acts related to the Product for the
market in the Czech Republic, including
execution of contracts with third parties;

c. neprodlené informovat PojiStovnu o zméné
rozhodnuti o registraci Pfipravku;

c. to inform the Insurance Company without
delay of any change in the marketing
authorisation for the Product;

2. Pokud by zménou registrace Pfipravku
zaroven doslo ke zméné, ktera ma dopad na
dohodnutou vySi Limitu UOP, zejména jde-li o
zmeénu ve velikosti baleni, obsahu I&Civé latky,
cesty podani nebo lékové formy PFipravku,
smluvni strany se zavazuji uzavfit pisemny
dodatek ke Smlouvé zohledfiujici tuto zménu
(dale jen ,Dodatek”), a to do 30 dn{i ode dne,
kdy kterékoli ze smluvnich stran vyzve druhou
smluvni stranu k uzavfeni takového Dodatku.
Dodatkem bude kompenzovan dopad
prislusnych zmén jiz od ucinnosti téchto zmén,
nebude-li smluvnimi stranami dohodnuto jinak.

2 . Should a change in the marketing authorisation
for the Product induce a change that has an
impact on the agreed amount of the UTIP Limit,
including, without limitation, a change in the
package size, content of active substance, route
of administration or dosage form of the Product,
the Parties agree to enter into a written
amendment to the Agreement reflecting the
change (hereinafter the “Amendment”) within 30
days of the date when any of the Parties invites
the other Party to enter into the Amendment.
Unless the Parties agree otherwise, the impact of
the relevant changes will be compensated by the
Amendment as soon as the changes come into
effect.

3. Smluvni strany se zavazuji poskytovat si
veSkerou soucinnost potfebnou k pInéni
zavazku z této Smlouvy a k pInéni ujednaného
Ucelu Smlouvy.

3. The Parties agree to provide each other with all
the collaboration required for the performance of
the obligations hereunder and for the pursuit of
the agreed purpose of the Agreement.

Clanek VIII. — Obchodni tajemstvi

Article VIIl = Business Secrets

Drzitel povazuje specifikaci Pfipravku v€etné kédu
SUKL a v8echny souvisejici udaje, které by vedly k
identifikaci PFipravku, dale zpusob uréeni a vysi
Limitu UOP, to v8e specifikované Pfilohou €. 1 této

The Holder considers the Product specification
including the SIDC code and all the related data that
make it possible to identify the Product, and the
manner of determining and the amount of the UTIP
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Smlouvy, za své obchodni tajemstvi ve smyslu
§ 504 obc¢anského zakoniku. Skute¢nosti oznacené
takto za obchodni tajemstvi mohou byt zvefejnény
jen s pfedchozim pisemnym souhlasem Drzitele
nebo na zakladé pravomocného rozhodnuti soudu
nebo spravniho organu, jimz bude stanoveno, ze
skuteCnosti oznaCené Drzitelem za obchodni
tajemstvi nenaplfiuji definici ve smyslu § 504
ob&anského zakoniku.

Limit, all the above as specified in Annex 1 hereto, to
constitute the Holder’s business secrets within the
meaning of Section 504 of the Civil Code. Any facts
identified above as business secrets may be
published only subject to the prior written consent of
the Holder or on the basis of a final decision of a court
or administrative authority stating that the relevant
facts identified by the Holder as business secrets do
not meet the definition in the sense of Section 504 of
the Civil Code.

Clanek IX. — Sankéni ujednani

Article IX — Penalties

1. Pro pfipad prodleni Drzitele s uhradou faktury
vystavené v souladu s ¢lankem VI. Smlouvy
sjednavaji smluvni strany smluvni pokutu ve
vySi 0,3 % denné zdluzné castky za kazdy
zapocaty den prodleni, nebude-li ve smyslu
¢lanku XV. odst. 2 této Smlouvy sjednano jinak.

1. If not agreed otherwise according to Art XV.
paragraph 2 of this Contract, in the event of the
Holder’s delay in payment of an invoice issued in
accordance with Article VI hereof, the Parties
agree on a contractual penalty in the amount of
0.3% of the outstanding amount for each, even
incomplete, day of the delay.

2. Pro pfipad poruSeni povinnosti Drzitele zajistit
postoupeni Smlouvy pfi pfevodu registrace
PFipravku na tfeti osobu dle ¢lanku VII. odst. 1
pism. a. Smlouvy, sjednavaji smluvni strany
jednorazovou smluvni pokutu ve vysi 500.000,-
Ke.

2. In case of a breach of the Holder’s obligation to
ensure the assignment of the Agreement in case
of a transfer of the marketing authorisation for the
Product to a third party pursuant to Article VII
(1D)(a) hereof, the Parties agree on a one-off
contractual penalty in the amount of CZK
500,000.

3. Smluvni pokuta je splatna ve Ihité 30 dnu ode
dne doruceni pisemné vyzvy Kk zaplaceni
smluvni pokuty druhou smluvni stranou, a to na
bankovni uget uvedeny v pisemné vyzvé.

3. The contractual penalty is payable within 30 days
of the date of delivery of a written request for its
payment by the other Party, into the bank
account specified in the written request.

4. Ujednanim o smluvni pokuté ani zaplacenim
smluvni pokuty neni dotéeno pravo druhé
smluvni strany na nahradu Skody a uhradu
pfisluSenstvi  pohledavky, v€etné  droki
zprodleni a nahrady nakladld spojenych
s uplatnénim pohledavky.

4 . The arrangement on the contractual penalty and
payment of the contractual penalty in no way
prejudice the right of the other Party to
compensation for damage and payment of
accessions to the receivable, including default
interest and compensation of costs associated
with enforcement of the receivable.

Clanek X. — Uvefejnéni Smlouvy v registru smluv
a podani informace dle zdkona o svobodném
pristupu k informacim

Article X — Publication of the Agreement in the
Contracts Register and Provision of Information
under the Free Access to Information Act

1. Smluvni strany jsou si pIné védomy zakonné
povinnosti uvefejnit tuto Smlouvu dle zakona
€. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani téchto
smluv a o registru smluv (dale jen ,zakon o
registru smluv"), a to vletné vSech
pfipadnych dohod, kterymi se tato Smlouva
dopliiuje, méni, nahrazuje nebo rusi.
Uvefejnénim Smlouvy dle tohoto ¢&lanku se
rozumi  vlozeni  elektronického  obrazu
textového obsahu Smlouvy v otevieném a
strojové Citelném formatu a rovnéZz metadat
podle § 5 odst. 5 zadkona o registru smluv do
registru smiuv.

1. The Parties are fully aware of the statutory duty
to publish this Agreement under Act No.
340/2015 Coll., on special conditions for the
effect of certain contracts, publication of such
contracts and the Contracts Register (hereinafter
the “Contracts Register Act”), including any and
all agreements supplementing, amending,
replacing or terminating this Agreement.
Publication of the Agreement under this Article
means entering the electronic image of the text
of the Agreement in an open and machine-
readable format together with metadata into the
Contracts Register under Section 5 (5) of the
Contracts Register Act.

2. Smluvni strany se zavazuiji:

2. The Parties agree:

a. prodiskutovat s druhou smluvni stranou
spravnost obsahu zvefejfiovanych
dokumentl pfed zaslanim datové zpravy
spravci registru _smluv s elektronickym

a . to discuss with the other Party whether any
documents to be published are correct
before sending to the Contracts Register
administrator a data message with the
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obrazem textového obsahu Smlouvy electronic image of the text together with the
spoleCné s povinnymi metadaty po mandatory metadata, after rendering illegible

znecitelnéni udaju, které maiji byt vylou¢eny
ze zvefejnéni;

any data that are to be excluded from
publishing;

b. informovat druhou smluvni stranu o b. to inform the other Party of any other filings
jakychkoli dal$ich podanich ucinénych vaci made vis-a-vis the Contracts Register on the
registru smluv z vlastni iniciativy nebo respective Party’s own initiative or at request
k vyzvé spravce registru smluv ¢&i vici of the Contracts Register administrator or
dalsim subjektim statni spravy vis-a-vis any other governmental authorities
v souvislosti se zvefejnénim Smlouvy in connection with the publication of the
v registru smluv pfed ucinénim takového Agreement in the Contracts Register before
podani; such a filing is made;

b. dodrzovat timto ¢lankem zakotvené c. to comply with the procedures stipulated by
postupy souvisejici se zvefejnénim this Article in connection with the publication
Smlouvy v registru smluv i v pfipadé of the Agreement in the Contracts Register

uzavieni jakychkoli dalSich dohod, kterymi
se tato Smlouva bude pfipadné doplfiovat,
ménit, nahrazovat nebo rusit.

also in the event of entering into any
agreements that may supplement, amend,
replace or terminate this Agreement.

3. PojiStovna se zavazuje:

3. The Insurance Company agrees:

a. zabezpeclit uvefejnéni Smlouvy v registru a. toprovide for publication of the Agreement in
smluv poté, co z elektronického obrazu the Contracts Register once it has removed
podle odst. 1 tohoto c¢lanku odstrani from the electronic image pursuant to
vSechny skute€nosti, které Smluvni strany paragraph 1 of this Article all the facts
nebo néktera znich vtéto Smlouvé identified by the Parties or any of them in this
oznacily jako obchodni tajemstvi a dalSi Agreement as business secrets and other
Udaje, které maji byt ze zvefejnéni data that are to be excluded from publication,
vylouéeny, nejpozdéji do 15 dni od not later than within 15 days of execution of
uzavieni Smlouvy; the Agreement;

b. neprodlené predat Drziteli potvrzeni b. to submit to the Holder forthwith a
spravce registru smluv ve smyslu § 5 odst. confirmation from the Contracts Register
4 zakona o registru smluv, paklize DrZitel administrator in the sense of Section 5 (4) of
nebude vyrozumén pfimo spravcem the Contracts Register Act in the event that
registru smluv na zakladé zadani the Holder is not advised directly by the
automatické notifikace uvefejnéni Drziteli Contracts Register administrator via the
pfi odeslani smlouvy k uverejnéni. automatic notification option which advises

the Holder of the publication at the time when
the Agreement is sent for publication.
4. Drzitel se zavazuje: 4. The Holder agrees:
a. v pripadé nesplnéni povinnosti PojiStovnou a. ifthe Insurance Company fails to comply with

dle odstavce 3 pism. a. tohoto ¢&lanku
pristoupit ke zvefejnéni Smlouvy v registru
smluv poté, co z elektronického obrazu
podle odst. 1 tohoto ¢lanku odstrani
vSechny skute€nosti, které Smluvni strany
nebo néktera znich vtéto Smlouvé
oznacily jako obchodni tajemstvi a dalSi
Udaje, které maji byt ze zvefejnéni
vylou€eny, tak, aby byla zachovana Ihita
dle § 5 odst. 2 zakona o registru smluv.
V takovém pfipadé pak neprodlené predat
Pojistovné potvrzeni spravce registru
smluv ve smyslu §5 odst. 4 zdkona o
registru smluv, paklize Pojistovna nebude
vyrozuména pfimo spravcem registru
smluv na zakladé zadani automatické
notifikace  uvefejnéni  Pojistovné  pfi
odeslani smlouvy k uvefejnéni.

its obligation pursuant to paragraph 3 (a) of
this Article, to proceed with publication of the
Agreement in the Contracts Register once it
has removed from the electronic image
pursuant to paragraph 1 of this Article all the
facts identified by the Parties or any of them
in this Agreement as business secrets and
other data that are to be excluded from
publication, so as to comply with the deadline
set out in Section 5 (2) of the Contracts
Register Act. In such a case, the Holder is to
submit to the Insurance Company forthwith a
confirmation from the Contracts Register
administrator in the sense of Section 5 (4) of
the Contracts Register Act in the event that
the Insurance Company is not advised

directly by the Contracts Register
administrator via the automatic notification
option which advises the Insurance

Company of the publication at the time when
the Agreement is sent for publication.
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5. Smluvni strany prohlasuji, ze se dohodly na | 5. The Parties represent that, before executing this
vS§ech ¢astech Smlouvy, které budou pro ucely Agreement, they have agreed on all the parts of
jejlho uverejnéni prostfednictvim registru the Agreement that will be rendered illegible for
smluv, které spliuji vyjimky z uvefejnéni the purposes of its publishing via the Contracts
upravené v zdkon& o registru smluv a které Register provided that they fall under the
budou zneditelnény, a to pfed uzavienim této exemptions from publication under the Contracts
Smiouvy. Register Act.

6. Drzitel dale prohladuje, Ze si je plné védom | 6. The Holder further represents to be fully aware of
skutecnosti, ze Pojistovna patfi mezi subjekty, the fact that the Insurance Company is among

které jsou povinny poskytnout informace na the entities having the duty to provide information
zakladé zadosti dle zakona &. 106/1999 Sb. o at request under Act No. 106/1999 Coll., on free
svobodném pfistupu k informacim (dale jen access to information (hereinafter the “Free
.zakon o svobodném pristupu Access to Information Act”). The Parties
k informacim®). Smluvni strany vyslovné expressly represent that any publication of
prohlasuji, ze jakékoli zvefejnéni informaci, information required of the Insurance Company
k némuz je Pojistovna povinna dle zakona o under the Free Access to Information Act does
svobodném pristupu k informacim, not constitute a breach of the Agreement and
nepfedstavuje poruSeni Smlouvy a nelze jej cannot be held against the Insurance Company.
pfiCitat Pojistovné ktizi. Tim neni dotleno This shall in no way prejudice Article VIII hereof.
ustanoveni ¢l. VIII. této Smlouvy. Smluvni The Parties agree that if the Insurance Company
strany se dohodly, Zze pokud bude Pojistovna is requested under the Free Access to
pozadana podle zakona o svobodném pfistupu Information Act to provide data that represents
k informacim o poskytnuti Udajl, které and/or includes facts constituting business
predstavuji a/nebo zahrnuji skutecnosti, které secrets of any of the Parties or of both Parties
predstavuji obchodni tajemstvi nékteré z nebo and is thus designated in this Agreement, the
obou Smluvnich stran a jsou tak oznaceny Parties will provide each other with collaboration
v této Smlouvé, poskytnou si Smluvni strany and support with a view to ensuring protection of
souCinnost a podporu za ucelem ochrany the business secrets.
obchodniho tajemstvi.

Clanek XI. — Lokalni zastupce Article XI — Local Representative

1. Lokalni zastupce je opravnén =zastupovat |1l. The Local Representative is authorised to
Drzitele pfi pInéni zavazkl a vykonu prav z této represent the Holder in the performance of the
Smlouvy, a to v rozsahu povéfeni predlozeného obligations and exercise of the rights hereunder
Lokalnim  zastupcem Pojistovné pred within the scope of the authorisation presented
uzavienim Smlouvy, pfipadné kdykoliv za trvani by the Local Representative to the Insurance
této Smlouvy; Lokalni zastupce neni stranou Company prior to the execution of the
Smlouvy. Agreement, or at any time during the term hereof;

the Local Representative is not a party to the
Agreement.

2.V pfipadé zmény Lokalniho zastupce je Drzitel | 2. In case of a change of the Local Representative,
povinen tuto zménu oznamit Pojistovné bez the Holder is obliged to notify the Insurance
zbyte€ného odkladu, a to prostfednictvim Company of the change without undue delay
kontaktnich osob Pojistovny. V pfipadée, ze through the Insurance Company’s contact
Drzitel povéfi jiného Lokalniho zastupce, je persons. If the Holder authorises another Local
povinen spolu s oznamenim pfedlozit pfislusné Representative, the Holder is obliged to submit
zmocnéni. Pojistovna je povinna bez the relevant authorisation together with the
zbyte€ného odkladu potvrdit, Ze zménu notice. The Insurance Company must confirm
Lokalniho zastupce bere na védomi, pficemz without undue delay that it acknowledges the
zména je vaci ni Gucinna okamzikem doruceni change of the Local Representative; the change
takového oznédmeni Drzitele obsahujiciho becomes effective vis-a-vis the Insurance
pfislusné nové zmocnéni. Company upon delivery of the Holder's notice

containing the relevant new authorisation.

3.  Smluvni strany shodné prohlauji, Ze zména | 3. The Parties jointly declare that a change of the

Lokalniho neni zménou této

Smiouvy.

zastupce

Local Representative is not an amendment to this
Agreement.

Clanek XIl. — Doruéovani; kontaktni osoby

Article XII — Notices; Contact Persons

1.

Smluvni strany se dohodly, nestanovi-li tato
Smlouva jinak, Ze si veSkeré pisemnosti budou

1.

The Parties agree that unless this Agreement
stipulates otherwise, all written documents will be
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doru€ovat na adresu svého sidla uvedeného v
zahlavi této Smlouvy nebo do datové schranky
Ci na jinou adresu pro dorucovani, ktera bude
druhé strané pisemné oznamena s
dostateCnym predstihem, pfipadné na adresu
sidla nebo datové schranky Lokalniho
zastupce, pokud to vyplyva z této Smlouvy nebo
z ujednani smluvnich stran. Urgi-li tak Drzitel,
bude Pojistovna vzdy doru€ovat prioritné do
jeho datové schranky nebo datové schranky
Lokalniho zastupce.

delivered to the address of their respective
registered office as specified in the header hereof
or to a data box or to some other mailing address
notified to the other Party in writing sufficiently in
advance, or to the address of the registered office
or databox of the Local Representative if this
follows from this Agreement or from mutual
agreement of the Parties. On request of the
Holder, the Insurance Company shall priority
deliver all written documents to databox of the
Holder or databox of the Local Representative.

Pisemnost se povazuje za dorucenou
okamzikem, kdy druha strana tuto pisemnost
obdrzi. Pisemnost odeslana se povazuje za
doru¢enou rovnéz okamzikem, kdy ji adresat
odmitne prevzit nebo jakymkoliv zplsobem
zmari jeji dojiti. Ma se za to, Zze pisemnost
odeslana a dosla, dosla treti pracovni den po
odeslani, byla-li vS8ak odeslana na adresu v
jiném statu, pak patnacty pracovni den po
odeslani, a to i v pfipadé, ze adresat dojiti
zasilkky zmafil tim, ze a€ je obchodni
spolec€nosti, na adrese svého sidla nebo adrese
pro doruCovani se nezdrzuje a o zaslani
pfislusného sdéleni se nedozvédél. Pokud se
vrati zasilka s pisemnosti jako nedorucitelna
(napf. s poznamkou, Ze adresat se v misté
nezdrzuje, nenachazi, nesidli, je neznamy nebo
se odstéhoval bez udani nové adresy) ma se za
to, ze pfislusna pisemnost byla doru¢ena dnem
vraceni takové zasilky bez ohledu na to, zda se
adresat o zasilce dozvédél ¢i mohl dozvédét.

A document is deemed delivered once the other
Party receives it. A document that has been sent
is also deemed delivered once the addressee
refuses to accept it or frustrates its delivery in any
way. A document that has been sent is presumed
to have reached the destination on the third
business day after it was dispatched, or if sent to
an address in another country, on the fifteenth
business day after its dispatch, even if the
addressee frustrated the delivery by not being
present at the mailing address in spite of being a
trading company and has not become aware of
the notice. If a consignment with a document is
returned as undeliverable (e.g. with a note that
the addressee is not present or seated at the
given place, is unknown or has moved out
without giving a new address), it is deemed that
the relevant document was delivered on the date
of return of the consignment regardless of
whether the addressee became or could have
become aware of the consignment.

Nestanovi-li tato Smlouva ¢&i nevyplyva-li néco
jiného z dohody smluvnich stran, je veSkera
komunikace v souvislosti s touto Smlouvou,
s vyjimkou komunikace obsahujici pravni
jednani podle této Smlouvy nebo pravnich
predpisi  obsahujici projev vile ukongit
Smlouvu nebo zménit obsah Smlouvy, vedena
prostfednictvim e-mailové komunikace
kontaktnich osob. Komunikace musi byt
odeslana vzdy na vSechny adresy kontaktnich
osob druhé Smluvni strany, a povazuje se za
doruéenou 1. pracovni den nasledujici po
odeslani.

Unless this Agreement stipulates or mutual
agreement of the Parties implies otherwise, any
and all communication related to this Agreement,
save for communication comprising a legal act
under this Agreement or the legal regulation,
containing a manifestation of will to terminate this
Agreement or change its contents, will be carried
out by e-mail communication between the
contact persons. The communication must
always be sent to all the addresses of the contact
persons of the other Party and is deemed
delivered on the 1%t business day following after
dispatch.

The contact persons are as follows:

Kontaktnimi osobami jsou:
a. Za Pojistovnu:

b. Za Drzitele:

a. For the Insurance Company:

b. For the Holder:

5. E-mail pro ucely notifikace spravcem registru

smluv o uvefejnéni Smlouvy:

E-mail for the purposes of notification by the
Contracts Register administrator concerning
publication of the Agreement:

a. Za Pojistovnu: opo@vzp.cz

a. For the Insurance Company: opo@vzp.cz
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b. za_ Drzitele: I
.

b. For_the Holder: [
0@ ]

Smlouva v pfipadé vypovédi zanika dnem
doruéeni odlvodnéné pisemné vypovédi
Pojistovné.

|

6. Smluvni strany se zavazuji, Zze bez zbyte¢ného | 6. The Parties agree to provide notification of a
odkladu oznami zmény kontaktnich udajl, a to change in the contact details without
pisemné na e-mailové adresy kontaktnich osob. unnecessary delay, in writing at the e-mail
Druha smluvni strana je povinna bez addresses of the contact persons. The other
zbyte€ného odkladu potvrdit, Ze zménu Party must confirm without undue delay that it
kontaktnich udaju bere na védomi, pficemz acknowledges the change in the contact details;
zména je vU¢&i ni u¢inna okamzikem takového the change becomes effective vis-a-vis the other
potvrzeni. Smluvni strany shodné prohlasuji, ze Party upon such confirmation. The Parties jointly
zména kontaktnich Udaji neni zménou této declare that a change in the contact details does
Smlouvy. not constitute an amendment to this Agreement.

Clanek Xlll. — Doba trvani Smlouvy a jeji Article XIll = Term and Termination

ukonceni

1. Tato Smlouva se uzavira na dobu, po kterou |1 . This Agreement is entered into for a period during
nebude mit Pfipravek dle Prfilohy €. 1 této which no reimbursement is set for the Product
Smlouvy stanovenu Uhradu vykonatelnym specified in Annex 1 hereto by means of an
(postaduje predbézna vykonatelnost) enforceable (provisional enforceability will suffice)
rozhodnutim Ustavu, maximalné v$ak do decision of the Institute, but not beyond 31
31.12.2022. December 2022.

2. V pfipadé, bude-li Pfipravku stanovena uhrada |2. If reimbursement is set for the Product by means
vykonatelnym (postacuje predbézna of an enforceable (provisional enforceability will
vykonatelnost) rozhodnutim Ustavu dle odst. 1 suffice) decision of the Institute under paragraph
tohoto ¢lanku, zanika Smilouva k poslednimu 1 of this Article, the Agreement terminates as of
dni mésice pfedchazejiciho mésici, ve kterém the last day of the month preceding the month in
byla vySe Uhrady Pfipravku uvefejnéna which the amount of reimbursement for the
v Seznamu cen a uhrad (SCAU) ve smyslu § Product is published in the List of Prices and
39n odst. 1 zakona o vefejném zdravotnim Reimbursement (SCAU) in the sense of Section
pojisténi. 39n (1) of the Public Health Insurance Act.

3. Smluvni strany prohlasuji a ¢&ini timto |3. The Parties hereby represent and render it
nespornym, Ze prava a povinnosti z této undisputed that the rights and obligations under
Smlouvy budou mezi smluvnimi stranami this Agreement will be exercised and performed
realizovany po celou dobu trvani Rozhodného between the Parties throughout the entire
obdobi, tj. od 1.5.2020 do konce doby trvani Decisive Period, i.e. from 1 May 2020 to the end
Smlouvy. Povinnosti smluvnich stran, k jejichz of the term of the Agreement. The Parties shall
realizaci prozatim nedoSlo v dusledku perform their obligations that have not yet been
neucinnosti Smlouvy, smluvni strany spini v performed because the Agreement has not been
nejbliz8im terminu dle smluvnich ujednani této effective as soon as possible according to the
Smlouvy. provisions hereof.

4. DrZitel je opravnén Smlouvu jednostranné |4 . The Holder may unilaterally terminate the
vypovédét, pokud Agreement if:

a. Pojistovna porusi povinnost ochrany a. the Insurance Company breaches the
obchodniho tajemstvi DrZitele; obligation to protect the Holder’'s business

secrets;

b. vznikne povinnost obchodni tajemstvi b. the obligation to make available or disclose
Drzitele dle ¢lanku VIII. této Smlouvy the Holder's business secrets under Article
zpfistupnit nebo odtajnit na zakladé VIII of this Agreement arises on the basis of
pravomocného rozhodnuti soudu &i a final decision of a court or administrative
spravniho organu. authority.

5. Vpfipadé podani vypovédi ve smyslu |5. If a notice is given under the preceding
predchoziho odstavce je Drzitel povinen paragraph, the Holder is obliged to expressly
vyslovné oznacit dlivod vypovédi, a zaroven indicate the ground for termination and, at the
pisemné dolozit, jakym zplsobem doslo k jeho same time, document in writing how the ground
naplinéni. arose.

6. Vypovéd se sjednava bez vypovédni doby, tato |6. The termination is hereby agreed without notice

period, this Agreement shall be terminated by
the day of delivery of the substantiated written
notice to the Insurance Company.
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7. Smluvni strany se dohodly, ze z jinych divodl |7. The Parties agree that the Agreement may not be
nez z duvodu uvedenych v ¢lanku XIlIl. odst. 4 unilaterally terminated on any grounds other than
této Smlouvy, nelze Smlouvu jednostranné those set out in Article XllI (4) hereof.
vypoveédét.

Clanek XIV. — Ostatni ujednani Article XIV — Miscellaneous

1. Tato Smlouva se vztahuje na vSdechny dodavky | 1. This Agreement applies to all the supplies of the

Pripravku na trh v Ceské republice.

Product to the market in the Czech Republic.

2. Pravni vztahy mezi smluvnimi stranami se fidi | 2. The legal relationships between the Parties are
Ceskym pravnim  fadem, ve vécech governed by the Czech laws and, in matters not
neupravenych pravnimi pfedpisy upravujicimi regulated by the legal regulations on public health
vefejné zdravotni pojisténi a touto Smlouvou, insurance and this Agreement, by the Civil Code
se fidi ob&anskym zakonikem a dalSimi and other applicable legal regulations.
pfisluSnymi pravnimi pfedpisy.

3.  Smluvni strany se timto zavazuji, ze vynalozi | 3. The Parties hereby agree to use all reasonable
veskeré rozumné usili k urovnani vSech sport efforts to settle any and all disputes arising out of
z této Smlouvy smirnou cestou. Pokud smluvni this Agreement amicably. Should the Parties fall
strany nevyfeSi spor smirnou cestou, bude to resolve any dispute amicably, the dispute,
takovy spor v&etné otazek platnosti, vykladu, including questions of validity, interpretation,
vyporadani €i ukondeni prav vzniklych z této settlement or termination of the rights arising from
Smlouvy FeSen vécné prisluSnym Ceskym this Agreement, shall be resolved by a Czech
soudem. Pro takovy pfipad strany sjednavaji court having the relevant subject-matter
mistni pfislusnost Obvodniho soudu pro Prahu jurisdiction. In that case, the Parties agree on local
3, je-li dana v konkrétnim pfipadé vécna jurisdiction of the District Court for Prague 3 if
pfisluSnost okresniho soudu a Méstského district courts have subject-matter jurisdiction in
soudu v Praze, je-li dana v konkrétnim pfipadé the given case and of the Municipal Court in
vécna prisludnost krajského soudu. Prague if regional courts have subject-matter

jurisdiction in the given case.

4. Pokud by jednotliva ustanoveni této Smlouvy | 4. Should any individual provisions of this
byla zcela ¢&i <&asteCné neplatna nebo Agreement be fully or partly invalid or
neproveditelna, nebude tim dot&ena platnost &i unenforceable, this shall in no way prejudice the
proveditelnost zbyvajicich ustanoveni. validity or enforceability of the remaining
Namisto neplatného ustanoveni bude platit za provisions. A valid provision that best corresponds
dohodnuté takové platné ustanoveni, které to the sense and purpose of an invalid provision
nejblize odpovida smyslu a ucelu neplatného will be considered to apply as agreed instead of
ustanoveni. Pokud by se v dusledku zmény the invalid provision. If any change in the legal
pravnich pfedpisti nebo z jinych divodu stala regulations or other reasons render any
néktera ujednani této Smlouvy v budoucnosti provisions of this Agreement invalid or ineffective
neplathymi nebo neuc€innymi, budou tato in the future, such provisions shall be brought into
ustanoveni uvedena do souladu s pravnimi accord with the legal regulations, and the Parties
normami a u&astnici prohlasuji, Ze Smlouva je declare that the remaining provisions of this
ve zbyvajicich ustanovenich platna, Agreement shall remain valid unless this is at
neodporuje-li to jejimu u€elu nebo nejedna-li se variance with the purpose hereof and unless the
o ustanoveni, ktera oddélit nelze. affected provisions are not severable.

Clanek XV. — Zavéreéna ustanoveni Article XV = Final Provisions

1. Tato Smlouva nabyva platnosti dnem podpisu |1. This Agreement enters into force on the date of
posledni smluvni stranou a Uc€innosti dnem execution by the last Party and into effect on day
zvefejnéni v registru smluv. of publication in contract register.

2. Tato Smlouva mize byt ménéna nebo |[2. This Agreement may only be amended or
dopliovana pouze formou pisemného supplemented by a written and numbered
Cislovaného dodatku podepsaného na amendment executed by both Parties in withess
znameni souhlasu obéma smluvnimi stranami. of their consent.

3. Smlouva je vyhotovena ve dvou (2)|3. The Agreement is executed in two (2)

stejnopisech v &eské a anglické verzi, z nichz
kazda smluvni strana obdrzi jedno (1)
vyhotoveni v kazdé jazykové verzi. V pfipadé
rozporlli mezi Ceské a anglickou jazykovou
verzi ma prednost Ceska jazykova verze.

counterparts in English and Czech language
versions, where each Party shall obtain one (1)
counterpart per each language version. In case of
discrepancy between Czech and English version,
Czech version prevails.
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4.  Smluvni strany si pred podpisem tuto Smilouvu
fadné preCetly a svUj souhlas s obsahem
jednotlivych ustanoveni této Smlouvy stvrzuji
podpisem svych zastupcl.

Before executing this Agreement, the Parties
have duly read the Agreement and in witness of
their consent to the text of the individual
provisions of this Agreement, their respective
representatives affix their signatures.

5. Nedilnou soucasti této
nasledujici pfilohy:
Priloha &. 1 — Specifikace Pfipravku a vyse
Limitu UOP

Smlouvy jsou

The following Annexes form an integral part of this
Agreement:

Annex 1 — Product Specification and the Amount
of the UTIP Limit

V Praze/In Prague dne/on 10.3.2021

V Zurichu/In Zirich dne/on 1.3.2021

Za Pojistovnu:/For the Insurance Company:

Za Drzitele:/For the Holder:

Ing. Zdenék Kabatek

Feditel V&eobecné zdravotni pojistovny Ceské
republiky/ Director of the General Health Insurance
Company of the Czech Republic




