SMLOUVA O LIMITACI NAKLADU

spojenych s hrazenim
|é¢ivého pripravku pro vzacna onemocnéni

(dale jen ,,Smlouva“)
uzaviena podle § 1746 odst. 2, zdkona ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpist (dale jen
,obcansky zdkonik”)

Pojistovna:  Ceska zdravotni
pojistovna
Sidlo: Jeremenkova 161/11, 703 00 Ostrava -
Vitkovice
ICO: 47672234
DIC: neni platcem DPH

Zapsanad ve verejném rejstiiku vedeném Krajskym

primyslova

soudem v Ostraveé, sp. zn. AXIV 545

Zastoupena: Ing. Vladimir Matta, generalni feditel
Bankovni spojeni: Ceska narodni banka

Cislo G&tu: 2054108761/0710

(dale jen ,,Pojistovna“)

Drzitel: Ipsen Pharma S.A.S.

Sidlo: 70 rue Balard, 75015 Paris, Francie
Registracni Cislo: 308197185

Zapsany ve verejném rejstiiku: PatiZzsky obchodni
rejstrik

Zastoupeny na zakladé plné moci ze dne 5. 8. 2025
Lokalnim zastupcem:

Ipsen Pharmas.r.o.

Sidlo: Olbrachtova 2006/9, Kr¢, 140 00 Praha 4
Zapsana: Méstsky soud v Praze, sp. zn. C 294625
ICO: 07099321

Zastoupena: Héléne Rannou, jednatelka
Bankovni spojeni: Komer¢ni banka, a.s.

Cislo uétu: 115-7296870217/0100

(dale jen ,,Drzitel”)

COST LIMITATION AGREEMENT

Relating to Reimbursement for Medicinal
Product for orphan disease

(Hereinafter referred to as the "Agreement")

Entered into in accordance with Section 1746, Paragraph 2 of
Act No. 89/2012 Coll., the Civil Code, as in effect
(hereinafter referred to as the "Civil Code")

Insurance Company: Ceska primyslova zdravotni
pojistovna

Registered office: Jeremenkova 161/11, 703 00
Ostrava - Vitkovice

Business ID: 47672234

Tax ID: VAT free

Registered in the public register maintained by
Regional Court Ostrava, file AXIV, 545
Represented by: Ing. Vladimir Matta, director
Bank: Czech National Bank

Account number: 2054108761/0710

(Hereinafter referred to as the "Insurance
Company")

and

Holder: Ipsen Pharma S.A.S.

Registered office: 70 rue Balard, 75015 Paris,
France

Registration No.: 308197185

Registered in the public register: Paris business
register

Represented by Local Representative based on a
power of attorney:

Ipsen Pharma s.r.o.

Registered office: Olbrachtova 2006/9, Kr¢, 140 00
Prague 4

Incorporation information: Municipal Court in
Prague under the file no. C 294625

Business ID: 07099321

Represented by: Héléene Rannou, Executive
Manager

Bank account details: Komercni banka, a.s.
Number of bank account: 115-7296870217/0100

(Hereinafter referred to as the "Holder")




(Pojistovna a Drzitel dale spole¢né jen jako (The Insurance Company and the Holder shall be

»Ssmluvni strany”, nebo samostatné jako ,smluvni hereinafter referred to jointly as the "Parties" or

strana“) individually as the "Party")

PREAMBULE
Smluvni strany uzaviraji tuto Smlouvu v souladu s
§ 39da odst. 8 zakona ¢. 48/1997 Sb., o vefejném
zdravotnim pojisténi a o zméné a doplnéni
nékterych souvisejicich zdkonl, ve znéni
pozdéjsich predpist (dale jen ,zakon o vefejném
zdravotnim pojisténi“) a dalSimi souvisejicimi

pravnimi predpisy.

Drzitel ma zajem uvadét na trh v Ceské republice

|éCivy pripravek uréeny klécbé vzacného
onemocnéni specifikovany v Priloze ¢. 1 této

Smlouvy (dale jen , Pfipravek”).

uhradit
zdravotnim pojistovnam naklady vynaloZené na

Drzitel ma zdkonnou povinnost
Uhradu Pripravku poskytovaného pojisténcim po
dobu platnosti rozhodnuti o stanoveni Uhrady
prevysujici naklady uvedené v analyze dopadu do
rozpoctu, ktera byla podkladem pro rozhodnuti
Ustavu. Naklady na léebu Piipravkem, které byly
k 1éché

neodpovidaji podminkam uhrady dle rozhodnuti

vynaloZeny v indikacich, které
Ustavu podle pfedchozi véty, se do naklad(i podle
predchozi véty nezapocitavaji.

Pojistovna prohlasuje, Ze je v souladu s platnym
pravem opravnéna prijmout od Drzitele financni
prostfedky predstavujici zajisténi limitace
nakladd na lécbu Pripravkem podle této Smlouvy

do zakladniho fondu Pojistovny.

Clanek I.
Ucel Smlouvy a definice pojma
Ulelem této Smlouvy je ve vefejném zajmu,
vsouladu s § 17 odst. 2 zdkona o vefejném
zdravotnim pojisténi, zajistit plnéni povinnosti
Drizitele podle § 39da odst. 8 zakona o verejném
zdravotnim pojisténi.

PREAMBLE

1. The Parties enter into this Agreement in

accordance with Section 39da, paragraph 8 of Act
No. 48/1997 Coll. on Public Medical Insurance
and Amendment to Certain Related Acts, as in
effect (hereinafter referred to as the "Public
Medical Insurance Act") and other related laws
and regulations.

The Holder intends to place on the market in the
Czech Republic the medicinal product for orphan
disease specified in Enclosure No. 1 to this
Agreement (hereinafter referred to as the
"Medicinal Product").

The Holder has a legal obligation to reimburse
the health insurance company for the costs
incurred for the reimbursement of the Product
provided to the insured persons during the
period of the decision to determine the
reimbursement exceeding the costs stated in the
budget impact analysis, which was the basis for
the decision of the Institute. The costs of
treatment with the Product, which were incurred
for treatment in indications that do not meet the
conditions of reimbursement according to the
decision of the Institute according to the
previous sentence, are not included in the costs
according to the previous sentence

The Insurance Company declares to have the
right, in accordance with laws in effect, to accept
from the Holder funds representing a guarantee
limiting the cost of treatment using the Medicinal
Product in accordance with this Agreement,
where the relevant funds shall be contributed to
the base fund of the Insurance Company.

Article I.
Purpose of the Agreement and Definitions

. Taking into account public interest, in accordance

with Section 17, Paragraph 2 of the Public
Medical Insurance Act, the purpose of this
Agreement is to ensure the fulfilment of the




U&elem této Smlouvy neni jakkoliv zasahovat do
procesu stanoveni maximalni ceny a/nebo vyse
a podminek Uhrady Pripravku, ani jakymkoli
zpUsobem zasahovat ¢i ovliviiovat preskripcni
chovani lékarl, které bude i nadale v souladu
s podminkami spravné klinické praxe a nebude
pfimo ani nepfimo jakkoli ovlivnéno touto
Smlouvou a/nebo Pojistovnou.

Pro ucely této Smlouvy se rozumi:

- Kéd SUKL - jedineény kéd pfipravku
pridéleny Ustavem;

- Ustavem Statni Ustav pro kontrolu lé¢iv;

- Pripravkem
v Pfiloze ¢. 1 této Smlouvy uhrazeny
Poskytovateli pod Kédem SUKL;

- Pojisténcem osoba dle zdkona o verejném

|éCivy pfipravek uvedeny

zdravotnim  pojisténi  registrovana u
Pojistovny ke dni poskytnuti zdravotni
sluzby;

- Poskytovatelem poskytovatel zdravotnich
sluzeb, ktery ma v den poskytnuti zdravotni
sluzby  zahrnujici  pouziti  Ptipravku
uzavienou platnou smlouvu o poskytovani a
Uhradé zdravotnich sluzeb s Pojistovnou
(smlouvu o poskytovani a Uhradé zdravotni
péce) zahrnujici hrazeni Pripravku;

- Drzitelem drZitel rozhodnuti o registraci
Ptipravku ve smyslu zakona €. 378/2007 Sb.,
o |lécivech a o zménach nékterych
souvisejicich zakonl (dale jen ,zdkon o
|éCivech”), ve znéni pozdéjsich predpisd,
nebo zastupce Drizitele;

- Zpétnou platbou c¢astka urcena zplsobem
podle této Smlouvy, kterou je Pojistovna
opravnéna pfijmout do zakladniho fondu
Pojistovny;

- Limitem rocni ndklady zdravotnich

pojistoven v Ceské republice na lé¢bu

Ptipravkem, které pojistovny v souladu

smlouvou

s pravnimi predpisy a

s Poskytovateli  vynalozily v pfislusném

kalendarnim roce na Uhradu Pfipravku

Holder's obligations pursuant to Section 39da,
paragraph 8 of the Public Health Insurance Act

It is not the purpose of this Agreement to
intervene in any way whatsoever in the process
of setting the maximum price and/or the amount
and conditions for the reimbursement for the
Medicinal Product, and to intervene in or
influence in any way whatsoever the prescription
practice of physicians, which shall continue to be
subject to the requirements for good clinical
practice and shall not be influenced, directly or
indirectly, in any way whatsoever by this
Agreement and/or the Insurance Company.

For the purposes of this Agreement, the
following terms shall be construed as follows:

- SUKL Code shall mean unique product code
assigned by the Institute;

- Institute shall mean the State Institute for
Drug Control;

- Medicinal Product shall mean the medicinal
product referred to in Enclosure No. 1 to this
Agreement reimbursed to the Provider
under a SUKL code;

- Insured Person shall mean a person
registered with the Insurance Company in

Public Medical
Insurance Act on the day of provision of a

accordance with the

health service;

- Provider shall mean the provider of health
services who is a party, as of the day of
providing health services consisting of the
use of the Medicinal Product, to an in-effect
agreement on  provision of and
reimbursement for health services with the
Insurance Company (Healthcare Provision
and Reimbursement Agreement), which
includes reimbursement for the Medicinal
Product;

- Holder shall mean the holder of the
marketing authorisation for the Medicinal
Product within the meaning of Act No.
378/2007 Coll. on Pharmaceuticals and on
Amendments to Certain Related Acts
(hereinafter referred to as the

"Pharmaceuticals Act"), as in effect, or the

Holder's representative;




z verejného zdravotniho pojisténi a které se
odvijeji od nakladl uvedenych v analyze
dopadu do rozpoctu, ktera byla podkladem
pro rozhodnuti Ustavu ve spravnim fizeni

vedeném pod sp. zn. - (dale jen

,Predmétné spravni fizeni“).

Clanek I1.

Pfedmét Smlouvy
Pfedmétem této Smlouvy je zdvazek Driitele
poskytnout Pojistovné Zpétnou platbu, pokud
dojde k naplnéni podminek stanovenych touto
Smlouvou, ve vysi a vterminu uréeném touto
Smlouvou, jehoZ prostfednictvim je sledovano
zajisténi plnéni povinnosti Drzitele podle § 39da
odst. 8 zakona o verejném zdravotnim pojisténi.
Drzitel pfitom bere na védomi, Ze Pojistovna
nem(ze z verejného zdravotniho pojisténi hradit
zdravotni ramec

sluzby nad podminek

stanovenych pravnim radem Ceské republiky.

Clanek I11.
Prava a povinnosti smluvnich stran
. Pojistovna se zavazuje ucinit takova opatteni, aby
uhradila z verejného zdravotniho pojisténi
Poskytovateli v souladu se zdkonem o verejném
zdravotnim pojisténi a v souladu se smlouvou s
Poskytovatelem Pripravek, ktery byl

Poskytovatelem poskytnut Pojisténcim pfi

- Reverse Payment shall mean a sum laid
down in this Agreement, which the
Insurance Company is entitled to accept as
a contribution to the Insurance Company's
base fund;

- Limit shall mean annual costs of health
insurance companies in the Czech Republic
for treatment with the Product, which the
insurance companies, in accordance with
legal regulations and the contract with the
Providers, spent in the relevant calendar
year to reimburse the Product from public
health insurance and which are based on
the costs stated in the budget impact
analysis, which was the basis for the

administrative

Institute's  decision in

proceedings conducted under file number

- (hereinafter referred to as the

“Subject Administrative Proceedings”).

Article Il.
Subject Matter

The subject matter of this Agreement is the
Holder's commitment to make a Reverse
Payment to the Insurance Company subject to
the fulfillment of the conditions laid down in this
Agreement, in an amount and by a deadline laid
down in this Agreement, the purpose whereof
shall be ensuring the fulfillment of the Holder's
obligations pursuant to Section 39da paragraph 8
of the Public Health Insurance Act. In this regard,
the Holder acknowledges that the Insurance
Company may not use the public medical
insurance scheme to pay for health services
beyond the framework of the terms and
conditions laid down under the law of the Czech
Republic.

Article Ill.
Rights and Duties of the Parties

. The Insurance Company undertakes to adopt

appropriate measures to reimburse, under the
public medical insurance scheme, the Provider,
in accordance with the Public Medical Insurance
Act and in accordance with the agreement with
the Provider, for the Medicinal Product, which
the Provider provides to Insured Persons as part




poskytnuti zdravotni sluzby v ramci Ceské

republiky.

. Driitel poskytne Pojistovné Zpétnou platbu ve
vySi a v terminu ur¢eném dale touto Smlouvou,
pokud jsou splnény podminky dle této Smlouvy
pro jeji poskytnuti. Timto ustanovenim neni
dotéeno opravnéni Drzitele poskytnuti Zpétné
platby Pojistovné odmitnout pfi nesplnéni
podminek uvedenych v této Smlouvé.

. Smluvni strany jsou povinny se vzajemné

neprodlené pisemné informovat o
skutecnostech, které by podstatnym zplsobem
mohly ovlivnit plnéni této Smlouvy. Smluvni
strany se dohodly, Ze v pfipadé, kdy dojde ke
zméné v registraci Pfipravku, kterd miZe mit
pfimy vliv na dohodnutou Zpétnou platbu,
zejména jde-li o zménu ve velikosti baleni,
obsahu |écivé latky, cesty podani, nebo lékové
formy Pripravku, smluvni strany pisemnym
dodatkem tuto Smlouvu na zdkladé dohody
pfimérené upravi. Smluvni strany tuto Smlouvu
upravi pisemnym dodatkem také v pfipadech,
kdy doslo ke zménam, které mohou mit pfimy
vliv na dohodnutou Zpétnou platbu, zejména jde-

lio zménu v disledku zmény pravnich predpisu.

. Smluvni strany se zavazuji disledné dodrZovat
obecné zdvazné pravni predpisy a zejména
predpisy upravujici vefejné zdravotni pojisténi a
zachazeni s 1éCivymi ptipravky a smluvni ujednani
obsazend v této Smlouvé.

Clanek IV.
Limit
. Smluvni strany se dohodly, Ze Limit za
obdobi ¢ini

v Pfiloze €. 1 této Smlouvy.

specifikovana Castky uvedené

. Pfi prekroceni Limitu poskytne Drzitel Pojistovné

Zpétnou platbu ve wvysi rozdilu celkovych

of the provision of health services in the Czech
Republic.

. The Holder shall make a Reverse Payment to the

Insurance Company in the amount and by the

deadline laid down hereinafter in this
Agreement, subject to the fulfillment of the
requirements laid down in this Agreement for
the remittance of such a payment. This provision
shall not prejudice the Holder's right to refuse to
make a Reverse Payment to the Insurance
Company if the terms and conditions laid down

in this Agreement are not fulfilled.

. The Parties shall immediately inform one another

in writing of facts liable to have a material effect
on the performance of this Agreement. The
Parties agree to amend appropriately this
Agreement by means of a written amendment in
the event of a change in the registration of the
Medicinal Product liable to have a direct effect
on the agreed Reverse Payment, particularly as
regards the packaging size, active substance
content, administration route, or pharmaceutical
form of the Medicinal Product. Likewise, the
shall
Agreement using a written amendment in the

Parties appropriately amend this
event of a change liable to have a direct effect on
the agreed Reverse Payment, particularly as
regards a change caused by a legislative

amendment.

. The Parties undertake to strictly comply with

laws of general application, including, without
limitation, laws regulating the public medical
insurance scheme, the handling of medicinal
products, medicinal products, and contractual
contained in this

provisions Agreement.

Article IV.
Limit
1. The Parties have agreed that the Limit for the
specified periods is the amounts set out in
Annex No. 1 to this Agreement.

2. If the Limit is exceeded, the Holder shall provide
the Insurance Company with a Reverse

Payment in the amount of the difference




1.

3.

skutecné vykazanych a doloZenych nakladd (dale
jen ,Naklady“) vsech zdravotnich pojistoven
vCeské republice na |é¢bu PFipravkem
v pfislusSném obdobi a Limitu dle Pfilohy €. 1 této

Smlouvy, vynasobeného podilem Nakladl na

uhradu Pfipravku Pojistovny na celkovych
Nakladech na Uhradu Pfipravku vsech
zdravotnich  pojistoven v Ceské  republice

odsouhlasenych smluvnimi stranami.

Pro ucely vypoctu celkového Limitu a poskytnuti
Zpétné platby v souladu s Clankem II. a Clankem
V. této Smlouvy je urcujici den, kdy byl Pfipravek
Pojistovnou Poskytovateli uhrazen.

Clanek V.
Zpétna platba

Drzitel se zavazuje poskytnout Pojistovné
Zpétnou platbu vypoctenou podle mnozstvi
Pojistovnou uhrazeného Ptipravku
Poskytovatellim v prislusném kalendarnim roce
vramci Ceské republiky dle Clanku IV. této
Smlouvy.
Podklady dokladajici uplatiiovanou vysi Zpétné
platby ve smyslu odst. 3 tohoto ¢lanku Smlouvy
budou vidy obsahovat:
a. nazev Pripravku;

obdobi, za néZ je prehled vystaven;
c. celkové ndklady za obdobi, pro které je

vystavovan prehled;
d. naklady Pojistovny za obdobi, pro které je

vystavovan prehled;
e. celkova ¢astka Zpétné platby Pojistovné.
Zpétna platba bude Drzitelem Pojistovné
uhrazena na zakladé Pojistovnou vystavenych
faktur, a to jedenkrat za kalendarni rok.
Soucasné s fakturou Pojistovna Driziteli zasle
podklady, které dokladaji uplatfiovanou vysi
Zpétné Pojistovna je

platby. povinna

postupovat v souladu s prdvnimi predpisy na

between the total actually reported and
documented costs (hereinafter referred to as
the "Costs") of all health insurance companies
in the Czech Republic for treatment with the
Product in the relevant period and the Limit
according to Annex No. 1 to this Agreement,
multiplied by the share of the Costs for
reimbursement of the Product by the Insurance
Company in the total Costs for reimbursement
of the Product of all health

companies in the Czech Republic agreed upon

insurance

by the contracting parties.

. For the purposes of calculating the total Limit

and the fulfillment of the conditions for
providing a Reverse Payment in accordance
with Article Il. and Article V. of this Agreement,
the determining date is the date on which the
Product was paid by the Insurance Company to
the Provider.

Article V.
Reverse Payment

. The Holder undertakes to provide to the

Insurance Company a Reverse Payment
calculated in accordance with the quantity of
the Medicinal Product reimbursed by the
Insurance Company to Providers in the Czech
Republic during the applicable calendar year in
accordance with Article IV. of this Agreement.
The documents supporting the claimed amount
of the Reverse Payment within the meaning of
paragraph 3 of this Article of the Agreement will
always contain:

a. name of the Product;

b. period for which the statement is issued;

c. total costs for the period for which the
statement is issued;

d. costs of the Insurer for the period for which
the statement is issued;

e. total amount of Repayments to the Insurer

A Reverse Payment shall be remitted by the
Holder to the Insurance Company based on an
invoice issued by the Insurance Company, once
per calendar year. Together with an invoice, the
Insurance Company shall send the Holder data
documenting the value of the claimed Reverse




ochranu osobnich ddaji. Faktury vystavené
Pojistovnou budou splatné ve |haté 30 dnli ode
dne odeslani na e-mailovou adresu -
Pojistovna se zavazuje do 30. 6. nasledujiciho
kalendarniho roku predloZit Drziteli podklady
dle predchazejiciho odstavce a vysi Zpétné
platby. Tyto informace budou podkladem pro
provedeni fakturace Zpétné platby. Bez
predloZzeni uvedenych podkladd Driziteli
nemuzZe byt Zpétna platba provedena, a to ani
na zakladé Pojistovnou vystavené a zaslané
faktury. PredloZeni podkladd dle véty prvni
tohoto odstavce provede Pojistovna odeslanim
na e-mailovou adresu -

Drzitel je opravnén pred uplynutim lhaty
splatnosti, ktera Cini 30 dni, vratit bez zaplaceni
fakturu, ktera nebude obsahovat zakonem
stanovené nalezitosti nebo bude obsahovat
nespravné udaje nebo bude mit jiné vady
obsahu podle této Smlouvy. Ve vracené fakture
musi Drzitel vyznacit divod vraceni. Pojistovna
je povinna podle povahy nespravnosti takovou
fakturu opravit nebo nové vyhotovit. Za
predpokladu, Ze se dlvod vraceni faktury
objektivné ukaZe opodstatnénym, prestane
okamzikem vraceni faktury bézet plvodni Ih(ta
splatnosti. V takovém pripadé pak cela 30denni
IhGta splatnosti bézi znovu ode dne odeslani
opravené nebo nové vyhotovené faktury
elektronicky na e-mailovou adresu -
Smluvni strany zaroven timto vzajemné
pisemné potvrzuji a ¢ini nespornym, Ze prava a
povinnosti vyplyvajici smluvnim stranam ze
smluvniho vztahu ve smyslu textu této Smlouvy
se mezi dotéenymi smluvnimi stranami realizuji
od 1. 3.2026.

Smluvni strany se zavazuji, Ze bez zbytecného
odkladu oznami zménu kontaktnich adres.

Payment. The Insurance Company shall act in
accordance with personal data protection
regulations. Invoices issued by the Insurance
Company shall come due 30 days after being
sent by e-mail to_

No later than on 30 June of the subsequent
calendar year, the Insurance Company shall
present to the Holder the data referred to in the
preceding paragraph and the amount of the
Reverse Payment. The foregoing data shall
constitute a basis for the billing of the Reverse
Payment. Without the submission of the data
to the Holder, the Reverse Payment cannot be
made, even if it were to be made based on an
invoice issued and sent by the Insurance
Company. The Insurance Company shall submit
the data referred to in the first sentence of this
paragraph by e-mail sent to -

Prior to the due date, which shall come 30 days
after delivery, the Holder may return an invoice
without payment, if the invoice does not
conform to legal requirements, contains
incorrect data, or has other defects in its
content as per this Agreement. If an invoice is
returned, the Holder must indicate the reason
for its return on the invoice. Based on the
nature of the discrepancy, the Insurance
Company shall correct such an invoice or issue
a new invoice. Provided that the reason for
returning an invoice is shown to be objectively
substantiated, the original due date shall be
cancelled upon the return of the invoice. In
such a case, the new due date shall come 30
days after the day of sending out a corrected or
newly issued invoice by electronic mail to the e-
mail address -

In addition, the Parties hereby confirm in
writing and make it indisputable that rights and
duties arising for the Parties under the
contractual arrangement established under this
Agreement shall have existed between the
Parties involved already starting on 1% February
2026.

The Parties undertake to notify one another
without unnecessary delay of a change of their
mailing addresses.




Clanek VI.
Prohlaseni

Drzitel uvadi, Ze informace o cenach, limitacich a
dalsich podminkach, za kterych se zavazuje
dodavat Ptipravek pro poskytovani zdravotni
péle na Uzemi Ceské republiky, povaZuje za
informace vyznamné ve smyslu zdkonné definice
obchodniho tajemstvi (§ 504 zakona ¢. 89/2012
Sb., obcansky zakonik), nebot vSeobecny pfistup
k témto informacim miZe mit podstatny dopad
na ekonomické vysledky a trzni postaveni ¢lenl
koncernu Drzitele vjinych c¢lenskych zemich
Evropské unie (dale jen ,,EU”). Drzitel dale uvadi,
Ze zachovani obchodniho tajemstvi ohledné
sjednanych cen je, v kontextu zahrani¢ni cenové
reference a ekonomickych principli cenotvorby
|é¢iv v EU, podminkou zachovani dostupnosti a
sjednané ceny Pripravku Drzitele pro poskytovani
zdravotni péce na Uzemi Ceské republiky a
napliuje tedy verejny zadjem (§ 17 odst. 2 zdkona
o verejném zdravotnim pojisténi).

Clanek VII.

Zavazek micenlivosti

. Davérnymi informacemi se pro Uucely této
Smlouvy rozumi jakékoliv informace poskytnuté
jednou smluvni stranou druhé smluvni strané
nebo ziskané kteroukoliv stranou o druhé straneg,
jejich vyrobcich & vykonech, at jiz vyslovné
oznaCené jako dlvérné ¢i nikoli, tykajici se
obsahu ¢i Ucelu této Smlouvy, jakozZ i souvisejici
dokumenty, listiny, dalS$i nosice informaci, Ci
pfistupova uzivatelskd jména ¢i hesla, at jiz v
hmotné, elektronické ¢i jiné formé (dale jen
,DUvérné informace”).

. Smluvni strany se kazda jednotlivé zavazuji, Ze po
dobu trvani této Smlouvy a po jejim ukonceni bez
omezeni budou zachovavat mlcenlivost a nesdéli
ani nezpfistupni zZadné D(vérné informace. Za
Davérné informace budou také povaZovana

Article VI.
Representations
The Holder declares that information on prices,
limits, and other conditions subject to which the
Holder undertakes to supply the Medicinal
Product for the purposes of providing healthcare
in the Czech Repubilic, is thereby considered to be
information of material importance within the
meaning of the legal definition of trade secret
(Section 504 of Act No. 89/2012 Coll., the Civil
Code), considering that public access to such
information is liable to have material impact on
the financial performance and market position of
the members of the Holder's grouping in other
Member States of the
(hereinafter

Union
IIEUII).
Furthermore, the Holder declares that protecting

European
referred to as the

trade secret regarding agreed prices is, in the
context of the international price reference and
the financial principles for setting prices for
pharmaceuticals in the EU, a prerequisite for
preserving the availability and the agreed price
for the Holder's Medicinal Product as regards
healthcare provided in the Czech Republic,
wherefore such protection fulfils the definition of
public interest (Section 17, Paragraph 2 of the
Public Medical Insurance Act).

Article VII.
Non-Disclosure Clause

. For the purposes of this Agreement, confidential

information shall mean any information provided
by one of the Parties to the Counterparty or
obtained by either of the Parties about the
Counterparty, its products or production,
whether or not expressly designated as
confidential or pertaining to the content or
purpose of this Agreement, as well as related
documents, records, data carriers, or access user
names and passwords, whether in tangible,
electronic, or other form (hereinafter referred to
as "Confidential Information").

. Throughout the term of this Agreement and

indefinitely thereafter, each of the Parties
individually undertakes to maintain confidential
and refrain from disclosing or providing access to
whatsoever.

any Confidential Information




veskerd ujednani o cené Pfipravku pro Pojistovnu
a Limitu, na ktera se nevztahuje vyjimka dle § 39f
odst. 11 ve spojeni s odst. 12 zakona o vefejném
zdravotnim pojisténi. Kazda smluvni strana
zajisti, aby jeji zaméstnanci, zastupci a jiné osoby,
kterym v prlbéhu plnéni této Smlouvy sdéli
Davérné informace, s Davérnymi informacemi
nakladali vySe uvedenym zplsobem.

. Driitel povaZuje za obchodni tajemstvi ve smyslu
§ 504 obcanského zakoniku a ve smyslu § 9
zdkona €. 106/1999 Sb., o svobodném pfistupu
k informacim, ve znéni pozdéjsich predpisd,
specifikaci P¥ipravku veéetné Kédu SUKL a zplisob
urceni Limitu, vSe specifikované Pfilohou €. 1 této
Smlouvy. Skutecnosti oznacené takto za
obchodni tajemstvi, jakoZ i informace tykajici se
obsahu ¢i ucelu této Smlouvy, které nelze
poskytnout pfi postupu podle predpist
upravujicich svobodny pfistup kinformacim,
mohou byt uvefejnény jen s predchozim
pisemnym souhlasem Drzitele, nebo na zakladé
pravomocného rozhodnuti soudu ¢i spravniho
organu, jimz bude stanoveno, Ze skutecnosti
oznacené Driitelem za obchodni tajemstvi
nenaplnuji definici ve smyslu § 504 obcanského
zakoniku. Smluvni strany souhlasi, Ze pokud tato
Smlouva bude obsahovat pfislusné znecitelnéné
Casti (obchodni tajemstvi, informace tykajici se
obsahu ¢i ucelu této Smlouvy, které nelze
poskytnout pfi postupu podle predpisl
upravujicich svobodny pfistup kinformacim),
mlzZe byt uverejnéna vsouladu s platnymi
pravnimi predpisy.

. Smluvni strany jsou si plné védomy zakonné
povinnosti uverejnit tuto Smlouvu dle zdkona
¢.340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiiovani téchto
smluv a o registru smluv, ve znéni pozdéjsich
predpist (dale jen ,,zakon o registru smluv"), a to
véetné vSech pfipadnych dohod, kterymi se tato
Smlouva dopliuje, méni, nahrazuje nebo rusi.

Uverejnénim Smlouvy dle tohoto clanku se

Considered Confidential Information shall be any
and all arrangements pertaining to the price of
the Medicinal Product for the Insurance
Company and the Limit, where such information
is not subject to the exemption laid down in
Section 39f, Paragraph 11 in conjunction with
Paragraph 12 of the Public Medical Insurance
Act. Each of the Parties shall ensure that its
employees, representatives, and other persons
to whom Confidential Information is disclosed
during the performance of this Agreement shall
handle Confidential Information in the aforesaid
manner.

. The Holder considers the name of the Medicinal

product and the method of determining the
Limit, Costs and Reverse Payment, all of which is
specified in Enclosure No. 1 to this Agreement, to
constitute trade secret within the meaning of
Section 504 of the Civil Code and within the
meaning of Section 9 of Act No. 106/1999 Coll.
on Freedom of Access to Information, as in
effect. Facts thus designated as trade secret as
well as information pertaining to the content or
purpose of this Agreement, which cannot be
disclosed using the procedure laid down in
freedom of access to information laws, may only
be disclosed subject to the Holder's prior written
consent or based on an enforceable ruling of a
court stipulating that facts designated by the
Holder as trade secret do not fulfill the definition
thereof within the meaning of Section 504 of the
Civil Code. The Parties agree that as long as the
applicable sections of this Agreement are made
illegible (trade secret, information pertaining to
the content or purpose of this Agreement that
cannot be disclosed using the procedure laid
down under freedom of access to information
laws), this Agreement may be made public in
accordance with laws and regulations in effect.

. The Parties are fully aware of the legal duty to

disclose this Agreement in accordance with Act
No. 340/2015 Coll. on Special Requirements for
the Force of Certain Agreements, Disclosure of
Such Agreements, and the Agreement Register,
as in effect (hereinafter referred to as the
"Agreement Register Act"), including, where
applicable, any and all arrangements pertaining




rozumi vloZeni elektronického obrazu textového
obsahu této Smlouvy v otevieném a strojové
¢itelném formdtu a rovnéZ metadat podle § 5
odst. 5 zakona o registru smluv do registru smluv.

. Drzitel se zaroven zavazuje zaslat Pojistovné
(formou e-mailové korespondence) text obsahu
této Smlouvy ve formatu odpovidajicim
podminkdm zvefejnéni podle zdkona o registru
smluv, a to ve formé urené k uverejnéni se
(obchodni

tajemstvi), spolec¢né s pozadovanou strukturou a

znecitelnénymi informacemi
rozsahem povinnych metadat po znecitelnéni
udaju, které maji byt vylouceny z uverejnéni, a to
nejpozdéji vden, kdy Drzitel tuto Smlouvu
podepise.

. Pojistovna se zavazuje zabezpedit uverejnénitéto

Smlouvy v registru smluv v rozsahu
modifikovaném s ohledem na obchodni tajemstvi
dle této Smlouvy a dalsi udaje, které maji byt ze
zverejnéni vylouceny, nejpozdéji do 20 dnl ode

dne uzavreni této Smlouvy.

. Pojistovna se dale zavazuje predat Driziteli
potvrzeni spravce registru smluv ve smyslu § 5
odst. 4 zdkona o registru smluv, paklize Drzitel
nebude vyrozumén primo spravcem registru
smluv na zakladé zadani automatické notifikace
uverejnéni Drzitele pfi odeslani této Smlouvy k
uverejnéni.

. Drizitel
povinnosti Pojistovnou dle odstavce 6 tohoto

se zavazuje v pfipadé nesplnéni
Clanku pfistoupit k uverejnéni této Smlouvy

vregistru smluv vrozsahu modifikovaném

sohledem na Dlvérné informace dle této
Smlouvy a dalsi udaje, které maji byt z uverejnéni
vylouceny, tak, aby byla zachovana lh(ta dle § 5
odst. 2 zdkona o registru smluv. Vtakovém

pfipadé se pak Drzitel zavazuje neprodlené

. Furthermore,

to additions, amendments, substitutions, or
terminations relating to this Agreement. The
disclosure of this Agreement within the meaning
of this article shall mean the entry into the
Agreement Register of an electronic image of the
text contained in this Agreement in an open,
machine-readable format as well as metadata in
accordance with Section 5, Paragraph 5 of the

Agreement Register Act.

. Furthermore, the Holder undertakes to send to

the Insurance Company (using the form of e-mail
correspondence) the text contained in this
Agreement in a format corresponding to the
disclosure requirements in accordance with the
Agreement Register Act in a form intended for
disclosure with relevant data made illegible
(trade secret) together with the required scope
and structure of mandatory metadata, after
information that is to be excluded from
disclosure is made illegible, no later than on the

day on which the Holder signs this Agreement.

. The Insurance Company undertakes to secure

in the
Agreement Register, to an extent modified in

the disclosure of this Agreement

consideration of trade secret contained herein
and excluding other data that are to remain
confidential, no later than 20 days after the date
of entry into this Agreement.

the
undertakes to deliver to the Holder a certificate

Insurance Company
issued by the administrator of the Agreement
Register within the meaning of Section 5,
Paragraph 4 of the Agreement Register Act,
unless the Holder is notified directly by the
administrator of the Agreement Register by
means of automatic disclosure notification
delivered to the Holder at the time this

Agreement is submitted for disclosure.

. In the event the Insurance Company fails to fulfill

the duty laid down in Paragraph 6 of this article,
the Holder this
Agreement in the Agreement Register to an

undertakes to disclose
extent modified in consideration of Confidential
Information contained herein and excluding
other data that are to remain confidential, so as
to comply with the deadline laid down in Section

5, Paragraph 2 of the Agreement Register Act. In

10




10.

11.

predat Pojistovné potvrzeni spravce registru
smluv ve smyslu § 5 odst. 4 zakona o registru
smluv, paklize Pojistovna nebude vyrozuména
pfimo spravcem registru smluv na zakladé zadani
automatické notifikace uverejnéni Pojistovné pfi
odeslani této Smlouvy k uverejnéni.

Drizitel se dale zavazuje bezodkladné, nejpozdéji
vSak do 3 pracovnich dnl od obdrZeni notifikace
spravce registru o uverejnéni této Smlouvy,
provést kontrolu fadného uverejnéni a v pripadé
zjisténi nesouladu Pojistovnu ihned informovat.
Obdobné je povinna postupovat i Pojistovna,

pokud dojde kuverejnéni této Smlouvy
Drzitelem.
Jestlize bude kterakoliv strana povinna

poskytnout podle platného prava tuto Smlouvu
nebo DOvérné informace treti osobé, vietné
organ(l verejné moci, nebo je zverejnit zplsobem
umoznujicim dalkovy pfistup, predem pisemné
informuje druhou smluvni stranu a takové
poskytnuti informaci se nebude pokladat za
poruseni této Smlouvy.

V pfipadé, Ze jedna ze smluvnich stran
prokazatelné porusi povinnosti stanovené
vtomto ¢lanku, je druha smluvni strana

opravnéna tuto Smlouvu jednostranné pisemné
vypovédét. Ucinky vypovédi nastavaji dnem
jejiho doruceni porusujici smluvni strané. Dnem
doruceni vypovédi je den prevzeti druhou
smluvni stranou a v pfipadé, Ze si druha smluvni
strana zasilku nepfevezme ¢i odmitne prevzit, je
zasilka povaZovana za dorucenou tfetim dnem
ode dne jejiho odeslani.

. Furthermore,

the Holder undertakes to

immediately deliver to the Insurance Company a

such a case,
certificate issued by the administrator of the
Agreement Register within the meaning of
Section 5, Paragraph 4 of the Agreement Register
Act, unless the Insurance Company is notified
directly by the administrator of the Agreement
Register by means of automatic disclosure
notification delivered to the Insurance Company
at the time this Agreement is submitted for
disclosure.

the Holder undertakes to
immediately, no later than within three working
days after being notified by the administrator of
the Agreement Register of the disclosure of this
Agreement, verify the proper disclosure hereof
the
immediately in the event any discrepancy is
shall

proceed in a mutatis mutandis manner if this

and to inform Insurance  Company

ascertained. The Insurance Company

Agreement is disclosed by the Holder.

10.In the event that either of the Parties is required

to disclose this Agreement or Confidential
Information to a third party in accordance with
laws in effect, including public authorities, or
this
Information in a manner allowing online access,

disclose Agreement or Confidential
such a Party shall inform the Counterparty in
writing in advance, whereupon such disclose of
information shall not be considered a violation of

this Agreement.

11.In case that one of the Parties demonstrably

violates the duties laid down in this Article, the
Counterparty shall have the right to terminate
this Agreement by serving a unilateral written
termination notice. The termination notice shall
enter into force on the day of its delivery to the
Party that will have committed the violation. The
day of delivery of termination notice shall be the
day on which the notice is received by the
Counterparty. In case that the Counterparty does
not or refuses to accept the service of the notice,
the termination notice shall be deemed delivered
on the third day after being mailed.

11




Clanek VIIL.

Kontrola
Na zakladé pisemné zadosti Pojistovny, odeslané
na elektronickou adresu DriZitele: -,
Drzitel
smluvnimi stranami, nejpozdéji vSak do 10

umozni vterminu dohodnutém mezi
pracovnich dni nasledujicich po odeslani pisemné
Zadosti Pojistovny, nahlédnout v pracovni dobé
povérenym pracovnikdim Pojistovny do dokladd,
které se vztahuji k plnéni predmétu této
Smlouvy. Témito doklady se pro ucely této
Smlouvy rozumi faktury a dodaci listy prokazujici
G¢tované ceny za Pfipravek na trhu v Ceské

republice.

Clanek IX.
Sankéni ujednani
1. Smluvni strany se dohodly, Ze pokud:
Drzitel

Pojistovny

zakladé zadosti
dle

nahlédnout

a. na pisemné

predchoziho  ¢lanku
neumozni povérenym
pracovnikiim Pojistovny do dokladd, které
se vztahuji k plnéni predmétu této Smlouvy,
pficemz témito doklady se pro ucely této
Smlouvy rozumi faktury a dodaci listy
prokazujici Uuctované ceny za Pfipravek, je
Pojistovna opravnéna pozadovat zaplaceni
smluvni pokuty ve vysi 50000 K¢ (slovy:
padesat tisic korun Ceskych), a to za kazdé
jednotlivé poruseni takové povinnosti.
Narok Pojistovny na tuto smluvni pokutu
vznikd prvnim dnem prodleni Drzitele se

splnénim vyse uvedené povinnosti;

Drzitel porusi ustanoveni Clanku IIl. odst. 2
této Smlouvy a nenastalo-li nahlaseni podle
odst. 3
oprdvnéna pozadovat zaplaceni smluvni

téhoz C¢lanku, je Pojistovna
pokuty 5000 K¢ (slovy: pét tisic korun
ceskych), a to za kazdy den prodleni.

2. Za poruseni zavazku mlcenlivosti, stanoveného
vtéto Smlouvé vyse, je smluvni strana, kterd
zavazek porusila, povinna zaplatit druhé smluvni

Article VIII.

Inspection
Based on a written request sent by the Insurance
Company to the Holder by electronic mail at
-, the Holder shall allow, at a time
agreed between the Parties, but no later than
within 10 working days after the Insurance
the
Insurance Company's authorised representatives

Company's written request is mailed,
to inspect during working hours documents
the this

Agreement. For the purposes of this Agreement,

pertaining to performance of
such documents shall include invoices and bills of
delivery demonstrating market prices charged

for the Medicinal Product in the Czech Republic.

Article IX.

Penalties

1. The Parties agree as follows:
a. If the Holder, based on the Insurance

Company's written request made in
accordance with the preceding article, fails
the

representatives to

to allow Insurance  Company's

authorised inspect
documents pertaining to the performance
of this Agreement, where for the purposes
of this Agreement such documents shall be
understood as invoices and bills of delivery
demonstrating prices charged for the
Medicinal Product, the Insurance Company
shall have the right to levy a contractual
fine of CZK 50,000 (in words: fifty thousand
Czech crowns) for every individual case of
violation of the foregoing duty. The
Insurance Company's right to levy the
contractual fine shall originate on the first
day of the Holder's default to fulfill the
aforestated duty;

If the Holder violates Article Ill., Paragraph
2 of this Agreement and a report is not
.,
Paragraph 3, the Insurance Company shall

made in accordance with Article
have the right to levy a contractual fine of
CZK 5,000 (in words: five thousand Czech
crowns) for every day of default.

2. For violating the non-disclosure duty laid down

in this the Party

hereinabove Agreement,

12




strané v kazdém jednotlivém pripadé smluvni
pokutu ve vysi 50 000 K¢ (slovy: padesat tisic
korun ¢eskych). Kazdym jednotlivym ptipadem se
mysli jedno poskytnuti Udajd, nikoli kazdy
poskytnuty Udaj, ujednani ¢i skutec¢nost.
3. Uplatnénim smluvni pokuty neni dotéeno pravo
smluvnich  stran na vydani plnéni z
bezdivodného obohaceni a nahradu skody
vzniklé v dasledku poruseni ustanoveni této

Smlouvy.

Clanek X.
Doba trvani Smlouvy, zplsoby a diivody ukonceni
Smlouvy
1. Tato Smlouva se uzavira na dobu urcitou, a to po
dobu platnosti vykonatelnosti rozhodnuti o
Uhradé Pfipravku sp. zn. - nebo do 28. 2.
2031, podle toho, co nastane dfive.
Smluvni strany se dohodly, Ze tuto Smlouvu po
dobu jejiho trvani nelze vypovédét.

2. Smluvni strany jsou opravnény tuto Smlouvu
ukoncit i pred skoncenim jeji platnosti dle odst. 1
tohoto clanku, a to na zakladé oboustranné
dohody o ukonceni této Smlouvy.

3. Nebude-li dohodnuto jinak, ukonéenim této
dohodou dle
¢lanku

Smlouvy uplynutim doby i

predchozich odstavcli tohoto této
Smlouvy neni dotéena povinnost DrzZitele uhradit
Pojistovné Zpétnou platbu za ty Pfipravky,
k jejichz podani doslo pred ukoncenim této
Smlouvy, jsou-li splnény ostatni podminky pro

poskytnuti Zpétné platby dle této Smlouvy.

Clanek XI.
Zmocnéni smluvnich stran
Smluvni strany prokazaly svoji pravni subjektivitu
takto:
a) Pojistovna platnym vypisem zobchodniho
rejstiiku  vedeného u
v Ostravé, sp.zn. AXIV, 545;

Krajského soudu

violating the duty shall pay the Counterparty a
fine of CZK 50,000 (in words: fifty thousand
Czech crowns) for every individual violation.
shall
disclosure of information, as opposed to every

Every individual violation mean one

disclosed item of data, arrangements, or facts.

. Levying a fine shall not prejudice the right of the

Parties to demand the return of unjust
enrichment and to claim compensation for
damage incurred as a result of the violation of

this Agreement.

Article X.
Agreement Term, Methods and Reasons for
Terminating the Agreement

. This Agreement is entered into for a fixed term

for the period of validity of the decision on
reimbursement of the Product in the proceeding
ref. no. - or no later than February 28,
2031, whichever occur first.

The Parties agree that this Agreement may not
be terminated during the Agreement term.

. Furthermore, the Parties may terminate this

Agreement prior to the expiration of the term
hereof as per Paragraph 1 of this article, based on
a bilateral arrangement to terminate this

Agreement.

. Unless otherwise agreed, the termination of this

Agreement upon the expiration of the term
hereof or by bilateral arrangement in accordance
with the preceding paragraphs of this article
hereof shall not prejudice the Holder's duty to
make a Reverse Payment to the Insurance
Company for Medicinal Products administered
before the termination of this Agreement,
provided that other requirements are fulfilled for
making a Reverse Payment in accordance with
this Agreement.

Article XI.
Authorisations of the Parties
The Parties have demonstrated their legal
identity as follows:
a) The Insurance Company has presented a valid
abstract from the Commercial Register kept
by Regional Court Ostrava under the file AXIV,

545;
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2.

4.

b) Drizitel platnym vypisem ze zahrani¢niho

obchodniho rejstiiku, vedeného: Pafizsky
obchodni rejstiik;

c) zastupce Drzitele platnym vypisem
z obchodniho rejstriku vedeného u

Méstského soudu v Praze pod sp. zn. C
294625;
d) Za Pojistovnu je/jsou zmocnéni k jednani ve

véci plnéni této Smlouvy:-;

e) ZaDriitele je zmocnén k jedndni ve véci pInéni

této Smlouvy: -

Clanek XI1.
Zavérecna ustanoveni

Pravni vztahy mezi smluvnimi stranami se fidi
¢eskym pravnim radem, ve vécech neupravenych

touto Smlouvou ani pravnimi predpisy
upravujicimi verejné zdravotni pojisténi a
poskytovani  zdravotnich sluzeb se ridi

obclanskym zdkonikem a dalSimi pfislusnymi
pravnimi predpisy Ceské republiky.

byt
doplfiovana pouze formou pisemného smluvniho

Tato Smlouva muze zménéna nebo

dodatku odsouhlaseného obéma smluvnimi
stranami a podepsaného oprdvnénymi zastupci
obou smluvnich stran. Vyjimku tvofi pfipadna
zména identifikace Drzitele, zména sidla, Cisla
uctu smluvni strany, e-mailovych adres v této
Smlouvé uvedenych ¢i zména vtéto Smlouvé
uvedenych zmocnénych osob; u takovych zmén
postacuje ozndmeni novych skutecnosti druhé
smluvni strané.

. Smluvni strany se zavazuji, Ze vynaloZi veskeré

rozumné usili k tomu, aby jakykoli ptipadny spor,
ktery vznikne z této Smlouvy nebo v souvislosti s
touto Smlouvou, vyresily smirnou cestou. V
pfipadé, Ze dany spor nebude smirné vyresen,
budou k feseni sporu dle této Smlouvy pfislusné
obecné soudy Ceské republiky.

Tato Smlouva obsahuje Uplné ujednani o
predmétu této Smlouvy a vSech naleZitostech,

b) The Holder has presented a valid abstract
from a foreign commercial register kept by
Paris business register;

¢) The Holder's representative has presented a
valid abstract from the Commercial Register
kept by Municipal Court in Prague under the
file no. C 294625;

d) The authorised representatives authorised to
act on behalf of the Insurance Company
regarding the performance of this Agreement
are: [N

e) The authorised representative authorised to
act on behalf of the Holder regarding the

performance of this Agreement is: -

Article XII.
Miscellaneous

. The legal arrangement between the Parties shall

be governed by the law of the Czech Republic; all
this
Agreement or under laws pertaining to the public

matters not expressly defined under
medical insurance scheme and the provision of
health services shall be subject to the Civil Code
and other applicable laws and regulations of the
Czech Repubilic.

. Changes or additions to this Agreement may be

made solely by means of written amendments
approved by both Parties and signed by the
authorised representatives of both of the Parties.
Where applicable, exceptions from the foregoing
shall the
identification data, a change of registered office,

include a change in Holder's
a change of account number, a change of e-mail
addresses stated in this Agreement, or a change
of the authorised representatives specified
in this Agreement; in the case of such changes, a
notice informing the Counterparty of the

changed data shall suffice.

. Where applicable, the Parties undertake to make

any and all reasonable effort to settle any dispute
in connection with this
The
settlement of a dispute arising hereunder that

arising under or

Agreement in an amicable manner.
cannot be settled in an amicable manner shall be
in the jurisdiction of the relevant general courts

of the Czech Republic.
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které smluvni strany mély a chtély v této Smlouvé
ujednat, a které povaZzuji za duleZité. Soucasné
smluvni strany prohlasuji, Ze si navzajem sdélily
vSechny informace, které povazuji za dulezité a
podstatné pro uzavieni této Smlouvy.

. Smluvni strany si nepfeji, aby nad rdmec
vyslovnych ustanoveni této Smlouvy byla
jakdkoliv prava a povinnosti smluvnich stran
dovozovany z dosavadni ¢i budouci praxe
zavedené mezi smluvnimi stranami ¢i zvyklosti
zachovavanych obecné ¢i v odvétvi tykajicim se
pfedmétu plnéni této Smlouvy, ledazZe je v této
Smlouvé vyslovné sjedndno jinak. Pokud se za
trvani této Smlouvy kterakoliv strana vzda svého
prava z ni vyplyvajiciho nebo jej nevykond, bude
takové vzdani se nebo jeho nevykonani
aplikovano pouze na ten konkrétni pfipad, pro
ktery bylo ucinéno a nebude nahlizeno jako
vzdani se tého?Z prava v budoucnu.

. Smlouva je vyhotovena ve Cctyfech (4)
stejnopisech v ¢eském a anglickém jazyce, z nichz
kazdd smluvni strana obdrii po dvou (2)
stejnopisech této Smlouvy v obou jazykovych
verzich. V pfipadé rozporu mezi Ceskou a
anglickou jazykovou verzi ma prednost ceska
jazykova verze.

. Nedilnou soucast této Smlouvy tvofi vsechny jeji
pfilohy.

. Smluvni strany si pred podpisem tuto Smlouvu
radné precetly a svlj souhlas sobsahem
jednotlivych ustanoveni této Smlouvy stvrzuji
svym podpisem.

Seznam pfiloh Smlouvy:
Ptiloha ¢. 1 — obchodni tajemstvi

4. This Agreement contains the full agreement
regarding the subject matter hereof and all
matters which the Parties were to and intended
to agree to under this Agreement and which they
consider of importance. Furthermore, the Parties
declare that they have provided one another
with all information they consider important and
material for entering into this Agreement.

5. The Parties stipulate that no rights and duties
pertaining thereto that are over and above the
explicit provisions of this Agreement be derived
from present or future practices established
between the Parties or customary practices that
apply in general or in the sector concerned by the
subject matter of this Agreement, unless
otherwise expressly agreed under this
Agreement. If during the term of this Agreement
either of the Parties waives or does not exercise
its right arising hereunder, waiving or not
exercising such a right shall apply solely to the
relevant specific case in respect of which the
right is waived or not exercised, and doing so
shall not be regarded as waiving or not exercising
the same right in the future.

6. This Contract is drafted in four (4) counterparts
in Czech and English, with each Party receiving
two (2) counterpart in each language version. In
the event of discrepancies between the Czech
and English language versions, the Czech
language version shall prevail.

7. Al of the enclosures to this Agreement
constitute an integral part hereof.

8. Prior to signature, the Parties have duly read this
Agreement, and certify their consent to the
content of the individual provisions of this
Agreement by subscribing their signature.

List of enclosures:
Enclosure No. 1 — Trade Secret
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Za Pojistovnu / For the Insurance Company:

V Ostravé dne / Ostrava, dated 2. 12. 2025

Za Driitele / For the Holder:

V Praze dne / Prague, dated 25. 11. 2025

Ing. Vladimir Matta
generalni feditel
Ceské priimyslové zdravotni pojistovny

Héléne Rannou

jednatelka / Executive Manager Ipsen Pharma
s.r.o.

na zdkladé plné moci za Ipsen Pharma S.A.S.
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PRILOHA €. 1 SMLOUVY O LIMITACI NAKLADU
spojenych s hrazenim
lécivého pripravku pro vzacna onemocnéni

OBCHODNI TAJEMSTVi

1. Pripravkem dle této Smlouvy se rozumi:

ENCLOSURE NO. 1 OF COST LIMITATION
AGREEMENT
Relating to Reimbursement for Medicinal Product
for orphan disease
N
TRADE SECRET
1. A Product under this Agreement means:

Kéd SUKL/
SUKL Code

Nazev Pripravku / Name of Product

Doplnék nazvu Pripravku / Appendix to the Name

I N

of the Product

2. VySe Limitu odpovidd smluvni cené Ptipravku
ujednané ve Smlouvé o dohodnuté cené uzaviené
dne 24. 10. 2025 a dohodé mezi smluvnimi stranami.

Limit za prlibézné roky byl prepocten na kalendaini
obdobi tak, Ze naklady na Cast prlibézného roku, tj.
obdobi po sobé jdoucich 12 mésicl, tvofi 1/12

nakladd prabéiného roku krat pocet mésicl

kalendarniho roku v tomto bodé 2. Prilohy ¢. 1.

Limit L se sjednava takto:

v 1. roce, tj. vobdobi od 1. 3. 2026 do 31. 12.

2026, ¢ini castku | < sov IR);

v 2. roce, tj. vobdobi od 1. 1. 2027 do 31. 12.

2027, ¢ini castku || R <€ sovw IR);

ve 3. roce, tj. v obdobi od 1. 1. 2028 do 31. 12.

2028, ¢ini castku | <¢ sov IR);

ve 4. roce, tj. v obdobi od 1. 1. 2029 do 31. 12.

2029, ¢ini eastku | T < sovw IR);

v 5. roce, tj. vobdobi od 1. 1. 2030 do 31. 12.

2030, &ini ¢astku || ¢ sovw IR

v 6. roce, tj. v obdobiod 1. 1. 2031 do 28. 2. 2031,

cini eastku [ < sov IR

2. The amount of the Limit corresponds to the
contractual price of the Product agreed in the
Agreement on the agreed price concluded on 24. 10.
2025 and the agreement between the Parties.

The limit for consecutive years was converted to a
calendar period so that the costs for part of the
consecutive year, i.e. a period of 12 consecutive
constitute 1/12 of the costs of the
consecutive year times the number of months of the

months,
calendar year in this point 2. of Annex No. 1.
Limit L is negotiated as follows:

in the 1st year, i.e. in the period from 1.3.2026 to
31.12.2026, the amount is || cz« (in words

)

in the 2nd year, i.e. in the period from 1.1.2027 to
31.12.2027, the amount is - CZK (in words

)

in the 3rd year, i.e. in the period from 1.1.2028 to
31.12.2028, the amount is || cz« (in words

)

in the 4th year, i.e. in the period from 1.1.2029 to
31.12.2029, the amount is || cz« (in words

)
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Kontrola plnéni Limitu a vypocet pfipadného
prekroceni Limitu dle sjednané ¢astky probéhne
v rozsahu aterminech dle ¢l. V.této Smlouvy
takto:

3.1. Pojistovna oznami drziteli ndklady X a
pocet uhrazenych baleni x Ptipravku jejim
pojisténcim za prislusné kalendarnim
obdobi.

3.2. zakladé Smlouvy o

Pojistovna na

spolupraci v oblasti predavani dat o

léCivych pripravcich mezi Pojistovnou a

Véeobecnou zdravotni pojistovnou Ceské

republiky v pfislusném kalendarnim
obdobi urci celkové naklady N za celou
Ceskou republiku. Takto ziskané naklady
porovna s Castkou uvedenou za pfislusné
obdobi v odst. 2 této Prilohy ¢. 1.

3.3. Pokud je Limit L nizsi nez celkové ndklady

N, byl Limit pfekrocen o rozdil téchto dvou

CastekR=N-L.

3.4. Pojistovné naleZi podil Y na této cdstce R

podle podilu na celkovych ndkladech N.
Podil Y nélezejici Pojistovné pfi prekroceni Limitu
je vypocten nasledovné:
Y = (N-L) * (X/N)

a je Zpétnou platbou podle ¢l. V. této Smlouvy.

Za ze Drzitel nesouhlasi

s vypoctenou vysi celkovych nakladd podle bodu

predpokladu,

3. 2., predlozi jiné ovérené podklady dokladajici

celkové naklady v kalenddainim obdobi, se
kterymi Pojistovna vyslovi souhlas, pro vypocet
celkovych ndkladi N.

Kontrola Limitu a kalkulace Zpétné platby bude
provedena pro kazdé kalendaini obdobi dle odst.

2 této Prilohy €. 1. analogicky.

in the 5th year, i.e. in the period from 1.1.2030 to
31.12.2030, the amount is || cz« (in words

-

in the 6th year, i.e. in the period from 1.1.2031 to
28.2.2031, the amount is - CZK (in words

-

3. The control of the fulfillment of the Limit and the
calculation of any excess of the Limit according to
the agreed amount will take place within the scope
and deadlines according to Article V of this
Agreement as follows:

3.1. The insurance company will notify the holder of
the costs of X and the number of packages of x
Preparation reimbursed to its insured persons for
the relevant calendar period.

3.2. The
Agreement on Cooperation in the Field of Transfer

Insurance Company, based on the

Products between the
Health
Insurance Company of the Czech Republic, shall

of Data on Medicinal
Insurance Company and the General

determine the total costs of N for the entire Czech
Republic in the relevant calendar period. The costs
thus obtained shall be compared with the amount
specified for the relevant period in paragraph 2 of
this Annex No. 1.

3.3. If the Limit L is lower than the total costs N, the
Limit has been exceeded by the difference between
these two amounts R=N - L.

3.4. The insurance company is entitled to a share of
Y in this amount R according to its share of the total
costs N.

4. The Share Y belonging to the Insurance Company
when the Limit is exceeded is calculated as follows:

Y = (N-L) * (X/N)

and is a Reverse Payment under Article V of this
Agreement

5. Provided that the Holder does not agree with the
calculated amount of total costs pursuant to point
3.2., he shall submit other verified documents
proving the total costs in the calendar period, with
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which the Insurance Company agrees, for the
calculation of total costs N.

6. The Limit check and the calculation of the Reverse
payment will be carried out for each calendar period
in accordance with paragraph 2 of this Appendix No.

1, analogously.

Za Pojistovnu / For the Insurance Company: Za Drzitele / For the Holder:

V Ostravé dne / Ostrava, dated 2. 12. 2025 V Praze dne / Prague, dated 25. 11. 2025

Ing. Vladimir Matta Héléne Rannou

generalni reditel jednatelka / Executive Manager lpsen Pharma
Ceské priimyslové zdravotni pojistovny s.r.o.

na zakladé plné moci za Ipsen Pharma S.A.S.
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