VSEOBECNA
ZDRAVOTNI POJISTOVNA
CESKE REPUBLIKY

A

Smlouva o zpisobu kompenzace
nakladu
¢. 16/2026

uzaviena dohodou smluvnich stran v souladu s § 1746
odst. 2
zakona €. 89/2012 Sb., ob&ansky zakonik, ve znéni
pozdéjSich predpist (dale jen ,obéansky zakonik®).

Smluvni strany:

Vseobecna zdravotni pojistovna Ceské republiky
zfizena zakonem €. 551/1991 Sb., o VSeobecné zdravotni pojistovne
Ceskeé republiky, ve znéni pozdéjsich predpist

Sidlo: Orlicka 4/2020, 130 00 Praha 3

ICO: 41197518

Zastoupena:

MUDr. Alena Mikova, feditelka Odboru légiv VZP CR, na
zakladé povéfeni naméstka reditele VZP CR pro zdravotni
péci

(dale jen ,Pojistovna“) na strané jedné
a

Mirum Pharmaceuticals International B.V.

Sidlo: Kingsfordweg 151, 1043 GR, Amsterdam,
Nizozemsko

Registraéni ¢islo: 82310742

Zastoupena na zakladé plné moci Lokalnim zastupcem:
ExXCEEd Orphan s.r.o.

Sidlo: Bucharova 2657/12, 158 00 Praha 5, Ceska
republika

Zapsana: Méstsky soud v Praze, sp.zn. C300530

ICO: 07407696

Zastoupena: Jifim Hefmankem a Liborem Fronikem, jednateli

(déle jen ,,Drzitel“) na strané druhé

uzaviraji

v souladu s § 39da odst. 8 zakona ¢.48/1997 Sb., o
vefejném zdravotnim pojisténi a ozméné a dopinéni
nékterych souvisejicich zakonl(, ve znéni pozdéjSich
predpisu (dale jen ,zakon o vefejném zdravotnim
pojisténi), zakonem ¢&. 551/1991 Sb., o VSeobecné
zdravotni pojistovné Ceské republiky, ve znéni pozdé&jsich
predpist, vyhlaSkou MF ¢&. 418/2003 Sb. a dalSimi
souvisejicimi pravnimi predpisy tuto Smlouvu o zplisobu
kompenzace nakladu (dale jen ,Smlouva®).

Agreement on the method of cost
compensation
No. 16/2026

concluded by agreement of the contracting parties in
accordance with Section 1746(2)
of Act No. 89/2012 Coll., the Civil Code as amended
(hereinafter the “Civil Code”)

Contracting Parties:

Vseobecna zdravotni pojistovna Ceské republiky
established by Act No. 551/1991 Coll., on VSeobecna zdravotni pojistovna
Ceskeé republiky, as amended

Registered office: Orlicka 4/2020, 130 00 Prague 3
Business ID number: 41197518

Represented by:

MUDr. Alena Mikova, Director of the Pharmaceuticals
Department at VZP CR, on the basis of an authorisation
from the Deputy Director of VZP CR for Healthcare

(hereinafter the “Insurance Company”)
and

Mirum Pharmaceuticals International B.V.

Registered office: Kingsfordweg 151, 1043 GR,
Amsterdam, Nizozemsko

Registration number: 82310742

Represented under a power of attorney by the Local
Representative:

ExCEEd Orphan s.r.o.

Registered office: Bucharova 2657/12, 158 00 Prague 5,
Czech Republic

Registered: Municipal Court in Prague, file ref. C300530
Business ID number: 07407696

Represented by: Jiri Hermanek, and Libor Fronek as Executives
(hereinafter the “Holder”)
conclude

in accordance with Section 39da(8) of Act No. 48/1997 Caoll.,
on public health insurance and on changes and modifications
to certain related acts, as amended (hereinafter the “Act on
Public Health Insurance”), 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, this Agreement on
the method of cost compensation (hereinafter the
“Contract”).
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Clanek I. — Uvodni ustanoveni

1.

Drzitel timto prohladuje, Ze ve v&ci niZe specifikovaného
l[éCivého pfipravku urCeného k lé¢bé vzacného
onemocnéni

Kéd SUKL | Nazev LP Doplnék nazvu

9,5MG/ML POR SOL

0271496 LIVMARLI 1X30ML+3STR

Indikace:

S

P: Maralixibat je hrazen v terapii cholestatického
pruritu u pacient ve véku od 2 mésicu s Alagillovym
syndromem. V pfipadé nedostatec¢né odpovédi na
Ié€bu po 3 mésicich kazdodenniho uzivani je 1é¢ba
maralixibatem ukonc&ena.

(dale jen ,Pripravek®),

jim byla podana Zadost o stanoveni vySe a podminek
Uhrady vsouladu s § 39da zakona o vefejném
zdravotnim pojisténi. O této zadosti vedl Statni ustav
pro kontrolu lé&iv (dale jen ,Ustav®) spravni Fizeni
zahajené dne 31.3.2024, vedené pod sp. zn.
SUKLS79560/2024, dle Casti Sesté zakona o vefejném
zdravotnim pojisténi (dale jen ,Predmétné spravni
fizeni®).

2. Ugelem této Smlouvy je zaijistit zpsob kompenzace &asti
nakladu na Pripravek, které PojiStovna vynalozila v pfipadé,
Ze naklady Zdravotnich pojistoven vynaloZzené na uhradu
PFipravku v indikaci uvedené v ¢lanku I. odst. 1 pfevySi Limit.

Clanek II. — Definice pojmu

Pro ucely této Smlouvy se rozumi:

- Celkovym nakladem soucet vSech d{astek
vynalozenych jednotlivymi Zdravotnimi pojistovnami
na uUhradu vS8ech baleni Pfipravku v indikaci
uvedené v Clanku . odst. 1 (Eastka v&etné obchodni
pfirazky, napoctu a DPH podle platnych pravnich
predpist a cenovych predpist?), ktera byla vykazana
Poskytovatelem v Dil¢im obdobi dle této Smlouvy;

- Celkovym nakladem VZP CR soucet vSech Eastek
vynalozenych Pgjistovnou na uhradu vSech baleni
Pfipravku v indikaci uvedené v ¢lanku |. odst. 1
(Castka v€etné obchodni pfirazky, napoctu a DPH
podle platnych pravnich predpisii a cenovych
predpis(?), ktera byla vykazana v Dil¢im obdobi dle
této Smiouvy;

- Diléim obdobim kazdy jeden rok, pro ktery byl
v Pfedmétném spravnim Fizeni stanoven Limit.
Smluvni strany berou na védomi, Ze do jednotlivych
Dil€ich obdobi jsou fazeny naklady na Pripravek dle
data vykazani Pfipravku Pojistovné;

Article | = Introductory provisions

1. The holder hereby declares that, in the case of the
medicinal product specified below, intended for the
treatment of a rare disease

Cod SUKL | Name MP Name supplement
9,5MG/ML POR SOL

0271496 LIVMARLI 1X30ML+3STR

Indication:

S

P: Maralixibat is reimbursed in the treatment of
cholestatic pruritus in patients aged 2 months and
older with Alagille syndrome. If there is an
insufficient response to treatment after 3 months of
daily use, treatment with maralixibat is discontinued

((hereinafter referred to as the "Product™)

an application was submitted for the determination of
the amount and conditions of reimbursement in
accordance with Section 39da of the Public Health
Insurance Act. The State Institute for Drug Control
(hereinafter referred to as the "Institute") conducted
administrative proceedings on this application, initiated
on March 31, 2024, under file no. SUKLS79560/2024,
in accordance with Part Six of the Public Health
Insurance Act (hereinafter referred to as the
"Administrative Proceedings").

The purpose of this Agreement is to ensure
compensation for part of the costs of the Product
incurred by the Insurance Company in the event that t
he costs incurred by Health Insurance Companies for
the reimbursement of the Product in the indication
specified in Article |, paragraph 1 exceed the Limit.

Article Il = Definitions of Terms

The below terms shall be understood as follows:

- Total cost: the sum of all amounts spent by
individual health insurance companies to pay for all
packages of the Product for the indication specified
in Article |, paragraph 1 (amount including trade
margin, calculation, and VAT in accordance with
applicable legal regulations and pricing regulations),
which was reported by the Provider in the Partial
Period under this Agreement;

- Total cost to VZP CR: the sum of all amounts spent
by the Insurance Company to pay for all packages of
the Product in the indication specified in Article I,
paragraph 1 (amount including trade margin,
calculation, and VAT in accordance with applicable
legal regulations and pricing regulations), which was
reported in the Partial Period under this Agreement;
A Sub-period is each year for which a Limit was set
in the Subject Administrative Proceedings. The
Contracting Parties acknowledge that the costs of
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Limitem predpokladana vySe nakladu na Pripravek
vindikaci uvedené v ¢élanku I. odst. 1 v
daném Dil&im obdobi uvedena v analyze dopadu do
rozpoctu, ktera byla podkladem pro rozhodnuti
Ustavu v Pfedmétném spravnim fizeni, pfi jejimz
prekroCeni vznika Pojistovné za podminek
stanovenych Smlouvou pravo na Uhradu Zpétné
platby VZP CR. Pro vylougeni pochybnosti je vyse
Limitl a pocet a délka Dil¢ich obdobi zaroven
specifikovana v Pfiloze €. 1 této Smlouvy;
Lokalnim zastupcem osoba zmocnéna Drzitelem
k jednanim tykajicich se Pfipravku, v€etné uzavirani
smluv o Pfipravku se tfetimi osobami, pro trh
v Ceské republice a podnikajici na uzemi Ceské
republiky;

Pojisténcem osoba dle § 2 odst. 1 zakona o
vefejném zdravotnim pojisténi registrovana u
Zdravotnich pojistoven ke dni poskytnuti zdravotni
sluzby;

Poskytovatelem poskytovatel zdravotnich sluzeb
(specializované pracovisté), se kterym ma Zdravotni
pojistovna ke dni poskytnuti Pfipravku Pojisténci v
indikaci uvedené v Clanku I. odst. 1 uzavfenu
zvlastni smlouvu o poskytovani a uhradé hrazenych
sluzeb ve smyslu § 15 odst. 11 zadkona o vefejném
zdravotnim pojisténi;

Piehledem pfehled o nakladech na terapii
Pfipravkem v indikaci uvedené v ¢lanku I. odst. 1
poskytovany Pojistovnou Drziteli a podklad pro
uplatnéni naroku na Zpétnou platbu VZP CR. Do
Prehledu jsou vzdy zafazeny naklady na Pfipravek,
ktery byl Pojistovné vykazan v obdobi, za které je
Prehled vystaven;

Rozhodnym obdobim doba trvani vSech DilCich
obdobi;

Unikatné  oSetfenym pojisténcem  jeden
Pojisténec vykazany Poskytovatelem na pfisluSnych
dokladech, do poctu unikatné osetfenych pojisténcu
zahrnuty pouze jednou;

Zdravotnimi pojistovnami VSeobecnd zdravotni
pojistovna Ceské republiky a zaméstnanecké
pojistovny ve smyslu zakona €. 280/1992 Sb., o
resortnich, oborovych, podnikovych a dalSich
zdravotnich pojistovnach, ve znéni pozdéjSich
predpisy;

Zpétnou platbou VZP CR &astka, na jejiz uhradu
vznika Pojistovné pravo, pokud Celkovy naklad
prekro€i Limit v daném Dil¢im obdobi, za podminek
a ve vysi stanovené touto Smlouvou, a kterou je
Pojistovna opravnéna pfijmout do zakladniho fondu
Pojistovny.

the Product are classified into individual Sub-periods
according to the date of reporting the Product to the
Insurance Company;

Limit means the estimated amount of costs for the
Preparation in the indication specified in Article I,
paragraph 1, in the given Sub-period, as specified in
the budget impact analysis, which was the basis for
the Institute's decision in the Subject Administrative
Proceedings, exceeding which entitles the Insurance
Company, under the conditions specified in the
Agreement, to reimbursement of the Retroactive
Payment by VZP CR. For the avoidance of doubt,
the amount of the Limits and the number and length
of the Sub-periods are also specified in Annex No. 1
to this Agreement,

Local Representative is a person/entity authorised
by the Holder to act in relation to the Product,
including entering into contracts for the Product with
third parties, for the market in the Czech Republic
and doing business in the Czech Republic;

An Insuree is a person pursuant to Section 2(1) of
the Act on Public Health Insurance registered with
the Insurance Companies on the date of provision of
the health service;

A Provider is a healthcare service provider
(specialised workplace) with whom the Insurance
Company has concluded a special contract for the
provision and reimbursement of covered services
within the meaning of Section 15(11) of the Public
Health Insurance Act as of the date of provision of
the Product to the Insured person for the indication
specified in Article | (1);

Overview of the costs of therapy with the Product in
the indication specified in Article |, paragraph 1,
provided by the Insurance Company to the Holder
and the basis for claiming a refund from VZP CR.
The Overview always includes the costs of the
Product reported to the Insurance Company in the
period for which the Overview is issued,;

The decisive period is the duration of all Sub-
periods;

A uniquely treated insured person is one Insured
Person reported by the Provider on the relevant
documents, included only once in the number of
uniquely treated insured persons;

Health insurance companies: the General Health
Insurance Company of the Czech Republic and
employee insurance companies within the meaning
of Act No. 280/1992 Coll., on departmental, sectoral,
company and other health insurance companies, as
amended,;

A pay back by VZP CR, the amount of which the
Insurance Company is entitled to receive if the Total
Cost exceeds the Limit in a given Sub-period, under

1 Cenovy predpis Ministerstva zdravotnictvi €. 2/2024/OLZP, o regulaci cen IéCivych pfipravk( a potravin pro zvlastni Iékafské ucely, pfipadné Cenovy
vymeér Ministerstva zdravotnictvi €. 1/2026/OLZP ze dne 24. fijna 2025 o regulaci cen |éCivych pfipravka a potravin pro zvlastni Iékarské ucely, ve znéni
pozdéjsich predpisd, ¢i jiny vymér jej nahrazujici, Zakon ¢. 235/2004 Sb., o dani z pfidané hodnoty

1 Ministry of Health Price Regulation No. 2/2024/OLZP on the regulation of prices of medicinal products and foods for special medical purposes, or Ministry
of Health Price Decree No. 1/2026/OLZP of October 24, 2025, on the regulation of prices of medicinal products and foods for special medical purposes,
as amended, or any other decree replacing it, Act No. 235/2004 Coll., on value added tax

2 Cenovy predpis Ministerstva zdravotnictvi ¢. 2/2024/OLZP, o regulaci cen lécivych pfipravku a potravin pro zvlastni Iékarské ucely, pfipadné Cenovy
vymeér Ministerstva zdravotnictvi €. 1/2026/OLZP ze dne 24. fijna 2025 o regulaci cen IéCivych pfipravkd a potravin pro zvlastni Iékarské ucely, ve znéni
pozdéjsich predpisu, ¢i jiny vymér jej nahrazujici, Zakon ¢. 235/2004 Sb., o dani z pfidané hodnoty

2 Ministry of Health Price Regulation No. 2/2024/OLZP on the regulation of prices of medicinal products and foods for special medical purposes, or Ministry
of Health Price Decree No. 1/2026/0OLZP of October 24, 2025, on the regulation of prices of medicinal products and foods for special medical purposes,
as amended, or any other decree replacing it, Act No. 235/2004 Coll., on value added tax
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Clanek Ill. - Pfedmét Smlouvy

Pfedmétem této Smlouvy je zavazek Drzitele poskytovat
Pojistovné za Smlouvou stanovenych podminek Zpétnou
platbu VZP CR ve vysi dle Smlouvy v pfipadé, ze Celkovy
naklad na Pfipravek pfekro¢i stanoveny Limit v daném
Dil&im obdobi, a zavazek Pojistovny naklady vynalozené na
PFipravek Drziteli prokazat zplsobem vymezenym v této
Smlouvé a Zpétnou platbu VZP CR pfijmout.

Clanek IV. — Limit a Zpétna platba VZP CR

1. Drzitel se zavazuje v pfipadé, ze Celkovy naklad
prekro¢i Limit v daném Dil¢im obdobi, poskytnout
Pojistovné Zpétnou platbu VZP CR za podminek a ve
vySi stanovené touto Smlouvou.

2. Smluvni strany se dohodly, Ze vySe Zpétné platby VZP
CR bude vypoctena dle nasledujiciho vzorce.

Celkovy naklad VZP CR
Celkovy naklad

)Zpétné platba VZP CR = (Celkovy naklad - Limit) *

3. Zpétnou platbu VZP CR bude Pojistovna na Drziteli
uplatfiovat v terminech fakturace dle ¢lanku VI. odst. 1
Smlouvy.

Clanek V. — Piehled

1. PojisStovna se zavazuje pfedat DrZiteli Pfehled ve
formatu .xIsx (excel) vyg&islujici Zp&tnou platbu VZP CR
za pFedchozi kalendafni rok. PojiStovna je povinna
zajistit, aby PFehled obsahoval data, ktera odpovidaji
udajom uvedenym ve vnitinim ucétovacim systému
Pojistovny. Pfehled dle véty prvni je smluvnimi stranami
povazovan za doklad prokazujici narok na poskytnuti
Zpétné platby VZP CR a tvofi podklad pro fakturaci.

2. Smluvni strany se dohodly, Ze Pfehled bude Drziteli
zasilan elektronickou postou prostfednictvim
kontaktnich osob uvedenych v &lanku XIl. odst. 4 této
Smlouvy.

3. Prehled obsahuje niZe uvedené udaje:

a) nazev Pripravku;

b) obdobi, za néz je Pfehled vystaven;

c) podet Unikatné oSetfenych pojisténci VZP CR, u
kterych byla vykazana terapie Prfipravkem
v indikaci uvedené v ¢lanku I. odst. 1 za obdobi, za
néz je Pfehled vystaven;
pocet uhrazenych baleni Pfipravku VZP CR (v
Clenéni na jednotlivé kalendafni mésice) za
obdobi, za néZ je Prehled vystaven;

d)

the conditions and in the amount specified in this
Agreement, and which the Insurance Company is
entitled to accept into the Insurance Company's
basic fund.

Article Il = Subject of Contract

The subject matter of this Agreement is the Holder's
obligation to provide the Insurance Company with a
Payback to VZP CR in the amount specified in the
Agreement under the terms and conditions set forth in the
Agreement in the event that the Total Cost of the Product
exceeds the specified Limit in a given Sub-period, and the
Insurance Company's obligation to prove the costs incurred
for the Product to the Holder in the manner specified in this
Agreement and to accept the VZP CR Payback.

Article IV — Limit and Payback VZP CR

1. The Holder undertakes, in the event that the Total
Cost exceeds the Limit in a given Sub-period, to
provide the Insurance Company with a VZP CR
Payback under the conditions and in the amount
specified in this Agreement.

2. The Contracting Parties have agreed that the
amount of the VZP CR Payback will be calculated
according to the following formula.

VZP CR Payback = (Total Cost - Limit) * (Total Cost VZP CR)/ (Total Cost)

3. The Insurance Company shall apply the VZP CR
Payback to the Holder on the invoicing dates
specified in Article VI, paragraph 1 of the
Agreement..

Article V — Overview

1. The Insurance Company undertakes to provide the
Holder with a Summary in .xlsx (Excel) format
quantifying the VZP CR Payback for the previous
calendar year. The Insurance Company is obliged
to ensure that the Summary contains data that
corresponds to the data specified in the Insurance
Company's internal accounting system. The
Overview referred to in the first sentence is
considered by the contracting parties to be
evidence of entitlement to the VZP CR Payback
and forms the basis for invoicing.

2. The contracting parties agree that the Overview will
be sent to the Holder by e-mail via the contact
persons specified in Article XII, paragraph 4 of this
Agreement.

3. The Overview contains the following information:
a) the name of the Product;
b) the period for which the Overview is issued,;
c) the number of uniquely treated VZP CR insured
persons for whom therapy with the Product was
reported in the indication specified in Article I,
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e) Celkovy néklad za obdobi, pro které je vystavovan
Pfehled:;

f) Celkovy naklad VZP CR za obdobi, pro které je
vystavovan Prehled;

g) celkova &astka Zpétné platby VZP CR.

Drzitel bere na védomi, Ze za ucelem vytvoFeni
Pfehledu v rozsahu dle tohoto odstavce je nezbytné
pfedani dat mezi Zdravotnimi pojistovnami v rozsahu
udaji obsazenych v Prehledu. V pfipadé, Ze je timto
pfedanim dotceno obchodni tajemstvi Drzitele, Drzitel s
timto pfedanim vyslovné souhlasi a pfedani udaji mezi
Zdravotnimi pojistovnami tak nepfedstavuje poruseni
obchodniho tajemstvi Drzitele.

4. Pojistovna se zavazuje vystavovat a zasilat Pfehled 1x
ro¢né, a to vzdy do 30.6. za obdobi celého pfedchoziho
kalendarniho roku. V pfipadé, Ze u Pfipravku bylo
Ustavem vydano rozhodnuti o Ghradé v priib&hu
kalendarniho roku, za ktery je Pfehled pfedavan, budou
data o takovém Pfipravku zahrnuta v Pfehledu od
data predb&Zné vykonatelnosti rozhodnuti Ustavu o
uhradé takového Pfipravku &i vykonatelnosti takového
rozhodnuti, neni-li pfedbézné vykonatelné.

5. Do Prehledu budou zafazena veSkera data o nakladech
na Pripravek, ktery byl Zdravotnim pojistovnam
vykdzan v obdobi, za které je Prehled vystaven.
V pfipadé, ze budou Zdravotnim pojiStovnam vykazany
naklady na Pfipravek podany Pojisténci v kalendarnim
roce, za ktery je Prehled vystaven, po 31.12. daného
kalendarniho roku, zavazuje se Pojistovna zahrnout
tyto naklady v nejbliz§im nasledujicim Prehledu,
pfipadné je povinna provést dodate¢né vyuctovani
(pokud jiz s ohledem na ustanoveni této Smlouvy
nedojde k vystaveni dalSiho Pfehledu). Pfi dodate¢ném
vyuctovani postupuje Pojistovna pfimérené dle ¢lanku
VI. odst. 3 Smilouvy.

6. Drzitel je opravnén nejpozdéji do 31.7. kalendainiho
roku, v némz byl Pfehled zaslan, vyjadfit s Pfehledem
souhlas nebo uplatnit u Pojistovny namitky proti
Pfehledu. Podané namitky Pojistovna  vyfidi
v pfiméfené haté. O dobu vypofadani namitek Drzitele
se pfiméfené prodluzuji lhdty sjednané v ¢lanku VI.
odst. 1 této Smlouvy. V pfipadé, Ze se Drzitel
k Pfehledu ve Ihaté podle véty prvni nevyjadfi, plati, ze
s jeho obsahem souhlasi.

Clanek VI. — Fakturaéni a platebni podminky

1. Vpfipadé, zZe Celkovy naklad pfesahne Limit pro
jednotliva DilCi obdobi, poskytne Drzitel Pojistovneé
Zpétnou platbu VZP CR ve vysi a v terminu uréeném

paragraph 1, for the period for which the Overview is
issued;

d) the number of packages of the Product reimbursed
by VZP CR (broken down by calendar month) for
the period for which the Overview is issued,;

e) the total cost for the period for which the Overview
is issued;

f) Total cost to VZP CR for the period for which the
Overview is issued,;

g) Total amount of VZP CR Payback.

The Holder acknowledges that in order to create the
Overview within the scope of this paragraph, it is necessary
to transfer data between Health Insurance Companies
within the scope of the data contained in the Overview. In
the event that this transfer affects the Holder's trade
secrets, the Holder expressly agrees to this transfer and the
transfer of data between Health Insurance Companies does
not constitute a breach of the Holder's trade secrets.

4. The insurance company undertakes to issue and send
the Overview once a year, always by June 30, for the
entire previous calendar year. If the Institute has issued a
decision on reimbursement for the Product during the
calendar year for which the Overview is submitted, the
data on such Product will be included in the Overview
from the date of preliminary enforceability of the
Institute's decision on reimbursement for such Product or
the enforceability of such decision, if it is not preliminarily
enforceable.

5. The Overview shall include all data on the costs of the
Product that were reported to the Health Insurance
Companies during the period for which the Overview is
issued. If the costs of a Product administered to an
Insured Person in the calendar year for which the
Overview is issued are reported to Health Insurance
Companies after December 31 of that calendar year, the
Insurance Company undertakes to include these costs in
the next Overview, or is obliged to make an additional
settlement (unless another Overview is issued in
accordance with the provisions of this Agreement). In the
event of additional billing, the Insurance Company shall
proceed in accordance with Article VI, paragraph 3 of the
Agreement.

6. The Holder is entitled to express their agreement with the
Overview or to raise objections to the Overview with the
Insurance Company by July 31 of the calendar year in
which the Overview was sent, at the latest. The
Insurance Company shall deal with any objections raised
within a reasonable period of time. The deadlines agreed
in Article VI, paragraph 1 of this Agreement shall be
extended appropriately for the period of settlement of the
Holder's objections. If the Holder does not express their
opinion on the Overview within the deadline specified in
the first sentence, it shall be deemed that they agree with
its content.

Article VI. = Billing and payment terms

1. In the event that the Total Cost exceeds the Limit for
individual  Sub-periods, the Holder shall provide the
Insurance Company with a Refund to VZP CR in the amount
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touto Smlouvou. Smluvni strany se dohodly, Ze Uhradu
Zpétné platby VZP CR dle &lanku IV. této Smlouvy bude
Pojistovna vuci Drziteli uplatiovat 1x ro¢né, a to
v terminu do 31.8. za pfedchozi kalendaini rok, a to ve
vysi vyplyvajici z pfislusného Prfehledu. Pro vylouceni
v8ech pochybnosti smluvni strany prohlasuji, zZe
v pfipadé, kdy Zpétna platba VZP CR za ptislusny
kalendarni rok vypoctena podle vzorce v €lanku IV.
bude ¢init 0,- K&, nebude Pojistovna vici Drziteli
Zpétnou platbu VZP CR za tento kalendafni rok
uplatiiovat.

Smluvni strany se dohodly, Zze Pojistovna za$le fakturu
do datové schranky Lokalniho zastupce. Smluvni strany
shodné prohlasuji, ze jako odbératel bude na fakture
oznacen Drzitel, spoleénost Mirum Pharmaceuticals
International B.V.

Smluvni strany se dohodly, Ze Pojistovna je opravnéna
provést dodate¢né vyuctovani €astky k uhradé Zpétné
platby VZP CR, pokud naklady na PFipravek podany
Pojisténcim byly Zdravotnim pojistovnam
Poskytovatelem vykazany po terminu stanoveném touto
Smlouvou v ¢lanku V. odst. 5 (dale jen ,Dodate¢né
vyuétovani“). Pro vylou€eni pochybnosti smluvni
strany shodné uvadeéji, ze do Dodatecného vyuctovani
budou zafazeny pouze naklady na Pfipravek, ktery byl
podan Pqjisténci v dobé trvani Rozhodného obdobi.
Naklady na Pfipravek budou pro ucely Dodateéného
vyuctovani zafazeny vzdy do Dil¢iho obdobi, v némz byl
Pfipravek podan Pojisténci. V pfipadé, Ze v daném
Diléim obdobi doslo nebo po provedeni Dodateéného
vyuctovani dojde k pfekroCeni  Limitu, vznikne
Pojistovné pravo na Zpétnou platbu VZP CR ve vysi
vyplyvajici z Dodate¢ného vyuctovani. Pro vylouceni
pochybnosti smluvni strany dale shodné uvadéji, ze
v ramci Dodate¢ného vyuctovani neni provadén celkovy
pfepocet nakladu na Pfipravek vykazanych Pojistovné
v dobé v dobé trvani Rozhodného obdobi podle data
podani Pfipravku Pojisténci. Mechanismus
Dodate€ného vyuétovani slouzi vyhradné k zahrnuti
dovykazanych nakladd na Pfipravek do Celkového
nakladu dle Smlouvy, jak je popsano v pfedchozich
vétach tohoto odstavce. Dodate¢né vyucétovani dle
tohoto odstavce bude provedeno nejpozdéji do jednoho
roku od zaslani posledniho Pfehledu. PF¥i provedeni
Dodate¢ného vyuctovani PojiStovna dolozi Drziteli
udaje vztahujici se k uc¢tované ¢astce v rozsahu podle
Clanku V. odst. 3 Smlouvy. Drzitel je opravnén
nejpozdéji do tficeti (30) pracovnich dnd ode dne
obdrzeni pfehledu s Dodateénym vyucétovanim vyjadfit
s dodate€nym vyucétovanim souhlas nebo uplatnit u
Pojistovny namitky. Podané namitky Pojistovna vyfidi
v pfiméfené |h(té. V pfipadé, ze se Drzitel
k Dodateénému vyuctovani  ve ftficetidenni |haté
nevyjadri, plati, ze s jeho obsahem souhlasi. Dodate¢né
vyuctovani je stejné jako Pfehled podkladem pro
uplatnéni naroku na Zpétnou platbou VZP CR. Pro
zasilani Dodateéného vyuétovani se pouzije Clanek V.
odst. 2 Smlouvy pfiméfené.

Drzitel je opravnén neprodlené po jejim doruceni vratit
bez zaplaceni fakturu, ktera nebude obsahovat
zadkonem stanovené naleZitosti, se specifikaci dlivodu

and within the deadline specified in this Agreement. The
Contracting Parties agree that the Insurance Company shall
claim the VZP CR Refund Payment from the Holder once a
year, by August 31 for the previous calendar year, in the
amount resulting from the relevant Overview. For the
avoidance of doubt, the Contracting Parties declare that if the
VZP CR Refund for the relevant calendar year calculated
according to the formula in Article IV amounts to CZK 0, the
Insurance Company shall not claim the VZP CR Refund for
that calendar year from the Holder.

2. The Contracting Parties agree that the Insurance
Company shall send the invoice to the Local
Representative's data box. The Contracting Parties
unanimously declare that manufacturer, company Mirum
Pharmaceuticals International B.V., shall be designated as
the customer on the invoice.

3. The Contracting Parties agree that the Insurance
Company is entitled to issue an additional invoice for the
amount to be paid by VZP CR if the costs of the Product
administered to the Insured Persons were reported to the
Health Insurance Companies by the Provider after the
deadline specified in Article V, paragraph 5 of this Agreement
(hereinafter referred to as "Additional Billing"). For the
avoidance of doubt, the contracting parties agree that only
the costs of the Product administered to the Insured during
the Relevant Period shall be included in the Additional Billing.
For the purposes of Additional Billing, the costs of the
Product shall always be included in the Sub-Period in which
the Product was administered to the Insured. If the Limit is
exceeded in the given Sub-period or after the Additional
Settlement has been made, the Insurance Company shall be
entitted to a Retroactive Payment from VZP CR in the
amount resulting from the Additional Settlement. For the
avoidance of doubt, the contracting parties further agree that
the Additional Settlement does not include a total
recalculation of the costs of the Product reported to the
Insurance Company during the Relevant Period according to
the date of administration of the Product to the Insured
Person. The Additional Settlement mechanism serves
exclusively to include the additional costs of the Product in
the Total Cost under the Agreement, as described in the
previous sentences of this paragraph. Additional settlement
under this paragraph shall be made no later than one year
after the last Overview is sent. When performing the
Additional Settlement, the Insurance Company shall provide
the Holder with data relating to the invoiced amount to the
extent specified in Article V, paragraph 3 of the Agreement.
The Holder is entitled to express their agreement with the
additional billing or to raise objections with the Insurance
Company within thirty (30) working days of receiving the
Overview with the Additional Billing. The Insurance Company
shall deal with any objections raised within a reasonable
period of time. If the Holder does not comment on the
Additional Statement within the thirty-day period, it shall be
deemed that he/she agrees with its content. Like the
Overview, the Additional Statement is the basis for claiming
a Refund from VZP CR. Article V, paragraph 2 of the
Agreement shall apply mutatis mutandis to the sending of the
Additional Statement.

4. The holder is entitled to return an invoice that does not
contain the legally required details immediately upon delivery
without payment, specifying the reason for the return. The
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vraceni. Pojistovna je povinna podle povahy
nespravnosti fakturu opravit. Splatnost opravené ¢ i
nové vystavené faktury ¢ini 30 kalendafnich dnd od
data jejiho doru€eni do datové schranky Lokalniho
zastupce.

5.  Smluvni strany se dohodly na Ih(ité splatnosti kazdé
faktury 30 kalendarnich dnu od data jejiho vystaveni.
Faktura se povazuje za uhrazenou dnem, kdy byla
pfislusna ¢astka pfipsana na ucet Pojistovny.

6. Pojistovna prohladuje, Ze ¢&islo bankovniho uctu
z&kladniho fondu, na ktery bude DrZitelem plnéno, je
1114003001/0710 (IBAN CZ26 0710 0000 0011 1400
3001 BIC CNBACZPP). Zménu Cisla uctu se Pojistovna
zavazuje oznamit Drziteli elektronickou poStou na e-
mailovou adresu Drzitelem oznagené kontaktni osoby,
pficemz toto oznameni musi byt opatfeno zaruCenym
elektronickym podpisem osoby povéiené k zastoupeni
Pojistovny. Drzitel je povinen bez zbyte¢ného odkladu
potvrdit, Ze zménu disla bankovniho uétu Pojistovny
bere na védomi. Smluvni strany shodné prohlasuiji, ze
zmeéna Cisla uctu Pojistovny neni zménou této Smlouvy.

Clanek VII. — Dalsi prava a povinnosti smluvnich stran

1. Drzitel se zavazuje:

a. neprodlené informovat Pojistovnu o pfevodu
registrace Pfipravku na jinou osobu, pfi¢emz je
povinen zaijistit, aby doslo k postoupeni Smlouvy
mezi DrzZitelem jakoZto postupitelem a novym
Drzitelem jako Postupnikem, a to nejpozdéji do
30 dnli ode dne pfevodu registrace; pro tyto ucely
Pojistovna udéluje pfedem svij souhlas
s postoupenim Smlouvy. Postoupeni Smlouvy je
vUci Pojistovné ucinné dnem, kdy je Pojistovné
dorucena takova dohoda o postoupeni Smlouvy;

b. pfed uzavfenim Smlouvy pFedat Pojistovné
platnou plnou moc, jizZ zmocriuje svého Lokalniho
zastupce, popf. dali osobu k jednanim tykajicim
se Pripravku pro trh Ceské republiky, v&etn&
uzavirani smluv se tretimi osobami;

c. neprodlené informovat PojiStovnu o zméné
rozhodnuti o registraci Pfipravku, které mize mit
vliv na prava a povinnosti dle této Smlouvy.

2.  Smluvni strany se zavazuji poskytovat si veSkerou
soucinnost potfebnou k plnéni zavazk( z této Smlouvy
a k plnéni ujednaného uéelu Smiouvy.

Clanek VIII. — Obchodni tajemstvi

Drzitel povazuje vysi Limitd za své obchodni tajemstvi ve
smyslu § 504 ob¢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,

insurance company is obliged to correct the invoice
according to the nature of the error. The corrected or newly
issued invoice is due 30 calendar days from the date of its
delivery to the Local Representative's data box.

5. The contracting parties have agreed on a payment term
for each invoice of 30 calendar days from the date of its
issuance. The invoice shall be considered paid on the day
the relevant amount is credited to the Insurance Company's
account.

6. The Insurance Company declares that the bank account
number of the basic fund to which the Holder will be paid is
1114003001/0710 (IBAN CZ26 0710 0000 0011 1400 3001
BIC CNBACZPP). The Insurance Company undertakes to
notify the Holder of any change in the account number by e-
mail to the e-mail address of the contact person designated
by the Holder, and this notification must be accompanied by
a guaranteed electronic signature of the person authorized
to represent the Insurance Company. The Holder is obliged
to confirm without undue delay that he/she acknowledges the
change in the Insurance Company's bank account number.
The Contracting Parties unanimously declare that a change
in the Insurance Company's account number does not
constitute an amendment to this Agreement.

Article VII. — Other rights and obligations of the
contracting parties

1. The Holder undertakes:

a. to immediately inform the Insurance Company of the
transfer of the Product registration to another person,
whereby the Holder is obliged to ensure that the Agreement
is assigned between the Holder as the assignor and the new
Holder as the assignee, no later than 30 days from the date
of transfer of the registration; for these purposes, the
Insurance Company grants its prior consent to the
assignment of the Agreement. The assignment of the
Agreement shall be effective vis-a-vis the Insurance
Company on the date on which such agreement on the
assignment of the Agreement is delivered to the Insurance
Company;

b. priorto concluding the Agreement, provide the Insurance
Company with a valid power of attorney authorizing its Local
Representative or another person to conduct negotiations
concerning the Product for the Czech Republic market,
including the conclusion of agreements with third parties;

C. immediately inform the Insurance Company of any
change in the decision on the registration of the Product that
may affect the rights and obligations under this Agreement.

2. The Contracting Parties undertake to provide each other
with all cooperation necessary to fulfill their obligations under
this Agreement and to fulfill the agreed purpose of the
Agreement.

Article VIIl. = Trade Secrets

The Holder considers the amount of the Limits to be its trade
secret within the meaning of Section 504 of the Civil Code.
Information designated as a trade secret may only be
disclosed with the prior written consent of the Holder or on
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jimZ bude stanoveno, Ze skute¢nosti oznaené Drzitelem za
obchodni tajemstvi nenaplfiuji definici ve smyslu § 504
ob&anského zékoniku.

Clanek IX. — Sankéni ujednani

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 z dluzné
Castky za kazdy zapocaty den prodleni.

2. Pro pfipad poruseni povinnosti Drzitele zajistit
postoupeni Smlouvy pfi pfevodu registrace Pfipravku na
treti osobu dle ¢lanku VII. odst. 1 pism. a. Smlouvy,
sjednavaji smluvni strany jednorazovou smluvni pokutu
ve vysi 500.000,- K&.

3. Smluvni pokuta je splatna ve Ihuté 30 kalendafnich dna
ode dne doruceni pisemné vyzvy k zaplaceni smluvni
pokuty druhou smluvni stranou, a to na bankovni ucet
uvedeny v pisemneé vyzvé.

4. Ujednanim o smluvni pokuté ani zaplacenim smluvni
pokuty neni dotéeno pravo druhé smluvni strany na
nahradu 8Skody a uhradu pfisluSenstvi pohledavky,
véetné Urokl z prodleni a nahrady naklad spojenych
s uplatnénim pohledavky.

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

1. Smluvni strany jsou si plné védomy zakonné povinnosti
uverejnit tuto Smlouvu dle zakona €. 340/2015 Sb., o
zvlastnich podminkach ucinnosti nékterych smiuv,
uvefejnovani téchto smluv a o registru smluv, ve znéni
pozdéjSich predpist (dale jen ,zakon o registru
smluv"), a to v€etné vSech pfipadnych dohod, kterymi
se tato Smlouva doplfiuje, méni, nahrazuje nebo rusi.
Uvefejnénim Smlouvy dle tohoto &lanku se rozumi
vloZzeni elektronického obrazu textového obsahu
Smlouvy v otevieném a strojové Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zakona o registru
smluv do registru smluv.

2. Smluvni strany se zavazuiji:

a. elektronickou postou prostfednictvim kontaktnich
osob prodiskutovat s druhou smluvni stranou
spravnost obsahu zvefejhiovanych dokument(
pfed zaslanim datové zpravy spravci registru
smluv s elektronickym obrazem textového
obsahu Smlouvy spole¢né s povinnymi metadaty
po znecitelnéni udajul, které maji byt vylouceny ze
zvefejnéni;

the basis of a final decision by a court or administrative
authority determining that the information designated by the
Holder as a trade secret does not meet the definition within
the meaning of Section 504 of the Civil Code.

Article IX. - Penalty provisions

1. Inthe event of a delay by the Holder in paying an invoice
issued in accordance with Article VI. of the Agreement, the
contracting parties agree on a contractual penalty of 0.3%
per day of the amount due for each day of delay.

2. In the event of a breach of the Holder's obligation to
ensure the transfer of the Agreement when transferring the
registration of the Product to a third party pursuant to Article
VII. paragraph 1 letter a. of the Agreement, the contracting
parties agree on a one-time contractual penalty of CzZK
500,000.

3. The contractual penalty is payable within 30 calendar
days of the date of delivery of a written request for payment
of the contractual penalty by the other contracting party to
the bank account specified in the written request.

4. The agreement on the contractual penalty and the
payment of the contractual penalty shall not affect the right
of the other contracting party to compensation for damages
and payment of accessories to the claim, including default
interest and reimbursement of costs associated with the
enforcement of the claim.

Article X. — Publication of Contract in the Contracts
Register and Submission of Information under Act on
Freedom of Information

1. The Contracting Parties are fully aware of the legal duty
to publish this Contract pursuant to Act N0.340/2015
Coll., on special conditions for effectiveness of certain
contracts, publication of such contracts and on the
Contracts Register (hereinafter the “Act on Contracts
Register”), including any agreements supplementing,
amending, replacing or cancelling this Contract.
Publication of the Contract pursuant to this article means
the insertion of an electronic image of the text of the
Contract in an open and machine-readable format as
well as the metadata pursuant to Section 5(5) of the Act
on Contracts Register into the Contracts Register.

2. The Contracting Parties undertake:

a. to discuss with the other Contracting Party, by e-
mail via the contact persons, the correctness of the
content of documents to be published before
sending a data message to the administrator of the
Contracts Register with an electronic image of the
text of the Contract together with the mandatory
metadata after the data to be excluded from
publication have been made illegible;
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b. informovat druhou smluvni stranu o jakychkoli
dalSich podanich u€inénych vugi registru smluv
z vlastni iniciativy nebo k vyzvé spravce registru
smiuv ¢&i vU¢i dalSim subjektim statni spravy
v souvislosti se zvefejnénim Smlouvy v registru
smluv pred ucinénim takového podani;

c. dodrzovat timto ¢&lankem zakotvené postupy
souvisejici se zvefejnénim Smlouvy v registru
smluv i v pfipadé uzavfeni jakychkoli dalSich
dohod, kterymi se tato Smlouva bude pfipadné
dopliiovat, ménit, nahrazovat nebo rusit.

3. Pojistovna se zavazuje:

a. zabezpecit uvefejnéni Smlouvy v registru smluv v
rozsahu modifikovaném s ohledem na udaje,
které maiji byt ze zvefejnéni vylou€eny, nejpozdéji
do 15 dnl od uzavieni Smlouvy, a to pouze ve
verzi pfedem pisemné schvalené Drzitelem
(formou e-mailové korespondence
prostfednictvim kontaktnich osob);

b. neprodlené predat Drziteli potvrzeni spravce
registru smluv ve smyslu § 5 odst. 4 zakona o
registru smluv, paklize Drzitel nebude vyrozumén
pfimo spravcem registru smluv na zakladé
zadani automatické notifikace uvefejnéni Drziteli
pfi odeslani smlouvy k uvefejnéni.

Drzitel se zavazuje v pfipadé nesplnéni povinnosti
Pojistovnou dle odstavce 3 pism. a. tohoto ¢lanku
pfistoupit ke zvefejnéni Smlouvy v registru smiuv
v rozsahu modifikovaném s ohledem na udaje, které
maji byt ze zvefejnéni vylouCeny, tak, aby byla
zachovana lhuta dle § 5 odst. 2 zakona o registru smiuv.
V takovém pfipadé pak neprodlené predat PojiStovné
potvrzeni spravce registru smluv ve smyslu § 5 odst. 4
zakona o registru smluv, paklize Pojistovna nebude
vyrozumeéna pfimo spravcem registru smluv na zakladé
zadani automatické notifikace uvefejnéni Pojistovné pfi
odeslani smlouvy k uvefejnéni.

Kazda smluvni strana se =zavazuje bezodkladné,
nejpozdéji vSak do 3 dn(ll od obdrzeni notifikace spravce
registru o uverejnéni Smlouvy, provést kontrolu fadného
uvefejnéni a v pfipadé zjisténi nesouladu smluvni
stranu, ktera zvefejnéni provedla, ihned informovat a
zajistit veSkerou soucinnost k naprave.

Smluvni strany prohlaSuji, ze se dohodly na vSech
Castech Smlouvy, které spliuji vyjimky z uvefejnéni
upravené v zakoné o registru smluv a které budou pro
UCely jejiho uvefejnéni prostfednictvim registru smiuv
znecitelnény, a to pfed uzavienim této Smlouvy.

Drzitel dale prohladuje, Ze si je plné védom skute€nosti,
ze Pojistovna patfi mezi subjekty, které jsou povinny
poskytnout informace na zakladé zadosti dle zakona ¢.
106/1999 Sb. o svobodném pfistupu k informacim, ve
znéni pozdéjSich predpisu (dale jen ,zadkon o
svobodném pristupu k informacim®). Smiuvni strany
vyslovné prohlasSuji, ze jakékoli zvefejnéni informaci,
k némuz je Pojistovna povinna dle zdkona o svobodném
pfistupu k informacim, nepfedstavuje poruSeni Smlouvy
a nelze jej pri¢itat Pojistovné k tiZi

3.

7.

b. toinform the other Contracting Party of any further
submissions made to the Contracts Register on its
own initiative or at the request of the administrator
of the Contracts Register or to other governmental
entities in connection with the publication of the
Contract in the Contracts Register prior to making
such submission;

c. to comply with the procedures set out in this article
relating to the Contract's publication in the
Contracts Register, including in the event of the
conclusion of any other agreements which may
supplement, amend, replace or terminate this
Contract.

The Insurance Company undertakes:

a. to ensure the publication of the Contract in the
Contracts Register after the data to be excluded
from publication have been made illegible, no later
than 15 days after the Contract’s conclusion, and
only in a version approved in advance in writing by
the Holder (by e-mail correspondence via the
contact persons);

b. to promptly forward to the Holder a confirmation of
the administrator of the Contracts Register within
the meaning of Section 5(4) of the Act on Contracts
Register, unless the Holder is notified directly by the
administrator of the Contracts Register on the basis
of an automatic notification of publication to the
Holder when the Contract is sent for publication.

The Holder undertakes, in the event of the Insurance
Company’s failure to comply with its duty under
paragraph (3)(a) of this article, to proceed with the
publication of the Contract in the Contracts Register after
the data to be excluded from publication have been
made illegible, so as to comply with the time limit
pursuant to Section 5(2) of the Act on Contracts Register.
In such a case, it should immediately forward to the
Insurance Company the confirmation of the administrator
of the Contracts Register within the meaning of Section
5(4) of the Act on Contracts Register, unless the
Insurance Company is notified directly by the
administrator of the Contracts Register on the basis of
automatic notification of publication to the Insurance
Company when sending the Contract for publication.

Each Contracting Party undertakes to check proper
publication without delay, but no later than 3 days after
receipt of notification from the register administrator of
the Contract’s publication, and in the event of a
discrepancy, to immediately inform the Contracting Party
that made the publication and provide all assistance to
remedy this.

The Parties declare that they have agreed on all parts of
the Contract that meet the exemptions from disclosure
provided for in the Law on the Register of Contracts and
that will be rendered inadmissible for the purposes of its
disclosure through the Register of Contracts prior to the
conclusion of this Contract.

The Holder further declares that it is fully aware of the
fact that the Insurance Company is among the entities
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Clanek XI. — Lokalni zastupce

1.

Lokalni zastupce je opravnén zastupovat Drzitele pfi
plnéni zavazku z této Smlouvy, a to v rozsahu povéreni
predloZzeného Lokalnim zastupcem Pojistovné pred
uzavienim Smlouvy, pfipadné kdykoliv za trvani této
Smlouvy; Lokalni zastupce neni stranou Smlouvy.

V pfipadé zmény Lokalniho z&stupce je Drzitel povinen
tuto zménu oznamit Pojistovné bez zbyteCného
odkladu, a to prostfednictvim kontaktnich osob
Pojistovny. V pfipadé, Ze Drzitel povéfi jiného
Lokalniho zastupce, je povinen spolu s oznamenim
predlozit pfislusné zmocnéni. Pojistovna je povinna bez
zbyte¢ného odkladu potvrdit, Zze zménu Lokalniho
zastupce bere na védomi, pfi¢emz zména je vuci ni
ucinna okamzikem takového potvrzeni.

Smluvni strany shodné prohlasuji, ze zména Lokalniho
zastupce neni zménou této Smlouvy

Clanek XlI. — Doruéovani; kontaktni osoby

1.

Smluvni strany se dohodly, nestanovi-li tato Smlouva
jinak, ze si veSkeré pisemnosti budou doru€ovat na
adresu svého sidla uvedeného v zahlavi této Smlouvy
nebo do datové schranky ¢&i na jinou adresu pro
dorucovani, ktera bude druhé strané pisemné oznamena
s dostate¢nym pFedstihem, pfipadné na adresu sidla
Lokalniho z&stupce, pokud to vyplyva z této Smlouvy
nebo z ujednani smluvnich stran.

Pisemnost je doru€ena okamzikem, kdy druhé strané
pisemnost doSla. Pisemnost adresovana se povazuje za
doru€enou rovnéz okamzikem, kdy ji adresat odmitne
prevzit nebo jakymkoliv zpisobem védomé zmafi jeji
doruceni. Ma se za to, ze pisemnost odeslana s vyuzitim
provozovatele postovnich sluzeb a dosla, dosla treti
pracovni den po odeslani, byla-li vS§ak odeslana na
adresu v jiném statu, pak patnacty pracovni den po
odeslani, a to i v pfipadé, Ze adresat dojiti zasilky
védomé zmafil.

Nestanovi-li tato Smlouva &i nevyplyva-li néco jiného
z dohody smluvnich stran, je veSkera komunikace
v souvislosti s touto Smlouvou vedena prostfednictvim
e-mailové komunikace kontaktnich osob.

that are obliged to provide information upon request
pursuant to Act No. 106/1999 Coll. on freedom of
information (hereinafter the “Act on Freedom of
Information”). The Contracting Parties expressly
declare that any disclosure of information the Insurance
Company is obliged to make under the Act on Freedom
of Information does not constitute a breach of the
Contract and cannot be attributed to the Insurance
Company.

Article XI — Local Representative

1.

The Local Representative shall be entitled to represent
the Holder in the performance of its obligations under this
Contract to the extent of the authorisation submitted by
the Local Representative to the Insurance Company
prior to the conclusion of the Contract or at any time
during the term of this Contract; the Local
Representative is not a party to the Contract.

In the event of a change to the Local Representative,
the Holder is obliged to notify the Insurance Company
of this change without undue delay through the
Insurance Company’s contact persons. In the event that
the Holder authorises another Local Representative, the
Holder must submit the appropriate authorisation with
the notification. The Insurance Company is obliged to
confirm without undue delay that it acknowledges the
change to the Local Representative, and the change is
effective against it at the moment of such confirmation.

The Contracting Parties jointly agree that a change to
the Local Representative shall not constitute an
amendment to this Contract.

Article XII. — Delivery; Contact Persons

1.

The Contracting Parties agree, except as otherwise
provided in this Contract, to serve all documents on each
other at the address of their registered office set out in
the header of this Contract or at a data box or other
address for service that is notified in writing to the other
party a sufficient time in advance, or at the address of
the registered office of the Local Representative, if this
Contract or the arrangements of the Contracting Parties
SO require.

A document is served at the moment the other party
receives the document. Addressed mail shall be deemed
to have been delivered at the moment the addressee
refuses to accept it or in any way knowingly frustrates its
delivery. A document sent using a postal service
operator and delivered shall be deemed to have been
delivered on the third business day after dispatch, but if
it was sent to an address in another country, then on the
fifteenth business day after dispatch, even if the
addressee knowingly frustrated the mail’s delivery.

Unless otherwise provided for in this Agreement or by
agreement of the Parties, all communications in
connection with this Agreement shall be made by e-mail
to the contact persons.
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4. Kontaktnimi osobami jsou:
a. Za Pojistovnu:

b. Za Drzitele:

5. E-mail pro ucely notifikace spravcem registru smluv o
uvefejnéni Smlouvy:
a. Za Pojistovnu: olzp@vzp.cz
b. Za DrZitele:

6. Smluvni strany se zavazuiji, Ze bez zbyte¢ného odkladu
oznami zmény kontaktnich Gdajl, a to pisemné na e-
mailové adresy kontaktnich osob. Druha smluvni strana
je povinna bez zbyte¢ného odkladu potvrdit, ze zménu
kontaktnich Gdaju bere na védomi, pfi€emz zména je
vUcéi ni Gginnad okamzikem takového potvrzeni. Smiuvni
strany shodné prohlasuji, Ze zména kontaktnich tdaju
neni zménou této Smiouvy.

Clanek XllIl. — Doba trvani Smlouvy a jeji ukonéeni

1. Tato Smlouva se uzavira na dobu urcitou, a to na dobu
péti (5) let od zacatku Rozhodného obdobi.

2. Smluvni strany prohlasuji a &ini timto nespornym, ze
prava a povinnosti z této Smlouvy budou mezi
smluvnimi stranami realizovany po celou dobu trvani
Rozhodného obdobi, tj. od 1.9.2025 do konce doby
trvani Smlouvy. Povinnosti smluvnich stran, k jejichz
realizaci prozatim nedoSlo v disledku neucinnosti
Smlouvy, smluvni strany splni v nejbliz§im terminu dle
smluvnich ujednani této Smlouvy.

3. Smluvni strany se dohodly, Zze tuto Smlouvu nelze
jednostranné vypovédét.

4. Dojde-li v prabéhu doby trvani Smlouvy k zaniku
uhrady, kterou Ustav Pfipravku stanovil rozhodnutim
vydanym v Pfedmétném spravnim Fizeni, tato Smlouva
automaticky bez dalSiho zanikne. Smluvni strany jsou si
védomy, ze dojde-li k zaniku Smlouvy v priibéhu Dil€iho
obdobi, dojde k alikvotnimu poniZeni Limitu na toto Dil&i
obdobi a vyuctovani probé&hne dle pravidel popsanych
vClanku V. a VI, véetné provedeni pfipadného
dodate&ného vyuctovani.

4. The contact persons are:
a. For the Insurance Company:

a. For the Holder:

5. E-mail for the purpose of notification by the administrator
of the Contracts Register of the publication of the
Contract:

a. Forthe Insurance Company: olzp@vzp.cz
b. Forthe Holder:

6. The contracting parties undertake to notify changes to
contact details without undue delay in writing to the
contact persons’ e-mail addresses. The other
Contracting Party shall confirm without undue delay that
it acknowledges a change to contact details, and the
change shall be effective against it at the time of such
confirmation. The Contracting Parties agree that a
change to contact details does not constitute an
amendment to this Contract.

Article XIlIl. = Duration and Termination of Contract

1. This Agreement is concluded for a fixed term of five (5)
years from the start of the Relevant Period.

2. The Contracting Parties declare and hereby make it
indisputable that the rights and obligations under this
Agreement shall be exercised between the Contracting
Parties throughout the entire term of the Relevant Period,
i.e. from September 1, 2025, until the end of the term of the
Agreement. The obligations of the Contracting Parties that
have not yet been fulfilled due to the ineffectiveness of the
Agreement shall be fulfilled by the Contracting Parties at the
earliest possible date in accordance with the contractual
provisions of this Agreement.

3. The Contracting Parties agree that this Agreement
cannot be terminated unilaterally.

4. If, during the term of the Agreement, the payment
determined by the Institute in its decision issued in the
Relevant Administrative Proceedings ceases to exist, this
Agreement shall automatically terminate without further
notice. The Contracting Parties are aware that if the
Agreement expires during the Partial Period, the Limit for
that Partial Period will be reduced proportionally and billing
will be carried out in accordance with the rules described in
Articles V and VI, including any additional billing.
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Clanek XIV. — Ostatni ujednani

1. Pravni vztahy mezi smluvnimi stranami se fidi ¢eskym
pravnim fadem, ve vécech neupravenych pravnimi
predpisy upravujicimi vefejné zdravotni pojisténi a touto
Smlouvou, se Fidi ob&anskym zakonikem a dalSimi
pfislusnymi pravnimi pfedpisy.

2. Smluvni strany se timto zavazuiji, Ze vynalozi veSkeré
rozumné Usili k urovnani vSech spord z této Smiouvy
smirnou cestou. Pokud smluvni strany nevyfeSi spor
smirnou cestou, bude takovy spor véetné otazek
platnosti, vykladu, vypofadani ¢&i ukonéeni prav
vzniklych z této Smlouvy feSen vécné pfislusnym
Ceskym soudem. Pro takovy pfipad strany sjednavaiji
mistni pfislusnost Obvodniho soudu pro Prahu 3, je-li
dana v konkrétnim pfipadé vécna pfislusnost okresniho
soudu a Meéstského soudu v Praze, je-li dana
v konkrétnim pfipadé vécna pfisluSnost krajského
soudu.

3. Pokud by jednotliva ustanoveni této Smlouvy byla zcela
Ci Castecné neplatna nebo neproveditelna, nebude tim
dotena platnost ¢&i proveditelnost zbyvajicich
ustanoveni. Namisto neplatného ustanoveni bude platit
za dohodnuté takové platné ustanoveni, které nejblize
odpovida smyslu a uc€elu neplatného ustanoveni. Pokud
by se v dusledku zmény pravnich pfedpist nebo z jinych
divodu stala néktera ujednani této Smlouvy v
budoucnosti neplatnymi nebo neucinnymi, budou tato
ustanoveni uvedena do souladu s pravnimi normami a
UCastnici prohlasuji, Ze Smlouva je ve zbyvajicich
ustanovenich platna, neodporuje-li to jejimu ucelu nebo
nejedna-li se o ustanoveni, ktera oddélit nelze.

Clanek XV. — Zavéreéna ustanoveni

1. Tato Smlouva nabyvéa platnosti dnem podpisu
posledni smluvni stranou a U€innosti dnem
uverejnéni Smlouvy v registru smiuv.

2. Tato Smlouva mlze byt ménéna nebo doplhovana
vyhradné formou pisemného dodatku, podepsaného
na znameni souhlasu obéma smluvnimi stranami.

3. Smlouva je vyhotovena ve dvou (2) stejnopisech
v Ceské a anglické jazykové verzi, z nichz kazda
smluvni strana obdrzi jedno (1) vyhotoveni.
V pfipadé rozpord mezi ceskou a anglickou
jazykovou verzi ma prednost ¢eska jazykova verze.

4. Smluvni strany si pfed podpisem tuto Smlouvu fadné
preCetly a svlj souhlas s obsahem jednotlivych
ustanoveni této Smlouvy stvrzuji podpisem svych
zastupca.

Article XIV. = Other Provisions

1. Legal relations between the contracting parties shall be
governed by Czech law; matters not regulated by legal
regulations governing public health insurance and this
Agreement shall be governed by the Civil Code and other
relevant legal regulations.

2. The contracting parties hereby undertake to make every
reasonable effort to settle all disputes arising from this
Agreement amicably. If the contracting parties fail to resolve
the dispute amicably, such dispute, including questions of
validity, interpretation, settlement, or termination of rights
arising from this Agreement, shall be resolved by the
competent Czech court. In such a case, the parties agree on
the local jurisdiction of the District Court for Prague 3, if the
district court has jurisdiction in a specific case, and the
Municipal Court in Prague, if the regional court has
jurisdiction in a specific case.

3. If any provision of this Agreement is wholly or partially
invalid or unenforceable, the validity or enforceability of the
remaining provisions shall not be affected. The invalid
provision shall be replaced by a valid provision that most
closely corresponds to the meaning and purpose of the
invalid provision. If, as a result of changes in legislation or for
other reasons, any provisions of this Agreement become
invalid or ineffective in the future, such provisions shall be
brought into line with legal norms, and the parties declare
that the Agreement shall remain valid in its remaining
provisions, unless this is contrary to its purpose or unless the
provisions cannot be separated.

Article XV. = Final Provisions

1. This Agreement shall enter into force on the date of its
signature by the last contracting party and shall
become effective on the date of its publication in the
register of agreementsr.

2. This Contract may be changed or modified only by a
written amendment signed by both Contracting Parties.

3. The Contract is executed in two (2) counterparts in the
Czech and English language version, where each
Contracting party shall obtain one (1) counterpart of
each language version. In the event of any
discrepancies between the Czech and English
language versions, the Czech version shall prevail.

4. The Contracting Parties duly read this Contract before
signing and confirm their agreement with the content of
the individual provisions of this Contract by their
representatives’ signatures.
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5. Nedilnou soucasti této Smlouvy jsou nasledujici
pFilohy:

Priloha ¢. 1 — Specifikace Dil€ich obdobi a vySe Limitd

V Praze dne 20.3.2026

Za Pojistovnu:

MUDr. Alena Mikova, feditelka Odboru leciv VZP CR, na
zakladé povéfeni naméstka feditele VZP CR pro zdravotni
péci

V Praze dne 17.3.2026

Za Drzitele:

Libor Fronék, jednatel ExCEEd Orphan
Jifi Hefmanek, jednatel ExXCEEd Orphan

5. The following annexes constitute an inseparable part of
this Contract:

Annex 1 — Specification of Sub-Periods and Limits

In Prague, on 20.3.2026

For Insurance Company:

MUDr. Alena Mikova, Director of the Pharmaceuticals
Department at VZP CR, on the basis of an authorisation of
the Deputy Director of VZP CR for Healthcare

In Prague, on 17.3.2026

For Holder:

Libor Fronék, executive ExXCEEd Orphan
Jifi Hefmanek, executive ExXCEEd Orphan
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