AGREEMENT ON LIMITATION OF COSTS
Related to Reimbursement for the Following
Medicinal Product:

[OT] [/OT]

(hereinafter the “Agreement”)

entered into pursuant to Section 1746 (2) of
Act No. 89/2012 Coll., the Civil Code, as
amended (hereinafter the “Civil Code”)

Oborova zdravotni pojiStovna
zaméstnancu bank, pojiStoven a
stavebnictvi

Registered office: RosSkotova 1225/1, 140
21 Praha 4
Id. No.: 47114321

Tax Id. No.: CZ47114321
Registered in the public register kept by:
Méstsky soud v Praze, sp. Zn. A 7232

Represented by Ing. Radovanem Koufilem,
generalnim feditelem

Bank details:

Account No.:

(hereinafter the “Insurance Company”)

and

Holder: Novartis Gene Therapies EU
Limited

Registered office: The Crescent Building
Northwood, Santry, D09 C6X8 Dublin 9,
Ireland

Registration No.: 556815

Tax Id. No.: |IE 3586005LH

Registered in the public register kept by:
Companies Registration Office under the
number specified above

Represented by: Kirsten Broeckers, director
and Mayank Jain, director

Bank details: BNP Paribas S.A.
Niederlassung Deutschland

Account No.: 4271102313
IBAN: DE48512106004271102313
BIC: BNPADEFFXXX

(hereinafter the “Holder”)

(the Insurance Company and the Holder are
hereinafter jointly referred to as the “Parties”
and each of them individually as a “Party”)

SMLOUVA O LIMITACI NAKLADU
spojenych s hrazenim Ié€ivého pfipravku
[OT] [/OT]

(dale jen ,Smlouva*)

uzaviena podle § 1746 odst. 2, zakona €.

89/2012 Sb., ob&ansky zakonik, ve znéni

pozdéjSich predpist (dale jen ,ob&ansky
zakonik®)

Oborova zdravotni pojistovna
zaméstnancu bank, pojistoven a
stavebnictvi

Sidlo: RoSkotova 1225/1, 140 21 Praha 4

ICO: 47114321

DIC: CZ47114321

Zapsana ve vefejném rejstfiku vedeném
Méstskym soudem v Praze, sp. zn. A 7232
Zastoupena: Ing. Radovanem Koufilem,
generalnim feditelem

Bankovni spojeni:

Cislo uétu:

(dale jen ,Pojistovna®)

a

Drzitel: Novartis Gene Therapies EU
Limited

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

registracni Cislo: 556815

DIC: IE 3586005LH

Zapsany ve vefejném rejstfiku vedeném
Companies Registration Office pod Cislem
uvedenym vySe

Zastoupeny: Kirsten Broeckers, feditel a
Mayank Jain, feditel

Bankovni spojeni: BNP Paribas S.A.
Niederlassung Deutschland

Cislo u¢tu: 4271102313

IBAN: DE48512106004271102313

BIC: BNPADEFFXXX

(dale jen ,Drzitel”)

(Pojistovna a Drzitel dale spole¢né jen jako
~smluvni strany“, nebo samostatné jako
»Ssmluvni strana“)



RECITALS

. The Parties enter into this Agreement in
accordance with Act No. 48/1997 Coll., on
public health insurance and amending
and supplementing certain related laws,
as amended (hereinafter the “Public
Health Insurance Act’), and with other
related legal regulations.

. The Holder is supplying the medicinal
product specified in Annex 1 hereto
(hereinafter the “Product”) in the Czech
Republic.

. With the aim to ensure quality and
availability of medical care, functioning of
the healthcare system and its stability
within the financial constraints of the
public health insurance system, the
Holder wishes to provide the Insurance
Company with a guarantee of limitation of
costs of treatment using the Product
hereunder, thus limiting the health
insurance costs related to treatment using
the Product in the Czech Republic.
Under these conditions, the Insurance
Company wishes to obtain a guarantee of
limitation of health insurance costs of
treatment using the Product in line with
paragraph 2 of the Recitals.

. The Insurance Company hereby declares

that it is entitled, under the applicable
legal regulations, to accept the financial
means constituting the guarantee of
limitation of costs of treatment using the
Product hereunder from the Holder into
the Insurance Company’s basic fund.

Article 1.
Purpose of the Agreement and
Definitions

. The purpose of this Agreement is to

reduce, in public interest, the Insurance
Company’s costs in relation to the Product
by limiting the health insurance costs, in
accordance with Section 17 (2) of the
Public Health Insurance Act.

. The purpose of this Agreement is not to

interfere with the process of determining

PREAMBULE

1. Smluvni strany uzaviraji tuto Smlouvu v

souladu se zakonem ¢. 48/1997 Sb., o
vefejném zdravotnim pojisténi a 0 zméné
a doplnéni nékterych souvisejicich
zakonu, ve znéni pozdéjSich predpisu
(dale jen ,Zakon o vefejném zdravotnim
pojisténi“) a dalSimi  souvisejicimi
pravnimi pfedpisy.

. Drzitel dodava na trh v Ceské republice

IéCivy pFipravek specifikovany v Pfiloze €.
1 této Smlouvy (dale jen ,Pfipravek®).

. Drzitel ma v ramci zajisténi kvality a

dostupnosti zdravotni péce, fungovani
systému zdravotnictvi a jeho stability v
ramci  finanCnich moznosti systému
vefejného zdravotniho pojisténi zajem
poskytnout Pojistovné garanci limitace
nakladl na IéCbu Pripravkem podle této
Smlouvy tak, aby touto cestou byly
limitovany naklady zdravotniho pojisténi
na terapii Pripravkem v Ceské republice.

. Pojistovna ma za danych okolnosti zajem

ziskat garanci limitace  nakladl
zdravotniho pojisténi na IéCbu
Pfipravkem podle odst. 2 Preambule.

. Pojistovna prohlasuje, Ze je v souladu s

platnym pravem opravnéna pfijmout od
Drzitele finanCni prostfedky pfedstavujici
zajisténi limitace nakladd na Iécbu
Pfipravkem podle této Smlouvy do
zakladniho fondu Pojistovny.

] Clanek I.
Ucel Smlouvy a definice pojmu

. Ugelem této Smlouvy je ve vefejném

zajmu, v souladu s § 17 odst. 2 zakona o

vefejném zdravotnim pojisténti,
dosahnout Uspory naklad Pojistovny na
Pfipravek formou limitace nakladu

zdravotniho pojisténi.

. Ugelem této Smlouvy neni jakkoliv

zasahovat do procesu stanoveni



the maximum price and/or the amount
and conditions of reimbursements for the
Product or to interfere with, or influence,
prescriptions by medical practitioners,
which shall continue to be carried out in
accordance with good clinical practice
and shall not be influenced by this
Agreement or the Insurance Company in
any way.

For the purposes of this Agreement, the

following terms shall have the meaning
specified below:

- Union of Health Insurance
Companies of the Czech Republic
(hereinafter also the “Union”) means
the union of the following health
insurance companies: Military Health
Insurance Company of the Czech

Republic (Vojenska zdravotni
pojistovna), Czech Industrial Health
Insurance Company (Ceska

primyslova zdravotni paojistovna),
Trade Health Insurance Company of
Employees of Banks and Insurance
Companies and in the Building
Industry (Oborova zdravotni
pojistovna  zaméstnancl  bank,
pojistoven a stavebnictvi), Skoda
Employees Insurance Company
(Zaméstnanecké pojistovna Skoda),
Health Insurance Company of the
Ministry of Interior of the Czech
Republic  (Zdravotni  pojistovna
ministerstva vnitra Ceské republiky),
RBP, health insurance company
(RBP, zdravotni pojistovna);

- SIDC - State Institute for Drug
Control;

- Product shall mean the medicinal
product specified in Annex 1 hereto,
reimbursed to the Provider;

- Insured Person shall mean a person
under the Public Health Insurance
Act registered with the Insurance
Company as of the date of provision
of the healthcare service to which the
Product was administered by the
Provider;

maximalni ceny a/nebo vySe a podminek
Uhrady  Pfipravku, ani jakymkoli
zpusobem zasahovat ¢&i ovlivhovat
preskripéni chovani lékaru, které bude i
nadale v souladu s podminkami spravné
klinické praxe a nebude pfimo ani
nepfimo  jakkoli  ovlivnéno  touto
Smlouvou a/nebo Pojistovnou.

3. Pro ucely této Smlouvy se rozumi:

Svazem zdravotnich pojistoven CR
(dale také jako ,SZP CR®) sdruzeni

téchto zdravotnich pojistoven:
Vojenska zdravotni pojistovna Ceské
republiky, Ceska praimyslova
zdravotni pojistovna, Oborova

zdravotni pojisStovna zaméstnancl
bank, pojistoven a stavebnictvi,
Zaméstnanecka pojistovna Skoda,
Zdravotni  pojiStovna ministerstva
vnitra Ceské republiky, RBP, zdravotni
pojistovna;

SUKL Statni Gstav pro kontrolu I&Civ;

Pripravkem |éCivy pfipravek uvedeny
v Pfiloze &. 1 této Smlouvy uhrazeny

Poskytovateli;
Pojisténcem osoba dle zakona o
vefejném zdravotnim pojisténi

registrovana u PojiStovny ke dni
poskytnuti zdravotni sluzby, které byl
Poskytovatelem podan Pfipravek;



- Provider shall mean a provider of
healthcare services who has, as of
the day of provision of the healthcare
services which include the use of the
Product, a valid agreement
concluded with the Insurance
Company regarding provision and
reimbursement of healthcare
services (Agreement on Healthcare
Provision and Reimbursement);

- Holder shall mean the holder of the
marketing authorisation for the
Product within the sense of Act No.
378/2007 Coll., on pharmaceuticals
and amending some related laws
(hereinafter the “Pharmaceuticals
Act”), as amended;

- Refund shall mean the amount
specified herein which the Insurance
Company is entitled to accept into its
basic fund;

- Compensation shall mean the
amount set pursuant to Annex 1
hereto;

- Insurance Company Costs means
the sum of all payments made by the
Insurance Company to the Provider
for reimbursement of the Product
reported to specific Insured person.

Article Il.
Subject of the Agreement
This Agreement stipulates the Holder’s

obligation to provide the Insurance
Company with a Refund, if the conditions
stipulated herein are met, in the amount and
by the deadline stipulated herein, where the
purpose of the Refund is to ensure savings
in the costs expended on the Product from
the public health insurance. In doing so, the
Holder acknowledges that the Insurance
Company cannot reimburse healthcare
services from the public health insurance
beyond the conditions stipulated by the laws
of the Czech Republic.

Article Il
Rights and Obligations of the Parties

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

- Drzitelem drzitel rozhodnuti o
registraci Pfipravku ve smyslu zakona
¢. 378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich
zakonu (dale jen ,zakon o IéCivech®),
ve znéni pozdéjSich predpisu;

- Zpétnou platbou ¢astka uréena touto
Smlouvou, kterou je Pojistovna
opravnéna pfijmout do zakladniho
fondu Pojistovny;

- Kompenzaci Castka uréena
podle Pfilohy €. 1 této Smlouvy;

- Nakladem Pojistovny soucet vSech
plateb Pojistovny Poskytovateli na
Uhradu PFipravku vykazaného na
konkrétniho Pojisténce.

Clanek II.
Predmét Smlouvy
Pfedmétem této Smlouvy je zavazek

Drzitele poskytnout Pojistovné Zpétnou
platbu, pokud dojde k naplnéni podminek
stanovenych touto Smlouvou, ve vySi a
v terminu uréeném touto Smlouvou, jehoz
prostfednictvim je sledovano dosazeni
uspory nakladd vynalozenych na Pripravek
z vefejného zdravotniho pojisténi. Drzitel
pfitom bere na védomi, ze Pojistovna
nemuze z vefejného zdravotniho pojisténi
hradit zdravotni sluzby nad ramec podminek
stanovenych  pravnim fadem Ceské
republiky.

Clanek IIl.
Prava a povinnosti smluvnich stran



1.

The Insurance Company agrees to take 1. Pojistovna se zavazuje ucinit takova

such measures so as to reimburse the
Provider from the public health insurance
in accordance with the Public Health
Insurance Act, beyond the scope of
Section 17 (1) of Public Health Insurance
Act, and with the agreement concluded
with the Provider for the Product supplied
by the Provider to the Insured Person in
the course of providing healthcare
services in the Czech Republic. In relation
to Products under regime of art. V. sec.
11 of this Agreement used in Specific
Treatment Program it is hereby agreed
that the Compensation will be provided
with regard to Products reimbursed by the
Insurance Company under Section 16 of
the Public Health Insurance Act within
healthcare service provided in the Czech
Republic. In relation to other Products
under regime of art. V. sec. 11 of this
Agreement it is hereby agreed that the
Compensation will be provided with
regard to Products reimbursed by the
Insurance Company beyond the scope of
Section 17 (1) of Public Health Insurance
Act.

The Holder shall provide the Insurance
Company with a Refund in the amount
and by the deadline specified below,
subject to fulfilment of the corresponding
conditions stipulated by this Agreement.
This provision shall not prejudice the
Holder’s right to refuse to provide the
Insurance Company with the Refund if
the conditions stipulated herein are not
met.

The Parties are obliged to notify each
other without delay in writing of any facts
that could materially affect the
performance hereof. The Parties agree
that should the marketing authorisation of
the Product change, directly influencing
the agreed Refund, in particular in case of
a change in the package size, content of
the active substance, route of
administration or dosage form of the

. Drzitel

opatfeni, aby nad ramec ¢astky podle §17
odst. 1 zakona o vefejném zdravotnim
pojisténi uhradila z vefejného zdravotniho
pojisténi Poskytovateli v souladu se
zakonem o vefejném zdravotnim pojisténi
a Vv souladu se smlouvou s
Poskytovatelem Pripravek, ktery byl
Poskytovatelem poskytnut Pojisténci pfi
poskytnuti zdravotni sluzby v ramci
Ceské republiky. Ve vztahu k Pfipravkdm
podle €l. V. odst. 11 této smlouvy, které
byly hrazeny pfi pouziti ve specifickém
[éCebném programu, plati, ze
Kompenzace bude poskytnuta k takovym
PFipravkim, které Pojistovna
Poskytovateli uhradila podle §16 zakona
o vefejném zdravotnim pojisténi v ramci
zdravotni sluzby poskytnuté
Poskytovatelem v ramci Ceské republiky.
Ve vztahu k ostatnim Pripravkiim podle
¢l. V. odst. 11 této smlouvy plati, ze
Kompenzace bude poskytnuta k takovym
PFipravkim, které Pojistovna
Poskytovateli uhradila nad ramec Castky
podle §17 odst. 1 zadkona o vefejném
zdravotnim pojisténi.

poskytne PojiStovné Zpétnou
platbu ve vySi a v terminu uréeném dale
touto Smlouvou, pokud jsou splnény
podminky dle této Smlouvy pro jeji
poskytnuti. Timto ustanovenim neni
dotCeno 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, ktera mulze mit
pfimy vliv na dohodnutou Zpétnou platbu,
zejmeéna jde-li o zménu ve velikosti balenti,
obsahu lécivé latky, cesty podani, nebo



Product, the Parties shall modify this
Agreement accordingly by a written
amendment based on their mutual
agreement. The Parties shall also modify
this Agreement by a written amendment
in the case of changes which could
directly influence the agreed Refund, in
particular in the case of changes resulting
from a change in the legal regulations.
The Parties agree to strictly adhere to the
generally binding legal regulations, in
particular the legal regulations applicable
to the public health insurance and
handling of medicinal products, and the
provisions of this Agreement.

Article IV.
Commitment to Provide Compensation
1. The Holder agrees to provide the

Insurance Company with the
Compensation specified in Annex 1
hereto. The Compensation shall be
provided as a Refund.

For the purpose of calculation of the
Compensation and of the Refund
according to Article 1l. And Article V.
hereof, the decisive day is the day when
the Product was reimbursed by the
Insurance company to the Provider.

Article V.
Refund
The Holder agrees to provide the

Insurance Company with a Refund in the
amount of Compensation per each
Insured Person with regard to which the
Insurance Company reimbursed the
Product to the Provider.

The Holder agrees to provide the
Insurance Company with a Refund
calculated on the basis of the amount of
the Product for which the Insurance
Company reimbursed the Providers in the
given calendar half a year in the Czech
Republic pursuant to Article IV. hereof.

. The Holder shall provide the Refund to
the Insurance Company on the basis of

Iékové formy Pfipravku, smluvni strany
pisemnym dodatkem tuto Smlouvu na
zakladé dohody pfiméfené 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-li o zménu v disledku zmény
pravnich predpisu.

. Smluvni strany se zavazuji duasledné

dodrzovat obecné zavazné pravni
predpisy a zejména predpisy upravujici
vefejné zdravotni pojiSténi a zachazeni s
|&éCivymi pfFipravky a smluvni ujednani
obsazena v této Smiouvé.

Clanek IV.
Zavazek k poskytnuti Kompenzace
Drzitel se zavazuje poskytnout Pojistovné

Kompenzaci, jak ji stanovi Pfiloha ¢. 1
této Smlouvy. Kompenzace bude
poskytovana formou Zpétné platby.

Pro uCely vypottu Kompenzace
a poskytnuti Zpétné platby v souladu
s Clankem Il. 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 ve vysi
Kompenzace za kazdého Pojisténce ve
vztahu, ke kterému PojiStovna uhradila
Pfipravek Poskytovateli.

Drzitel se  zavazuje poskytnout
Pojistovné Zpétnou platbu vypoctenou
podle mnozstvi Pojidtovnou uhrazeného
PFipravku Poskytovatelim v pfislusném
kalendarnim pololeti v ramci Ceské
republiky dle Clanku IV. této Smiouvy.

. Zpétna platba bude DrZitelem PojiStovné

uhrazena na zakladé Pojistovnou



invoices issued by the Insurance
Company twice a year.

Prior to issuance of the invoice after the
expiry of each calendar half a year the
Insurance Company shall provide the
Holder with overview of total costs of
treatment by the Product in the period
from January to June of respective
calendar year only between September 1
and October 1 of such calendar year and
in the period from July to December of
respective calendar year only between
March 1 and April 1 of the following
calendar vyear, via email to email
addresses . The overview shall contain
the details set in Annex 1 hereto. The
Insurance Company is obliged to comply
with the legal regulations on personal
data protection.

The Holder may make grounded
comments and raise questions to
overview under section 4. within the
extent granted in Annex 1 hereto in
writing and deliver those comments or
questions within 7 days following the
receipt of overview under section 4. but in
case no earlier than on October 8 or April
8 of the respective year. The comments
and questions shall be sent by the Holder
via email to

The Insurance Company will answer
eventual comments or questions in
writing duly so that the Holder may
immediately confirm the issuance of the
invoice.

Following confirmation of the invoicing by
the Holder or in case of no grounded
questions or comments raised by the
Holder in due time hereunder or such
comments or questions will exceed the

extent set in Annex 1 hereof, the
Insurance Company will issue the
Invoice.

Invoices issued by the Insurance

Company shall be payable within 30 days
of the date they are delivered to the
following e-mail address:

6.

. Pred

vystavenych faktur, a to dvakrat za
kalendarni rok.

vystavenim  faktury poskytne
Pojistovna Drziteli vzdy po uplynuti
kalendarniho pololeti pfehled o celkovych
nakladech na Ié¢bu Pfipravkem, a to za
meésice leden az C&erven pfisluSného
kalendainiho roku pouze v obdobi mezi
1. zafim a 1. fijnem pfislusného
kalendafniho roku a za mésice Cervenec
az prosinec pfislusného kalendafniho
roku pouze v obdobi od 1. bfezna do 1.
dubna nasledujiciho kalendafniho roku, a
to na nasledujici e-mailové adresy
Pfehled bude obsahovat podrobnosti
uvedené v Pfiloze ¢. 1 této Smlouvy.
Pojistovna je povinna postupovat
vsouladu spravnimi pfedpisy na
ochranu osobnich udaju.

. Drzitel mize pisemné vznést k pfehledu

podle odstavce 4 odlvodnéné
pfipominky  a dotazy v rozsahu
uvedeném v Pfiloze ¢ 1 a zaslat je
Pojistovné nejpozdéji do 7 dni od
doruceni pfehledu podle odstavce 4, vzdy
vSak nejméné do 8. fijna resp. 8. dubna
pfislusného roku. Pfipominky a otazky
budou Drzitelem zaslany na e-mailovou
adresu

Pojistovna zodpovi pfipadné pfipominky
a dotazy fadné a v pisemné formé tak,
aby mohl Drzitel neprodlené potvrdit
vystaveni faktury Pojistovnou.

. Po potvrzeni vystaveni faktury Drzitelem

nebo vpfipadé ZzZe Drzitel nevznese
zadné pripominky ani otazky ve zde
urCené |huaté, nebo tyto nebudou
odpovidat rozsahu dle Pfilohy ¢&. 1,
vystavi Pojistovna fakturu.

. Faktury vystavené PojiStovnou budou

splatné ve Ih(té 30 dn ode dne odeslani
na e-mailové adresy



9. Before the expiry of the respective
maturity period, which shall be 30 days,
the Holder may return an unpaid invoice
lacking the statutory requisites,
containing incorrect information or any
other defects with respect to this
Agreement. In the returned invoice, the
Holder must indicate the reason for its
returning. Depending on the nature of the
defect, the Insurance Company shall
either correct the invoice or issue a new
invoice. If the reason for returning the
invoice is objectively justified, the original
maturity period shall cease to run upon
the return of the invoice. In such a case,
the entire 30-day period of maturity shall
commence anew upon dispatch of the
corrected or newly issued invoice in
electronic form to the following e-mail
addresses:

10. The Parties agree to announce any
change in the contact addresses without
undue delay.

11. With regard to provision of art. X. sec. 3
hereof the Parties agreed that concerning
all reimbursement of the Product made by
the Insurance Company prior to effective
date of this Agreement, the Insurance
Company shall report to the Holder
according to sec. 4 of this article together
with first regular overview according to
sec. 4 of this article and further shall the
Parties continue according to this article.

Article VI.
Representations
The Holder represents that it considers the

Product identification, the Compensation,
including its calculation, the information
contained in the overview under article V.,
underlying  documentation and facts
grounding the requested and the provided
Refund and the amount of the Refund
provided and information regarding prices,
limitations and other conditions under which
it agrees to supply the Product for treatment
in the Czech Republic, as well as all

9. Drzitel je opravnén pred uplynutim lhaty
splatnosti, ktera &ini 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
faktufe musi Drzitel vyznadit duvod
vraceni. Pojistovna je povinna podle
povahy nespravnosti takovou fakturu
opravit nebo nové wvyhotovit. Za
predpokladu, Ze se divod vraceni faktury
objektivné ukaze opodstatnénym,
pfestane okamzikem vraceni faktury
bézet  plvodni IhGta  splatnosti.
V takovém pripadé pak cela 30denni
IhGta splatnosti bézi znovu ode dne
odeslani opravené nebo nove
vyhotovené faktury elektronicky na e-
mailové adresy

10.  Smluvni strany se zavazuji, ze bez
zbyte€ného odkladu oznami zménu
kontaktnich adres.

11. S ohledem na ustanoveni ¢&l. X. odst.
3 této Smlouvy se smluvni strany
dohodly, Ze vSechny platby Pfipravku
provedené Pojistovnou pfed uginnosti
této Smlouvy oznami PojisStovna DrZiteli
podle odst. 4 tohoto d¢lanku spolu
s nejbliz8§im fadnym prehledem dle odst.
4 tohoto ¢lanku a dale budou smluvni
strany postupovat podle tohoto ¢lanku.

Clanek VI.

Prohlaseni
Drzitel uvadi, Ze identifikaci PFipravku,
Kompenzaci a jeji urCeni, udaje z prehledu
podle ¢él. V., podklady a skuteCnosti
dokladajici uplatfiovanou a poskytnutou vysSi
Zpétné platby a samotnou vysi poskytnuté
Zpétné platby a informace o cenach,
limitacich a dalSich podminkach, za kterych
se zavazuje dodavat Pfipravek pro
poskytovani zdravotni péée na uzemi Ceské
republiky, a vSechny informace uvedené
vtéto Smlouvé nebo jeji pfiloze mezi



information specified in this Agreement or in
the annex hereto, specifically information
included between the [OT] and [/OT]
symbols, to be significant information within
the meaning of the statutory definition of a
business secret (Section 504 of Act No.
89/2012 Coll., the Civil Code), since such
information becoming publicly available
could have material impact on the economic
results and market position of the members
of the Holder’s group in other Member States
of the European Union (hereinafter the “EU”).
Furthermore, the Holder represents that
maintaining the confidentiality of the
business secrets concerning the agreed
prices is, in the context of international
benchmark prices and economic principles
of pricing of pharmaceuticals in the EU, a
precondition of maintaining the availability
and the agreed price of the Product of the
Holder for treatment in the Czech Republic
and, therefore, it is in the public interest
(Section 17 (2) of the Public Health
Insurance Act).

Article VII.
Confidentiality
1. For the purposes hereof, confidential

information shall mean any information
provided by one Party to the other Party,
or obtained by any of the Parties with
regard to the other Party, its products or
performances, whether expressly
identified as confidential or not,
concerning the content and/or purpose
hereof, as well as the related documents,
deeds, other information carriers, access
usernames and/or passwords, whether in
the physical, electronic or any other form
(hereinafter the “Confidential
Information”).

2. Each of the Parties agrees to maintain
confidentiality of the Confidential
Information for the term hereof and after
its termination, and not to disseminate or
disclose any Confidential Information.
Any arrangements concerning the price
of the Product for the Insurance Company

2. Smluvni

symboly [OT] a [/OT] povazuje za informace
vyznamné ve smyslu zakonné definice
obchodniho tajemstvi (§ 504 zakona ¢.
89/2012 Sb., obc&ansky zakonik), nebot
vSeobecny pfistup k témto informacim muze
mit podstatny dopad na ekonomické
vysledky a trzni postaveni ¢lend koncernu
Drzitele v jinych Clenskych 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 princip
cenotvorby  lé¢iv.  vEU, podminkou
zachovani dostupnosti a sjednané ceny
Pfipravku DrZitele pro poskytovani zdravotni
péde na uzemi Ceské republiky a napliuje
tedy verejny zajem (§ 17 odst. 2 zakona o
vefejném zdravotnim pojisténi).

Clanek ViIL.

Zavazek ml€enlivosti
1. Davérnymi informacemi se pro ucely této
Smlouvy rozumi jakékoliv informace
poskytnuté jednou smluvni stranou druhé
smluvni strané nebo ziskané kteroukoliv
stranou o druhé strané, jejich vyrobcich i
vykonech, at jiz vyslovné oznacené jako
davérné ¢i nikoli, tykajici se obsahu Ci
Ucelu této Smlouvy, jakoz i souvisejici
dokumenty, listiny, dal$i nosi€e informaci,
Ci pfistupova uZivatelska jména ¢i hesla,
at’ jiz v hmotné, elektronické ¢i jiné formé

(dale jen ,Davérné informace”).

strany se kazda jednotlivé
zavazuji, ze po dobu trvani této Smlouvy
a po jejim ukonéeni bez omezeni budou
zachovavat micenlivost a nesdéli ani
nezpristupni zadné Dlvérné informace.
Za Davérné informace budou také
povazovana vesSkera ujednani o cené



and the Compensation and all information
provided in Annex 1 hereto shall also be
deemed Confidential Information, unless
they are subject to the exemption
pursuant to Section 39f (11) in
conjunction with 39f (12) of the Public
Health Insurance Act. Each Party shall
ensure that its employees,
representatives and other persons to
whom it discloses the Confidential
Information during the performance of
this Agreement shall handle the
Confidential Information as set out above.
The Holder considers the specification of
the Product, including the SIDC code, the
Compensation, including its calculation,
the information contained in the overview
under article V., underlying
documentation and facts grounding the
requested and the provided Refund, as
specified in Annex 1 hereto, as well as
the amount of the Refund provided, any
price information concerning the Product
and other information included between
the [OT] and [/OT] symbols, to be
business secrets within the meaning of
Section 504 of the Civil Code and Section
9 of Act No. 106/1999 Coll., on free
access to information, as amended. The
facts thus identified as business secrets,
as well as information concerning the
content and/or purpose hereof, which
cannot be provided under the procedure
pursuant to the regulations regarding free
access to information, may be published
only with prior written consent of the
Holder or on the basis of a final decision
of a court or an administrative authority
stating that the relevant facts identified by
the Holder as business secrets do not
meet the definition within the meaning of
Section 504 of the Civil Code. The Parties
agree that this Agreement may be
published in accordance with the
applicable legal regulations if the relevant
parts (business secrets, information
concerning the content and/or the
purpose of this Agreement which cannot

PFipravku pro Pojistovnu a o Kompenzaci
a vSechny informace uvedené v pfiloze €.
1, 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 prabéhu plnéni této Smlouvy
sdéli Duavérné informace, s DUlvérnymi
informacemi nakladali vySe uvedenym
zpusobem.

. Drzitel povazuje za obchodni tajemstvi ve

smyslu § 504, ob&anského zakoniku a ve
smyslu § 9 zakona &. 106/1999 Sb., o
svobodném pfistupu k informacim, ve
znéni pozdéjsSich predpisl, specifikaci
Pfipravku  véetné  koédu  SUKL,
Kompenzaci a jeji urCeni, udaje
z ptehledu podle ¢l. V., podklady a
skuteCnosti dokladajici uplatfiovanou a
poskytnutou vysi Zpétné platby, vse
specifikované Prilohou €. 1 této Smlouvy
a samotnou vySi poskytnuté Zpétné
platby, jakékoliv cenové udaje tykajici se
Pfipravku, a informace uvedené v této
Smlouvé nebo jeji pfiloze mezi symboly
[OT] a [/OT]. Skute¢nosti oznacené takto
za obchodni tajemstvi, jakoz i informace
tykajici se obsahu ¢&i ucelu této Smiouvy,
které nelze poskytnout pfi postupu podle
predpist upravujicich svobodny pfistup
k informacim, mohou byt uvefejnény jen s
prfedchozim pisemnym souhlasem
Drzitele, nebo na zakladé pravomocného
rozhodnuti soudu ¢&i spravniho organu,
jimz bude stanoveno, Ze skute€nosti
oznatené Drzitelem za  obchodni
tajemstvi nenaplriuji definici ve smyslu §
504 obcCanského zakoniku. Smluvni
strany souhlasi, Zze pokud tato Smlouva
bude obsahovat pfislusné znecitelnéné
Casti (obchodni tajemstvi, informace
tykajici se obsahu ¢i ucelu této Smiouvy,
které nelze poskytnout pfi postupu podle
predpist upravujicich svobodny pfistup



be provided under the procedure
pursuant to the regulations regarding free
access to information) are blacked-out.

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

. The Holder also agrees to deliver to the
Insurance Company (by the means of e-
mail correspondence) the text of this
Agreement in a format compliant with the
conditions of publication stipulated by the
Contracts Register Act in the publishable
form with the corresponding blacked-out
parts (business secrets), together with the
required structure and scope of
mandatory metadata, after blacking out
the data which are to be excluded from
publication, and to do so on the date of
execution of this Agreement by the Holder
at the latest.

. The Insurance Company agrees to
ensure publication of this Agreement in
the Contracts Register within a scope
modified with regard to the business
secrets under this Agreement and any
other data that are to be excluded from
publication, not later than within 14 days
of the execution of this Agreement.

. Furthermore, the Insurance Company
agrees to provide the Holder with a
confirmation from the Contracts Register
administrator within the sense of Section
5 (4) of the Contracts Register Act,

. Drzitel

. Pojistovna se

k informacim), mlze byt uvefejnéna
v souladu s platnymi pravnimi pfedpisy.

. Smluvni strany jsou si plné védomy

zakonné povinnosti  uvefejnit  tuto
Smlouvu dle zakona ¢. 340/2015 Sb., o
zvlastnich podminkach ucinnosti
nékterych smluv, uvefejiovani téchto
smluv a o registru smluv, ve znéni
pozdéjSich predpisu (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 vloZeni elektronického
obrazu textového obsahu této Smlouvy
v otevieném a strojove Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zakona
o registru smluv do registru smiuv.

se zaroveh zavazuje zaslat
Pojistovné (formou e-mailové
korespondence) text obsahu této
Smlouvy ve formatu odpovidajicim
podminkam zvefejnéni podle zakona o
registru smluv, a to ve formé& uréené k
uverejnéni se znecitelnénymi
informacemi (obchodni  tajemstvi),
spole¢né s pozadovanou strukturou a
rozsahem povinnych metadat po
zneCitelnéni  Gdajl, které maji byt
vylouéeny z uvefejnéni, a to nejpozdéji
v den, kdy Drzitel tuto Smlouvu podepise.

zavazuje zabezpecit
uvefejnéni této Smlouvy v registru smluv
v rozsahu modifikovaném s ohledem na
obchodni tajemstvi dle této Smlouvy a
dalsi udaje, které maiji byt ze zvefejnéni
vylou€eny, nejpozdéji do 14 dnu ode dne
uzavreni této Smiouvy.

. Pojistovna se dale zavazuje predat

Drziteli potvrzeni spravce registru smluv
ve smyslu § 5 odst. 4 zakona o registru
smluv, paklize Drzitel nebude vyrozumén
pfimo spravcem registru smluv na



10.

provided that the Holder is not advised
directly by the Contracts Register
administrator via the option of automatic
notification of the Holder upon the
Agreement being sent for publication.

. Should the Insurance Company fail to

comply with the obligation under
paragraph 6 of this Article, the Holder
agrees to publish the Agreement in the
Contracts Register within a scope
modified with regard to the business
secrets hereunder and to other data that
are to be excluded from publication, in
such a manner so as to comply with the
deadline under Section 5 (2) of the
Contracts Register Act. In such a case,
the Holder agrees to submit to the
Insurance Company without delay a
confirmation from the Contracts Register
administrator within the sense of Section
5 (4) of the Contracts Register Act in the
event that the Insurance Company is not
advised directly by the Contracts Register
administrator via the option of automatic
notification of the Insurance Company
upon the Agreement being sent for
publication.

. The Holder also agrees to verify without

delay, however, not later than within 3
business days of receipt of notification
from the Contract Register administrator
in respect of the publication of this
Agreement, whether or not the
Agreement has been published properly,
and immediately inform the Insurance
Company of established discrepancies, if
any. The Insurance Company is obliged to
proceed analogously if this Agreement is
published by the Holder.

If any of the Parties becomes obliged
under the applicable legal regulations to
provide this Agreement and/or the
Confidential Information to a third party,
including public authorities, or to publish
them in a manner allowing for remote
access, the respective Party shall inform
the other Party in advance in writing; such

8.

9.

10.

zakladé zadani automatické notifikace
uvefejnéni Drzitele pfi odeslani této
Smlouvy k uvefejnéni.

Drzitel se zavazuje v pfipadé nesplnéni
povinnosti Pojistovnou dle odstavce 6
tohoto ¢lanku pfistoupit k uverejnéni této
Smlouvy vregistru smluv v rozsahu
modifikovaném s ohledem na Duvérné
informace dle této Smlouvy a dalSi udaje,
které maji byt z uvefejnéni vylouceny,
tak, aby byla zachovana |hdata dle § 5
odst. 2 zakona o registru smluv.
V takovém pfipadé se pak DrZitel
zavazuje neprodlené pfedat Pojistovné
potvrzeni spravce registru smluv ve
smyslu § 5 odst. 4 zadkona o registru
smiuv, paklize PojiStovha nebude
vyrozuména pfimo spravcem registru
smluv na zakladé zadani automatické
notifikace uvefejnéni Pojistovné pfi
odeslani této Smlouvy k uvefejnéni.

Drzitel se dale zavazuje bezodkladné,
nejpozdéji vdak do 3 pracovnich dnl od
obdrzeni notifikace spravce registru o
uvefejnéni této Smlouvy, provést kontrolu
fadného uvefejnéni a v pfipadé zjisténi
nesouladu Pojistovnu ihned informovat.
Obdobné je povinna postupovat i
Pojistovna, pokud dojde k uvefejnéni této
Smlouvy Drzitelem.

Jestlize bude kterakoliv strana
povinna poskytnout podle platného prava
tuto Smlouvu nebo Dlvérné informace
treti osobé, v€etné organu verejné moci,
nebo je zvefejnit zpdsobem umoznujicim
dalkovy pfistup, pfedem pisemné
informuje druhou smluvni stranu a takové
poskytnuti informaci se nebude pokladat
za poruSeni této Smiouvy.



disclosure shall not be deemed a breach
of this Agreement.

11.If one of the Parties demonstrably
breaches the obligations stipulated in this
Article, the other Party may unilaterally
terminate this Agreement in writing. The
termination shall become effective upon
delivery to the breaching Party. The date
of delivery of the notice of termination
shall be the date of receipt by the other
Party; should the other Party fail or refuse
to receive the notice, the notice shall be
deemed to have been delivered three
days after its dispatch.

Article VIII.
Inspection
At the written request of the Insurance

Company sent as a data message to the
Holder's data box with the identifier
“d9wqk8h” via the system of the electronic
data boxes, the Holder shall allow authorised
employees of the Insurance Company to
inspect the documents related to the
performance of the subject hereof, on a date
agreed between the Parties, but not later
than within 15 business days following the
dispatch of the Insurance Company’s written
request, and during the ordinary working
hours. For the purposes hereof, these
documents shall mean the invoices and bills
of delivery proving the prices charged for the
Product on the Czech market.

Article IX.
Penalties
1. The Parties agree that if:

a. the Holder fails, at written request, to
allow authorised employees of the
Insurance Company to inspect the
documents related to the
performance of the subject hereof,
which, for the purposes hereof, mean
the invoices and bills of delivery
proving the prices charged for the
Product, the Insurance Company
shall be entitled to claim a contractual

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

smluvni strana opravnéna tuto Smlouvu
jednostranné pisemné vypovédét. Uginky
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 tretim dnem ode dne jejiho
odeslani.

Clanek VIII.
Kontrola
Na zakladé pisemné zadosti PojiStovny
odeslané prostiednictvim datové zpravy
systému datovych schranek DrzZiteli do
datové schranky s identifikatorem
,d9wgk8h“ umozni Drzitel v terminu
dohodnutém mezi smluvnimi stranami,
nejpozdéji vdak do 15 pracovnich dni
nasledujicich po odeslani pisemné
Zadosti Pojistovny, nahlédnout v pracovni
dobé povérenym pracovnikiim Pojistovny
do dokladu, které se vztahuji k pInéni
pfedmétu této Smilouvy. Témito doklady
se pro UCely této Smlouvy rozumi faktury
a dodaci listy prokazujici u¢tované ceny
za PFipravek na trhu v Ceské republice.

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

a. Drzitel na zakladé pisemné zadosti
Pojistovny dle pfedchoziho d¢lanku
neumozni nahlédnout povéfenym
pracovnikim Pojistovny do dokladd,
které se vztahuji k plnéni predmétu
této Smlouvy, pfi€emz témito doklady
se pro ucely této Smlouvy rozumi
faktury a dodaci listy prokazujici
uctované ceny za PFipravek, je
PojiStovha opravnéna pozadovat



penalty in the amount of CZK 50 000
(in words: fifty thousand Czech
crowns), for each individual breach of
this  obligation. The Insurance
Company’s claim for this contractual
penalty arises as of the first day of the
Holder's delay in fulfiiment of the
above-specified obligation;

b. the Holder violates the provisions of
Art. Ill (2) hereof and if no notification
specified in Art. 1l (3) hereof was
made, the Insurance Company shall
be entitled to claim a contractual
penalty in the amount of CZK 5 000
(in words: five thousand Czech
crowns) for each day of delay.

2. The Party which is in breach of the

confidentiality obligations specified above
in this Agreement is obliged to pay to the
other Party a contractual penalty in the
amount of CZK 50.000 (in words: fifty
thousand Czech crowns) for each
individual case of breach. Each individual
case of breach shall mean each individual
disclosure of data, as opposed to each
disclosed piece of data, arrangement
and/or fact.

. Claiming the contractual penalty shall not
prejudice the right of the Parties to claim
surrendering of unjust enrichment and
damages incurred as a result of the
breach of a provision hereof.

Article X.
Term of the Agreement; Means and
Grounds for its Termination

. This Agreement is entered into for a
period during which no reimbursement is
set for the Product specified in Annex 1
hereto by means of an enforceable
(provisional enforceability will suffice)
decision of the Institute, but not beyond 31
December 2023.

The Parties agree that this Agreement
cannot be terminated during the term
hereof specified in the previous sentence

2.

zaplaceni smluvni pokuty ve vysSi
50 000 K¢ (slovy: padesat tisic korun
Ceskych), a to za kazdé jednotlivé
poruSeni takové povinnosti. Narok
Pojistovny na tuto smluvni pokutu
vznika prvnim dnem prodleni DrzZitele
se splnénim vyse uvedené povinnosti;

b. Drzitel porusi ustanoveni Clanku III.

odst. 2 této Smlouvy a nenastalo-li
nahlaseni podle odst. 3 téhoz ¢lanku,
je Pojistovna opravnéna pozadovat
zaplaceni smluvni pokuty 5 000 Ké
(slovy: pét tisic korun Ceskych), ato za
kazdy den prodleni.

Za porusSeni zavazku micenlivosti,
stanoveného vtéto Smlouvé vySe, je
smluvni strana, ktera zavazek porusila,
povinna zaplatit druhé smluvni strané
v kazdém jednotlivém pfipadé smluvni
pokutu ve vysi 50 000 K¢ (slovy: padesat
tisic korun €eskych). Kazdym jednotlivym
pfipadem se mysli jedno poskytnuti
Udajt, nikoli kazdy poskytnuty Gdaij,
ujednani i skute¢nost.

. Uplatnénim smluvni pokuty neni dotéeno

pravo smluvnich stran na vydani plnéni z
bezdlvodného obohaceni a nahradu
Skody vzniklé v dlsledku poruseni
ustanoveni této Smiouvy.

Clanek X.

Doba trvani Smlouvy, zpusoby a divody

ukonéeni Smlouvy

. Tato Smlouva se uzavira na dobu urditou,

po kterou nebude mit Pfipravek
stanovenu uhradu vykonatelnym
(postaCuje predbézna vykonatelnost)

rozhodnutim Ustavu, maximalné véak do
31.12. 2023.

Smluvni strany se dohodly, Ze tuto
Smlouvu nelze vypovédét po dobu trvani
Smlouvy dle pfedchozi véty, ledaze tato
Smlouva stanovi vyslovné jinak.



unless this Agreement
stipulates otherwise.

2. The Parties may also terminate this
Agreement on the basis of their mutual
agreement to terminate this Agreement.

specifically

3. The Parties agreed that the conditions of
this Agreement shall apply to their
relationship as of 1 May 2020. The Parties
shall perform their rights and obligations
that have not yet been performed
because the Agreement has not been
effective as soon as possible according to
the provisions hereof.

4. Unless agreed otherwise, termination
hereof by notice of a Party or by
agreement of the Parties pursuant to the
previous paragraphs of this Article shall
not prejudice the Holder's obligation to
pay to the Insurance Company the
Refund for Products administered before
the termination hereof, provided that other
conditions for paying the Refund
according to this Agreement have been
fulfilled.

Article XI.
Authorisation of the Parties

The Parties have proven their

personality by the following means:

a) the Insurance Company by a valid extract
from the Commercial Register kept by
Méstsky soud v Praze, sp. zn. A 7232

b) the Holder by a valid extract from a
foreign Commercial Register kept by
Companies Registration Office;

c) the following person(s) is (are) authorised
to act on behalf of the Insurance
Company with regard to the performance
of this Agreement

d) the following persons are authorised to
act on behalf of the Holder with regard to
the performance of this Agreement: ....
These data shall be redacted in the
electronic version of this Agreement prior
to its publication in the contract register.

legal

Article XILI.

2. Smluvni strany jsou opravnény tuto
Smlouvu ukonéit, a to na zakladé
oboustranné dohody o ukonéeni této
Smlouvy.

3. Smluvni strany se dohodly, ze podminky
této Smlouvy se aplikuji na jejich vztah jiz
od 1. kvétna 2020, prava a povinnosti
smluvnich stran, které mély byt jiz plnény
pfed ucinnosti této Smlouvy, budou
splnény co nejdfive bude mozné po jeji
ucinnosti.

4. Nebude-li dohodnuto jinak, ukonéenim
této Smlouvy vypovédi &i dohodou dle
predchozich odstavcl tohoto ¢lanku této
Smlouvy neni dotéena povinnost Drzitele
uhradit Pojistovné Zpétnou platbu za ty
Pripravky, kjejichz podani doSlo pred
ukon¢enim této Smlouvy, jsou-li spinény
ostatni podminky pro poskytnuti Zpétné
platby dle této Smilouvy.

Clanek XI.
Zmocnéni smluvnich stran

Smluvni strany prokazaly svoji pravni

subjektivitu takto:

a) Pojistovna platnym vypisem
z obchodniho rejstfiku  vedeného u

Méstského soudu v Praze, sp. zn. A 7232
b) Drzitel platnym vypisem ze zahrani¢niho
obchodniho rejstiiku vedeném
Companies Registration Office;
c) Za Pqjistovnu je/jsou zmocnéni k jednani
ve veci plnéni této Smlouvy:

d) Za Drzitele je zmocnén k jednani ve véci
plnéni této Smlouvy: .... Tyto udaje budou
jako osobni udaje odstranény
z elektronického obrazu této Smlouvy
pred jeho uvefejnénim v registru smiuv.

Clanek XiII.



Final Provisions

Zavérecna ustanoveni

. The legal relationships between the 1. Pravni vztahy mezi smluvnimi stranami

Parties are governed by the Czech law;
matters not regulated by this Agreement
or the legal regulations on public health
insurance and provision of healthcare
services shall be governed by the Civil
Code and other applicable legal
regulations of the Czech Repubilic.

. This Agreement may be amended or
supplemented only by a written
amendment agreed upon by both Parties
and executed by the authorised
representatives of both Parties. A change
of the identification of the Holder, a
change of the registered office, account
number of a Party, change in e-mail
addresses specified herein or a change in
the authorised persons specified herein
are exempted from the above and require
a mere notification of the respective new
fact to the other Party.

. The Parties agree to exert all reasonable
efforts to resolve any disputes which may
arise from this Agreement or in relation to
this Agreement amicably. Should the
dispute not be resolved amicably, it shall
be resolved by the common courts of the
Czech Republic having jurisdiction over
the subject matter.

. This Agreement constitutes the entire
agreement on its subject matter and
contains all the arrangements that the
Parties had to, and intended to, make in
the Agreement and which they consider
important. Simultaneously, the Parties
represent that they have informed each
other of all information they consider
important and material for entering into
this Agreement.

. The Parties do not wish that any rights
and obligations of the Parties be inferred
beyond the scope of the explicit
provisions hereof from any current or
future practice established between the
Parties or customs used either in general
or in the given trade in respect of the

se fidi éeskym pravnim fadem, ve vécech
neupravenych touto Smlouvou ani
pravnimi pfedpisy upravujicimi vefejné
zdravotni  pojisténi  a  poskytovani
zdravotnich sluzeb se fidi ob&anskym
zakonikem a dal8imi pfislusnymi pravnimi
predpisy Ceské republiky.

. Tato Smlouva mize byt zménéna nebo

doplhovana pouze formou pisemného
smluvniho  dodatku  odsouhlaseného
obéma smluvnimi stranami a
podepsaného opravnénymi zastupci obou
smluvnich stran. Vyjimku tvofi pfipadna
zmeéna identifikace Drzitele, zména sidla,
Cisla uc€tu smluvni strany, e-mailovych
adres vtéto Smlouvé uvedenych Ci
zména vitéto Smlouvé uvedenych
zmocnénych osob; u takovych zmén
postacuje oznameni novych skuteCnosti
druhé smluvni strané.

. Smluvni strany se zavazuji, Ze vynaloZzi

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

. Tato Smlouva obsahuje uplné ujednani o

pfedmétu této Smlouvy a vSech
naleZitostech, které smluvni strany mély a
chtély v této Smlouvé ujednat, a které
povazuji za dulezité. Sou€asné smluvni
strany prohlaSuji, ze si navzajem sdélily
vSechny informace, které povazuji za
dilezité a podstatné pro uzavieni této
Smlouvy.

. Smluvni strany si nepfeji, aby nad ramec

vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich
stran dovozovany z dosavadni &i budouci
praxe zavedené mezi smluvnimi stranami
Ci zvyklosti zachovavanych obecné Ci v
odvétvi tykajicim se pfedmétu plnéni této



subject of performance of this Agreement
unless the Agreement explicitly stipulates
otherwise. If, during the term hereof, any
of the Parties waives or fails to exercise
any of its rights following from this
Agreement, such waiver or failure to
exercise shall be applied solely to the
relevant case and shall not be regarded
as a waiver of the same right in the future.
. This Agreement has been drawn up in 4
(four) counterparts in Czech and English
version. Each of the Parties shall obtain 2
(two) counterparts of Czech and English
version of this Agreement. In case of
discrepancy between the Czech and
English language version, the Czech
version prevails.

. All the annexes to this Agreement form its
integral parts.

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

Annex 1 — Business Secrets

For the Insurance Company/Za pojistovnu:

In/V Prague, Praze on/dne .....................

Ing. Radovan Koufil
Generalni feditel
Oborova zdravotni pojisStovna

zaméstnanct bank, pojistoven a
stavebnictvi

ANNEX 1 TO THE AGREEMENT

Related to Reimbursement for the Following

Medicinal Product:

. Tato Smlouva

Smlouvy, ledaze je vtéto Smlouvé
vyslovné sjednano jinak. Pokud se za
trvani této Smlouvy kterakoliv strana vzda
svého prava z ni vyplyvajiciho nebo jej
nevykona, bude takové vzdani se nebo
jeho nevykonani aplikovano pouze na ten
konkrétni pfipad, pro ktery bylo u¢inéno a
nebude nahlizeno jako vzdani se téhoz
prava v budoucnu.

je vyhotovena ve 4
(Ctyfech) stejnopisech v Ceské a anglické
jazykové verzi. Kazda ze smluvnich stran
obdrzi po 2 (dvou) stejnopisech Ceské a
anglické verze této Smlouvy. V pfipadé
rozpor0 mezi Ceskou a anglickou
jazykovou verzi ma pfednost ¢&eska
jazykova verze.

. Nedilnou soucast této Smlouvy tvori

vSechny jeji pfilohy.

. Smluvni strany si pfed podpisem tuto

Smlouvu fadné precCetly a svUj souhlas
s obsahem jednotlivych ustanoveni této
Smlouvy stvrzuji svym podpisem.

Seznam pfiloh Smiouvy:
Pfiloha €. 1 — obchodni tajemstvi

For the Holder/Za Drzitele:

Kirsten Broeckers
Director/Reditel
Novartis Gene Therapies EU Limited

Mayank Jain
Director/Reditel
Novartis Gene Therapies EU Limited

PRILOHA C. 1 SMLOUVY
o limitaci nakladu spojenych s hrazenim
|éCivého pfipravku
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For the Insurance Company/Za PojiStovnu:

For the Holder/Za Drzitele:

In/V Prague, Praze on/dne .....................

Ing. Radovan Koufil

Kirsten Broeckers

Generalni reditel

Director/reditel

Oborova zdravotni pojisStovna
zaméstnancu bank, pojistoven a
stavebnictvi

Novartis Gene Therapies EU Limited

Mayank Jain

Director/feditel

Novartis Gene Therapies EU Limited




