SMLOUVA O LIMITACI
NAKLADU

spojenych s hrazenim lécivého pripravku

(dale jen ,,Smlouva“)
uzaviend podle § 1746 odst. 2, zakona ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpisl (déle jen
,obcansky zakonik”)

Pojistovna: Ceska prGmyslova zdravotni
pojistovna

Sidlo: Jeremenkova 161/11, 703 00 Ostrava —
Vitkovice

ICO: 47672234

DIC: neni platcem DPH

Zapsand ve verejném rejstiiku vedeném
Krajskym soudem v Ostraveé, sp. zn. AXIV 545
Zastoupena: Ing. Vladimir Matta, generdlni
feditel

Bankovni spojeni: _
¢islo uctu: || GGG

(dale jen ,,Pojistovna“)

Drzitel: Santen Oy
Sidlo: Niittyhaankatu 20, 33720 Tampere

Registracni Cislo: 1077705-9
Zapsany ve verejném rejstiiku vedeném
Patentti-ja Rekisterihallitus

Zastoupeny: _

Bankovni spojeni: _

Cislo uctu: ||| GGG

(dale jen ,Drizitel”)

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

COST CAP AGREEMENT

Relating to the Reimbursement of the
Cost of a Medicinal Product

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

Insurance company: Ceska primyslova
zdravotni pojistovna

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

Id. No.: 47672234

Tax Id. No.:

Registered in the public register kept by:
Krajskym soudem v Ostraveé, sp. zn. AXIV 545
Represented by: Ing. Vladimir Matta,

director

Bank details: _
Account No.: _

(hereinafter the “Insurance Company”)

and

Marketing Authorization Holder: Santen Oy
Registered office: Niittyhaankatu 20, 33720
Tampere

Registration number: 1077705-9

Registered in the public register maintained by
Patentti-ja Rekisterihallitus

Represented by: _

Bank details: _

Account number:

(Hereinafter referred to as the “Marketing
Authorization Holder”)

(The Insurance Company and the Marketing
Authorization Holder shall be hereinafter
referred to jointly as “Parties” or individually as
“Party”)




PREAMBULE

Smluvni strany uzaviraji tuto Smlouvu v
souladu se zdkonem ¢&. 48/1997 Sh., o
verejném zdravotnim pojisténi a o zméné a
doplnéni nékterych souvisejicich zakond, ve
znéni pozdéjsich predpist (dale jen ,zakon o
verejném zdravotnim pojisténi“) a dalSimi
souvisejicimi pravnimi predpisy.

Drzitel ma zdjem uvadét na trh v Ceské
republice |éCivy ptipravek specifikovany v
Pfiloze ¢. 1 této Smlouvy (dale jen
,Pripravek”).

Drzitel ma v ramci zajisténi kvality a

dostupnosti  zdravotni péce, fungovani
systému zdravotnictvi a jeho stability v ramci
financnich mozZnosti systému verejného
zdravotniho pojisténi zajem poskytnout
Pojistovné garanci limitace nakladd na lécbu
Pripravkem podle této Smlouvy tak, aby
touto cestou byly limitovany naklady
zdravotniho pojisténi na terapii Pripravkem v

Ceské republice.

Pojistovna ma za danych okolnosti zdjem
ziskat garanci limitace nakladd zdravotniho
pojisténi na lécbu Pfipravkem podle odst. 2
Preambule.

Pojistovna prohlasuje, ze je v souladu s
plathnym pravem opravnéna pfijmout od
Drzitele finan¢ni prostfedky predstavujici
nakladd na lécbu

zajisténi  limitace

Pripravkem podle této Smlouvy do

zékladniho fondu Pojistovny.

PREAMBLE

The Parties enter into this Agreement in
accordance with Act No. 48/1997 Coll. on
Public Health Insurance and on Amendment
to Certain Related Acts, as in effect
(hereinafter referred to as the “Public Health
Insurance Act”), and other related laws and
regulations.

The Marketing Authorization Holder s
interested in placing on the Czech market the
Medicinal Product specified in Enclosure 1 to
this Agreement (hereinafter referred to as
the “Medicinal Product”).

As part of ensuring the quality and
accessibility of healthcare, the operation of
the healthcare system, and the stability
thereof within the limits of financial
resources available to the public health
insurance

scheme, the Marketing

Authorization Holder is interested in
providing the Insurance Company with a cost
cap guarantee relating to treatment using the
Medicinal  Product

Agreement, so as to limit costs paid from the

pursuant to this

health insurance scheme for treatment using
the Medicinal Product in the Czech Republic.
Under the given circumstances, the Insurance
Company is interested in obtaining a cost cap
guarantee relating to health insurance costs
incurred in treatment using the Medicinal
Product pursuant to Paragraph 2 of the
Preamble.

The Insurance Company declares to have the
right, in accordance with laws and regulations
in effect, to accept from the Marketing
Authorization Holder financial resources
representing a cost cap guarantee relating to
the cost of treatment using the Medicinal
Product in accordance with this Agreement,
where the financial resources shall be added
to the basic fund of the Insurance Company.




Clanek I.

Ucel Smlouvy a definice pojm{i

Ucelem této Smlouvy je ve vefejném zajmu,
vsouladu s § 17 odst. 2 zakona o vefejném
zdravotnim pojisténi, dosahnout uspory
nakladl Pojistovny na Pfipravek formou

limitace nakladd zdravotniho pojisténi.

U&elem této Smlouvy neni jakkoliv zasahovat
do procesu stanoveni maximalni ceny a/nebo
vySe apodminek Uhrady Pfipravku, ani
jakymkoli zplsobem zasahovat ¢i ovliviiovat
preskripcni chovani lékard, které bude i
naddle vsouladu spodminkami spravné
klinické praxe a nebude pfimo ani nepfimo
jakkoli ovlivnéno touto Smlouvou a/nebo

Pojistovnou.

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 priimyslové zdravotni pojistovna,

zdravotni pojistovna

bank,

stavebnictvi, Zaméstnanecka pojistovna

Oborova
zaméstnancl pojistoven a
Skoda, Zdravotni pojistovna ministerstva
vnitra Ceské republiky, RBP, zdravotni
pojistovna;

Article I.

Purpose of the Agreement and Definitions

1. The purpose of this Agreement is to achieve,

in public interest in accordance with Section
17, Paragraph 2 of the Public Health
Insurance Act, savings of costs incurred by
the Insurance Company in relation to the
Medicinal Product by means of placing caps
on health insurance costs.

The purpose of this Agreement is neither to
intervene in any way whatsoever in the
process of setting the maximum price and/or
the amount and conditions of reimbursement
for the Medicinal Product, nor to intervene in
any way whatsoever or to influence
prescription practices of physicians, which
shall remain to be subject to the
requirements for good clinical practice and
shall not be directly or indirectly affected in
any way whatsoever by this Agreement
and/or by the Insurance Company.

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

- Association of Health Insurance
Companies of the Czech Republic
(hereinafter also referred to as “AHIC
CR”) shall mean an association of the
following health insurance companies:
Vojenska zdravotni pojistovna Ceské
republiky (Military Health Insurance
Company of the Czech Republic), Ceska
primyslova zdravotni pojistovna (Health
Insurance Company of the Czech
Industry), Oborova zdravotni pojistovna
bank,

stavebnictvi (Health Insurance Company

zaméstnancl pojistoven  a
of Bank, Insurance, and Construction

Sector Employees), Zaméstnanecka

pojistovna Skoda (Skoda Staff Insurance
pojistovna

Company), Zdravotni

ministerstva vnitra Ceské republiky

(Health insurance Company of the




SUKL Statni Gstav pro kontrolu lé¢iv;

Pripravkem |écCivy ptipravek uvedeny
v Pfiloze ¢. 1 této Smlouvy uhrazeny
Poskytovateli pod kédem SUKL;

Pojisténcem osoba dle zakona o
verejném zdravotnim pojisténi
registrovand u Pojistovny ke dni
poskytnuti zdravotni sluzby;
Poskytovatelem poskytovatel
zdravotnich sluzeb, ktery mda vden
poskytnuti zdravotni sluzby zahrnuijici
pouziti Prfipravku uzavienou platnou
smlouvu o poskytovani a Uhradé
zdravotnich  sluzeb s  Pojistovnou
(smlouvu o poskytovani a Uhradé
zdravotni péce) zahrnujici hrazeni
Pripravku;

Drzitelem drzitel rozhodnuti o registraci
Ptipravku ve smyslu zakona ¢. 378/2007
Sb., o léc¢ivech a o zménach nékterych
souvisejicich zakonl (dale jen ,,zékon o
|éCivech”), ve znéni pozdéjsich predpisd,
nebo zastupce Drzitele;

Zpétnou platbou castka urcena touto
Smlouvou, kterou je Pojistovna
opravnéna pfijmout do zakladniho
fondu Pojistovny;

Uhradou skute¢né uplatnéna udhrada
PFipravku uhrazend Poskytovateli
Pojistovnou v souladu s pravnimi
predpisy vcenach pro konecného

Ministry of |Interior of the Czech
Republic), RBP, zdravotni pojistovna
(RBP, Health Insurance Company);

SUKL shall mean the State Institute for
Drug Control;

Medicinal Product shall mean the
medicinal product specified in Enclosure
1 to this Agreement, reimbursed to the
Provider under a SUKL Code;

Insured Person shall mean a person
registered with the Insurance Company
as at the day on which medical care is
provided in accordance with the Public
Health Insurance Act;

Provider shall mean a provider of health
services that has, as at the day on which
a health service is provided, which
includes the use of the Medicinal
Product, a valid agreement on the
reimbursement of health services with
the Insurance Company (agreement on
provision and reimbursement of health
care), which includes the
reimbursement of the cost of the
Medicinal Product;

Marketing Authorization Holder shall
mean the holder of the marketing
authorization for the Medicinal Product
within the meaning of Act No. 378/2007
Coll., on Pharmaceuticals and on
Amendments to Certain Related Acts
(hereinafter referred to as the “Act on
Pharmaceuticals”), as in effect, or a
representative of the Marketing
Authorization Holder;

Reverse Payment shall mean a sum
specified in this Agreement, which the
Insurance Company has the right to
accept as a payment to the Insurance
Company’s basic fund;

Reimbursement  shall mean a
reimbursement for the Medicinal
Product actually claimed by the Provider
and paid to the Provider by the




spotrebitele (v€etné obchodni prirazky a
DPH), vypoctena dle platnych pravnich
predpisq;

Uhrady
Pfipravku uréeny Prilohou ¢. 1 ktéto

- Slevou procentni podil z

Smlouvé;

Clanek II.

Pfredmét Smlouvy

Predmétem 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 naklad( vynaloZenych na Pfipravek z
verejného zdravotniho pojisténi. Drzitel
pfitom bere na védomi, Ze Pojistovna nemuze
zvefejného zdravotniho pojisténi hradit
zdravotni sluzby nad rdmec podminek

stanovenych pravnim fadem Ceské republiky.

Clanek III.

Prava a povinnosti smluvnich stran

. Pojistovna se zavazuje ucinit takova opatreni,
aby uhradila z vefejného zdravotniho
pojisténi Poskytovateli v souladu se zdkonem
o verejném zdravotnim pojisténi a v souladu
se smlouvou s Poskytovatelem Pfipravek,
ktery byl  Poskytovatelem  poskytnut
Pojisténclim pfi poskytnuti zdravotni sluzby v

ramci Ceské republiky.

Insurance Company in accordance with
laws and regulations pertaining to prices
charged to ultimate consumers
(including sales margin and VAT),
calculated in accordance with laws and

regulations in effect;

- Discount shall mean the percentage of
Reimbursement for the Medicinal
Product specified in Enclosure 1 to this

Agreement.

Article II.
Subject Matter

The subject matter of this Agreement is the
commitment of the Marketing Authorization
Holder to provide a Reverse Payment to the
Insurance Company, provided that the terms
and conditions laid down under this
Agreement are met, in the amount and
within the time limit specified in this
Agreement, where such a Reverse Payment
shall serve for achieving savings of costs
disbursed for the Medicinal Product from the
health insurance

therewith, the
Authorization Holder acknowledges that the

public scheme. In

connection Marketing
Insurance Company is prohibited from using
the public health insurance scheme to pay for
health services over and above the terms and
conditions laid down under the law of the
Czech Repubilic.

Article Ill.
Rights and Duties of the Contract Parties

. The Insurance Company undertakes to adopt

measures so as to reimburse, using the public
health insurance scheme in accordance with
the Public Health Insurance Act and in
accordance with the agreement with the
Provider, the Provider for the Medicinal
Product provided by the Provider to Insured




2. Drzitel poskytne Pojistovné Zpétnou platbu

ve wysSi a v terminu urceném ddle touto
Smlouvou, pokud jsou splnény podminky dle
této Smlouvy pro jeji poskytnuti. Timto
ustanovenim neni dotéeno opravnéni
Drzitele poskytnuti Zpétné platby Pojistovné
odmitnout  pfi

nesplnéni  podminek

uvedenych v této Smlouvé.

. Smluvni strany jsou povinny se vzajemné

neprodlené pisemné informovat o

skute¢nostech, které by podstatnym

zpisobem mohly ovlivnit plnéni této
Smlouvy. Smluvni strany se dohodly, Ze
v pfipadé, kdy dojde ke zméné v registraci
Pripravku, ktera muze mit pfimy vliv na
dohodnutou Zpétnou platbu, zejména jde-li o
zménu ve velikosti baleni, obsahu lécivé latky,
cesty podani, nebo lékové formy Pfipravku,
smluvni strany pisemnym dodatkem tuto
Smlouvu na zakladé dohody pfimérené
upravi. Smluvni strany tuto Smlouvu upravi
pisemnym dodatkem také v ptipadech, kdy
doslo ke zménam, které mohou mit ptimy vliv
na dohodnutou Zpétnou platbu, zejména jde-
li o zménu vdasledku zmény pravnich

predpisa.

. Smluvni strany se zavazuji dUsledné

dodrZovat obecné zavazné pravni predpisy a
zejména  predpisy upravujici verejné
zdravotni pojisténi a zachazeni s léCivymi
pfipravky a smluvni ujednani obsazena v této

Smlouvé.

Persons as part of the provision of health
services in the Czech Republic.

. The Marketing Authorization Holder shall

provide a Reverse Payment to the Insurance
Company in the amount and subject to the
time limit laid down hereinafter in this
Agreement, subject to the fulfiiment of the
terms and conditions laid down under this
Agreement for the payment thereof. The
foregoing shall not prejudice the right of the
Marketing Authorization Holder to refuse to
provide a Reverse Payment to the Insurance
Company in the event that the terms and
conditions laid down under this Agreement
are not fulfilled.

. The Parties shall inform one another in

writing without delay of facts liable to have a
material effect on the performance of this
Agreement. The Parties agree that in case
that a change occurs in the marketing
authorization pertaining to the Medicinal
Product that is liable to directly impact the
agreed Reverse Payment, including without
limitation, a change in packaging size, the
content of active substance, the method of
administration, or the pharmaceutical form
of the Medicinal Product, the Parties shall
amend this Agreement accordingly by means
of an amendment hereto entered into based
on an agreement therebetween. Likewise,
the Parties shall amend this Agreement by
means of a written amendment in cases
where changes occur that have a direct
impact on the agreed Reverse Payment,
particularly changes instigated by
amendments to laws and regulations.

. The Parties undertake to consistently comply

with laws of general application, including,
without limitation, laws and regulations
pertaining to the public health insurance
scheme and the use of medicinal products,
and the contractual provisions contained in




Clanek IV.
Zavazek k poskytnuti Slevy

Drzitel se zavazuje poskytnout Pojistovné
Slevu na kazdé baleni Pfipravku po dobu
uhrazené
data
uvedeného v ¢l. V. odst. 6 této Smlouvy do

platnosti této Smlouvy

Pojistovnou Poskytovateli od
konce ucinnosti této Smlouvy. Slevu jako
procentni podil stanovi Pfiloha ¢. 1 této
Smlouvy. Sleva bude poskytovdana formou
Zpétné platby.

Pro ucely vypoctu Slevy a poskytnuti Zpétné
platby v souladu s Cldnkem II. a Clankem V.

této Smlouvy je urcujici den, kdy byl
Ptipravek Pojistovnou Poskytovateli
uhrazen.

Clanek V.
Zpétna platba

Drzitel se zavazuje poskytnout Pojistovné
Zpétnou platbu vypoctenou podle mnoZstvi
Pojistovnou uhrazeného Pfipravku
Poskytovatellm v prislusném kalendarnim
roce v ramci Ceské republiky dle Clanku IV.

této Smlouvy.

Pojistovna se zavazuje, Ze k zajisténi
pribézného prehledu o nakladech na Iécbu
Drziteli

prostiednictvim SZP CR vidy po uplynuti

PFipravkem poskytne
kalendainiho pololeti ptrehled o celkovych
nakladech na lécbu Pfipravkem, a to za
do 1. 10.
pfislusného kalendarniho roku a za mésice

mésice leden aZz cerven

Cervenec azZ prosinec do 1. 4. nasledujiciho

1. The

2.

this Agreement.

Article IV.

Duty to Provide a Discount

While this Agreement remains in effect, the
Marketing Authorization Holder undertakes
to provide to the Insurance Company a
Discount on
Medicinal Product
Insurance Company to the Provider, starting
in Article V,
Paragraph 6 of this Agreement until the

every packaging of the
reimbursed by the

from the date specified

expiration of this Agreement. The Discount
is specified as a percentage under Enclosure
1 to this Agreement. The Discount shall be
provided in the form of a Reverse Payment.

For purposes of calculating the Discount and
providing Reverse Payment under Article I
the
applicable date is the date the Medicinal

and Article V of this Agreement,

Product is paid by the Insurance Company to
the Provider.

Article V.

Reverse Payment

Holder
Insurance

Marketing  Authorization
undertakes to remit to the
Company a Reverse Payment calculated in
accordance with the quantity of the
Medicinal Product

Insurance Company to Providers in the

reimbursed by the

applicable calendar year in the Czech
Republic in accordance with Article IV. of
this Agreement.

To provide ongoing information on the cost
of treatment using the Medicinal Product,
the
deliver to the Marketing Authorization
Holder, by way of AHIC CR, after the end of
every calendar half year, an overview of the

Insurance Company undertakes to

total cost of treatment using the Medicinal
Product, where an overview for the months




kalendarniho roku, a to na e-mailovou

adresu I a

info_cz@santen.com. Pro vylouceni

pochybnosti se uvadi, Ze do pfehledu nejsou
zahrnuty naklady na Pfipravek, které nebyly
pfiznany Poskytovateli na zakladé revizni
kontroly Pojistovny.

Zpétna platba bude DrZitelem Pojistovné

uhrazena na zakladé Pojistovnou
vystavenych faktur, a to jedenkrat za
kalenddfni rok. Soucasné s fakturou
Pojistovna Drziteli zasle podklady, které
dokladaji uplatfiovanou vysi Zpétné platby.
Pojistovna je povinna postupovat v souladu
s pravnimi predpisy na ochranu osobnich
Gdaju. Faktury vystavené Pojistovnou
budou splatné ve |h(té 30 dn( ode dne

odeslani na e-mailovou adresu

_ ainfo_cz@santen.com.

Pojistovna se zavazuje do 1. 4. nasledujiciho
kalendarniho roku predlozit Drziteli
podklady dle predchazejiciho odstavce a
vysSi Zpétné platby. Tyto informace budou
podkladem pro provedeni fakturace Zpétné
platby. Bez predloZeni uvedenych podkladd
Drziteli nemlZe byt Zpétna platba
provedena, a to ani na zakladé Pojistovnou
vystavené a zaslané faktury. PredloZeni
podkladl dle véty prvni tohoto odstavce
provede Pojistovna odeslanim na e-
mailovou  adresu _ a
info _cz@santen.com.

Drzitel je opravnén pred uplynutim lhaty
splatnosti, ktera c¢ini 30 dni, vratit bez

of January to June shall be delivered by
October 1 of the applicable calendar year,
and an overview for the months of July to
December shall be delivered by April 1 of
the subsequent calendar year, to the e-mail

B

info cz@santen.com. For the avoidance of

address

doubt, it is stipulated that overviews shall
not include the cost of the Medicinal
Product for which the Provider is found
non-eligible based on an inspection
conducted by the Insurance Company.

A Reverse Payment shall be remitted by the
Marketing Authorization Holder to the
Insurance Company based on an invoice
issued by the Insurance Company, once per
calendar year. Together with an invoice, the
Insurance  Company shall send the
Marketing Authorization Holder data
documenting the claimed amount of
Reverse Payment. The Insurance Company
is required to act in accordance with laws
and regulations pertaining to personal data
protection. Invoices issued by the Insurance
Company shall come due within a time limit
of 30 days after being mailed to the e-mail

I and

info cz@santen.com.

address

No later than on April 1 of the subsequent
calendar year, the Insurance Company
undertakes to present to the Marketing
Authorization Holder the data referred to in
the preceding paragraph and the amount of
the Reverse Payment. This data shall serve
as a basis for billing the Reverse Payment.
Without presenting the foregoing data to
the Marketing Authorization Holder, a
Reverse Payment shall not be remitted; an
invoice issued and submitted by the
Insurance Company alone shall not be
sufficient. The Insurance Company shall
present the data referred to in the first
sentence of this paragraph by mailing the

same to the e-mail address _

and info _cz@santen.com.




zaplaceni fakturu, kterd nebude obsahovat
zakonem stanovené naleZitosti nebo bude
obsahovat nespravné udaje nebo bude mit
jiné vady obsahu podle této Smlouvy. Ve
vracené fakture musi Drzitel vyznacit diivod
vraceni. Pojistovna je povinna podle povahy
nespravnosti takovou fakturu opravit nebo
nové vyhotovit. Za predpokladu, Ze se
divod vraceni faktury objektivné ukaze
okamzikem

opodstatnénym, prestane

vraceni faktury béZet plvodni Ih(ta
splatnosti. Vtakovém pripadé pak celd
30denni lh{ta splatnosti bézi znovu ode dne
odeslani opravené nebo nové vyhotovené

faktury elektronicky na e-mailovou adresu

B - o c:@santen.com.

Smluvni strany zaroven timto vzdjemné
pisemné potvrzuji a cini nespornym, Ze
prava a povinnosti vyplyvajici smluvnim
strandm ze smluvniho vztahu ve smyslu
textu této Smlouvy se mezi dotéenymi
smluvnimi stranami realizuji od 1.7.2023.

Smluvni strany se zavazuji, Ze bez
odkladu

kontaktnich adres.

zbytecného ozndmi  zménu

Clanek VI.

Prohlaseni

Drzitel uvadi, Ze informace o cenach,
limitacich a dalSich podminkach, za kterych se
zavazuje dodavat Pripravek pro poskytovani
zdravotni péce na uzemi Ceské republiky,
povaZzuje za informace vyznamné ve smyslu
zakonné definice obchodniho tajemstvi (§
504 zakona ¢. 89/2012 Sb., obdansky
zakonik), nebot vSeobecny pristup k témto

Prior to the due date, which shall come after
a time limit of 30 days, the Marketing
Authorization Holder shall have the right to
return an invoice without payment, if the
invoice does not conform to Ilegal
requirements, contains incorrect
information, or exhibits another defect in
content pursuant to this Agreement. The
Holder shall

specify the reason for returning an invoice

Marketing Authorization

on the invoice. Depending on the nature of
the defect, the Insurance Company shall
either correct the returned invoice or issue
a new invoice. Provided that the reason for
returning an invoice is proved objectively
substantiated, the original due date shall be
cancelled upon the return of the invoice. In
such a case, a new due date shall apply,
which shall come a full 30 days after the
mailing of a corrected or a newly issued
invoice, electronically to the e-mail address

_ and info_cz@santen.com.

Furthermore, the Parties hereby confirm to

one another in writing and make it
undisputable that the rights and duties
arising in regard to the Parties under the
contractual arrangement established within
the meaning of the text of this Agreement
shall be exercised and discharged between
the Parties starting on 1 July 2023.

If applicable, the Parties undertake to issue
a notice of change of their mailing address
without unnecessary delay.

Article VI.

Declaration

The Marketing Authorization Holder declares
that information on prices, caps, and other
terms and conditions subject to which the

Marketing Authorization Holder undertakes

to supply the Medicinal Product for the

provision of healthcare in the Czech Republic,

is thereby considered information of




informacim m(Ze mit podstatny dopad na
ekonomické vysledky a trzni postaveni ¢lent
koncernu Drzitele v jinych clenskych zemich
Evropské unie (dale jen ,EU“). Drzitel dale
uvadi, Ze zachovani obchodniho tajemstvi
ohledné sjednanych cen je, vkontextu
zahrani¢ni cenové reference a ekonomickych
principl cenotvorby léciv v EU, podminkou
zachovdni dostupnosti a sjednané ceny
Pripravku DrZitele pro poskytovani zdravotni
pée na Uzemi Ceské republiky a napliiuje
tedy verejny zajem (§ 17 odst. 2 zdkona o
verejném zdravotnim pojisténi).

Clanek VII.
Zavazek mlicenlivosti

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 ci
vykonech, at jiz vyslovné oznadené jako
davérné ¢i nikoli, tykajici se obsahu ¢i ucelu
této Smlouvy, jakoz i souvisejici dokumenty,
listiny, dalsi nosi¢e informaci, ¢i pristupova
uzivatelska jména ¢i hesla, at jiz v hmotné,
elektronické ¢i jiné formé (dale jen ,Dlvérné
informace”).

. Smluvni strany se kazda jednotlivé zavazuiji,
Ze po dobu trvani této Smlouvy a po jejim
ukonceni bez omezeni budou zachovavat
mlcenlivost a nesdéli ani nezpfistupni zadné
Davérné informace. Za Davérné informace

importance within the meaning of the legal
definition of trade secret (Section 504 of Act
No. 89/2012 Coll., the Civil Code), considering
that general access to such information is
liable to have a material impact on the
financial performance and market standing of
members of the Marketing Authorization
Holder’s group in other Member States of the
European Union (hereinafter referred to as
the “EU”). Furthermore, the Marketing
Holder
preserving trade secret regarding agreed

Authorization declares that
prices is, in the context of foreign pricing
references and the economic principles of
setting the prices of pharmaceuticals in the
EU, a precondition for maintaining the
availability and the agreed price of the
Marketing Authorization Holder’s Medicinal
Product for the provision of healthcare in the
Czech Republic, and, as such, it therefore
meets the definition of public interest
(Section 17, Paragraph 2 of the Public Health
Insurance Act).

Article VII.
Non-Disclosure Clause

. For the purposes of this Agreement,

confidential information shall mean any
information disclosed by one of the Parties to
the Counterparty or obtained by either of the
Parties on the Counterparty, on its products
or services, irrespective of whether or not
such information is expressly designated as
confidential, on the content or purpose of
this Agreement, on related documents, on
written materials, on data carriers, and on
login names and passwords, whether in
physical, electronic, or another form
(hereinafter referred to as the “Confidential
Information”).

. While this Agreement remains in effect and

after the expiration hereof, subject to no
limitation, each of the Parties individually
undertakes to maintain confidentiality and




budou také povazovana veskera ujednani o
cené Ptipravku pro Pojistovnu a Slevé, na
ktera se nevztahuje vyjimka dle § 39f odst. 11
ve spojeni sodst. 12 zdkona o verejném
zdravotnim pojisténi. Kazda smluvni strana
zajisti, aby jeji zaméstnanci, zastupci a jiné
osoby, kterym v pribéhu plnéni této Smlouvy
sdéli Duvérné informace, s DUvérnymi
informacemi

nakladali vySe uvedenym

zpUsobem.

. Drzitel povaZuje za obchodni tajemstvi ve
smyslu § 504 obcanského zakoniku a ve
smyslu § 9 zadkona ¢. 106/1999 Sh., o
svobodném pfistupu k informacim, ve znéni
pozdéjsich predpisli, specifikaci Pfipravku
véetné kédu SUKL, dopliiku ndzvu a vysi a
zpUsob urceni Slevy, vSe specifikované
Ptilohou €. 1 této Smlouvy, a dale €l. X odst.
1. Skute¢nosti oznacené takto za obchodni
tajemstvi, jakozZ i informace tykajici se obsahu
¢i ucelu této Smlouvy, které nelze poskytnout
pfi postupu podle predpist upravujicich
svobodny pfistup k informacim, mohou byt
uverejnény jen s predchozim pisemnym
souhlasem Drzitele, nebo na zakladé

pravomocného  rozhodnuti  soudu (i
spravniho orgdnu, jimz bude stanoveno, Ze
skutecnosti oznacené Drzitelem za obchodni
tajemstvi nenaplnuji definici ve smyslu § 504
obclanského zdkoniku. Smluvni strany
souhlasi, 7e pokud tato Smlouva bude
obsahovat pfislusné znecitelnéné cCasti
(obchodni tajemstvi, informace tykajici se
obsahu ¢i Ucelu této Smlouvy, které nelze
poskytnout pfi postupu podle predpisl
upravujicich svobodny pfistup k informacim),
mlZe byt uverejnéna v souladu s platnymi

pravnimi predpisy.

. The  Marketing

refrain from disclosing or making available
any Confidential Information whatsoever.
Furthermore, considered Confidential
Information shall be any and all agreements
on the price of the Medicinal Product for the
Insurance Company and Discounts, which are
not subject to the exception laid down in
Section 39f, Paragraph 11 in conjunction with
Paragraph 12 of the Public Health Insurance
Act. Each of the Parties shall ensure that its
employees, representatives, and other
persons to whom Confidential Information is
disclosed during the performance of this
Agreement, handle Confidential Information

in the aforestated manner.

Holder
considers the specification of the Medicinal
Product, including the SUKL Code, the
addendum to the name, and the amount and

Authorization

method of calculating the Discount, all of
which is laid down in Enclosure 1 to this
Agreement, as well as Article X, Paragraph 1
to constitute trade secret within the meaning
of Section 504 of the Civil Code and within
the meaning of Section 9 of Act No. 106/1999
Coll.,, on Free Access to Information, as in
effect. Facts thus designated as trade secret
as well as information pertaining to the
content or purpose of this Agreement, which
may not be disclosed by applying the
procedure laid down under laws pertaining to
the freedom of access to information, may be
made public only with the prior written
consent of the Marketing Authorization
Holder, or based on an enforceable ruling of
a court or an administrative authority
stipulating that facts designated by the
Marketing Authorization Holder as trade
secret do not meet the definition laid down in
Section 504 of the Civil Code. The Parties
agree that insofar as the relevant section of
this Agreement are blacked out (trade secret,
information on the content or purpose of this
Agreement that may not be disclosed by




4. Smluvni strany jsou si plné védomy zakonné
povinnosti uverejnit tuto Smlouvu dle zdkona
¢.340/2015 Sb.,, o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiovani téchto
smluv a o registru smluv, ve znéni pozdéjsich
predpist (dale jen ,,zakon o registru smluv"), a to
véetné vsech pripadnych dohod, kterymi se tato
Smlouva doplfiuje, méni, nahrazuje nebo rusi.
Uverejnénim Smlouvy dle tohoto c¢lanku se
rozumi vliozeni elektronického obrazu textového
obsahu této Smlouvy v otevieném a strojové
Citelném formatu a rovnéZz metadat podle § 5
odst. 5 zakona o registru smluv do registru
smluv.

5. Drzitel se zaroven 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
(zejména obchodni tajemstvi), spolecné s
pozadovanou strukturou a
rozsahem povinnych metadat po znecitelnéni
udajll, které maiji byt vylouceny z uverejnéni,
a to nejpozdéji vden, kdy Drzitel tuto

Smlouvu podepise.

. Pojistovna se zavazuje zabezpecit uverejnéni
této Smlouvy vregistru smluv v rozsahu
modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dalsi Udaje, které
maji byt ze zverejnéni vylouéeny, nejpozdéji
do 14 dn(ll ode dne uzavreni této Smlouvy.

. Pojistovna se dale zavazuje predat Drziteli
potvrzeni spravce registru smluv ve smyslu §

applying the procedure laid down under laws
regulating freedom of access to information),
the Agreement may be made public in
accordance withlaws and regulations in
effect.

. The Parties are fully aware of the legal duty

to disclose this Agreement in accordance
with Act No. 340/2015 Coll. on Special
Conditions for the Force of Certain
Agreements and the Disclosure of Such
Agreements in the Agreement Register
(hereinafter referred to as the “Agreement
Register Act”), including, where applicable,
arrangements that supplement, amend,
replace, or terminate this Agreement. The
disclosure of this Agreement in accordance
with this article shall mean the entry into the
Agreement Register of an electronic image of
the text of this Agreement in an open,
machine-readable format as well as the
metadata referred to in Section 5, Paragraph
5 of the Agreement Register Act.

Furthermore, the Marketing Authorization
Holder undertakes to send by e-mail to the
Insurance Company the text of the content of
this Agreement in a format compliant with
the disclosure requirements pursuant to the
Agreement Register Act, in a form intended
for disclosure with blacked out information
(trade secret in particular) together with the
required structure and scope of mandatory
metadata after data that are to be excluded
from disclosure are blacked out, where the
foregoing shall be completed no later than on
the day on which this Agreement is signed by
the Marketing Authorization Holder.

. The Insurance Company undertakes to

arrange the disclosure of this Agreement in
the Agreement Register, to an extent
modified in consideration of trade secret
pursuant to this Agreement, including other
data that are to be excluded from disclosure,
no later than 14 days after the entry into this
Agreement.




5 odst. 4 zdkona o registru smluv, paklize
Drzitel nebude vyrozumén pfimo spravcem
registru smluv na zdkladé zadani automatické
notifikace uverejnéni DrZitele pfi odeslani
této Smlouvy k uverejnéni.

. Drzitel se zavazuje v pfipadé nesplnéni
povinnosti Pojistovnou dle odstavce 6 tohoto
¢lanku pristoupit k uverejnéni této Smlouvy
v registru smluv vrozsahu modifikovaném
s ohledem na Duavérné informace dle této
Smlouvy a dalsi udaje, které maji byt z
uverejnéni  vylouceny, tak, aby byla
zachovana |hlta dle § 5 odst. 2 zakona o
registru smluv. V takovém pfipadé se pak
Drzitel

Pojistovné potvrzeni spravce registru smluv

zavazuje  neprodlené  predat
ve smyslu § 5 odst. 4 zakona o registru smluv,
paklize Pojistovna nebude vyrozuména ptfimo
spravcem registru smluv na zdkladé zadani
automatické notifikace uverejnéni Pojistovné
pfi odeslani této Smlouvy k uvetejnéni.

bezodkladng,

nejpozdéji vsak do 3 pracovnich dnl od

. Drzitel se dale zavazuje
obdrZeni notifikace spravce registru o
uverejnéni této Smlouvy, provést kontrolu
fadného uverejnéni a v pfipadé zjisténi
nesouladu Pojistovnu ihned informovat.
Obdobné je povinna postupovat i Pojistovna,
pokud dojde kuverejnéni této Smlouvy
Drzitelem.

7. Furthermore, the

Insurance Company
undertakes to deliver to the Marketing
Authorization Holder a certificate issued by
the administrator of the Agreement Register
within the meaning of Section 5, Paragraph 4
of the Agreement Register Act, unless the
Marketing Authorization Holder is notified by
the administrator of the Agreement Register
directly by means of an automated notice of
disclosure sent to the Marketing
Authorization Holder upon the submission of

this Agreement for disclosure.

. In the event the Insurance Company fails to

comply with the duty laid down in Paragraph
6 of this article, the Marketing Authorization
Holder undertakes to arrange the disclosure
of this Agreement in the Agreement Register,
to an extent modified in consideration of
Confidential Information secret pursuant to
this Agreement, including other data that are
to be excluded from disclosure, so that the
time limit laid down in Section 5, Paragraph 2
of the Agreement Register Act shall be
complied with. In such a case, the Marketing
Authorization Holder shall deliver to the
Insurance  Company without delay a
certificate issued by the administrator of the
Agreement Register within the meaning of
Section 5, Paragraph 4 of the Agreement
Register Act, unless the Insurance Company is
notified by the administrator of the
Agreement Register directly by means of an
automated notice of disclosure sent to the
Insurance Company upon the submission of
this Agreement for disclosure.

. Furthermore, the Marketing Authorization

Holder undertakes to verify the proper
disclosure hereof, without unnecessary
delay, but no later than within three working
days after receiving a notice of disclosure of
this Agreement from the administrator of the
Agreement Register, and, in case that a
ascertained,

discrepancy is  thereby

immediately notify the Insurance Company.




10. Jestlize bude kterdkoliv strana povinna

poskytnout podle platného prdva tuto
Smlouvu nebo Dlvérné informace treti
osobé, véetné organl verejné moci, nebo je
zvefejnit zpUsobem umozZnujicim dalkovy
pfistup, pfedem pisemné informuje druhou
smluvni stranu a takové poskytnuti informaci
se nebude pokladat za poruseni této
Smlouvy.

11. V pfipadé, Ze jedna ze smluvnich stran

prokazatelné porusi povinnosti stanovené
vtomto clanku, je druha smluvni strana
Smlouvu

opravnéna tuto jednostranné

pisemné vypovédét. Ucinky vypovédi
nastavaji dnem jejiho doruceni porusujici
smluvni strané. Dnem doruceni vypovédi je
den prevzeti druhou smluvni stranou a v
pfipadé, Ze si druha smluvni strana zasilku
neprevezme ¢i odmitne prevzit, je zasilka
povaZovéana za dorucenou tfetim dnem ode

dne jejiho odeslani.

Clanek VIIL.
Kontrola
Na zakladé pisemné zadosti Pojistovny,

odeslané na elektronickou adresu Drzitele:

E -

umozni Drzitel v terminu dohodnutém mezi

info cz@santen.com,

smluvnimi stranami, nejpozdéji vsak do 10
pracovnich dni ndsledujicich po odeslani
pisemné Zadosti Pojistovny, nahlédnout
v pracovni dobé povéfenym pracovnikiim
Pojistovny do dokladd, které se vztahuji k
plnéni predmétu této Smlouvy. Témito
doklady se pro ucely této Smlouvy rozumi

The Insurance Company shall proceed in a
mutatis mutandis manner in case that the
disclosure of this Agreement is carried out by
the Marketing Authorization Holder.

10. If either of the Parties is required under laws

in effect to disclose this Agreement or
Confidential Information to a third party,
including public authorities, or to make it
public in a manner allowing remote access,
the Party shall inform the Counterpart in
writing in advance, whereupon such a
disclosure of information shall not be
considered a violation of this Agreement.

11. In case that either of the Parties provably

violates the duties laid down in this article,
the Counterparty shall have the right to
unilaterally terminate this Agreement.
Termination shall take effect on the day of
the delivery of a notice of termination to the
Party having committed a violation hereof.
The day of delivery of a notice of termination
shall be the day of the receipt thereof by the
Counterparty; in case that the Counterparty
fails or refuses to accept a notice of
termination, the notice of termination shall
be deemed delivered on the third day after

the day on which it is mailed.

Article VIII.
Inspection

Based on the Insurance Company’s written
request sent to the Marketing Authorization

Holder’s by electronic mail at _

and info cz@santen.com, the Marketing

Authorization Holder shall allow authorized
representatives of the Insurance Company to
inspect documents pertaining to the
performance of this Agreement, at a time
agreed between the Parties, where such an
inspection shall take place no later than 10
working days after the mailing of the

Insurance Company’s request to that effect.




faktury a dodaci listy prokazujici uctované
ceny za Pfipravek na trhu v Ceské republice.

Clanek IX.

Sankcni ujednani

1. Smluvni strany se dohodly, Ze pokud:

a. Drzitel na zakladé pisemné Zzadosti
Pojistovny dle predchoziho ¢lanku
neumozni  nahlédnout  povérenym

pracovnikiim Pojistovny do dokladd,
které se vztahuji k plnéni predmétu této
Smlouvy, pficemz témito doklady se pro
ucely této Smlouvy rozumi faktury a
dodaci listy prokazujici uctované ceny za

Pripravek v Ceské  republice, je
Pojistovna opravnéna pozadovat
zaplaceni smluvni pokuty ve vysi

50 000 K¢ (slovy: padesat tisic korun
a to za kaidé jednotlivé
Narok
Pojistovny na tuto smluvni pokutu vznika

ceskych),

poruseni takové povinnosti.

prvnim dnem prodleni Drzitele se
splnénim vyse uvedené povinnosti;

b. Drizitel porusi ustanoveni Clanku Ill. odst.
2 této Smlouvy a nenastalo-li nahlaseni
podle odst. 3 téhoz ¢lanku, je Pojistovna
oprdvnéna pozadovat zaplaceni smluvni
pokuty 5000 K¢ (slovy: pét tisic korun
ceskych), a to za kazdy den prodleni.

2. Za zavazku mlcenlivosti,

stanoveného v této Smlouvé vyse, je smluvni

poruseni

For the purposes of this Agreement, the
aforementioned documents shall include
invoices and bills of delivery demonstrating
prices billed for the Medicinal Product on the
Czech market.

Article IX.

Penalties
1. The Parties agree as follows:

a. If, based on the Insurance Company’s

written request made pursuant to the
the
fails to

article,
Holder
representatives  of

preceding Marketing
allow
the

Insurance Company to inspect documents

Authorization
authorized

pertaining to the performance of this
Agreement, where for the purposes of
this the
documents shall include invoices and bills

Agreement aforementioned

of delivery demonstrating prices billed for
the Medicinal
market, the Insurance Company shall

Product on the Czech

have the right to levy a contractual
penalty in the amount of CZK 50,000 (in
words: fifty thousand Czech crowns) for
the
aforestated duty. The Insurance Company

every individual violation of
shall become entitled to the foregoing
contractual penalty starting on the first
day of the Marketing Authorization
Holder’s default on the discharge of the
aforestated duty.

b. If the Marketing Authorization Holder
violates Article Ill., Paragraph 2 of this
Agreement and a notice is not submitted
in accordance with Article Ill.,, Paragraph
3, the Insurance Company shall have the
right to levy a contractual penalty in the
amount of CZK 5,000 (in words: five
thousand Czech crowns) for every day
such default lasts.

2. For violating the non-disclosure requirement
laid down hereinabove, the violating Party
shall pay the Counterparty a contractual




strana, kterd zavazek porusila, povinna
zaplatit druhé smluvni strané v kazdém
jednotlivém pfipadé smluvni pokutu ve vysi
50 000 K¢

Ceskych). Kazdym jednotlivym pfipadem se

(slovy: padesat tisic korun
mysli jedno poskytnuti Udajd, nikoli kazdy

poskytnuty Udaj, ujednani ¢i skutec¢nost.

. Uplatnénim smluvni pokuty neni dotceno
pravo smluvnich stran na vydani plnéni z
bezdlivodného obohaceni a nahradu skody
vzniklé v dlsledku poruseni ustanoveni této
Smlouvy.

Clanek X.

Doba trvani Smlouvy, zplisoby a divody
ukonéeni Smlouvy

. Tato Smlouva se uzavira na dobu urcitou, a to
do 30. 06. 2028. Podminkou ucinnosti této
Smlouvy je, Ze

Smluvni strany se dohodly, Ze tuto Smlouvu
nelze vypovédét po dobu trvani Smlouvy dle
predchozi véty, s vyjimkou situace popsané v
odst. 2 tohoto ¢lanku.

. Smluvni strany se dohodly, Ze tuto Smlouvu
Ize vypovédét kdykoliv po uzavieni jiného
cenového ujednani mezi Pojistovnou a
Drzitelem nebo po vydani Prohlaseni o cené
ze strany Drzitele, pokud toto cenové
ujedndni nebo toto Prohlaseni o cené
Pojistovna vyhodnoti  jako zavazek
substituujici tuto Smlouvu, tedy kompenzujici
naklad

objem vynaloZenych Pojistovny

v souvislosti s terapii Pripravkem

penalty in the amount of CZK 50,000 (in
words: fifty thousand Czech crowns) for every
individual violation. Every individual violation
shall mean one disclosure of information, as
opposed to every disclosed piece of
information, contractual arrangement, or

fact.

. Levying a contractual penalty shall not

prejudice the right of the Parties to claim the

supply
enrichment and compensation for damage

release of constituting  unjust

incurred as a result of a violation of this
Agreement.

Article X.

Agreement Term, Agreement Termination
Methods and Reasons

1. This Agreement is entered into for a fixed

term, until 30 June 2028. The entry into force
of this Agreement is
|

The Parties agree that this Agreement may
not be terminated while this Agreement
remains in effect in accordance with the
preceding sentence, with the exception of

the situation referred in Paragraph 2 of this
article.

. The Parties agree that this Agreement may be

terminated at any time after another pricing
arrangement is entered into between the
Insurance Company and the Marketing
Authorization Holder, or after a Price
Declaration is issued by the Marketing
Authorization Holder, provided that the
Insurance Company deems such a pricing
arrangement or such a Price Declaration to
constitute a commitment substituting this
Agreement and thus compensating the
amount of costs incurred by the Insurance
Company in connection with treatment using
the Medicinal Product to a similar or higher
extent as that agreed under this Agreement.
In such a case, termination shall enter into




v obdobném nebo vyssim rozsahu jako tato
Smlouva. Vypovéd je v takovém pfripadé
ucinnd od prvniho dne kalendarniho mésice
nasledujiciho po doruceni pisemné vypovédi
druhé smluvni strané.

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

Smlouvy.

. Nebude-li dohodnuto jinak, ukoncenim této
Smlouvy uplynutim doby, vypovédi i
dohodou dle predchozich odstavcli tohoto
¢lanku této Smlouvy neni dotéena povinnost
Drzitele uhradit Pojistovné Zpétnou platbu za
ty Pripravky, kjejichz podani doslo pred
ukonéenim této Smlouvy, jsou-li splnény
ostatni podminky pro poskytnuti Zpétné

platby dle této Smlouvy.

Clanek XI.

Zmocnéni smluvnich stran

Smluvni strany prokazaly svoji pravni

subjektivitu takto:

a) Pojistovna platnym vypisem z obchodniho
rejstiiku vedeného u Krajského soudu
v Ostravé, spis. zn. AXIV 545;

b) Drizitel platnym vypisem ze zahrani¢niho
obchodniho
Patentti-ja Rekisterihallitus;

rejstfiku, vedeného u

force on the first day of the calendar month
following the delivery of a written notice of
termination to the Counterparty.

. The Parties shall have the right to terminate

this Agreement prior to the expiry date
hereof laid down in Paragraph 1 of this
article, based on a bilaterally agreed
arrangement to terminate this Agreement.

. Unless otherwise agreed, the termination of

this Agreement by the expiry of the term
hereof, by a notice of termination, or by an
arrangement agreed in accordance with the
preceding paragraphs of this article of this
Agreement, shall not prejudice the duty of
the Marketing Authorization Holder to
provide to the Insurance Company a Reverse
Payment for the quantity of the Medicinal
Product
termination of this Agreement, provided that

administered prior to the

all of the other requirements are fulfilled for
making a Reverse Payment in accordance
with this Agreement.

Article XI.

Authorization of the Contract Parties

The Parties have demonstrated their legal
identity as follows:

a) The Insurance Company has presented a
valid extract from Commercial Register
kept by Regional Court Ostrava, file AXIV,
545

b) The Marketing Authorization Holder has
presented a valid extract from a foreign
business register, maintained by Patentti-
ja Rekisterihallitus;

¢) The Insurance Company’s representative
authorized to act on its behalf regarding
the performance of this Agreement:
]

d) The Marketing Authorization Holder’s
representative authorized to act on its
behalf regarding the performance of this




c) Za Pojistovnu je/jsou zmocnéni k jednani
ve  Véci plnéni  této

_I

Smlouvy:

d) Za Drzitele je zmocnén k jednani ve véci

plnéni této Smlouvy: _,

Clanek Xil.

Zavérecna ustanoveni

1. Prdvnivztahy mezi smluvnimi stranami se fidi

¢eskym  pravnim Fadem, ve vécech

neupravenych touto Smlouvou ani pravnimi
predpisy upravujicimi verejné zdravotni
pojisténi a poskytovani zdravotnich sluzeb
a dalSimi

Ceské

se fidi obcanskym zakonikem

pfislusnymi  pravnimi  predpisy

republiky.

2. Tato Smlouva muizZe byt zménéna nebo

doplfiovdna pouze formou pisemného
smluvniho dodatku odsouhlaseného obéma
smluvnimi  stranami a  podepsaného
opravnénymi zdstupci obou smluvnich stran.
Vyjimku tvofi pfipadna zména identifikace
Drzitele, zména sidla, cisla uctu smluvni
strany, e-mailovych adres vtéto Smlouvé
uvedenych ¢ zména vtéto Smlouvé
uvedenych zmocnénych osob; u takovych
zmén ozndmeni

postacuje novych

skutecnosti druhé smluvni strané.

3. Smluvni strany se zavazuji, Ze vynalozi
veskeré rozumné Usili k tomu, aby jakykoli
pfipadny spor, ktery vznikne z této Smlouvy
nebo v souvislosti s touto Smlouvou, vyresily
smirnou cestou. V ptipadé, Ze dany spor
nebude smirné vyresen, budou k feseni spor(
dle této Smlouvy pfislusné obecné soudy

Ceské republiky.

Agreement: 2
I -

Article XII.

Closing Provisions

1. The legal arrangement between the Parties

shall be subject to the law of the Czech
this
regulations

Republic. Issues not covered by

Agreement and laws and
pertaining to the public health insurance
scheme and the provision of health services
shall be subject to the Civil Code and other
applicable laws and regulations of the Czech

Republic.

2. No changes or additions to this Agreement
shall be valid unless in the form of a written
amendment approved by both of the Parties
and signed by the authorized representatives
of both of the Parties. Where applicable, an
exception to the foregoing shall be a change
of the
Authorization Holder, a change of registered

identification of the Marketing

office, a change of the account number of
one of the Parties, a change of the e-mail
addresses referred to in this Agreement, or a
change of the authorized persons specified in
the heading of this Agreement; in the case of
such changes a notice informing the
Counterparty of the relevant change shall

suffice.

3. The Parties undertake to use their best
reasonable effort to settle in an amicable
manner any dispute that may arise under or
in connection with this Agreement. A dispute
arising hereunder that cannot be resolved
amicably shall be settled by a general court of
the Czech Republic having the relevant
jurisdiction.

4. This the  full
arrangement regarding the subject matter

Agreement  contains
hereof and all matters the Parties consider of
material importance and were to and

intended to hereunder.

agree on




4. Tato Smlouva obsahuje Uplné ujednani o

predmétu  této Smlouvy a  vSech
nalezZitostech, které smluvni strany mély a
chtély v této Smlouvé ujednat, a které
povazuji za dulezité. Soucasné smluvni strany
prohlasuji, Ze si navzajem sdélily vSechny
informace, které povazuji za dileZité a
podstatné pro uzavieni této Smlouvy.

. Smluvni strany si nepreji, aby nad ramec
vyslovnych ustanoveni této Smlouvy byla
jakakoliv prdva a povinnosti smluvnich stran
dovozovany z dosavadni ¢i budouci praxe
zavedené mezi smluvnimi stranami i
zvyklosti zachovavanych obecné ¢i v odvétvi
tykajicim se predmétu plnéni této Smlouvy,
ledaZe je v této Smlouvé vyslovné sjedndno
jinak. Pokud se za trvani této Smlouvy
kterakoliv strana vzdd svého prava z ni
vyplyvajiciho nebo jej nevykona, bude takové
vzdani se nebo jeho nevykonani aplikovano
pouze na ten konkrétni pfipad, pro ktery bylo
ucinéno a nebude nahlizeno jako vzdani se
téhoz prdva v budoucnu.

. Tato Smlouva je vyhotovena ve 4 (Ctyfech)
stejnopisech v ¢eském a anglickém jazyce.
Kazda ze smluvnich stran obdrzZi po 2 (dvou)
stejnopisech této Smlouvy. V ptipadé rozporl
¢i nejasnosti mezi jazykovymi verzemi
Smlouvy a jejich zmén ¢i doplnéni je
rozhodujici ¢eské znéni.

. Nedilnou soucast této Smlouvy tvofi vSechny
jeji ptilohy.

. Smluvni strany si pred podpisem tuto
Smlouvu radné precetly a svlj souhlas

s obsahem jednotlivych ustanoveni této
Smlouvy stvrzuji svym podpisem.

Furthermore, the contractual parties declare
that they have provided to one another any
information deemed important and essential
for entering into this Agreement.

. The Parties do not wish any rights and duties

over and above the rights and duties arising
from the explicit provisions hereof to be
derived from present and future practices
established between the Parties or from
customary practices that apply in general or
in the sector concerned by the performance
of this
expressly agreed under this Agreement. If

Agreement, unless otherwise
either of the Parties waives or does not
exercise any of its rights arising hereunder
while this Agreement remains in effect, such
a waiver or non-exercise of such a right shall
apply solely to the applicable specific case for
which it is effectuated, and shall not be
regarded as waiving the same right in the
future.

. This Agreement is executed in four (4)

counterparts in the Czech and English
languages. Each of the Parties shall receive 2
(two) counterparts of this Agreement. In the
event of any conflict or ambiguity between
the language versions of the Agreement and
any modifications or amendments thereto,
the Czech version shall prevail.

. All of the enclosures to this Agreement shall

constitute an integral part hereof.

. Prior to signature, the Parties have duly read

this Agreement; in witness of their consent to
the content of the individual provisions of this
Agreement, the Parties subscribe their
signature.

List of Enclosures:

Enclosure 1 — Trade Secret




Seznam pfiloh Smlouvy:

Ptiloha ¢. 1 — obchodni tajemstvi

Za Pojistovnu / For the Insurance Company: Za Drzitele / For the Marketing Authorization Holder:
V / Done at Ostrava, V / Done at Tampere,

dne / dated 20. 11. 2024 dne / dated 31. 10. 2024

.......................................... Kalle Purma

Ing. Vladimir Matta Jméno a pfijmeni / Name and Surname

Generdlni feditel/director Funkce / Title Head of GRA

Ceska priimyslova zdravotni pojistovny Obchodni nazev / Santen Oy

Anne Katisko

Jméno a pfijmeni / Name and Surname
Senior HR Manager (Nordics)

Funkce / Title Head of GRA

Obchodni nazev / Santen Oy



PRILOHA €. 1 SMLOUVY O LIMITACI NAKLADU

spojenych s hrazenim lé¢ivého pripravku / Enclosure 1 of Cost cap Agreement Relating to the
Reimbursement of the Cost of a Medicinal Product

OBCHODNI TAJEMSTVi / TRADE SECRET

1. Pripravkem dle této Smlouvy se rozumi a dohodnuta Sleva cini:
1. The Medicinal Product under this Agreement means and the agreed Discount is:

Kéd SUKL / | Nazev Pfipravku / Name of | Doplnék nazvu PFipravku / Sleva z Uhrady / Discount on
Code of Medicinal Product Addition to the name of the | Reimbursement
SUKL Medicinal Product

Za Pojistovnu / For the Insurance Company: Za Driitele / For the Marketing Authorization Holder:

V / Done at Ostrava,

dne / dated 20. 11. 2024

Ing. Vladimir Matta
Generadlni feditel/director

Ceska priimyslové zdravotni pojistovna

V / Done at Tampere,

dne / dated 31. 10. 2024

Kalle Purma
Jméno a pfijmeni / Name and Surname
Funkce / Title Head of GRA

Obchodni nazev / Santen Oy

Anne Katisko

Jméno a pfijmeni / Name and Surname
Senior HR Manager (Nordics)

Funkce / Title Head of GRA

Obchodni nazev / Santen Oy



