SMLOUVA O LIMITACI NAKLADU

spojenych s hrazenim 1é¢ivého ptipravku pro
vzacna onemocnéni

(dale jen ,,Smlouva‘)

uzaviena podle § 1746 odst. 2 zakona ¢. 89/2012
Sb., obcansky zakonik, ve znéni pozdéjsich
piedpist (dale jen ,,oblansky zakonik*)

COST LIMITATION AGREEMENT

associated with reimbursement of orphan
medicinal product

(hereinafter referred to as the "Agreement")

concluded pursuant to Section 1746(2) of Act
No. 89/2012 Coll., the Civil Code, as amended
(hereinafter referred to as the "Civil Code")

Poji§tovna: Ceska primyslova zdravotni
pojistovna

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

1CO: 476 72 234

DIC: neni platcem DPH

Zapsana v obchodnim rejstiiku  vedeném
Krajskym soudem v Ostrave, sp. zn. AXIV 545
Zastoupena: Ing. Vladimir Matta, generalni
feditel

Cislo uet: [N

(dale jen ,,Pojistovna“)

Insurance company: Ceska primyslova
zdravotni pojiSt'ovna

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

ID No.: 476 72 234
TAX ID:

Registered in the public register kept by:
Krajskym soudem v Ostravé, sp. zn. AXIV 545

Represented by: Ing. Vladimir Matta, generalni
feditel

Bank Acount number: ||| || |Gc—_

(hereinafter referred to as the "Insurance
Company")

a

and

Vertex Pharmaceuticals (Ireland) Limited

Sidlo: Unit 49, Block 5, Northwood Court,
Northwood Crescent,

Dublin 9, D09 T665, Irsko

Zapsana: v Irském rejstiiku spole¢nosti
Registracni ¢islo: 502558

Zastoupena: Ashley Grist, feditel

(dale jen ,,Drzitel)

Vertex Pharmaceuticals (Ireland) Limited

Registered office: Unit 49, Block 5, Northwood
Court, Northwood Crescent,

Dublin 9, D09 T665, Ireland

Registered in: Companies Registration Office
Registration No.: 502558

Represented by: Ashley Grist, Director

(hereinafter referred to as the "Holder")
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(Pojistovna a Drzitel dale spole¢né jen jako
,smluvni strany“, nebo samostatn¢ jako
»smluvni strana‘)

(the Insurance Company and the Holder
hereinafter collectively referred to as the
"Parties" or separately as a "Party")

PREAMBULE

PREAMBLE

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

2. Drzitel ma zijem uvadét na trh v Ceské
republice 1éCivy piipravek uréeny k 1é¢bé
vzacného onemocnéni specifikovany v
Priloze ¢. 1 této Smlouvy (dale jen
,Pripravek®).

3. Drzitel ma zékonnou povinnost uhradit
zdravotnim pojistovnam naklady vynaloZené
na thradu Piipravku  poskytovaného
pojisténciim po dobu platnosti rozhodnuti o
stanoveni Ghrady pfevySujici naklady
uvedené v analyze dopadu do rozpoctu, ktera
byla podkladem pro rozhodnuti Ustavu sp.
. [ N:icady na
lécbu Pripravkem, které byly vynaloZeny
k1é¢b¢ v indikacich, které neodpovidaji
podminkam thrady dle rozhodnuti Ustavu
podle predchozi véty, se do nakladi podle
piedchozi véty nezapoditavaji.

4. Pojistovna prohlasuje, ze je v souladu s
platnym prdvem opravnéna pfijmout od
Drzitele finan¢ni prostiedky piedstavujici
zajisténi  limitace ndkladd na 1éCbu
Pripravkem podle této Smlouvy do
zakladniho fondu Pojistovny.

1. The Parties enter into this Agreement in
accordance with Section 39da(8) of Act No.
48/1997 Coll., on Public Health Insurance
and on Amendments and Additions to
Certain Related Acts, as amended
(hereinafter referred to as the "Public Health
Insurance Act") and other related
legislation.

2. The Holder is interested in placing on the
market in the Czech Republic an orphan
medicinal product specified in Annex No. 1
to this Agreement (hereinafter referred to as
the "Product").

3. The Holder has a legal obligation to
reimburse health insurers the costs incurred
for payments for the Product provided to
Insured Persons during the period of the
reimbursement determination in excess of the
costs identified in the budget impact analysis
that supported the Institute's decision file No.
I (1 costs of treatment
with the Product incurred for treatment in
indications which do not meet the conditions
for reimbursement according to the Institute's
decision under the previous sentence shall
not be included in the costs under the
previous sentence.

4. The Insurance Company declares that it is
entitled, in accordance with applicable law,
to accept from the Holder funds representing
the provision of the cost limitation for
treatment with the Product under this
Agreement into the basic fund of the
Insurance Company.
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Clanek I.

Uéel Smlouvy a definice pojmii

Utelem této Smlouvy je ve vefejném
zajmu, v souladu s § 17 odst. 2 zakona o
vefejném zdravotnim pojisténi, zajistit
plnéni povinnosti Drzitele podle § 39da
odst. 8 zakona o vefejném zdravotnim
pojisténi.

Uelem této Smlouvy neni jakkoliv
zasahovat do  procesu stanoveni
maximalni ceny a/nebo vys$e a podminek
uhrady Piipravku, ani jakymkoli
zpisobem zasahovat ¢i  ovlivilovat
preskripcni chovani 1¢katt, které bude i
nadale v souladu s podminkami spravné
klinické praxe a nebude piimo ani
nepiimo  jakkoli  ovlivnéno touto
Smlouvou a/nebo Pojistovnou.

Pro ucely této Smlouvy se rozumi:

Kéd SUKL - jedineény kéd pripravku
pridéleny Ustavem;

Ustavem Stétni Gistav pro kontrolu 16&iv;
Pripravkem 1éCivy pripravek uvedeny
v Piiloze ¢. 1 této Smlouvy uhrazeny
Poskytovateli pod Kodem SUKL na
zakladé indika¢niho
stanoveného Ustavem ve spravnim fizeni

sp. zn. [N

omezeni

Pojisténcem osoba dle zidkona o
verejném zdravotnim pojisténi
registrovana u Pojistovny ke dni
poskytnuti zdravotni sluzby;

Unikatné oSeti‘enym pojisténcem jeden
Pojisténec vykazany Poskytovatelem na
ptislusnych dokladech. Pojisténec je do
po¢tu Unikatné osetfenych pojisténctl
zahrnuty pouze jednou;

Article 1.

Purpose of the Agreement and definition of

terms

The purpose of this Agreement is to
ensure the fulfilment of the Holder's
obligation under Section 39da(8) of the
Public Health Insurance Act in the public
interest, in accordance with Section
17(2) of the Public Health Insurance Act.

This Agreement is not intended to
interfere in any way with the process of
determining the maximum price and/or
amount and terms of reimbursement for
the Product, nor to interfere or influence
in any way the prescribing behaviour of
physicians, which shall remain consistent
with Good Clinical Practice and shall not
be affected directly or indirectly in any
way by this Agreement and/or the
Insurance Company.

For the purposes of this Agreement:

SUKL code — is unique product code
assigned by the Institute;

Institute is the State Institute for Drug
Control;

Product is a medicinal product listed in
Annex No. 1 of this Agreement
reimbursed to the Provider under the
SUKL Code on the basis of the indication
limitation established by the Institute in
the administrative procedure No.

I

The Insured Person is a person under
the Public Health Insurance Act
registered with the Insurance Company
on the date of provision of the health
service;

Uniquely treated Insured Person
means one Insured Person reported by
the Provider on the relevant documents.
The Insured Person is included only once
in the number of Uniquely treated
Insured Persons;
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- Poskytovatelem poskytovatel
zdravotnich sluzeb, ktery ma v den
poskytnuti zdravotni sluzby zahrnujici
pouziti Piipravku uzavienou platnou
smlouvu o poskytovani a thradé
zdravotnich  sluzeb s  Pojistovnou
(smlouvu o poskytovani a thradé
zdravotni  péce) zahrnujici
Ptipravku;

hrazeni

- Drzitelem drzitel rozhodnuti o registraci
Pripravku ve smyslu zakona ¢. 378/2007
Sb., o 1éCivech a o zménach nekterych
souvisejicich zakont (dale jen ,,zakon o
1é¢ivech®), ve znéni pozdéjsich predpist,
nebo zastupce Drzitele;

- Zpétnou platbou castka urCena
zpusobem podle této Smlouvy, kterou je
Pojistovna opravnéna pfijmout do
zakladniho fondu Pojistovny;

- Limitem ro¢ni néaklady zdravotnich
pojistoven v Ceské republice na 1é¢bu
Pripravkem, které pojistovny v souladu
s pravnimi  predpisy a
s Poskytovateli vynalozily v piislusném

smlouvou

kalendaifnim roce na thradu Piipravku
z vetejného zdravotniho pojisténi a které
se odvijeji od nakladi uvedenych
v analyze dopadu do rozpo¢tu, ktera byla
podkladem pro rozhodnuti Ustavu sp. zn.

- Provider is a health service provider
who, on the date of the provision of a
health service involving the use of the
Product, has a wvalid contract for the
provision and payment of health services
with the Insurance Company (contract
for the provision and payment of health
care) involving the payment of the
Product;

- Holder is the holder of the marketing
authorization for the Product within the
meaning of Act No. 378/2007 Coll., on
Medicinal Products and on Amendments
to Certain Related Acts (hereinafter
referred to as the "Medicinal Products
Act"), as amended, or the Holder's
representative;

- Retrospective Payment is the amount
determined in the manner provided for in
this Agreement which the Insurance
Company is entitled to accept into the
Basic Fund of the Insurance Company;

- Limit is the annual cost of the health
insurance companies in the Czech
Republic for treatment with the Product,
which the insurance companies, in
accordance with the legislation and the
contract with the Providers, have
incurred in the relevant calendar year for
the reimbursement of the Product from
the public health insurance and which is
based on the costs specified in the budget
impact analysis, which was the basis for
the decision of the Institute file No.

_’

Clanek II.

Predmét Smlouvy

Predmétem této Smlouvy je zavazek Drzitele
poskytnout Pojistovné Zpétnou platbu, pokud
dojde k naplnéni podminek stanovenych touto
Smlouvou, ve vysi a v terminu ureném touto
Smlouvou, jehoz prostfednictvim je sledovano
zajisténi plnéni povinnosti Drzitele podle § 39da

Article I1.

Subject of the Agreement

The subject matter of this Agreement is the
Holder's obligation to provide the Insurance
Company with a Retrospective Payment, if the
conditions set out in this Agreement are fulfilled,
in the amount and within the timeframe specified
in this Agreement, which is intended to ensure the
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odst. 8 zakona o vefejném zdravotnim pojisténi.
Drzitel pfitom bere na védomi, Ze Pojistovna
nemuze z veiejného zdravotniho pojisténi hradit
zdravotni  sluzby nad ramec podminek
stanovenych pravnim fadem Ceské republiky.

fulfilment of the Holder's obligation under
Section 39da(8) of the Public Health Insurance
Act. The Holder acknowledges that the Insurance
Company cannot cover health services from the
public health insurance in excess of the
conditions set forth in the legal regulations of the
Czech Republic.

Clanek III.

Prava a povinnosti smluvnich stran

1. Pojistovna se zavazuje ucinit takova
opatfeni, aby uhradila z vefejného
zdravotniho  pojisténi  Poskytovateli v

souladu se zdkonem o vefejném zdravotnim
pojisténi a v souladu se smlouvou s
Poskytovatelem  Pripravek, ktery byl
Poskytovatelem poskytnut Pojisténcim pfi
poskytnuti zdravotni sluzby v ramci Ceské
republiky.

2. Drzitel poskytne Pojistovné Zpétnou platbu
ve vys$i a v terminu uréeném dale touto
Smlouvou, pokud jsou splnény podminky dle
této Smlouvy pro jeji poskytnuti. Timto
ustanovenim neni dot¢eno opravnéni Drzitele
poskytnuti  Zpétné platby  Pojistovné
odmitnout  pfi  nesplnéni  podminek
uvedenych v této Smlouve.

3. Smluvni strany jsou povinny se vzajemn¢

neprodlené  pisemné informovat o
skutecnostech, kter¢é by  podstatnym
zpusobem mohly ovlivnit plnéni této

Smlouvy. Smluvni strany se dohodly, Ze
v pfipad¢, 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 1é¢ivé
latky, cesty podani, nebo 1ékové formy
Pripravku, smluvni strany pisemnym
dodatkem tuto Smlouvu na zakladé¢ dohody
piiméfené upravi. strany tuto
Smlouvu upravi pisemnym dodatkem také v
pfipadech, kdy doslo ke zménam, které
mohou mit pfimy vliv na dohodnutou

Smluvni

Article II1.
Rights and obligations of the Parties

1. The Insurance Company undertakes to take
such measures to reimburse the Provider
from the public health
accordance with the Public Health Insurance

insurance in

Act and in accordance with the contract with
the Provider for the Product provided by the
Provider to the Insured Persons when
providing a health service within the Czech
Republic.

2. The Holder shall provide the Insurance
Company with a Retrospective Payment in
the amount and at the time further specified
in this Agreement, provided that the
conditions under this Agreement for the
provision of such payment are met. This
provision shall be without prejudice to the
Holder's right to refuse to provide the
Retrospective Payment to the Insurance
Company if the conditions set out in this
Agreement are not met.

3. The Parties are obliged to inform each other
immediately in writing of any facts that could
materially affect the performance of this
Agreement. The Parties agree that in the
event of change in the registration of the
Product which may have a direct impact on
the agreed Retrospective Payment, in
particular a change in the pack size, drug
content, route of administration or dosage
form of the Product, the Parties shall, by
written amendment, modify this Agreement
accordingly. The Parties shall also modify
this Agreement by written amendment in
cases where changes have occurred which
may have a direct effect on the agreed
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Zpétnou platbu, zejména jde-li o zménu
v dusledku zmény pravnich piedpist.

Smluvni strany se zavazuji duasledné
dodrzZovat obecné zavazné pravni predpisy a
zejména  predpisy upravujici  vefejné
zdravotni pojisténi a zachazeni s l1éCivymi
pripravky a smluvni ujednani obsazena v této
Smlouve.

Retrospective Payment, in particular where
the change is due to a change in legislation.

The Parties undertake to comply strictly with
generally binding legal regulations and in
particular the regulations governing public
health insurance and the handling of
medicinal products and the contractual
arrangements contained in this Agreement.

Clanek IV.
Limit
Smluvni strany se dohodly, Ze Limit za
specifikovand obdobi ¢ini Castky uvedené
v Priloze €. 1 této Smlouvy. Pro vylouceni
pochybnosti smluvni strany uvadi, ze Limit
se vztahuje pouze na pouziti Piipravku v

ramci indika¢niho omezeni stanoveného
Ustavem ve spravnim fizeni sp. zn.

Pii prekroeni Limitu poskytne Drzitel
Pojistovné Zpétnou platbu ve vysi rozdilu
celkovych  skuteéné¢  vykazanych a
doloZenych nakladt (dale jen ,Naklady*)
viech zdravotnich pojistoven v Ceské
republice na 1é¢bu Ptipravkem v pfislusném
obdobi a Limitu dle Piilohy ¢. 1 této
Smlouvy, vynasobeného podilem Nakladd na
uhradu Pripravku Pojistovny na celkovych
Nakladech na thradu Ptipravku vsech
zdravotnich pojistoven v Ceské republice
odsouhlasenych smluvnimi stranami.

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

Article I'V.
Limit
The Parties agree that the Limit for the
specified periods shall be the amounts set out
in Annex No. 1 to this Agreement. For the
avoidance of doubt, the Parties hereby
declare that the Limit relates only to the use
of the Product in the indication limitation

established by the Institute in the
administrative procedure No.

|

If the Limit is exceeded, the Holder shall
provide the Insurance Company with a
Retrospective Payment in the amount of the
difference between the total actually reported
and documented costs (hereinafter referred to
as "Costs") of all health insurance companies
in the Czech Republic for treatment with the
Product in the relevant period and the Limit
according to Annex No. 1 of this Agreement,
multiplied by the share of the Costs for
reimbursement of the Product of the
Insurance Company in the total costs for
reimbursement of the Product of all health
insurance companies in the Czech Republic
agreed by the Parties.

For the purposes of calculating the total Limit
and providing the Retrospective Payment in
accordance with Article II. and Article V. of
this Agreement, the date on which the
Product is reimbursed by the Insurance
Company to the Provider shall be the
determining date.
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Clinek V.
Zpétna platba

Drzitel se  zavazuje  poskytnout
Pojistovné Zpétnou platbu vypocétenou
podle mnozstvi Pojistovnou uhrazeného
Pripravku Poskytovatelim v pfislusném
kalendainim roce vramci Ceské
republiky dle Clanku IV. této Smlouvy.

Podklady dokladajici uplatiovanou vysi
Zpétné platby ve smyslu odst. 3 tohoto
¢lanku Smlouvy budou vzdy obsahovat:

nazev Ptipravku;

obdobi, za néz je piehled vystaven;

pocet Unikatné oSetfenych pojisténct
Pojistovnou, u kterych byla vykazana
terapie Pripravkem v indikaci uvedené
v ¢lanku I. za obdobi, za néZ je piehled
vystaven,

celkovy naklad za obdobi, pro které je
vystavovan piehled;

celkovy naklad Pojistovny za obdobi,
pro které je vystavovan prehled;

celkova ¢astka Zpétné platby Pojistovné.

Zpétna platba bude Drzitelem Pojistovné
zakladé¢  Pojistovnou
vystavenych faktur, a to jedenkrat za
kalendaini rok. Soucasné s fakturou

uhrazena na

Pojistovna Drziteli zasle podklady, které
dokladaji uplathovanou vysi Zpétné
platby. Pojistovna je povinna postupovat
vsouladu spravnimi predpisy na
ochranu  osobnich tdaju. Faktury
vystavené Pojistovnou budou splatné ve
lhit¢ 30 dntt ode dne odeslani na e-

mailovou adresu: [N

Article V.
Retrospective Payment

The Holder undertakes to provide the
Insurance Company with a Retrospective
Payment calculated according to the amount
of the Product paid by the Insurance
Company to the Providers in the relevant
calendar year within the Czech Republic in
accordance with Article IV. of this
Agreement.

The documents supporting the claimed
amount of the Retrospective Payment within
the meaning of paragraph 3 of this Article of
this Agreement shall always include:

a. the name of the Product;

b. the period for which the overview is
1ssued;

c. the number of Uniquely treated Insured
Persons of Insurance Company for
whom therapy with the Product in the
indication specified in Article 1. was
reported for the period for which the
overview is issued;

d. the total cost for the period for which the
overview is issued;

e. the total expense of the Insurance
Company for the period for which the
overview is issued;

f. the total amount of the Retrospective
Payment to the Insurance Company.

The Retrospective Payment shall be paid by
the Holder to the Insurance Company once
per calendar year on the basis of invoices
issued by the Insurance Company. Together
with the invoice, the Insurance Company
shall send to the Holder the supporting
documents that prove the claimed amount of
the Retrospective Payment. The Insurance
Company shall comply with the data
protection legislation. Invoices issued by the
Insurance Company shall be due within 30
days from the date of dispatch to the email

address |
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4. Pojistovna

se zavazuje do 30. 6.
nasledujiciho kalendainiho roku
predlozit  Drziteli  podklady  dle
predchazejiciho odstavce a vysi Zpétné

platby. Tyto informace budou
podkladem pro provedeni fakturace
Zpétné  platby. Bez  predloZeni

uvedenych podkladt Drziteli nemiize byt
Zpétna platba provedena, a to ani na
zaklad¢ Pojistovnou vystavené a zaslané
faktury. Pfedlozeni podkladi dle véty
prvni  tohoto  odstavce  provede
Pojistovna odeslanim na e-mailovou

adresu |

Drzitel je opravnén pied uplynutim lhity
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 faktuie musi
Drzitel vyznacit  davod
Pojistovna je povinna podle povahy
nespravnosti takovou fakturu opravit
nebo nove vyhotovit. Za predpokladu, Ze

vraceni.

se divod vraceni faktury objektivné
opodstatnénym, prestane
okamzikem vraceni faktury bézet
puvodni lhdta splatnosti. V takovém
pripad¢ pak cela 30denni Ihita splatnosti
bézi znovu ode dne odeslani opravené
nebo  nové faktury
adresu

ukaze

vyhotovené
elektronicky na e-mailovou
I

Smluvni strany zaroven timto vzajemné
pisemn¢ potvrzuji a €ini nespornym, ze
prava a povinnosti vyplyvajici smluvnim
stranam ze smluvniho vztahu ve smyslu
textu této Smlouvy se mezi dotenymi
smluvnimi  stranami  realizuji  od
1.3.2024.

The Insurance Company undertakes to
submit to the Holder by 30 June of the
following calendar year the documents
referred to in the preceding paragraph and the
amount of the Retrospective Payment. This
information will be the basis for the invoicing
of the Retrospective Payment. Without the
submission of the aforementioned documents
to the Holder, the Retrospective Payment
cannot be made, even on the basis of an
invoice issued and sent by the Insurance
Company. The submission of the documents
according to the first sentence of this
paragraph shall be made by the Insurance
Company by sending to the email address

The Holder shall be entitled to return without
payment, before the expiration of the 30-day
due date, any invoice that does not contain
the statutory particulars or contains incorrect
information or has other defects in its
contents as provided in this Agreement. The
Holder must indicate the reason for the return
on the returned invoice. The Insurance
Company shall correct or reissue such
invoice depending on the nature of the
inaccuracy. Provided that the reason for the
return of the invoice objectively proves to be
justified, the original due date shall cease to
run at the time the invoice is returned. In such
a case, the entire 30-day payment period shall
then start again from the date of sending the
corrected or new invoice electronically to the

email address |G

The Parties also hereby mutually confirm in
writing and make it indisputable that the
rights and obligations arising from the
contractual relationship between the Parties
within the meaning of the text of this
Agreement shall be exercised between the
Parties concerned from 1% March 2024.

Pro vnitfni potfebu




7. Smluvni strany se zavazuji, ze bez
zbyte¢ného odkladu oznami
kontaktnich adres.

zménu

7. The Parties undertake to notify changes of
contact addresses without undue delay.

Clanek VI.
Prohlaseni

Drzitel uvadi, Ze informace o cenach, limitacich
a dalSich podminkach, za kterych se zavazuje
dodavat Pripravek pro poskytovani zdravotni
pé¢e na uzemi Ceské republiky, povazuje za
informace vyznamné ve smyslu zakonné definice
obchodniho tajemstvi (§ 504 obcanského
zakoniku), nebot vSeobecny pfistup k témto
informacim mutze mit podstatny dopad na
ekonomické vysledky a trzni postaveni Clent
koncernu Drzitele v jinych ¢lenskych zemich
Evropské unie (dale jen ,,EU*). Drzitel dale
obchodniho tajemstvi
ohledng sjednanych cen je, v kontextu zahrani¢ni

uvadi, Ze zachovani
cenové reference a ekonomickych principi
cenotvorby 1é¢iv v EU, podminkou zachovani
dostupnosti a sjednané ceny Piipravku Drzitele
pro poskytovani zdravotni pé¢e na uzemi Ceské
republiky a napliiuje tedy vefejny zajem (§ 17
odst. 2 zékona o vefejném zdravotnim pojisténi).

Article VI.
Declaration

The Holder states that it considers the
information on prices, limitations and other
conditions under which it undertakes to supply
the Product for the provision of health care in the
Czech Republic to be material information within
the meaning of the statutory definition of
business secrets (Section 504 of the Civil Code),
as general access to such information may have a
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 referred to as the "EU"). The
Holder further submits that the maintenance of
commercial confidentiality with respect to
negotiated prices is, in the context of foreign
pricing references and economic principles of
pricing of medicines in the EU, a condition for
maintaining the availability and negotiated price
of the Holder's Product for the provision of health
care in the Czech Republic and therefore fulfils
the public interest (Section 17(2) of the Public
Health Insurance Act.

Clanek VII.
Zavazek mléenlivosti

1. Duvérnymi informacemi se pro ucely této
Smlouvy jakékoliv  informace
poskytnuté¢ jednou smluvni stranou druhé
smluvni strané nebo ziskané kteroukoliv

rozumi

stranou o druhé strané, jejich vyrobcich ¢i
vykonech, at’ jiz vyslovné oznacené jako
diavérné ¢i nikoli, tykajici se obsahu ¢i ucelu
této Smlouvy, jakoZz i souvisejici dokumenty,
listiny, dalsi nosi¢e informaci, ¢i pfistupova
uzivatelskd jména ¢i hesla, at’ jiz v hmotné,
elektronické ¢i jiné formé (dale jen
,.Divérné informace*).

2. Smluvni strany se kazda jednotlivé zavazuji,
ze po dobu trvani této Smlouvy a po jejim

Article VII.
Confidentiality obligation

1. For the purposes of this
Confidential  Information any
information provided by one Party to the
other Party or obtained by either Party about
the other Party, its products or performance,
whether or not expressly marked as
confidential, relating to the content or
purpose of this Agreement, as well as related
documents, documents, other media, or
access user names or passwords, whether in
tangible, electronic or other form (hereinafter
referred to as the "Confidential
Information").

Agreement,
means

2. The Parties each individually agree to
maintain confidentiality and not to disclose
any Confidential Information during the term
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ukonceni bez omezeni budou zachovévat
mlcenlivost a nesd€li ani nezptistupni zadné
Duvérné informace. Za Duvérné informace
budou také povazovana veskerd ujednani o
cené Pripravku pro Pojistovnu a Limitu, na
ktera se nevztahuje vyjimka dle § 39f odst. 11
ve spojeni s odst. 12 zidkona o vefejném
zdravotnim pojisténi. Kazda smluvni strana
zajisti, aby jeji zaméstnanci, zastupci a jiné
osoby, kterym v prubéhu plnéni této
Smlouvy sdéli Duvémé informace, s
Duvérnymi informacemi nakladali vySe
uvedenym zptisobem.

Drzitel povazuje za obchodni tajemstvi ve
smyslu § 504 obcanského zakoniku a ve
smyslu § 9 zakona ¢. 106/1999 Sb., o
svobodném pristupu k informacim, ve znéni
pozdgjsich predpist, specifikaci Ptipravku
véetnd Kodu SUKL a zptisob uréeni Limitu,
vSe specifikované Piilohou ¢. 1 této
Smlouvy. Skute¢nosti oznafené takto za
obchodni tajemstvi, jakoz 1 informace
tykajici se obsahu ¢i ucelu této Smlouvy,
které nelze poskytnout pii postupu podle
predpisti  upravujicich svobodny pristup
k informacim, mohou byt uvetfejnény jen s
pfedchozim pisemnym souhlasem Drzitele,
nebo na zakladé pravomocného rozhodnuti
soudu ¢i spravniho organu, jimz bude
stanoveno, ze  skuteCnosti  oznacené
Drzitelem za obchodni tajemstvi nenapliiuji
definici ve smyslu § 504 obcéanského
zakoniku. Smluvni strany souhlasi, Ze pokud
tato Smlouva bude obsahovat pfislusné
zneCitelnéné Casti  (obchodni tajemstvi,
informace tykajici se obsahu ¢i ucelu této
Smlouvy, které nelze poskytnout pii postupu
podle predpisi upravujicich svobodny
pristup k informacim), mize byt uveiejnéna
v souladu s platnymi pravnimi pfedpisy.

Smluvni strany jsou si pIn¢ védomy zakonné
povinnosti uveiejnit tuto Smlouvu dle zakona
¢. 340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uvefejnovani

of this Agreement and after its termination
without  limitation. All  arrangements
regarding the price of the Product for the
Insurance Company and the Limit, which are
not exempted under Section 39f(11) in
conjunction with Section 12 of the Public
Health Insurance Act, shall also be deemed
Confidential Information. Each Party shall
ensure that its employees, agents and other
persons to whom it discloses Confidential
Information in the course of the performance
of this Agreement shall treat Confidential
Information in the manner set forth above.

The Holder considers the specification of the
Product, including the SUKL Code and the
method of determining the Limit, all
specified in Annex No. 1 to this Agreement,
to be a business secret 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. Facts so designated
as business secrets, as well as information
relating to the content or purpose of this
Agreement that cannot be disclosed under the
procedure under the regulations governing
free access to information, may be disclosed
only with the prior written consent of the
Holder or upon a final decision of a court or
administrative authority determining that the
facts designated by the Holder as business
secrets do not meet the definition under
Section 504 of the Civil Code. The Parties
agree that if this Agreement contains relevant
improper  portions  (business secrets,
information relating to the content or purpose
of this Agreement that cannot be disclosed
under free access to information regulation),
it may be disclosed in accordance with
applicable law.

The Parties are fully aware of the legal
obligation to publish this Agreement
pursuant to Act No. 340/2015 Coll., on
Special Conditions of Effectiveness of
Certain Contracts, Publication of Such
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téchto smluv a o registru smluv, ve znéni
pozdéjsich predpisit (dale jen ,,zakom o
registru smluv"), a to vcetné¢ vSech
pfipadnych dohod, kterymi se tato Smlouva
dopliiuje, méni, nahrazuje nebo rusi.
Uvetejnénim Smlouvy dle tohoto ¢lanku se
rozumi  vlozeni elektronického obrazu
textového obsahu této Smlouvy v otevieném
a strojov¢ ¢itelném formatu a rovnéz metadat
podle § 5 odst. 5 zakona o registru smluv do
registru smluv.

Drzitel se zaroven zavazuje zaslat Pojistovné
(formou e-mailové korespondence) text
obsahu této Smlouvy ve formatu
odpovidajicim podminkam zvefejnéni podle
zakona o registru smluv, a to ve formé urcené
k uvetejnéni se znecitelnénymi informacemi
(obchodni

pozadovanou

rozsahem povinnych metadat po znecitelnéni

tajemstvi), spole¢n¢ s
strukturou a

udajt, které maji byt vylouceny z uveiejnéni,
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 zvefejnéni vylouceny,
nejpozdéji do 14 dnti ode dne uzavieni této
Smlouvy.

Pojistovna se dale zavazuje piedat Drziteli
potvrzeni spravce registru smluv ve smyslu §
5 odst. 4 zdkona o registru smluv, paklize
Drzitel nebude vyrozumén piimo spravcem
registru smluv na zakladé zadani automatické
notifikace uvefejnéni Drzitele pii odeslani
této Smlouvy k uvetejnéni.

Contracts and on the Register of Contracts, as
amended (hereinafter referred to as the "Act
on the Register of Contracts"), including
any agreements supplementing, amending,
replacing or cancelling this Agreement.
Publication of the Agreement pursuant to this
Article shall mean the insertion of an
electronic image of the textual content of this
Agreement in an open and machine-readable
format as well as the metadata pursuant to
Section 5(5) of the Act on the Register of
Contracts into the Register of Contracts.

The Holder also undertakes to send to the
Company (by e-mail
correspondence) the text of the contents of
this Agreement in a format compliant with
the conditions of publication under the Act on
the Register of Contracts, in a form intended

Insurance

for publication with the information to be
excluded from publication (business secrets),
together with the required structure and scope
of the mandatory metadata after the
information to be excluded from publication
has been made public, no later than on the
date on which the Holder signs this
Agreement.

The Insurance Company undertakes to
ensure the publication of this Agreement in
the Register of Contracts to the extent
modified with respect to business secrets
under this Agreement and other information
to be excluded from publication, no later than
14 days from the date of conclusion of this
Agreement.

The Insurance Company further undertakes
to provide the Holder with confirmation from
the administrator of the Register of Contracts
within the meaning of Section 5(4) of the Act
on the Register of Contracts, unless the
Holder is notified directly by the
administrator of the Register of Contracts on
the basis of the Holder's automatic
publication notification when this Agreement
is sent for publication.
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10.

11.

Drzitel se zavazuje v pripadé nesplnéni
povinnosti Pojistovnou dle odstavce 6 tohoto
¢lanku pfistoupit k uvetejnéni této Smlouvy
v registru 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 lhita dle § 5 odst. 2 zdkona o
registru smluv. V takovém piipadé se pak
Drzitel  zavazuje  neprodlené¢  predat
Pojistovné potvrzeni spravce registru smluv
ve smyslu §5 odst. 4 zdkona o registru
paklize  Pojistovna  nebude
vyrozuména piimo spravcem registru smluv
na zakladé¢ zadani automatické notifikace
uvetejnéni PojisStovné pii odeslani této
Smlouvy k uvetejnéni.

smluv,

Drzitel se dale =zavazuje bezodkladné,
nejpozdéji vSak do 3 pracovnich dnl od
obdrzeni notifikace spravce registru o
uvefejnéni této Smlouvy, provést kontrolu
fadného wuvefejnéni a v piipadé zjisténi
nesouladu Pojistovnu ihned informovat.
Obdobne¢ je povinna postupovat i Pojist'ovna,
pokud dojde kuvefejnéni této Smlouvy

Drzitelem.

Jestlize bude kterakoliv strana povinna
poskytnout podle platného prava tuto
Smlouvu nebo Duvérné informace tieti
osob¢, veetné organu veifejné moci, nebo je
zvefejnit zptisobem umoziujicim dalkovy
pristup, pfedem pisemné informuje druhou
smluvni stranu a takové poskytnuti informaci
se nebude pokladat za poruseni této
Smlouvy.

V ptipadé, Ze jedna ze smluvnich stran
prokazatelné¢ porusi povinnosti stanovené
vtomto ¢lanku, je druha smluvni strana
opravnéna tuto Smlouvu jednostranné

10.

11.

The Holder undertakes, in the event of the
Insurance Company's failure to comply with
its obligation under paragraph 6 of this
Article, to proceed with the publication of
this Agreement in the Register of Contracts
to the extent modified with respect to the
Confidential  Information under this
Agreement and other information to be
excluded from publication, so as to maintain
the time limit pursuant to Section 5(2) of the
Act on the Register of Contracts. In such
case, the Holder undertakes to promptly
forward to the Insurance Company the
confirmation of the administrator of the
Register of Contracts within the meaning of
Section 5(4) of the Act on the Register of
Contracts, unless the Insurance Company is
notified directly by the administrator of the
Register of Contracts by submitting an
automatic notification of publication to the
Insurance Company when sending this
Agreement for publication.

The Holder further agrees to promptly, but no
later than within 3 business days of receipt of
notification of the publication of this
Agreement by the administrator of the
Register of Contracts, check of proper
publication and notify the
Company immediately in the event of any
discrepancy. The Insurance Company shall
be obliged to do likewise if this Agreement is
published by the Holder.

Insurance

If either party is required by applicable law to
disclose this Agreement or Confidential
Information to a third party, including public
authorities, or to disclose it in a manner that
permits remote access, it shall notify the
other party in writing in advance and such
disclosure shall not be deemed a breach of
this Agreement.

In the event that one Party demonstrably
breaches the obligations set out in this
Article, the other Party shall be entitled to
unilaterally terminate this Agreement in
writing. The effects of the termination shall
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pisemné vypovédét. UGinky vypovédi
nastavaji dnem jejiho doruceni poruSujici
smluvni stran¢. Dnem doruceni vypovédi je
den pfevzeti druhou smluvni stranou a v
ptipadé, Ze si druhd smluvni strana zasilku
nepievezme ¢i odmitne pievzit, je zasilka
povazovana za dorucCenou tfetim dnem ode
dne jejiho odeslani.

commence on the date of its delivery to the
breaching Party. The date of delivery of the
termination shall be the date of receipt by the
other Party and, in the event that the other
Party fails or refuses to take delivery of the
consignment, the consignment shall be
deemed to have been delivered on the third
day following the date of dispatch.

Clanek VIIL.
Kontrola dokumentu

Na zakladé pisemné zadosti Pojistovny, odeslané
na elektronickou adresu Drzitele:

_ umozni Drzitel v terminu

dohodnutém  mezi  smluvnimi  stranami,
nejpozdéji  vSak do 10 pracovnich dni
nasledujicich po odeslani pisemné zadosti
Pojistovny, nahlédnout v pracovni dobé

poverenym pracovnikiim Pojistovny do dokladd,
které se vztahuji k pInéni ptedmétu této Smlouvy.
Témito doklady sepro ucely této Smlouvy
rozumi faktury a dodaci listy prokazujici
G&tované ceny za Piipravek na trhu v Ceské
republice.

Article VIII.
Document inspection

Upon a written request of the Insurance Company
sent to the Holder's -electronic address
B (c Holder shall allow to
inspect, during working hours, within a time limit
agreed between the Parties, but no later than 10
working days following the sending of the written

request of the Insurance Company, the
documents related to the performance of the
subject of this Agreement by authorized

employees of the Insurance Company. For the
purposes of this Agreement, such documents
shall mean invoices and delivery notes proving
the prices charged for the Product in the Czech
Republic.

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

a. Drzitel na zakladé pisemné Zadosti
Pojistovny dle pfedchoziho clanku
neumozni  nahlédnout  povéfenym

pracovnikim Pojistovny do dokladu,

které se vztahuji k plnéni pfedmétu této

Smlouvy, pfi¢emz témito doklady se pro

ucely této Smlouvy rozumi faktury a

dodaci listy prokazujici i¢tované ceny za

Pripravek, je Pojistovna opravnéna

pozadovat zaplaceni smluvni pokuty ve

vysi 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 DrZitele se

splnénim vyse uvedené povinnosti;

Article IX.
Contractual penalties
1. The Parties agree that if:

a. The Holder, upon written request of
the Insurance Company pursuant to
the Article VIIIL. of this Agreement,
fails to allow the authorized
personnel of the Insurance Company
to inspect documents relating to the
performance of the subject matter of
this Agreement, whereby such
documents for the purposes of this
Agreement shall be understood to
mean invoices and delivery notes
evidencing the prices charged for the
Product, the Insurance Company
shall be entitled to demand payment
of a contractual penalty in the
amount of CZK 50,000 (in words:
fifty thousand Czech crowns) for

each individual breach of such
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b. Drzitel porusi ustanoveni Clanku IIL
odst. 2 této Smlouvy a nenastalo-li
nahlaseni podle odst. 3 téhoz Clanku, je
Pojistovna opravnéna pozadovat
zaplaceni smluvni pokuty 5.000,- K¢
(slovy: pét tisic korun ¢eskych), a to za
kazdy den prodleni.

Za  poruseni  zavazku  mlcéenlivosti,
stanoveného v této Smlouve vyse, je smluvni
strana, ktera zavazek porusila, povinna
zaplatit druhé smluvni strané¢ v kazdém
jednotlivém ptipad¢ smluvni pokutu ve vysi
50.000,-K¢ (slovy: padesat tisic korun
ceskych). Kazdym jednotlivym pfipadem se
mysli jedno poskytnuti udajt, nikoli kazdy
poskytnuty 0daj, ujednani ¢i skute¢nost.

Uplatnénim smluvni pokuty neni dotéeno
pravo smluvnich stran na vydani plnéni z
bezdivodného obohaceni a nahradu Skody
vzniklé v disledku poruseni ustanoveni této
Smlouvy.

obligation. The Insurance
Company's right to this contractual
penalty shall commence on the first
day of the Holder's delay in fulfilling
the above obligation;

b. If the Holder violates the provisions
of Article IIl., paragraph 2 of this
Agreement and if no notification has
occurred according to paragraph 3 of
the Article III., the
Company 1is entitled to demand
payment of a contractual penalty of
CZK 5,000 (in words: five thousand
Czech crowns) for each day of delay.

Insurance

For violation of the confidentiality obligation
set forth in this Agreement, the Party that has
violated the obligation shall be obliged to pay
the other Party a contractual penalty of CZK
50,000 (in words: fifty thousand Czech
crowns) for each individual case. Each
individual case shall mean a single disclosure
of data, not every disclosed data,
arrangement or fact.

The application of the contractual penalty
shall be without prejudice to the right of the
Parties to the release of performance for
unjustified enrichment and compensation for
damages resulting from a breach of the
provisions of this Agreement.

Clanek X.

Doba trvani Smlouvy, zpisoby a duvody
ukonc¢eni Smlouvy

Tato Smlouva se uzavira na dobu urcitou, a
to do doby, dokud je platné rozhodnuti o
uhradé Pripravku nebo do 28.2.2029, podle
toho, co nastane dfive.

Smluvni strany se dohodly, Ze tuto Smlouvu
po dobu jejiho trvani nelze vypoveédet.

Smluvni strany jsou opravnény tuto Smlouvu
ukoncit i pfed skonéenim jeji platnosti dle
odst. 1 tohoto ¢lanku, a to na zakladé
oboustranné¢ dohody o wukonceni této
Smlouvy.

Article X.

Duration of the Agreement, methods and
reasons for termination of the Agreement

This Agreement is concluded for a fixed
term, for the duration of validity of the
decision of temporary reimbursement of the
Product or wuntil 28" February 2029,
whichever occurs earlier.

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

The Parties shall be entitled to terminate this
Agreement prior to its expiry in accordance
with paragraph 1 of this Article by mutual
agreement on the
Agreement.

termination of this
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3. Nebude-li dohodnuto jinak, ukoncenim této
Smlouvy uplynutim doby ¢i dohodou dle
predchozich odstavc tohoto clanku této
Smlouvy neni dotéena povinnost Drzitele
uhradit Pojistovné Zpétnou platbu za ty
Pripravky, kjejichz podani doslo pted

ukon¢enim této Smlouvy, jsou-li splnény

ostatni podminky pro poskytnuti Zpétné

platby dle této Smlouvy.

3. Unless otherwise agreed, the termination of
this Agreement by expiration of time or by
agreement pursuant to the preceding
paragraphs of this Article shall not affect the
Holder’s obligation to pay the Insurance
Company the Retrospective Payment for
those Products that were submitted prior to
the termination of this Agreement, provided
that the other conditions for the provision of

the Retroactive Payment wunder this
Agreement are met.
Clanek XI. Article XI.

Zmocnéni smluvnich stran

Smluvni strany prokazaly
subjektivitu takto:

svoji  pravni
a) Pojistovna platnym vypisem z obchodniho
rejstiiku vedeného Krajskym soudem
v Ostrave, sp. zn. AXIV 545;

b) Drzitel platnym vypisem ze zahrani¢niho
obchodniho rejstiiku, vedeného u Irského

rejstiiku spolecnosti, sp. zn. 502558;

¢) Za Pojistovnu je/jsou zmocnéni k jednani ve
véci plnéni této Smlouvy: || GGGG_
d) Za Drzitele je zmocnén k jednani ve véci

pInéni této Smiouvy: || GGG

Authority of the Parties

The Parties have demonstrated their legal
personality as follows:

a) Insurance Company by a valid extract from
the public register kept at Krajsky soud v
Ostravg, sp. zn. AXIV 545;

b) Holder by a valid extract from a foreign
commercial register, filed with Companies
Registration Office of Ireland file no: 502558

¢) The following person(s) is/are authorized to
act on behalf of the Insurance Company with
respect to the performance of this
Agreement: _

The following person is authorized to act on

behalf of the Holder with respect to the

performance of this Agreement: i}

Clanek XII.
Zavérecna ustanoveni

1. Pravni vztahy mezi smluvnimi stranami se
fidi Ceskym pravnim fadem, ve vécech
neupravenych touto Smlouvou ani pravnimi
piedpisy upravujicimi vefejné zdravotni
pojisténi a poskytovani zdravotnich sluzeb
se fidi obcanskym zakonikem a dalSimi

piislusnymi  pravnimi  predpisy Ceské
republiky.

2. Tato Smlouva muze byt zménéna nebo
doplnovana pouze formou pisemného

smluvniho dodatku odsouhlaseného obéma
stranami a  podepsané¢ho
opravnénymi zastupci obou smluvnich stran.

smluvnimi

Article XII.
Final provisions

1. The legal relations between the Parties shall
be governed by the Czech law. Matters not
covered by this Agreement or the legal
regulations  governing  public  health
insurance and the provision of health services
shall be governed by the Civil Code and other
relevant legal regulations of the Czech
Republic.

2. This Agreement may be amended or
supplemented only by a written contractual
amendment agreed by both Parties and
signed by authorized representatives of both
Parties. Exceptions to this is any change of

Pro vnitfni potfebu




Vyjimku tvofi pfipadna zména identifikace
Drzitele, zména sidla, ¢isla G¢tu smluvni
strany, e-mailovych adres vtéto Smlouvé
uvedenych ¢i zména vtéto Smlouvé
uvedenych zmocnénych osob; u takovych
zmén  postacuje ozndmeni
skute¢nosti druhé smluvni strané.

novych

Smluvni strany se zavazuji, Ze vynalozi
veskeré rozumné usili k tomu, aby jakykoli
ptipadny spor, ktery vznikne z této Smlouvy
nebo v souvislosti s touto Smlouvou, vyiesily
smirnou cestou. V piipadé, ze dany spor
nebude smirn¢ vyfesen, budou k feseni sporil
dle této Smlouvy piislusné obecné soudy
Ceské republiky.

Tato Smlouva obsahuje uplné ujednani o
pfedmétu  této  Smlouvy a  vSech
nalezitostech, které smluvni strany mély a
chtély vtéto Smlouvé ujednat, a které
povazuji za dilezité. Soucasné¢ smluvni
strany prohlasuji, Zze si navzajem sdélily
vSechny informace, které povazuji za
dilezit¢ 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 ¢i v odvétvi
tykajicim se predmétu plnéni této Smlouvy,
ledaze je v této 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 t€hoZ prava v budoucnu.

Tato Smlouva je vyhotovena ve 4 (Ctyfech)
stejnopisech v Ceském a anglickém jazyce.
Kazda ze smluvnich stran obdrzi po 2 (dvou)
stejnopisech této Smlouvy. V piipade
rozpori ¢i nejasnosti mezi jazykovymi

the Holder's identification, change of the
registered seat, change of the Party's account
number, change of the email addresses
specified in this Agreement or change of the
authorized persons specified in this
Agreement; for such changes, notification of
the new facts to the other Party shall be
sufficient.

The Parties undertake to use all reasonable
endeavors to resolve any dispute arising out
of or in connection with this Agreement
amicably. In the event that a dispute is not
amicably resolved, the general courts of the
Czech Republic shall have jurisdiction to
settle disputes under this Agreement.

This Agreement contains a complete
statement of the subject matter of this
Agreement and of all matters which the
Parties intended and intend to set out in this
Agreement and which they consider
important. At the same time, the Parties
declare that they have communicated to each
other all information which they consider
relevant and essential for the conclusion of
this Agreement.

The Parties do not wish, beyond the express
provisions of this Agreement, to imply any
rights and obligations of the Parties from past
or future practice established between the
Parties or customary practices generally or in
the industry relating to the subject matter of
this Agreement, unless otherwise expressly
agreed in this Agreement. If, during the term
of this Agreement, either party waives or fails
to exercise any right hereunder, such waiver
or failure shall be applied only to the specific
instance for which it was made and shall not
be deemed a waiver of the same right in the
future.

This Agreement is made in 4 (four)
counterparts in the Czech and English
languages, of which each Party will receive 2
(two) copies. In case of discrepancies or
ambiguities between the language versions of
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verzemi Smlouvy a jejich zmén ¢i doplnéni
je rozhodujici ¢eské znéni.

7. Smluvni strany si pifed podpisem tuto
Smlouvu tadné piecetly a sviij souhlas
s obsahem jednotlivych wustanoveni této
Smlouvy stvrzuji svym podpisem.

8. Nedilnou soucést této Smlouvy tvoii vSechny
jeji prilohy:

Ptiloha ¢. 1 — Obchodni tajemstvi

the Agreement and its amendments or
supplements, the Czech version shall prevail.

7. The Parties have duly read this Agreement
before signing and confirm their agreement
with the content of the individual provisions
of this Agreement by their signature.

8. The following Annexes are an integral part of
this Agreement:

Annex No. 1 — Business secrets

V/In Ostrava, dne / on 21. 1. 2025

Za Pojistovnu / On behalf of the Insurance
Company:

Razitko a podpis / Stamp and Signature

V /In London, dne /on 12. 12. 2024

Za Drzitele / On behalf of the Holder:

Razitko a podpis / Stamp and Signature

Jméno / Name: Ing. Vladimir Matta

Funkce / Position: Generalni feditel

Jméno / Name: Ashley Grist

Funkce / Position: Director
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Priloha ¢. 1/ Annex No. 1

OBCHODNI TAJEMSTVIi / BUSINESS SECRETS

BB
BB

1. Pripravkem dle této Smlouvy se 1. Under this Agreement the Product shall
rozumi: mean:
Kéd SUKL/ | Nazev P¥ipravku / Doplnék nazvu Indikacni omezeni ze
SUKL Code Product name Pripravku / spravniho Fizeni ¢islo
Supplement to the / Indication limitation
Product name established in the
administrative

procedure No.

Vyse Limitu odpovida smluvni cené
Piipravku uzaviené jinym ujednanim
dne 15.1.2024 a scénaii dopadu na
rozpotet  &j. [ KGN -

spravnim fizenim vedeném pod sp. zn.

Limit za pribézné roky byl pfepoc¢ten na
kalendaini obdobi tak, ze naklady na
¢ast prubézného roku, tj. obdobi po sobé
jdoucich 12 mésici, tvofi 1/12 naklada
pribézného roku krat pocet mésicl
kalendainiho roku vtomto bodé 2.
Ptilohy €. 1

Limit L se sjednava takto:

v 1. roce, tj. vobdobi od 1.3.2024 do

31.12.2024 ¢ini ¢astku | G

v 2. roce, tj. vobdobi od 1.1.2025 do

31.12. 2025 &ini astku ||| GGG

ve 3. roce, tj. v obdobi od 1.1.2026 do

31.12.2026 ¢ini ¢astku || GGG

2.

The amount of the Limit corresponds to the
contractual price of the Product concluded
by another arrangement on 15 January 2024

and the budget impact scenario C..
B @ hc  administrative
proceedings under file No.: Sp. zn.

|

The Limit for interim years has been
annualized so that the cost of a portion of an
interim year, i.e., a consecutive 12-month
period, is 1/12 of the cost of the interim year
times the number of months in the calendar
year in this Annex No. 1, paragraph 2.

Limit L is negotiated as follows:

in the 1st year, i.e. in the period from 1 March
2024 to 31 December 2024 is the amount of

in the 2nd year, i.e. in the period from 1
January 2025 to 31 December 2025 is the
amount

|

in the 3rd year, ie. in the period from 1
January 2026 to 31 December 2026 is the
amount of
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ve 4. roce, tj. v obdobi od 1.1.2027 do

31.12.2027 ¢ini ¢astku || GGG

v 5. roce, tj. vobdobi od 1.1.2028 do

28.2.2029 ¢ini &astku || GGGGGG_
.

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

3.1. Pojistovna  oznami  Drziteli
naklady X, pocet  Unikdtné
oSetienych pojistéencit a pocet
uhrazenych baleni x Ptipravku
jejim Pojisténcim za piislusné
obdobi uvedené¢ vyse vbodu 2.
této Ptilohy €. 1.

3.2. Pojistovna na zakladé Smlouvy o
spolupraci v oblasti predavani dat
o léCivych pripravcich mezi
Pojistovnou a  VSeobecnou
zdravotni  pojistovnou  Ceské
republiky v piislusném
kalendafnim obdobi ur¢i pocet
baleni Pripravku B a podle
ujednané smluvni ceny vypocte
celkové néklady N na Ptipravek za
celou Ceskou republiku. Takto
ziskané néklady porovna s ¢astkou
uvedenou za prislusné obdobi
v odst. 2 této Prilohy €. 1.

3.3. Pokud je Limit L nizsi nez celkové
naklady N, byl Limit piekrocen o
rozdil téchto dvou castek R = N —
L.

|

in the 4th year, i.e. in the period from 1
January 2027 to 31 December 2027 is the
amount of

U' |I

in the 5th year, i.e. in the period from 1
January 2028 to 28 February 2029 is the
amount of

B

Checking the fulfilment of the Limit and
calculation of any overrun of the Limit
according to the agreed amount shall be
carried out in the scope and at the times
specified in Article V. of this Agreement as
follows:

3.1. The Insurance Company shall notify the
Holder of the cost of X, the number of
Uniquely treated Insured Persons and
the number of paid packages x of
Product to its Insured Persons for the
applicable period referred to above in
point 2. of this Annex No. 1.

3.2. Based on the Agreement on cooperation
in the area of data transmission on
medicinal products between the
Insurance Company and the General
Health Insurance Company of the
Czech Republic (VZP), the Insurance
Company determines the number of
packages of Product B in the relevant
calendar period and calculates the total
cost N per Product for the entire Czech
Republic according to the agreed
contractual price. It shall compare the
cost thus obtained with the amount
indicated for the relevant period in
paragraph 2 of this Annex No 1.

3.3. If the Limit L is less than the total cost
N, the Limit has been exceeded by the
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3.4. Pojistovné nalezi podil Y na této
castce R podle podilu na
celkovych ndkladech N.

4. Podil Y nalezejici Pojistovné pfi
pirekroCeni  Limitu je  vypocten
nasledovné:

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

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

5. Za predpokladu, ze Drzitel nesouhlasi
s vypoctenou vysi celkovych naklada
podle bodu 3.2., predlozi jiné ovéfené
podklady dokladajici celkové naklady
v kalendainim obdobi, se kterymi
Pojistovna vyslovi souhlas, pro
vypocet celkovych nakladit N.

6. Kontrola Limitu a kalkulace Zpétné
platby bude provedena pro kazdé
kalendaini obdobi dle odst. 2 této
Ptilohy €. 1. analogicky.

difference of these two amounts R = N
- L.

3.4. The Insurance Company is entitled to
Y's share of this amount R according to
its share of the total costs of V.

The share of Y due to the Insurance
Company when the Limit is exceeded is
calculated as follows:

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

and is a Retrospective Payment pursuant to
Article V. of this Agreement.

Provided that the Holder does not agree with
the calculated amount of the total costs under
clause 3.2, the Holder shall provide other
verified documentation evidencing the total
costs in the calendar period, to which the
Insurance Company agrees, to calculate the
total costs N.

The Limit and the -calculation of the
Retrospective Payment will be checked for
each calendar period in accordance with
paragraph 2 of this Annex No. 1 by analogy.

V/In Ostravé, dne / on 21. 1. 2025

Za Pojistovnu / On behalf of the Insurance
Company:

Razitko a podpis / Stamp and Signature

Jméno / Name: Ing. Vladimir Matta

Funkce / Position: Generalni feditel

V/In London, dne / on 12. 12. 2024

Za Drzitele / On behalf of the Holder:

Razitko a podpis / Stamp and Signature

Jméno / Name: Ashley Grist

Funkce / Position: Director
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