Smlouva o limitaci rizik spojenych

S hrazenim lé¢ivého pripravku

¢. 15/2018

uzaviena dohodou smluvnich stran v souladu

s § 1746 odst. 2

zakona ¢. 89/2012 Sb., ob¢anského zakoniku

Smluvni strany:

republiky

Vseobecna zdravotni pojist'ovna Ceské

ziizena zakonem €. 551/1991 Sb.,vo
Vseobecné zdravotni pojistovne Ceské
republiky, ve znéni pozdg&jsich predpist

Orlicka 4/2020, 130 00 Praha

Sidlo: 3
1CO: 41197518
MUDr. Alena Mikova,
feditelka Odboru 1éCiv a
Zastoupena: | zdravotnickych prostfedkl

VZP CR, na zakladé povéfeni
feditele VSeobecné zdravotni
pojistovny Ceské republiky

(déle jen ,,Pojistovna‘) na stran¢ jedné

a

Contract on Limitation of Risks

Associated

With the Reimbursement of
Medicinal Product

No. 15/2018

concluded by the contracting parties in

accordance with

Section 1746 Paragraph 2 of the Act No. 89/2012

Sh., Civil Code

Contracting parties:

republiky

VSeobecna zdravotni pojiSt'ovna Ceské

Established by the Act No. 551/1991 Sb., on
Vseobecna zdravotni pojistovna Ceské
republiky, as amended

With

registered Orlicka 4/2020, 130 00 Praha 3

office at:

ID No.: 41197518
MUDr. Alena Mikova, director
of the Department of

Represented Phar'maceuticals gnd Medical

by: Devices ot_“ VZP CR, o

) on the basis of an authorization

of the director of Vieobecna
zdravotni pojistovna Ceské
republiky

(hereinafter referred to as the ,,Insurance
Company*) on one side

And

Vertex Pharmaceuticals (Europe) Limited

Vertex Pharmaceuticals (Europe) Limited

2 Kingdom Street, 9th Floor,

With registered

2 Kingdom Street, 9th Floor,

Zastoupena: Simon Bedson, Senior Vice
President and General Manager International

Sidlo: London W26BD, United . ! London W26BD, United
: office at: :
Kingdom Kingdom
Registracni Registered
Sislo: 02907620 No 02907620

Represented by: Simon Bedson, Senior Vice
President and General Manager International

(dale jen ,,Drzitel*) na strané

(hereinafter referred to as the ,,Holder*) on the

other side
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uzaviraji

v souladu se zdkonem ¢. 48/1997 Sb., o vetejném
zdravotnim pojisténi ao0zméné¢ a doplnéni
neékterych souvisejicich zakonli, ve znéni
pozdgjsich predpist (dale jen ,,zakon o veiejném
zdravotnim pojisténi), zakonem ¢. 551/1991
Sb., o Vieobecné zdravotni pojistovné Ceské
republiky, ve znéni pozd€jsich predpisi,
vyhlaskou MF ¢.418/2003 Sb. a dalSimi
souvisejicimi pravnimi predpisy tuto Smlouvu o
limitaci rizik spojenych s hrazenim léc¢ivého
pripravku (dale jen ,,Smlouva*).

Clanek L.
Ucel Smlouvy

1. Drzitel ma zajem uvadét na trh v Ceské
republice 1éCivy piipravek, ktery je
specifikovan Prilohou ¢. 1 Smlouvy (dale jen
,»PFipravek®).

2. Ugelem této Smlouvy je zvysit dostupnost
terapie Piipravkem v ramci poskytovani
zdravotni péée v Ceské republice a zaroveii
kompenzovat objem vynalozenych nakladii
Pojistovny v souvislosti s terapii Piipravkem.
V zajmu vylouceni jakychkoliv pochybnosti
smluvni strany potvrzuji, Ze prosttedky
Drzitele pouzité na tuto finan¢ni kompenzaci
nemaji povahu prostedkd, které jsou
ziskavany v systému zdravotniho pojisteni.

3. Ukelem této Smlouvy neni jakymkoli
zplsobem zasahovat ¢i ovliviiovat
preskripéni chovani lékati, které musi byt
vykonavano v souladu se spravnou klinickou
praxi.

Clanek II.
Definice pojmii

Pro tcely této Smlouvy se rozumi:

- Celkovym ndakladem soucet vSech
skute¢né vynalozenych plateb Pojistovnou
na uhrady vykazané Poskytovateli na
Ptipravek (Castka vEetné obchodni ptirazky a
DPH podle platnych pravnich piedpisi');

have entered

in accordance with the Act No. 48/1997 Sb., on
Public Health Insurance and Amendments to
Certain Related Acts, as amended (hereinafter
referred to as the ,,Act on Public Health
Insurance®), the Act No. 551/1991 Sb., on
Vseobecna zdravotni pojistovna Ceské republiky,
as amended, the Regulation of the Ministry of
Finance No. 418/2003 Sh., and other related
legislation, into this Contract on Limitation of
Risks Associated With the Reimbursement of
Medicinal Product (hereinafter referred to as the
,contract®).

Avrticle I.
Purpose of the Contract

1. The Holder has an interest to market a
medicinal product, specified by the Annex
No. 1 to the Contract (hereinafter referred to
as the ,,Product®) in the Czech Republic.

2. The purpose of this Contract is to increase the
availability of the Product therapy in the
Czech Republic and at the same time to
compensate expenses of the Insurance
Company related to the Product therapy. For
the avoidance of doubt, the contracting
parties confirm that the funds used to fulfill
the Holder’s obligations according to this
Contract do not have the nature of funds that
are raised in the national health insurance
system.

3. The purpose of this Contract is not to in any
way interfere or influence the prescribing
behavior of physicians, which has to be
performed in accordance with good clinical
practice.

Article I1.
Definition of terms

For the purposes of this Contract:

- Total cost shall mean the sum of all
payments actually incurred by the Insurance
Company on the reimbursement of the
Product reported by the Providers (the sum
including the trading margin and VAT,

! Cenovy piedpis Ministerstva zdravotnictvi ¢. 1/2013/FAR, o regulaci cen lé¢ivych ptipravkil a potravin pro zvlastni lékaiské ucely, Zakon

¢. 235/2004 Sb., o dani z piidané hodnoty
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Indikovanym pacientem PojiSténec, ktery
je 1ékafem indikovan pro terapii Pripravkem
v souladu s indika¢nimi kritérii, a to

Vv indikaci uvedené v Ptiloze ¢. 1 Smlouvy
(pricemz ,,indikovanim® se rozumi vhodnost
pacienta pro 1é¢bu, nikoliv okamzik ur¢eni
pacienta pro tuto 1écbu 1ékafem), jemuz byl
Ptipravek poskytnut Poskytovatelem;
Limitem sjednana vyse Celkového nakladu
Pojistovny na terapii Piipravkem, pii jehoz
piekroceni vznika Pojistovné za podminek
stanovenych Smlouvou pravo na thradu
Zpétné platby;

Lokalnim zastupcem osoba zmocnéna
osobou, ktera je drzitelem rozhodnuti o
registraci Ptipravku k jednanim tykajicich se
Ptipravku, véetné uzavirani smluv o
Piipravku se tfetimi osobami, pro trh Ceské
republiky a podnikajici na izemi Ceské
republiky: Abraham & Partnefi, advokatni
kancelar s.r.o., sidlem: Lazarska 11/6, Nové
Mésto, 120 00 Praha 2, ICO: 01437488;
Pojisténcem osoba dle zékona o vefejném
zdravotnim pojisténi registrovana

u Pojistovny ke dni poskytnuti zdravotni
sluzby;

Poskytovatelem poskytovatel zdravotnich
sluzeb (specializované pracoviste), se
kterym ma Pojist'ovna ke dni poskytnuti
Pripravku Pojisténci uzavienu zvlastni
smlouvu o poskytovani a thradé hrazenych
sluzeb ve smyslu § 15 odst. 10 zdkona o
vetejném zdravotni pojisteéni;

Pifedmétnym spravnim Fizenim spravni
tizeni specifikované Ptilohou ¢. 1 Smlouvy;

Piehledem piehled o nakladech na terapii
Ptipravkem poskytovany Pojistovnou
Drziteli a podklad pro fakturaci Zpétné
platby;

Piipravkem (LP) IéCivy

ptipravek specifikovany Ptilohou €. 1
Smlouvy, hrazeny z vetejného zdravotniho
pojisténi pii poskytovani zdravotnich sluzeb
Poskytovatelem. Piipravkem se rozumi

i totozny 1é¢ivy piipravek, jemuz Ustav
pridelil novy kod pti zmené registrace

according to the applicable legislation?);

Indicated patient an Insured person who is
indicated by a physician for the Product
therapy in compliance with indication
criteria, in the indication listed in Annex 1 to
the Agreement ("indication™ means the
suitability of the patient for the treatment,
not the time of the patient's appointment for
that treatment by a physician), to which the
Provider provided the Product;

Limit shall mean the agreed amount of Total
cost of the Insurance Company on the
Product therapy, beyond which has the
Insurance Company a right for a Repayment;
Local representative shall mean the person
authorised by the Holder of the registration
of the Product for the negotiations regarding
the Product, including entering into contracts
regarding the Product with third parties, on
the Czech market and having business in the
Czech Republic: Abraham & Partnefi,
advokatni kancelaf s.r.o., registered seat at:
Lazarska 11/6, Nové Mésto, 120 00 Praha 2,
identification number: 01437488;

Insured person shall mean a person
registered with the Insurance Company in
accordance with the Act on Public Health
Insurance at the date of the provision of
health services;

Provider shall mean health care provider
(specialized clinic), with which the
Insurance Company has a specific contract
on provision and reimbursement of paid
services according to Section 15 Paragraph
10 of the Act on Public Health Insurance to
the day of the provision of the Product to the
Insured person;

Relevant administrative proceeding shall
mean the administrative proceeding
specified in the Annex No. 1 to this
Contract;

Overview shall mean the overview of the
Product therapy costs provided by the
Insurance Company to the Holder and the
basis for invoicing the Repayment;

Product (MP) shall mean the medicinal
product specified by the Annex

No. 1 to the Contract, reimbursed from the
public health insurance within the provision
of health care services by the Provider.
Product shall also mean an identical

2 The Price Regulation of the Ministry of Health No. 1/2013 / FAR, on the regulation of prices of medicinal products and foodstuffs for
special medical purposes,Act No. 235/2004 Sh., on value added tax.
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1é¢ivého pripravku, ktera vSak (zména

Vv registraci) nespoc¢iva ve zméné veliéin
podléhajicich zkoumani pro ucely stanoveni
maximalni ceny, popf. vySe a podminek
uhrady (jako jsou napf. zména velikosti
baleni, sila, cesta podani a 1ékova forma
1é¢ivého pripravku u shodné 1é¢ivé latky),
tudiz takova zména registrace 1é¢ivého
pripravku nema vliv na stanovenou
maximalni cenu a vys$i a podminky uhrady;

- Rozhodnym obdobim obdobi dohodnuté
Smlouvou, za které se budou realizovat
dohodnutd prava a povinnosti smluvnich
stran;

- Unikatnim oSetifenym pojisténcem (UOP)
jeden Pojisténec vykazany Poskytovatelem
na ptislusnych dokladech, do poc¢tu unikatné
osetfenych pojisténcti zahrnuty pouze
jednou;

- Ustavem (SUKL) Statni tstav pro kontrolu
1é¢iv;

- Zpétnou platbou castka, na jejiz thradu
vznika Pojistovné pravo, pokud Celkovy
naklad Pojistovny piekroci sjednany Limit,
ve vysi Celkového nakladu vynalozeného
Pojistovnou nad stanoveny Limit, za
podminek stanovenych touto Smlouvou, a
kterou je Pojistovna opravnéna ptijmout do
zakladniho fondu Pojistovny.

Clanek III.
Predmét Smlouvy

Predmétem této Smlouvy je zavazek Drzitele
poskytovat Pojistovné za Smlouvou stanovenych
podminek Zpétnou platbu v ptipadé, Zze Celkovy
naklad Pojistovny na Ptipravek prekroci
stanoveny Limit, a tim eliminovat naklady
vynalozené Pojistovnou na Pripravek a zavazek
Pojistovny naklady vynalozené na Ptipravek
Drziteli prokazat zpisobem vymezenym v této
Smlouvé.

medicinal product, to which the Institute has
assigned a new code when changing the
marketing authorization of the medicinal
product, but which (the change of the
marketing authorization) does not consist of
a change of the quantities subject to
examination for the purposes of determining
the maximum price, or in amount or
conditions of the reimbursement respectively
(such as a change in a size of a package,
strength, way of an administration and
pharmaceutical form of the product of the
same active substance), meaning that such a
change in a marketing authorization of the
medicinal product does not affect previously
set maximum price and the amount and
conditions of reimbursement;

- Relevant period the period agreed on by the
Contract, for which agreed rights and
obligations of the Parties will be realized;

- Unique treated insured person (UTIP)
shall mean one Insured person reported by
the Provider in the relevant documentation,
included only once in the amount of
uniquely treated insured persons;

- Institute (SIDC) shall mean the State
Institute for Drug Control;

- Repayment shall mean the sum to which the
Insurance Company has a right if the Total
cost of the Insurance Company exceeds the
agreed Limit, in the amount of the Total cost
spent by the Insurance Company above the
set Limit, under the conditions set by this
Contract and which the Insurance Company
is entitled to accept into the Insurance
Company’s basic fund.

Article 111.
Subject matter of the Contract

The subject matter of this Contract is the
obligation of the Holder to provide the
Repayment to the Insurance Company under the
terms of the Contract if the Total cost of the
Insurance Company exceeds the agreed Limit and
thus ensure saving costs expended by the
Insurance Company on the Product and the
obligation of the Insurance Company to report the
costs expended on the Product to the Holder in a
manner described by this Contract.
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Article V.

Clanek IV. Limit and Repayment

Limit a Zpétna platba

1. The contracting parties agreed that the Limits
for the sub-period of the duration of this
Contract are in the amounts specified by the
Annex No. 1 to this Contract.

2. The Limits specified by the Annex No. 1 to
this Contract are agreed on as final. The
contracting parties have agreed that they
accept the risk of a change of circumstances
according to the Section 1765 of the Civil
Code in relation to the amount of the agreed
Limit, with the exception stated in Article
VIII. Paragraph 1 Letter c. of this Contract.

1. Smluvni strany se dohodly, Ze Limity pro
jednotliva dil¢i obdobi definovana Ptilohou ¢.
1 Smlouvy ¢ini ¢astky, jejichz vyse je
specifikovana Ptilohou €. 1 této Smlouvy.

2. Limity specifikované Ptilohou €. 1 této
Smlouvy jsou sjednany jako konec¢né.
Smluvni strany se dohodly, Ze ve vztahu
k dohodnuté vysi Limita piebiraji dle § 1765
obcanského zakoniku riziko zmén okolnosti
s vyjimkou uvedenou v ¢lanku VIII. odst. 1
pism. c. této Smlouvy.

3. The Holder undertakes to provide the
Insurance Company with the Repayment in
case of exceeding the Limit in each sub-
period. The Insurance Company shall claim
the Repayment within the invoicing terms
according to the Article VI. Paragraph 1 of
the Contract in the amount of the Total cost

3. Drzitel se zavazuje poskytnout Pojistovné
Zpétnou platbu pii prekroceni Limitu
kazdého dil¢iho obdobi. Zpétnou platbu bude
Pojistovna na Drziteli uplatiovat v terminech
fakturace dle ¢lanku VI. odst. 1 Smlouvy ve

vysi  Celkového nakladu vynalozeného

Pojistovnou nad Limit.

poskytnuti Zpétné platby jsou uvedeny v
¢lanku VI. Smlouvy.

Clanek V.
Prehled

1. Ptehledem se rozumi doklad ve
formatu .xlIsx (excel) s daty z vnitinich
uctovacich systémil Pojistovny vycislujici
Celkovy naklad vynalozeny Pojistovnou na
terapii Indikovanych pacientii v prislusném
fakturaénim obdobi. Pro vylouceni
pochybnosti se uvadi, ze do Pfehledu nejsou
zahrnuty naklady na Ptipravek, které nebyly
priznany Poskytovateli na zakladé revizni
kontroly Pojistovny.

2. Piehled bude obsahovat nize uvedené udaje:

a) nazev Pripravku;

b) pocet UOP, u kterych byla
poskytnuta terapie Pfipravkem v
ptislusném fakturacnim obdobi;

€) pocet uhrazenych baleni Ptipravku v
ptislusném fakturacnim obdobi;

d) celkova castka Zpétné platby po

Podrobné fakturacni a platebni podminky pro

expended by the Insurance company above
the agreed limit.

Detailed invoicing and payment terms for
providing the Repayment are stated in Article
VI. of the Contract.

Article V.
Overview

The Overview means a document in the
XlIsx (Excel) format that includes the data
from the internal accounting systems of the
Insurance Company quantifying the Total
cost expended on the therapy of the Insured
persons by the Insurance Company in the
respective invoicing period. For the
avoidance of doubt, it is stated that the costs
on the Product not granted to the Provider on
the basis of a review check by the Insurance
Company are not included in the Overview.

The Overview shall include following
information:

a) Product name;

b) number of UTIP that have been
provided with the Product therapy in
the respective invoicing period,;

¢) number of reimbursed Product
packages in the respective invoicing
period;

d) total sum of the Repayment after
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piekroceni Limitu, na jejiz uhradu
Pojistovné vznikne pravo

za prislusné fakturacni obdobi za
podminek uvedenych v této Smlouvé.

Pojistovna se zavazuje zasilat Prehled
pololetné elektronickou postou na
e-mailovou adresu Drzitelem urcené
kontaktni osoby, a to: do 15. 9. (data za
mésice leden az ¢erven) a do 15. 3. (data za
meésice ¢ervenec az prosinec). Obdobi jsou
modifikovana s ohledem na dobu trvani
smlouvy.

Drzitel se zavazuje poskytnuty Prehled fadné
prostudovat. V ptipadé, ze Drzitel bude mit
proti obsahu Piehledu nadmitky, je opravnén
pozadovat po Pojistovné vysvétleni. Pokud
proti jeho obsahu ndmitky neshleda,

v priméfené lhité jej odsouhlasi, nejpozdéji
vSak do 25. dne mésice, ve kterém Piehled
obdrzel, prostfednictvim elektronické posty
na e-mailovou adresu Pojistovnou urcené
kontaktni osoby. Za projeveni souhlasu s
obsahem Piehledu se ma i proplaceni
faktury.

Clanek VI.
Fakturaé¢ni a platebni podminky

Drzitel poskytne Pojistovné Zpétnou platbu
ve vy$i a V terminu ur¢eném touto Smlouvou.
Smluvni strany se dohodly, Ze thradu Zpétné
platby dle clanku IV. této Smlouvy bude
Pojistovna viici Drziteli uplatiovat pllro¢né,
a to vterminech do 30. 9. (za fakturacni
obdobi leden — cerven) a do 31. 3. (za
fakturacni obdobi cervenec — prosinec).
Pojistovna zasle fakturu do sidla Lokalniho
zastupce uvedené v zahlavi této Smlouvy a
také na e-mailovou adresu

Smluvni strany se dohodly, Ze Pojistovna je
opravnéna provést dodate¢né vyuctovani
castky k uhrad¢ Zpétné platby, pokud ji
naklady na Ptipravek podany Indikovanym
pacientim byly Poskytovatelem vykazany po
terminu stanoveném touto Smlouvou pro

exceeding the Limit for which the
right of reimbursement arises for the
Insurance Company in the respective
invoicing period under the terms of
this Contract.

3. The Insurance Company undertakes to send

the Overview semiannually by electronic
mail to the email address of the contact
person identified by the Holder, and so until
15 September (data from January to June)
and until 15 March (data from July to
December). The periods are modified with
regard to the duration of the Contract.

The Holder undertakes to read the provided
Overview carefully. In case of any
objections to the content of the Overview the
Holder is entitled to demand an explanation
from Insurance Company. If there are no
objections to the content, the Holder
approves the Overview by electronic mail on
the email address of the person identified by
the Insurance Company within appropriate
time period, but latest until the 25th day of
the month in which the Holder obtained the
Overview. Invoice payment shall also be
interpreted as an approval with the content
of the Overview.

Article VI.
Invoicing and payment terms

1. The Holder shall provide the Insurance

Company with the Repayment in the amount
and in time set by this Contract. The
contracting  parties agreed that the
reimbursement of the Repayment according
to Article IV. of this Contract the Insurance
Company shall seek against the Holder
semiannually, and so until 30 September (for
the invoicing period January — June) and until
31 March (for the invoicing period July —
December). The Insurance Company shall
send the invoice to the registered office of the
Local representative mentioned in the
heading of this Contract and also on the e-
mail address

2. The contracting parties agreed that the

Insurance Company is entitled to charge
additional amounts of the Repayment, if the
costs of the Product provided to the Insured
persons were reported to the Insurance
Company by the Provider after the term
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zaslani Pfehledu Drziteli a nebyly tak
Pojistovné diive znamy. Dodatecné
vyuctovani dle tohoto odstavce bude
provedeno nejpozdéji do 31. 3. kalendarniho
roku nasledujicim po roce, ve kterém byl
Pripravek Pojistovné skutecné vyactovan k
uhradé. Pti provedeni dodate¢ného
vyuctovani Pojistovna dolozi Drziteli udaje
vztahujici se k G¢tované ¢astce v rozsahu
podle ¢lanku V. odst. 2 Smlouvy.

Smluvni strany se dohodly na lhtité splatnosti
kazdé faktury 45 dnti od data jejiho
vystaveni.

Drzitel je opravnén vratit bez zaplaceni
fakturu, ktera nebude obsahovat zakonem
stanovené nalezitosti nebo bude obsahovat
nespravné udaje, tj. idaje v rozporu s
Drzitelem schvalenym Piehledem, se
specifikaci divodu vraceni. Pojistovna je
povinna podle povahy nespravnosti fakturu
opravit. Splatnost opravené ¢i nove vystavené
faktury bude stanovena tak, ze ptivodni
splatnost Drzitelem vracené faktury bude
prodlouzena o 10 dni.

Zavazek k uhrad¢ faktury je splnén dnem,
kdy byla ptislusna ¢astka pfipsana na tcet
Pojistovny.

Pojistovna prohlasuje, Ze Cislo bankovniho
uétu zakladniho fondu je ||| EGGGGGEG_
Ohlaseni tohoto uctu nepodléha povinnosti
dle § 96 odst. 1 zakona ¢. 235/2004 Sb., o
dani z ptidané hodnoty, ve znéni pozd&jsich
predpist. Zménu ¢isla Gctu se Pojistovna
zavazuje oznamit Drziteli elektronickou
postou na e-mailovou adresu Drzitelem
oznacené kontaktni osoby a také na e-mail

, pficemz toto
oznameni musi byt opatfeno zaruc¢enym
elektronickym podpisem osoby povefené
k zastoupeni Pojistovny.

stated in this Contract for sending the
Overview to the Holder, and therefore they
were not known by the Insurance Company
before. Additional statement according to
this paragraph shall be carried out until 31.
March of the calendar year following the
year in which the Product was actually
reported to the Insurance Company for the
reimbursement. When carrying out an
additional statement the Insurance
Company shall prove the Holder with the
data relevant to the charged amount in the
extent in accordance with the Article V.
Paragraph 2 of the Contract.

The contracting parties agreed on invoice
due date to be 45 days after the invoice is
issued.

The Holder is entitled to return without
paying an invoice that does not contain
necessities required by law or that contains
incorrect data, i.e. data which are in
contradiction with the Overview approved
by the Holder, with the specification of the
reason for returning. The Insurance
Company is obliged to correct the invoice
with regard to the nature of the errors. The
due date of the corrected or newly issued
invoice shall be established by extending
the due date of the original invoice returned
by the Holder by 10 days.

5. The obligation to pay the invoice shall be

considered fulfilled on the day when the
respective amount is credited to the bank
account of the Insurance Company.

The Insurance Company declares, that the
bank account number of the base fund is

. Notification of this
account does not fall under the obligation of
Section 96 Paragraph 1 of the Act No.
235/2004 Sh., on Value Added Tax, as
amended. The Insurance Company
undertakes to inform the Holder about any
change of the account number by an
electronic mail on the email address of the
contact person identified by the Holder and
also on the e-mail address
I, i this report
must be accompanied by an electronic
signature of the person authorised to
represent the Insurance Company.
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Clanek VII.
Uverejnéni Smlouvy v registru smluv

a podani informace dle zakona o svobodném

pristupu k informacim

Smluvni strany jsou si plné¢ védomy
zakonné povinnosti uvetejnit tuto Smlouvu
dle zakona ¢. 340/2015 Sb., o zvlastnich
podminkéch ucinnosti nékterych smluv,
uvefejniovani téchto smluv a o registru
smluv (dale jen ,,zakon o registru smluv"), a
to vCetné vsech ptipadnych dohod, kterymi
se tato Smlouva doplituje, méni, nahrazuje
nebo rusi. Uverejnénim Smlouvy dle tohoto
¢lanku se rozumi vlozeni elektronického
obrazu textového obsahu Smlouvy

V otevieném a strojove Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zakona o
registru smluv do registru smluv.

Drzitel dale prohlasuje, Ze si je plné védom
skuteCnosti, ze Pojistovna patii mezi
subjekty, které jsou povinny poskytnout
informace na zaklad¢ zadosti dle zékona ¢.
106/1999 Sb. o svobodném pfistupu
k informacim (dale jen ,,zakon o svobodném
ptistupu k informacim®). Poji§tovna se
zavazuje informovat Drzitele o pfipadném
pozadavku na podani informace dle zakona
o svobodném piistupu k informacim tykajici
se této Smlouvy pfed podanim vyzadané
informace.

Smluvni strany se zavazuji:

a. prodiskutovat s druhou smluvni stranou
spravnost ~ obsahu  zvefejiiovanych
dokumentt (formou e-mailové
korespondence) pfed zaslanim datové
Zzpravy  spravei  registru  smluv s
elektronickym  obrazem  textového
obsahu Smlouvy spole¢né s povinnymi
metadaty po zneCitelnéni tdajt, které
maji byt vylouéeny ze zvetejnéni;

b. informovat druhou smluvni stranu o
jakychkoli dalSich podanich ucinénych
vici registru smluv z vlastni iniciativy
nebo Kk vyzvé spravce registru smluv ¢i
va¢i dalS§im subjektim statni spravy

Article VII.
Publication of the Contract in the
contract register
and submission of information according
to the Act on Free Access to Information

The contracting parties are fully aware of
the legal obligation to publish this Contract
according to the Act No. 340/2015 Sh., on
Specific Conditions of Becoming Effective
of Some Contracts, Publishing of These
Contracts and on the Contract Register
(hereinafter referred to as the "Act on
Contract Register"), including all possible
contracts that would supplement, amend,
replace or repeal this Contract. Publishing
the Contract according to this article shall
mean insertion of the electronic image of
the textual content of the Contract in an
open and machine-readable format and
including the metadata into the contract
register, according to the Section 5
Paragraph 5 of the Act on Contract Register.

The Holder further declares, that he is fully
aware of the fact that the Insurance Company
belongs among the entities which are obliged
to submit information on the basis of a
request in accordance with the Act No.
106/1999 Sh., on Free Access to Information
(hereinafter referred to as "Act on Free
Access to Information™). The Insurance
Company undertakes to inform the Holder of
eventual request for submission  of
information  regarding  this  Contract
according to the Act on Free Access to
Information before the submission of the
requested information.

The contracting parties undertake:

a. to discuss correctness of the content of
the published documents with the other
Contracting party (by means of email
correspondence) before sending data
message with the electronic image of the
textual content of the Contract along
with the mandatory metadata, after
deleting the data excluded from the
publication, to the contract register
administrator;

b. to inform the other Contracting party of
any other submission made towards the
contract register on its own initiative or
after notice from the contract register
administrator or towards any other
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v souvislosti se zvefejnénim Smlouvy
V registru smluv pfed u¢inénim takového
podani;

dodrzovat timto cldnkem zakotvené
postupy souvisejici se zvefejnénim
Smlouvy v registru smluv i v piipadé
uzavieni jakychkoli dal§ich dohod,
kterymi se tato Smlouva bude piipadné
doplnovat, menit, nahrazovat nebo rusit.

4. Drzitel se zavazuje:

5.

a.

a.

zabezpecit uvetejnéni Smlouvy

v registru smluv v rozsahu
modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dalsi udaje,
které maji byt ze zvetejnéni vylouceny,
nejpozdéji do 15 dnil od uzavieni
Smiouvy;

neprodlené predat Pojistovné potvrzeni
spravce registru smluv ve smyslu § 5
odst. 4 zékona o registru smluv, paklize
Pojistovna nebude vyrozuména piimo
spravcem registru smluv na zaklade
zadani automatické notifikace uvetejnéni
Pojistovné pti odeslani smlouvy k
uvefejnéni.

Pojistovna se zavazuje:

Vv piipade€ nesplnéni povinnosti Drzitelem
dle odstavce 4. pism. a. tohoto ¢lanku
ptistoupit ke zvefejnéni Smlouvy

v registru smluv v rozsahu modifikovaném
S ohledem na obchodni tajemstvi dle této
Smlouvy a dal$i daje, které maji byt ze
zvetejnéni vylouceny, tak, aby byla
zachovana lhuta dle § 5 odst. 2 zakona o
registru smluv. V takovém ptipadé pak
neprodlené predat Drziteli potvrzeni
spravce registru smluv ve smyslu § 5 odst.
4 zakona o registru smluv, paklize Drzitel
nebude vyrozumén piimo spravcem
registru smluv na zakladé zadani
automatické notifikace uvetrejnéni Drzitele
pfi odeslani smlouvy k uvefejnéni.

bezodkladné, nejpozdéji vsak do 3 dnti od
obdrzeni notifikace spravce registru o

public  administration  entities in
connection with the publication of the
Contract prior to any of such actions;

to follow the procedures related to the
publication of the Contract in the
contract register established by this
article and the same in case of enclosing
any other contracts that would
supplement, amend, replace or repeal
this Contract.

4, The Holder undertakes:

a.

to ensure the publication of the Contract in
the contract register in the extent modified
with respect to the business secret
according to this Contract and other data
that are to be excluded from publication,
within 15 days from the conclusion of this
Contract;

to hand over the confirmation from the
contract register administrator according
to Section 5 Paragraph 4 of the Act on
Contract Register to the Insurance
Company without any delay, unless the
Insurance Company is contacted by the
contract register administrator directly
based on setting an automatic notification
of the Insurance Company about the
publication when sending the Contract to
publication.

5. The Insurance Company undertakes:

a.

to proceed to publication of the Contract
in the extent modified with respect to the
business secret according to this
Contract and other data that are to be
excluded from publication, in case of the
Holder’s failure to fulfil the obligation
according to Paragraph 4 Letter a of this
article so that the period according to
Section 5 Paragraph 2 of the Act on
Contract Register is preserved. And in
that case to hand over the confirmation
of the contract register administrator to
the Holder by the course of the Section 5
Paragraph 4 of the Act on Contract
Register, unless the Holder is contacted
by the contract register administrator
directly based on setting an automatic
notification of the Holder about the
publication when sending the Contract to
publication;

to complete a control of a proper
publication without delay, no later than
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1.

a.

uvefejnéni Smlouvy, provést kontrolu
radného uvetejnéni a v pripade zjisténi
nesouladu Drzitele ihned informovat.
Obdobne¢ je povinen postupovat i Drzitel,
pokud dojde ke zvefejnéni Smlouvy
Pojistovnou.

Smluvni strany prohlasuji, Ze se dohodly na
vSech ¢astech smlouvy, které budou pro
ucely jejiho uvetejnéni prostiednictvim
registru smluv znecitelnény.

Clanek VIIL.

Dalsi prava a povinnosti smluvnich stran

Drzitel se zavazuje:

neprodlen¢ informovat Pojistovnu o
prevodu registrace Piipravku na jinou
osobu, pficemz v ramci tohoto prevodu
zajisti 1 pfevzeti zavazku z této Smlouvy
tfeti osobou;

pred uzavienim Smlouvy predat
Pojistovné platnou plnou moc, jiz
zmocnuje svého Lokalniho zastupce a
neprodlené informovat Pojistovnu o
zménach svého zastoupenti;

neprodlené informovat Pojistovnu o
zmén¢ rozhodnuti o registraci Piipravku.
Pokud by zménou registrace Piipravku
zaroven doslo ke zméné, ktera ma dopad
na dohodnutou vys$i Limitu, zejména jde-li
o zménu ve velikosti baleni, obsahu 1é¢ivé
latky, cesty podani nebo lékové formy
Pripravku, smluvni strany se zavazuji
uzavtit pisemny dodatek ke Smlouve
zohlednujici tuto zménu (dale jen
»Dodatek®), a to do 30 dni ode dne, kdy
kterakoli ze smluvnich stran vyzve stranu
druhou Kk uzavieni takového Dodatku.
Dodatkem bude kompenzovan dopad
prislusnych zmén jiz od ti¢innosti téchto
zmén, nebude-li stranami dohodnuto jinak.

2. Pojistovna se zavazuje:

a.

k zajisténi informovanosti o nakladech na
terapii Indikovanych pacienti Piipravkem

in 3 days from receipt of the notification
of the publication from the contract
register administrator, and in case of any
discrepancy to inform the Holder
immediately. The Holder shall likewise
proceed in case of publication of the
Contract by the Insurance Company.

6. The contracting parties declare that they

agreed on all parts of the Contract that are
to be deleted for the purpose of its
publication in the contract register.

Article VIII.
Further rights and obligations of the
contracting parties

1. The Holder undertakes:

a.

to inform the Insurance Company about a
transfer of the Product registration to
another person without any delay, and in
the course of this transfer the Holder
ensures the assumption of the obligations
under this Contract by the third party;
hand over the power of attorney of its
Local representative to the Insurance
Company before signing the Contract and
to inform the Insurance Company about
change of person authorised to represent
the Holder;

to inform the Insurance Company about
change of the marketing authorisation of
the Product without any delay. If the
change of registration of the Product also
entails a change that would affect the
agreed Limit amount, especially if it is a
change of the packaging size, active
substance content, method of submission
or the pharmaceutical form of the Product,
the contracting parties undertake to
conclude a written amendment to the
Contract that would reflect this change
(hereinafter referred to as the
"Amendment") within 30 days from the
day that either contracting party calls on
the other to conclude such Amendment.
The Amendment shall compensate the
effect of the change from the time the
change is effective, unless otherwise
agreed.

2. The Insurance Company undertakes:

a.

to provide the Holder with the Overview
according to Article V1. of this Contract in
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poskytnout Drziteli tzv. Pfehled dle ¢lanku
V. této Smlouvy, pfi¢emz tato listina je
smluvnimi stranami zaroveil povazZovana
za doklad prokazujici narok na poskytnuti
Zpétn¢ platby a tvofi podklad pro
fakturaci;

b. Ze jakmile zjisti, ze Celkovy naklad na
Ptipravek v prabéhu trvani kazdého
dil¢itho obdobi specifikovaného Ptilohou
¢. 1 Smlouvy ptekroci hodnotu Limitu, je
povinna neprodlené, nejpozdéji do 15 dnt
od takového zjisténi, Drzitele informovat
na e-mailovou adresu Lokalniho zastupce.
Obdobné¢ postupuje v tomto piipadé i
Drzitel viaci Pojistovné.

Clanek IX.
Zavazek mlcenlivosti, ochrana divérnych
informaci

1. Smluvni strany prohlasuji, Ze za diivérné

informace pro ucely této Smlouvy

— povazuji veskeré informace, které jsou
jako takové oznaceny anebo jsou
takového charakteru, ze jejich
vyzrazeni ¢i zvefejnéni muze piivodit
kterékoliv smluvni strané Gjmu. Pro
ucely této Smlouvy povazuji smluvni
strany za divérné informace veskeré
informace, idaje a dokumenty
poskytnuté nebo ziskané stranami
Vv jakékoli forme, pokud se tykaji
obsahu ¢i tcelu Smlouvy.

— nepovazuji obecnou informaci o tom,
7e mezi smluvnimi stranami byla
uzaviena Smlouva a dale informace,
které jsou vetejné dostupné ¢i jsou
zvefejnény na zakladé zdkonné
povinnosti.

2. Smluvni strany se zavazuji zachovavat

mlcenlivost ohledné diivérnych informaci
vymezenych odst. 1 tohoto ¢lanku v obdobi
platnosti této Smlouvy, tak po jejim skonceni,
bez ohledu na to, zda si je poskytly pied nebo
po datu uzavieni Smlouvy, a to i v piipadée, ze
k uzavieni Smlouvy nedojde.

Smluvni strany se zavazuji pouzit duvérné
informace pouze pro ucely plnéni této

order to secure the awareness about the
cost of the Product therapy of the Insured
persons, while this document is also
considered by the contracting parties as
proof of right to a Repayment and
constitutes a basis for invoicing;

b. to inform the Holder if the Total cost of

the Product exceeds the Limit in any sub-
period specified by Annex No. 1 to the
Contract whenever it finds it out, at latest
within 15 days from the day the Insurance
Company found that out, by email to the
email address of the Local representative.
The Holder shall act similarly towards the
Insurance Company in such a case.

Article IX.
Obligation of secrecy, confidential
information protection

1. The contracting parties declare that for the

purpose of this Contract they

— consider confidential all information
marked as such or that are of such
characteristic that disclosing or
publishing them can bring harm to either
contracting party. For the purposes of this
Contract the contracting parties consider
confidential all information, data and
documents given or acquired by the
parties in any form, if they relate to the
content or the purpose of the Contract.

— do not consider confidential a general
information about the fact that Contract
was concluded by the contracting parties
and also information that is publicly
available or that is published on the basis
of legal duty.

2. The contracting parties undertake to maintain

confidentiality of confidential information set
by Paragraph 1 of this article during the
period of duration of this Contract and after
its termination as well, without regard of it
being provided before or after the date of
conclusion of the Contract and so also in the
case the Contract will not be concluded.

The contracting parties undertake to use the
confidential information only for the purposes
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Smlouvy.

Smluvni strany se zavazuji ulinit takova
opatfeni, aby jejich zastupci, zaméstnanci a
dalsi osoby, které se podileji na realizaci
zavazkil z této Smlouvy a divérné informace
jim tak budou zpfistupnény, zachovavali
mlcenlivost o  veSkerych  davérnych
informacich vymezenych touto Smlouvou.

Smluvni strany vyslovné prohlasuji, ze
porusenim povinnosti zachovavat ml¢enlivost
a uchovavat v tajnosti divérné informace
neni, pokud:

a. jsou nebo se staly vefejné znamé
Z jinych pric¢in nez v dusledku poruseni
povinnosti stanovenych timto ¢lankem
Smlouvy, nebo

b. se stanou vefejné dostupné v dusledku
uvetejnéni  Smlouvy v registru smluv
v souladu se zakonem o registru smluv,
nebo

C. jejich poskytnuti tieti osobé nebo
organum vetejné moci je povinné podle
platného prava a/nebo vykonatelného
rozhodnuti soudu ¢i jiného statniho
organu za predpokladu, Ze druhd strana
bude o takovém poskytnuti piedem
pisemné informovana a poskytnuti
informaci bude striktn¢ omezeno na

pozadované  informace, udaje a
dokumenty, nebo

d. druha smluvni strana bude se
zptistupnénim  divérnych  informaci

pisemné souhlasit.

Za poruseni povinnosti uvedenych v tomto
¢lanku je smluvni strana, ktera zavazek
porusila, povinna jednorazové zaplatit druhé
smluvni stran€¢ smluvni pokutu ve vysi
50.000 K¢ (slovy: padesat tisic korun
¢eskych). Ujednanim o smluvni pokuté ani
zaplacenim smluvni pokuty neni dotceno
pravo druhé smluvni strany na ndhradu
Skody.

4,

of the performance of this Contract.

The contracting parties undertake to take all
measures so that their representatives,
employees and other persons that have
contributed to fulfilling the obligations
arising from this Contract and therefore the
confidential information was made available
to them, will maintain confidentiality of all
confidential information defined by this
Contract.

5. The contracting parties expressly declare

that a breach of the obligation of secrecy

and maintenance of confidential information

is not:

a. if they are or have become publicly
known because of other reasons than
breaching the obligations stated by this
article of the Contract, or

b. if they become publicly available due to
the Contract publication in contract
register pursuant to the Act on the
Contract Register, or

c. if providing them to a third party or to a
public authority is mandatory according
to the law and/or enforceable decision of
the court or other public authority as
long as the other party is informed of
such providing in writing beforehand
and the provision of such information
will be strictly limited to the requested
information, data and documents, or

d. if the other contracting party agrees in
writing with making the confidential
information available.

The contracting party that breaches the
obligation set by this article shall pay a
financial penalty of 50.000 CZK (in words:
fifty thousand Czech Crowns) as a lump
sum. Neither the provision on the financial
penalty nor its payment affect the right of
the other contracting party to damages.
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Clanek X.
Obchodni tajemstvi

Drzitel povazuje nazev Pripravku, véetné
udaju, které by vedly k jeho identifikaci,
zejména jeho nazev, dopln¢k ndzvu, kod
Ptipravku a specifikaci Predmétného
spravniho fizeni, vysi dohodnutého Limitu a
zpusob jeho urceni, to vSe uvedené ve
Smlouvé, veetné podrobnéjsiho vymezeni
Ptilohou €. 1 této Smlouvy za své obchodni
tajemstvi ve smyslu § 504 zakona ¢. 89/2012
Sb., obcanského zdkoniku (dale jen
,»obcansky zakonik*). Skutecnosti oznacené
takto za obchodni tajemstvi mohou byt
zvetejnény jen s piedchozim pisemnym
souhlasem Drzitele nebo na zakladé
pravomocného rozhodnuti soudu, jimz bude
stanoveno, ze skuteCnosti oznacené Drzitelem
za obchodni tajemstvi nenapliiuji definici ve
smyslu § 504 ob¢anského zakoniku.

Clanek XI.
Doba trvani Smlouvy a jeji ukonceni

Tato Smlouva se uzavira na dobu trvani prvni
docasné uhrady Ptipravku.

Smluvni strany prohlasuji a ¢ini timto
nespornym, ze prava a povinnosti z této
Smlouvy budou mezi smluvnimi stranami
realizovany po celou dobu trvani Rozhodného
obdobi, tj. od 1. 4. 2018 do konce doby trvani
Smlouvy. Povinnosti smluvnich stran,

k jejichz realizaci prozatim nedoslo v
disledku netc¢innosti Smlouvy, smluvni
strany splni v nejbliz§im terminu podle
smluvnich ujednani této Smlouvy.

Smluvni strany se dohodly, Ze neni ptipustné
Smlouvu jednostranné vypoveédét.

Smlouva zanika v dusledku poruseni ochrany
obchodniho tajemstvi Pojistovnou, a to dnem
odtajnéni informace oznacené Drzitelem jako
obchodni tajemstvi dle ¢lanku X. této
Smlouvy.

Smlouva dale zanika v ptipadé vzniku
povinnosti obchodni tajemstvi Drzitele dle
¢lanku X. této Smlouvy zpfistupnit nebo
odtajnit na zakladé rozhodnuti soudu, a to
dnem pravni moci takového rozhodnuti.

Article X.
Business secret

The Holder considers the name of the
Product, including the information that would
lead to its identification, in particular its
name, title, product code and Specification of
the Administrative Procedure, the amount of
the agreed Limit and the method of its
determination, all specified in the Contract,
including a more detailed definition in the
Annex No. 1 to this Contract to be the
Holder's business secret within the meaning
of Section 504 of the Act No. 89/2012 Sb.,
Civil Code (hereinafter referred to as the
"Civil Code"). The facts classified as a
business secret can only be published with a
previous written consent of the Holder or on
the basis of enforceable decision of the court
or administrative authority that would declare
the facts classified by the Holder as business
secret do not meet the definition within the
meaning of Section 504 of the Civil Code.

Article XI.
Duration of the Contract and its
termination

This Contract is concluded for the period of
the first temporary reimbursement of the
Product.

The Parties hereby declare and make it
undisputed that the rights and obligations
arising from this Agreement will be
performed between the Contracting Parties
throughout the period of the Relevant period,
i.e. from April 1, 2018 until the end of the
period of the Contract. Obligations of the
Parties which have not yet been performed
due to the ineffectiveness of the Agreement
shall be fulfilled by the Parties at the earliest
due in accordance with the contractual
arrangements of this Agreement.

The Parties have agreed that the Contract
cannot be terminated unilaterally.

The Contract terminates as a consequence of
breaching the business secret by the
Insurance Company on the day of
declassification of an information classified
by the Holder as a business secret pursuant to
the Article X. of the Contract.

Furthermore, the Contract terminates in case
of occurrence of the obligation to make
available or declassify business secret of the

Stranka 13 z 16



Clanek XII.
Kontaktni adaje

Pisemnosti souvisejici s touto Smlouvou
budou dorucovany na adresu sidla Lokalniho
zastupce, resp. na adresu sidla Pojistovny
uvedené v zahlavi Smlouvy, ledaze n&kterd ze
smluvnich stran pisemné ozndmi druhé
smluvni stran¢ jinou dorucovaci adresu, nebo
do datové schranky Lokalniho zastupce nebo
Pojistovny.

2. Kontaktnimi osobami jsou:

a. Za Pojistovnu:

b. Za Drzitele:

E-mail pro ucely notifikace spravcem
registru smluv o uvetejnéni Smlouvy:

a. Za Pojistovnu: olzp@vzp.cz
b. Za Drzitele:

Smluvni strany se zavazuji, Ze bez
zbyte¢ného odkladu oznami zmény
kontaktnich tdaju.

Clanek XIIIL.
Ostatni ujednani

Tato Smlouva se vztahuje na vSechny
dodavky Ptipravku na trh v Ceské republice
ve vztahu k Pojistovneé.

Pravni vztahy mezi smluvnimi stranami se
tidi ceskym pravnim fadem, ve vécech

Holder pursuant to the Article X. of the
Contract on the basis of a court decision, on
the day of the when such a decision comes
into a force.

Article XII.
Contact information

Written documents associated with this
Contract shall be delivered to the address of
the registered office of the Local
representative or respectively to the address
of the registered office of the Insurance
Company, as they are specified in the
heading of the Contract, unless either
contracting party notifies the other
contracting party in writing about a different
postal address, or to the data box of the Local
representative or the Insurance company.

The contact persons shall be:

a. For the Insurance Company:

b. For the Holder:

Email address for the purposes of the
notification from the contract register
administrator about publication of the
Contract:
a. For the Insurance Company: olzp@vzp.cz
b. For the Holder:

The contracting parties undertake to report
any changes related to contact information
without undue delay.

Article XIII.
Other provisions

This Contract applies to all supplies of the
Product to the Czech market in relation to the
Insurance Company.

Legal relationships between the contracting
parties shall be governed by the Czech law
and in the matters not regulated by legislation
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neupravenych pravnimi predpisy
upravujicimi vetejné zdravotni pojisténi a
touto Smlouvou, se pfiméteng fidi zdkonem
¢. 89/2012 Sb., obcanskym zakonikem

a dals$imi pfisluSnymi pravnimi ptedpisy.
Vsechny spory vyplyvajici ze Smlouvy a s
touto Smlouvou souvisejici se budou fesit u
vécné a mistné piisluiného soudu v Ceské
republice. Smluvni strany se zavazuji, ze
vynalozi veskeré rozumné usili k tomu, aby
jakoukoli spornou zélezitost souvisejici

S touto Smlouvou, vytesili prioritné smirnou
cestou.

Clanek XIV.
Zavérecna ustanoveni

Tato Smlouva nabyva platnosti a G¢innosti
dnem podpisu posledni smluvni stranou.

Tato Smlouva muiZze byt ménéna nebo
dopliiovana pouze formou pisemného a
¢islovaného dodatku podepsaného na
znameni souhlasu obéma smluvnimi
stranami. Za pisemnou formu nebude pro
tento Ui€el povazovana vymeéna e-mailovych
zprav s vyjimkou dle ¢lanku VI. odst. 6. této
Smlouvy.

Smlouva je vyhotovena ve 2 stejnopisech

v Ceském a anglickém jazyce, z nichz kazda
smluvni strana obdrzi 1 vyhotoveni. V
pfipadé rozporu ¢i nejasnosti mezi
jazykovymi verzemi Smlouvy a jejich zmén
¢i doplnéni je rozhodujici ¢eské znéni.

Smluvni strany si pted podpisem tuto
Smlouvu fadné precetly a sviij souhlas
S obsahem jednotlivych ustanoveni této
Smlouvy stvrzuji svym podpisem.

Nedilnou soucasti této Smlouvy jsou
nasledujici ptilohy:

Ptiloha ¢. 1 — Specifikace Ptipravku a vyse
Limitd

Podpisy na nasledujici strane.

regulating the public health insurance and by
this Contract they shall be governed by the
Act No. 89/2012 Sh., Civil Code, and other
relevant laws and regulations.

All disputes arising from this Contract or
related to this Contract shall be resolved by
the materially and locally competent court in
the Czech Republic. The contracting parties
undertake to make every reasonable effort to
ensure that any disputed matter relating to the
Contract will be resolved primarily by
conciliation.

Article XIV.
Final provisions

This Contract comes into force and into effect
upon the day of signature of the last
contracting party

This Contract may be changed or amended
only by means of written and numbered
amendments signed by both contracting
parties. Exchange of emails shall not be
considered as written form for this purpose
with the exemption pursuant to the Article
VI. 6. of the Contract.

The Contract is issued in 2 counterparts in the
Czech and English language, of which each
party shall receive 1 counterpart. In the event
of any discrepancy between the Czech and
English versions of the Contract, its changes
or amendments, the Czech version shall
prevail.

The contracting parties have duly read this
Contract prior to the signing and they confirm
their consent with the content of individual
provisions of this Contract with their
signatures.

The integral part of this Contract are the
following attachments:

Annex No. 1 — Specification of the Product
and Limit Amount

Signatures on the following page.
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Podpisova strana.

V [/ In Praze / Prague dne / on
30.5.2018
Za Pojistovnu / On behalf of the Insurance

Company:
razitko a podpis / stamp and a signature

Page for signatures.

V /In Londyn / London dne / on

24.5.2018

Za Drzitele / On behalf of the Holder:

razitko a podpis / stamp and a signature

MUDr. Alena Mikova
feditelka Odboru 1&€iv a zdravotnickych
prostiedktt VZP CR /

director of the Department of Pharmaceuticals

and Medical Devices of VZP CR

Simon Bedson, Senior Vice President and
General Manager International, Vertex
Pharmaceuticals (Europe) Limited
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