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of a Medicinal Product
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uzaviena dohodou smluvnich stran v souladu s §
1746 odst. 2 zakona ¢. 89/2012 Sb., ob¢anského
zakoniku (dale jen ,,obcansky zdkonik*)

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

referred to as the "Civil Code")

Smluvni strany:

Parties:

Vojenska zdravotni pojist'ovna Ceské

Vojenska zdravotni pojist'ovna Ceské

republiky republiky

se sidlem: Drahobejlova 1404/4, 190 | with registered | Drahobejlova 1404/4, 190 03
03 Praha 9 office: Praha 9

zastoupena: Ing. Josefem Diesslem, represented by: | Josef Diessl, Director
generalnim feditelem

ICO: 47114975 ID No.: 47114975

Ceska prumyslova zdravotni pojiStovna

Ceska prumyslova zdravotni pojiStovna

se sidlem: Jeremenkova 11, 703 00 with registered Jeremenkova 11, 703 00
Ostrava office: Ostrava

zastoupena: JUDr. Petrem Vankem, represented by: | Petr Vanek, Director
Ph.D., generalnim
feditelem

ICO: 47672234 ID No.: 47672234

Oborova zdravotni pojiStovna zaméstnanci
bank, pojiStoven a stavebnictvi

Oborova zdravotni pojiStovna zaméstnanci
bank, pojiStoven a stavebnictvi

se sidlem: Roskotova 1225/1, 140 21 | with registered Roskotova 1225/1, 140 21
Praha 4 office: Praha 4

zastoupena: Ing. Radovanem Koufilem, | represented by: | Radovan Koufil, Director
generalnim feditelem

ICO: 47114321 ID No.: 47114321

Zaméstnanecki pojist'ovna Skoda Zaméstnanecki pojist'ovna Skoda

se sidlem: Husova 302, 293 01 Mlada | with registered Husova 302, 293 01 Mlada
Boleslav 4 office: Boleslav 4

zastoupena: Ing. Darinou Ulmanovou, represented by: | Darina Ulmanova, Director
MBA, feditelkou ZPS

1CO: 46354182 ID No.: 46354182

Zdravotni pojisovna ministerstva vnitra Zdravotni pojisovna ministerstva vnitra

Ceské republiky Ceské republiky

se sidlem: Vinohradska 2577/178, 130 | with registered Vinohradska 2577/178, 130
00 Praha 3 office: 00 Praha 3

zastoupena: MUDr. Davidem Kostkou, | represented by: | David Kostka, Director

MBA, generalnim
feditelem




1CO: | 47114304

ID No.: | 47114304

RBP, zdravotni pojistovna

RBP, zdravotni pojistovna

se sidlem: Michalkovicka 108, with registered | Michalkovicka 108, Slezska
Slezska Ostrava, 710 00 office: Ostrava, 710 00 Ostrava
Ostrava

zastoupena: Ing. Antoninem Klims$ou, represented by: | Antonin Klims$a, Director
MBA, feditelem

1CO: 47673036 ID No.: 47673036

(dale jen ,,Pojistovny* nebo také samostatné
jako ,,Pojistovna')

(hereinafter referred to as the "Insurers" or also
separately as the "Insurer")

zastoupeny zmocnéncem

represented by an agent

Mgr. Katefinou Podrazilovou, Ph.D.,
predsedkyni Lékové komise Svazu zdravotnich

ojistoven CR, bytem

Katerina Podrazilova, Chairwoman of the
Medicines Commission of the Union of Health

Insurance Companies of the Czech Republic,
with residence a I

a

and

Vertex Pharmaceuticals (Ireland) Limited

Vertex Pharmaceuticals (Ireland) Limited

Sidlo: Unit 49, Block F2 Registered Unit 49, Block F2
Northwood Court, Santry | Office: Northwood Court, Santry
Dublin, Ireland Dublin, Ireland

Zapsana: Registered at:
Companies Registration Companies Registration
Office Office

Registracni ¢islo: 500558 Il\(f)g.lstra‘uon 502558

Zastoupena jednatelem Ashley Grist

Represented by its director Ashley Grist

(dale jen ,,Drzitel) na stran¢ druhé

("Holder") on the other hand

uzaviraji

conclude

v souladu se zakonem €. 48/1997 Sb., o vefejném
zdravotnim pojisténi a o zméné a doplnéni
nékterych souvisejicich zakont, ve znéni
pozdgjsich predpist (dale jen ,,zakon o vefejném
zdravotnim pojisténi‘), dal§imi souvisejicimi
pravnimi ptedpisy tuto Smlouvu o dohodnuté
cené lécivého pripravku (dale jen ,,Smlouva®).

in accordance with Act No. 48/1997 Coll., on
Public Health Insurance and on Amendments
and Supplements of Certain Related Acts, as
amended (hereinafter referred to as the "Act on
Public Health Insurance"), and other related
legal regulations, this Contract on the Agreed
Price of a Medicinal Product (hereinafter
referred to as the "Contract").

Clanek I. — U&el Smlouvy

Article I - Purpose of the Contract

1. Ugelem této Smlouvy je piispét k zajisténi
kvalitni a dostupné zdravotni péce pro
Pojisténce v ramci finan¢nich moznosti
systému vetejného zdravotniho pojisténi,
fungovani systému zdravotnictvi a jeho
stability.

1. The purpose of this Contract is to contribute
to ensuring quality and affordable health care
for the Insured within the financial
possibilities of the public health insurance
system, the functioning of the health care
system and its stability.

Sjednanim této Smlouvy se urCuje vyse
maximalni mozné uhrady.

This Contract determines the amount of the
maximum possible reimbursement.




Clanek II. - Definice pojmi

Article II - Definitions

Pro ucely této Smlouvy se rozumi:

- Dohodnutou cenou cena Pripravku dale
specifikovana v Priloze €. 1. Pojisténec se na
uhrad¢é Pripravku finanéné nijak nepodili;

- PojiSténcem osoba dle zakona o vefejném

zdravotnim  pojiSténi  registrovand u
Pojistovny ke dni poskytnuti zdravotni
péce;

- Poskytovatelem poskytovatel zdravotnich
sluzeb, ktery ma v den poskytnuti péce
Pojisténci s Pojistovnou uzavienou platnou
smlouvu o poskytovani a uhradé hrazenych
sluzeb ze zékona o vefejném zdravotnim
pojisténi;

- Pripravkem léCivy pripravek specifikovany

Prilohou ¢. 1 této Smlouvy; hrazeny
z vefejného  zdravotniho  pojisténi  pfi
poskytovani zdravotni péce
Poskytovatelem. Pfipravkem se rozumi

i totozny 1éCivy piipravek Drzitele, jemuz
Ustav piidélil novy kéd pfi zméné registrace
1é¢ivého pripravku, ktera vSak nespociva ve
zméné veli¢in podléhajicich zkoumani pro
ucely stanoveni maximalni ceny, popt. vyse
a podminek thrady (jako jsou napf. zména
velikosti baleni, sila, cesta podani a 1ékova
forma lécivého piipravku u shodné 1éCivé
latky), tudiz takova zména registrace
1é¢ivého piipravku nema vliv na stanovenou
maximalni cenu a vysi a podminky uhrady;
- Ustavem Statni tstav pro kontrolu 1é&iv.

For the purposes of this Contract:

- The Agreed Price shall mean the price of
the Product further specified in Annex 1. The
Insured does not contribute financially to the
payment of the Product;

- The Insured Person shall mean a person
under the Public Health Insurance Act
registered with the Insurer on the date of
provision of health care;

- The Provider shall mean health service
provider who has a valid contract with the
Insurer on the date of providing care to the
Insured Person for the provision and
reimbursement of services covered by the
Public Health Insurance Act;

- Medicinal Product shall mean a medicinal
product specified in Annex 1 to this
Contract; covered by public health insurance
when providing health care by the Provider.
A Product shall also mean an identical
medicinal product of the Holder to which the
Institute has assigned a new code upon a
change in the registration of the medicinal
product, which does not consist in a change
in the variables subject to examination for
the purpose of determining the maximum
price, or the amount and conditions of
reimbursement (such as a change in the pack
size, strength, route of administration and
dosage form of the medicinal product for the
same medicinal substance), therefore such
change in the registration of the medicinal
product shall not affect the determined
maximum price and the amount and
conditions of reimbursement;

- Institute shall mean the State Institute for
Drug Control.

Clanek III. — P¥edmét Smlouvy

Article I1I - Subject of the Contract

Predmétem této Smlouvy je zavazek Drzitele
obchodovat Pfipravek na trhu v Ceské
republice tak, aby za podminek stanovenych
touto Smlouvou maximalni thrada Piipravku
uhrazena ze strany PojiStovny nepiesahla
Dohodnutou cenu specifikovanou Ptilohou ¢.
1 Smlouvy.

The subject matter of this Contract is the Holder's
obligation to market the Product in the Czech
Republic so that, under the terms and conditions
set forth in this Contract, the maximum
consideration for the Product to be paid by the
Insurer does not exceed the Agreed Price
specified in Annex 1 to the Contract.

Clanek IV. — Cena P¥ipravku

Article IV - Price of the Product




Smluvni strany se dohodly na Dohodnuté

cené Pripravku, ktera je

specifikovana

Ptilohou €. 1 této Smlouvy.

The parties agree on the Agreed Price of the
Product, which is specified in Annex 1 to this

Contract.

Clanek V. — Prava a povinnosti
smluvnich stran

Article V - Rights and Obligations of the

Parties

Drzitel se zavazuje

a.

obchodovat Pipravek na trhu v Ceské
republice tak, aby maximalni thrada
Pripravku Pojistovnou neptesahla
Dohodnutou cenu Pripravku
specifikovanou  Pfilohou ¢. 1
Smlouvy, a za timto G¢elem upravit
svoji cenovou politiku vi¢i vSem
subjektim  distribu¢niho fetézce,
veetné lékaren;

zajistit  dostupnost  Pripravku u
Poskytovatelt tak, aby bylo mozné
uspokojit poptdvku po Pripravku ze
strany Pojisténci s prihlédnutim k
dosavadni potfeb¢ Ptipravku na trhu v
Ceské republice. Za poruseni tohoto
odstavce se nepovazuji ptipady, kdy
Pripravek nebude dostupny po dobu
14 dnt v disledku neocekavaného
vypadku vyroby Ptipravku, prokaze-
li Drzitel, ze mu ve splnéni této
povinnosti docasné zabranila
mimofadna  nepfedvidatelna a
nepickonatelna prekazka vznikla
nezavisle na jeho vili;

neprodlen¢  pisemné informovat
Pojistovnu o predpokladaném nebo
nastalém vypadku dodavek
Ptipravku;

zajistit, ze ke dni uCinnosti této
Smlouvy bude ve zdravotnickych
zafizenich a distribuCnim fetézci
Pripravek obchodovan vyhradné do
vySe Dohodnuté ceny;

na zakladé pisemné zadosti umoznit
povefenym pracovnikiim Pojistovny
nahlédnuti do dokladi vztahujicich se
k plnéni pfedmétu této Smlouvy.
Temito doklady se pro ucely Smlouvy
rozumi faktury a dodaci listy
prokazujici cenu Ptipravku, za kterou
byl Drzitelem dodan Poskytovateli;
neprodlen¢ informovat Pojistovnu o
prevodu registrace Ptipravku na jinou
osobu, pfiCemz je povinen zajistit,
aby doslo k postoupeni Smlouvy mezi
Drzitelem jakozto postupitelem a
novym drzitelem jako postupnikem, a
to nejpozdéji do 30 dnl ode dne

1. The Holder undertakes to

a.

to market the Product in the Czech
Republic so that the maximum
reimbursement of the Product by the
Insurer does not exceed the Agreed
Price of the Product specified in Annex
1 of this Contract, and to this end to
adjust its pricing policy towards all
entities in the distribution chain,
including pharmacies;

to ensure the availability of the Product
to the Providers in order to meet the
demand for the Product from the
Insured Persons taking into account the
current need for the Product on the
market in the Czech Republic. A breach
of this paragraph shall not be deemed to
have occurred if the Product is not
available for a period of 14 days due to
an unexpected failure in the production
of the Product, if the Holder proves that
it was temporarily prevented from

fulfilling this obligation by an
extraordinary  unforeseeable  and
insurmountable  obstacle arising

independently of its will;

immediately inform the Insurer in
writing of any anticipated or occurring
failure of the Product supply;

to ensure that on the effective date of
this Contract, the Product will be
marketed in the health care facilities
and distribution chain only up to the
Agreed Price;

upon written request, to allow
authorized employees of the Insurer to
inspect documents related to the
performance of the subject of this
Contract. For the purposes of the
Contract, such documents shall mean
invoices and delivery notes proving the
price of the Product for which it was
supplied by the Holder to the Provider;
promptly inform the Insurer of the
transfer of the registration of the
Product to another person, while being
obliged to ensure that the Contract is
assigned between the Holder as the
assignor and the new Holder as the




prevodu registrace. Pro vySe uvedené
ucely Pojistovny timto predem
udéluji svij souhlas s postoupenim
Smlouvy. Postoupeni Smlouvy je
vuci Pojistovné uc¢inné dnem, kdy je
Pojistovné doruc¢ena takova dohoda o
postoupeni Smlouvy;

g. neprodlené¢ informovat Pojistovnu
v piipad¢, kdy je Drzitelem podana
zadost o  stanoveni (zménu)
maximalni ceny a vySe a podminek
thrady varianty Piipravku s novym
SUKL kédem.

assignee, no later than within 30 days
from the date of the transfer of
registration. For the above purposes,
the Insurers hereby give their prior
consent to the assignment of the
Contract. The assignment of the
Contract shall be effective towards the
Insurers on the date on which such
agreement to assign the Contract is
delivered to the Insurers;

g. immediately inform the Insurer in the
event that the Holder submits a request
for determination (change) of the
maximum price and the amount and
conditions of reimbursement of the
variant of the Product with a new
Institute code.

2. Smluvni strany se dohodly, ze v ptipadé
legislativnich zmén s dopadem na
Dohodnutou cenu Ptipravku, uzaviou
pisemny dodatek (dale jen ,,Dodatek*) ke
Smlouvé zohlednujici tuto zménu, a to do
30 dnti ode dne, kdy kterakoli ze smluvnich
stran vyzve druhou stranu k uzavieni
takového Dodatku. Dodatkem bude
kompenzovan dopad ptislusnych zmén jiz
od uéinnosti téchto zmén, nebude-li
stranami dohodnuto jinak.

2. The parties agree that in the event of
legislative changes affecting the Agreed
Price of the Product, they shall conclude a
written amendment (hereinafter referred to as
the "Amendment") to the Contract to reflect
such change within 30 days of either party’s
request to the other party to conclude such
Amendment. The Amendment shall
compensate for the impact of the relevant
changes as of the effective date of such
changes, unless otherwise agreed by the
parties.

3. Smluvni strany se zavazuji poskytovat si
veskerou soucinnost potfebnou k plnéni
zavazki z této Smlouvy a k plnéni
ujednaného tcelu Smlouvy.

3. The parties undertake to provide each other
with all the cooperation necessary to fulfil
their obligations under this Contract and to
fulfil the agreed purpose of the Contract.

Clanek VI — Obchodni tajemstvi

Article VI - Trade Secrets

Drzitel povazuje Dohodnutou cenu za své
obchodni tajemstvi ve smyslu § 504 ob¢anského
zékoniku. Skutec¢nosti oznacené za obchodni

tajemstvi mohou byt zvefejnény ¢i jinak
zptistupnény jen s predchozim pisemnym
souhlasem  Drzitele nebo na  zakladé

pravomocného rozhodnuti soudu ¢i jiné¢ho
spravniho organu, jimZz bude stanoveno, ze
skuteCnosti oznacené Drzitelem za obchodni
tajemstvi nenapliuji definici ve smyslu § 504
obc¢anského zakoniku.

The Holder considers the Agreed Price to be its
trade secret within the meaning of Section 504 of
the Civil Code. Facts identified as trade secrets
may be disclosed or otherwise made available
only with the prior written consent of the Holder
or upon a final order of a court or other
administrative authority determining that the
facts identified by the Holder as trade secrets do
not meet the definition under Section 504 of the
Civil Code.

Clanek VIL. — Sankéni ujednéni

Article VII - Penalty Arrangements

1. Pro pfipad poruSeni povinnosti Drzitele
zajistit postoupeni smlouvy pii pievodu
registrace Ptipravku na tfeti osobu dle ¢lanku
V. odst. 1 pism. f. Smlouvy, sjednavaji

1. In the event of a breach of the Holder's
obligation to ensure the assignment of the
Contract in the event of transfer of the
registration of the Product to a third party
pursuant to Article V. paragraph 1 letter f. of




smluvni strany jednorazovou smluvni pokutu
ve vysi 500 000,- K¢.

the Contract, the parties agree on a one-time
contractual penalty in the amount of CZK
500,000.

Pro ptipad poruseni informacni povinnosti
Drzitele dle ¢lanku V. odst. 1 pism. g.
Smlouvy, sjednavaji  smluvni strany
jednorazovou smluvni pokutu ve vysi 50
000,- K¢.

In the event of a breach of the Holder's
information obligation under Article V.
paragraph 1 letter g. of the Contract, the
parties agree on a one-time contractual
penalty in the amount of CZK 50,000.00.

Smluvni pokuta je splatna ve lhuté¢ 30 dni
ode dne doruceni pisemné vyzvy k zaplaceni
smluvni pokuty druhou smluvni stranou, a to
na bankovni u¢et uvedeny v pisemné vyzve.

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

Ujednanim o smluvni pokuté ani zaplacenim
smluvni pokuty neni doteno pravo druhé
smluvni strany na nahradu Skody.

Neither the agreement on the contractual
penalty nor the payment of the contractual
penalty shall affect the right of the other party
to compensation for damages.

Clanek VIII. — Uvefejnéni Smlouvy v
registru smluyv

Article VIII - Publication of the Contract in

the Register of Contracts

Smluvni strany jsou si pln¢ védomy zakonné
povinnosti uvefejnit tuto Smlouvu dle
zakona ¢. 340/2015 Sb., o zvlastnich
podminkach u¢innosti nékterych smluv,
uvefejiiovani téchto smluv a o registru smluv
(dale jen ,,zdkon o registru smluv"), a to
veetné vSech piipadnych dohod, kterymi se
tato Smlouva doplfiuje, méni, nahrazuje nebo
rusi. Uvefejnénim Smlouvy dle tohoto
¢lanku se rozumi vloZeni elektronického
obrazu textového obsahu této Smlouvy v
otevieném a strojoveé Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zakona o
registru smluv do registru smluv.

The parties are fully aware of the legal
obligation to publish this Contract pursuant to
Act No.340/2015 Coll., on Special
Conditions of Effectiveness of Certain
Contracts, Publication of Such Contracts and
on the Register of Contracts (hereinafter
referred to as the "Act on the Register of
Contracts"), including any agreements
supplementing, amending, replacing or
cancelling this Contract. Publication of the
Contract pursuant to this Article means the
insertion of an electronic image of the textual
content of this Contract 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.

Drzitel se =zaroven zavazuje zaslat
Pojistovnam, a to prostfednictvim Svazu
zdravotnich pojistoven CR (dale také jako
SZP éR“) formou e-mailové
korespondence text obsahu této Smlouvy ve
formatu odpovidajicim podminkam
zvetejnéni podle zakona o registru smluv, a
to ve form& uréené k uvefejnéni se
zneCitelnénymi  informacemi  (obchodni
tajemstvi), spolené s pozadovanou
strukturou a rozsahem povinnych metadat po
znecitelnéni udaji, které maji byt vylouceny
z uvefejnéni, a to nejpozdéji v den, kdy
Drzitel tuto Smlouvu podepise.

The Holder also undertakes to send to the
Insurers, through the Union of Health
Insurance Companies of the Czech Republic
(hereinafter also referred to as "UHIC CR")
by e-mail correspondence the text of the
contents of this Contract in a format
compliant with the conditions of publication
under the Act on the Register of Contracts, in
a form intended for publication with the
information to be excluded from publication
(trade secrets), together with the required
structure and scope of the mandatory
metadata after the data to be excluded from
publication has been made public, no later
than the date on which the Holder signs this
Contract.




Pojistovny se zavazuji zabezpecit uverejneéni
této Smlouvy v registru smluv v rozsahu
modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dalsi udaje,
které maji byt ze zvefejnéni vylouceny,
nejpozdéji do 14 dnid ode dne uzavieni této
Smlouvy.

The Insurers undertake to ensure that this
Contract is published in the register of
contracts to the extent modified to take into
account trade secrets under this Contract and
other information to be excluded from
publication, no later than 14 days from the
date of conclusion of this Contract.

Pojistovny se dale zavazuji predat Drziteli
potvrzeni spravce registru smluv ve smyslu §
5 odst. 4 zékona o registru smluv, paklize
Drzitel nebude vyrozumén piimo spravcem
registru  smluv na  zakladé¢ zadani
automatické notifikace uvefejnéni Drzitele
pii odeslani této Smlouvy k uvetejnéni.

The Insurers further undertake to provide the
Holder with a confirmation from the
Registrar 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 register of
contracts following the Holder's automatic
publication notification when this Contract is
sent for publication.

Drzitel se zavazuje v pfipadé nesplnéni
povinnosti Pojistovnami dle odstavce 3
tohoto ¢lanku pfistoupit k uvefejnéni této
Smlouvy v registru smluv v rozsahu
modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dalsi tdaje,
které maji byt z uvetejnéni vylouceny, tak,
aby byla zachovéna lhata dle § 5 odst. 2
zékona o registru smluv. V takovém pripadé
pak  neprodlen¢ piedat Pojistovnam
potvrzeni spravce registru smluv ve smyslu §
5 odst. 4 zékona o registru smluv, paklize
Pojistovny nebudou vyrozumény piimo
spravcem registru smluv na zakladé zadani
automatické notifikace uvefejnéni
Pojistovnam pii odesléni této Smlouvy k
uvetejnéni.

The Holder undertakes, in the event of failure
of the Insurers to comply with the obligation
under paragraph 3 of this Article, to proceed
with the publication of this Contract in the
register of contracts to the extent modified
with respect to trade secrets under this
Contract 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 a
case, the Holder will then promptly forward
to the Insurers 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
Insurers are notified directly by the
administrator of the register of contracts upon
the submission of the automatic publication
notification to the Insurers when this Contract
is sent for publication.

Drzitel se dale zavazuje bezodkladng,
nejpozdéji vSak do 3 pracovnich dnii od
obdrzeni notifikace spravce registru o
uvetejnéni této Smlouvy, provést kontrolu
fadného uvefejnéni a v pfipadé zjisténi
nesouladu Pojistovny ihned informovat, a to
prostiednictvim SZP CR. Obdobné jsou
povinny postupovat i Pojistovny, pokud
dojde k uvetejnéni této Smlouvy Drzitelem.

The Holder further undertakes to check the
proper publication of this Contract without
delay, but no later than within 3 business days
of receipt of notification from the
administrator of the register of contracts of
the publication of this Contract, and in the
event of any non-compliance, to notify the
Insurers immediately via UHIC CR. The
Insurers are required to follow a similar
procedure if this Contract is published by the
Holder.

Clanek IX. — Dorudovini, kontaktni osoby

Article IX. - Delivery, Contact Persons

Smluvni strany se dohodly, nestanovi-li tato
Smlouva jinak, Ze si veSkeré pisemnosti
budou dorucovat na adresu svého sidla
uvedeného v zahlavi této Smlouvy nebo do
datové schranky ¢i na jinou adresu pro
dorucovani, ktera bude druhé strané pisemné

The parties agree, except as otherwise stated
in this Contract, to serve all documents on
each other at their registered office address
as set out in the header of this Contract or at
a data box or other address for service which
shall be notified in writing to the other party




oznamena s dostateCnym predstihem, pokud
to vyplyva z této Smlouvy nebo z ujednani
smluvnich stran.

sufficiently in advance, if this Contract or
the arrangements of the parties so require.

Pisemnost se povazuje za dorucenou
okamzikem, kdy druh4 strana tuto pisemnost
obdrzi. Pisemnost adresovana se povazuje za
dorucenou rovnéz okamzikem, kdy ji adresat
odmitne pievzit nebo jakymkoliv zplisobem
zmafi jeji dojiti. M4 se za to, Ze pisemnost
odeslana a dosla, dosla tfeti pracovni den po
odeslani, byla-li vSak odeslana na adresu v
jiném statu, pak patnacty pracovni den po
odeslani, a to i v pfipad¢, ze adresat dojiti
zasilky zmafil tim, Ze ac¢ je obchodni
spole¢nosti, na adrese svého sidla nebo
adrese pro doruCovani se nezdrzuje a o
zaslani prislusného sdéleni se nedozvédel.
Pokud se vrati zasilka s pisemnosti jako
nedorucitelna (napf. s poznamkou, ze adresat
se v misté nezdrzuje, nenachazi, nesidli, je
neznamy nebo se odstéhoval bez udani nové
adresy) ma se za to, ze prislusna pisemnost
byla doruc¢ena dnem vraceni takové zasilky
bez ohledu na to, zda se adresat o zasilce
dozvedél ¢i mohl dozvedét.

A document shall be deemed to have been
delivered at the moment when the other party
receives it. A document addressed to the
addressee shall also be deemed to have been
delivered at the moment when the addressee
refuses to accept it or in any way prevents its
arrival. A document sent and received shall
be deemed to have been received on the third
working day after it was sent, but if it was
sent to an address in another state, on the
fifteenth working day after it was sent, even
if the addressee has prevented the receipt of
the dispatch by the fact that, although he is a
commercial company, he is not present at the
address of his registered office or at the
address for service and has not been informed
of the sending of the relevant communication.
If a document is returned as undeliverable
(e.g. with a note stating that the addressee is
not present, not located, not domiciled,
unknown or has moved away without giving
a new address), the relevant document shall
be deemed to have been served on the date of
return of such document, irrespective of
whether the addressee knew or could have
known about the document.

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

Unless otherwise provided for in this
Contract or by agreement of the parties, all
communications in connection with this
Contract shall be conducted by e-mail
communication between the contact persons.

Kontaktnimi osobami jsou:
a. Za Pojistovny:

b. Za Drzitele:

The contact persons are:
a. For the Insurance Companies: -

b. For the Holder:

E-mail pro ucely notifikace spravcem
registru smluv o uvetejnéni Smlouvy:
a. Za Pojistovny:
b. Za Drzitele:

E-mail for the purpose of notification by the
administrator of the register of contracts of
the publication of the Contract:

a. For the Insurers:

b. For the Holder:

Smluvni strany se zavazuji, ze bez
zbytecného  odkladu  ozndmi  zmény
kontaktnich udajt, a to pisemné na e-mailové
adresy kontaktnich osob. Druha smluvni
strana je povinna bez zbyte¢né¢ho odkladu
potvrdit, Ze zménu kontaktnich idajt bere na
védomi, pfiCemz zména je vaci ni ucinna
okamzikem takového potvrzeni. Smluvni
strany shodné prohlaSuji, ze zména
kontaktnich 1daji neni zménou této
Smlouvy.

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




Clanek X. — Doba trvani Smlouvy a jeji
ukonceni

Article X - Duration and Termination of the
Contract

Smlouva se uzavira na dobu tii (3) let ode dne
ucinnosti této Smlouvy.

1. The Contract shall be concluded for a period
of three (3) years from the effective date of
this Contract.

Smluvni strany se dohodly, ze neni pfipustné
Smlouvu jednostranné vypovedét.

2. The Parties agree that it is not permissible to
unilaterally terminate the Contract.

Tato Smlouva nahrazuje predchozi ujednani
o cené s ucinnosti od 1. 7. 2021 a s G¢innosti
od 1. 11. 2021. Tato ujednani podpisem této
Smlouvy zanikaji.

3. This Contract replaces the previous price
arrangements with effect from 1 July 2021
and 1 November 2021. These arrangements
expire upon signing this Contract.

Clanek XI. — Ostatni ujednzni

Article XI - Other Arrangements

Tato Smlouva se vztahuje na vSechny
dodavky Pripravku na trh v Ceské republice.

1. This Contract applies to all deliveries of the
Product to the market in the Czech Republic.

Pravni vztahy mezi smluvnimi stranami se
fidi Ceskym pravnim fadem, ve vécech
neupravenych pravnimi predpisy
upravujicimi vefejné zdravotni pojisténi a
touto Smlouvou, se ftidi obcanskym
zakonikem a dal$imi piislusSnymi pravnimi
predpisy.

2. The legal relations between the Parties shall
be governed by the Czech legal order, in
matters not regulated by the legal regulations
governing public health insurance and this
Contract, they shall be governed by the Civil
Code and other relevant legal regulations.

Smluvni strany se timto zavazuji, ze vynalozi
veskeré rozumné Usili k urovnani vSech
sporu z této Smlouvy smirnou cestou. Pokud
smluvni strany nevyiesi spor smirnou cestou,
bude takovy spor véetn¢ otazek platnosti,
vykladu, vypofadani ¢i ukonceni prav
vzniklych z této Smlouvy feSen vécné
prislusnym ¢eskym soudem. Pro takovy
pfipad strany sjednédvaji mistni pfislusnost
Obvodniho soudu pro Prahu 3, je-li dana v
konkrétnim pifipadé vécna prislusnost
okresniho soudu a Méstského soudu v Praze,
je-li dana v konkrétnim piipadé vécna
prislusnost krajského soudu.

3. The Parties hereby agree to use all reasonable
efforts to settle all disputes under this
Contract amicably. If the Parties fail to
resolve any dispute amicably, such dispute,
including questions of validity,
interpretation, settlement or termination of
rights arising under this Contract, shall be
resolved by a court of competent jurisdiction
in the Czech Republic. In such case, the
parties agree on the local jurisdiction of the
District Court for Prague 3, if the jurisdiction
of the district court is given in the particular
case, and of the Municipal Court in Prague, if
the jurisdiction of the regional court is given
in the particular case.

Pokud by jednotliva ustanoveni této
Smlouvy byla zcela ¢i castecné neplatna
nebo neproveditelna, nebude tim dotéena
platnost ¢i proveditelnost zbyvajicich
ustanoveni. Namisto neplatného ustanoveni
bude platit za dohodnuté takové platné
ustanoventi, které nejblize odpovida smyslu a
ucelu neplatného ustanoveni. Pokud by se v
disledku zmény pravnich ptedpisi nebo z
jinych duvodu stala n€ktera ujednani této
Smlouvy v budoucnosti neplatnymi nebo
neucinnymi, budou tato ustanoveni uvedena
do souladu s pravnimi normami a ucastnici
prohlasuji, Ze Smlouva je ve zbyvajicich
ustanovenich platnd, neodporuje-li to jejimu

4. If individual provisions of this Contract are
invalid or unenforceable in whole or in part,
the validity or enforceability of the remaining
provisions shall not be affected. In lieu of the
invalid provision, the valid provision that
most closely matches the meaning and intent
of the invalid provision shall be deemed to
have been agreed upon. Should any
provisions of this Contract become invalid or
ineffective in the future as a result of a change
in law or otherwise, such provisions shall be
brought into conformity with the law and the
parties declare that the Contract shall be valid
as to the remaining provisions, unless such




ucelu nebo nejedna-li se o ustanoveni, ktera
oddgélit nelze.

invalidity or ineffectiveness is contrary to its
purpose or the provisions are not severable.

Clanek XII. — Zavére¢na ustanoveni

Article XII - Final Provisions

1. Tato Smlouva nabyva platnosti dnem
podpisu posledni smluvni stranou a uc¢innosti
prvnim  dnem  kalendainiho = mésice
bezprostfedné nasledujiciho po mésici, ve
kterém doslo ke zvefejnéni Smlouvy v
registru smluv.

1. This Contract shall become effective on the
date of signature by the last party to the
Contract and shall become effective on the
first day of the calendar month immediately
following the month in which the Contract is
published in the Register of Contracts.

2. Tato Smlouva muze byt meénéna nebo

doplinovana pouze formou pisemného
Cislovaného dodatku podepsaného na
znameni  souhlasu obéma  smluvnimi
stranami.

2. This Contract may be amended or
supplemented only by a written numbered
amendment signed by both parties to the
Contract.

3. Smlouva je vyhotovena ve dvou (2)
stejnopisech, z nichZ kazda smluvni strana
obdrzi jedno (1) vyhotoveni.

3. The Contract shall be executed in two (2)
counterparts, of which each party shall
receive one (1) copy.

4. Smluvni strany si pfed podpisem tuto
Smlouvu tadné pieCetly a svij souhlas s
obsahem jednotlivych ustanoveni této
Smlouvy stvrzuji podpisem svych zastupct.

4. The parties have duly read this Contract
before signing and confirm their agreement
with the content of the individual provisions
of this Contract by the signatures of their
representatives.

5. Nedilnou soucasti
nasledujici prilohy:
Piiloha ¢. 1 Smlouvy o dohodnuté cené
1é¢ivého pripravku

této Smlouvy jsou

5. The following annexes form an integral part
of this Contract:
Annex No. 1 to the Contract on the Agreed
Price of the Medicinal Product

V Praze /In Prague, dne /on 12. 9. 2022

Za Pojistovnu /On behalf of the Insurers
Razitko a podpis /stamp and signature

V Londyné /In London, dne /on 5. 9. 2022

Za Drzitele /On behalf of the Holder:
Razitko a podpis /stamp and signature

Mgr. Katefina Podrazilova, predsedkyn¢ Lékové
komise Svazu zdravotnich pojistoven CR /
Chairwoman of the Medicines Commission of
the Union of Health Insurance Companies of the
Czech Republic

Jméno/Name: Ashley Grist
Funkce/Position: Director
Vertex Pharmaceuticals (Ireland) Limited




Obchodni tajemstvi Business secret

Priloha ¢. 1 ANNEX No. 1

SMLOUVY O DOHODNUTE CENE CONTRACT ON THE AGREED PRICE OF

LECIVEHO PRIPRAVKU A MEDICINAL PRODUCT
uzaviena dohodou smluvnich stran concluded by agreement of the contracting parties
PoF. &./
DRZ/ ZEM/
?Vrg. NAZ / NAME | KOD/CODE DOP / SUP MAH COUNTRY sbcC

KALYDECO | 0185304 150MG TBL FLM 56 <

1. Vertex Irsko
ORKAMBI 0023837 100MG/125MG TBL <

2. FLM 112(4X28) Vertex Irsko
ORKAMBI 0209045 200MG/125MG TBL <

3. FLM 112(4X28) Vertex Irsko
ORKAMBI 0238360 100MG/125MG GRA <

4. 36 Vertex Irsko
ORKAMBI 0238361 150MG/188MG GRA <

5. 36 Vertex Irsko
KALYDECO | 0209037 75MG GRA SCC <

6. S6(4X14) Vertex Irsko
KALYDECO | 0209036 50MG GRA SCC <

7. 56(4X14) Vertex Irsko
KALYDECO | 0250244 75MG TBL FLM 28 <

8. Vertex Irsko
KALYDECO | 0238236 150MG TBL FLM 28 <

9. Vertex Irsko
SYMKEVI 0238237 100MG/150MG TBL <

10. FLM 28 Vertex Irsko
KAFTRIO 0255426 | 37,5MG/25MG/50MG <

11. TBL FLM 56(4X14) Vertex Irsko




KAFTRIO 0249859

100MG/50MG/75MG
12. TBL FLM 56

I -

Vertex Irsko

SDC — smluvnimi stranami Dohodnuta cena, tj.
cena pro konecného spotiebitele, a zaroven vyse
maximalni mozné thrady za Ptipravek (Pojisténec
se na uhradé¢ Pripravku nijak nepodili),
zaokrouhlena na dvé desetinna mista.

Vyse uvedena dohodnuta cena se vztahuje na
vSechny dodavky uvedeného 1é¢ivého piipravku na
trh CR.

SDC - the Agreed price, i. e. the price for the
final consumer, and at the same time the amount
of the maximum possible reimbursement for the
Product (the Insured Person does not participate
on the reimbursement of the Product), rounded
to two decimal places.

The above-mentioned agreed price applies to all
supplies of the above-mentioned medicinal
product to the Czech market.

V Praze /In Prague, dne /on 12. 9. 2022

Za Pojistovnu /On behalf of the Insurers
Razitko a podpis /stamp and signature

V Londyné /In London, dne /on 5. 9. 2022

Za Drzitele /On behalf of the Holder:
Razitko a podpis /stamp and signature

Mgr. Katetina Podrazilova, pfedsedkyné Lékové
komise Svazu zdravotnich pojistoven CR /
Chairwoman of the Medicines Commission of the
Union of Health Insurance Companies of the
Czech Republic

Jméno/Name: Ashley Grist
Funkce/Position: Director




