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Vseobecna zdravotni pojistovna Ceské
republiky

zfizena zakonem €. 551/1991 Sb., o VSeobecné
zdravotni pojistovné Ceské republiky, ve znéni
pozdéjSich predpisu

The General Health Insurance Company of the
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established by Act No. 551/1991 Coll., on the
General Health Insurance Company of the Czech
Republic, as amended
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Zastoupena: Ing. Zdenék Kabatek, feditel Ing. Zdenék Kabatek, Director
VSeobecné zdravotni of the General Health

pojistovny Ceské republiky

Represented by: | Insurance Company of the

Czech Republic

(dale jen ,Pojistovna®) na strané jedné

(hereinafter the “Insurance Company”), on the one

part

a and

Novartis Gene Therapies EU Limited Novartis Gene Therapies EU Limited

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

Zapsana: Registered with:

Iieg@tracm 556815 Reglstra.tlon 556815

Cislo: number:

Zastoupena: ] Represented by:
|

(dale jen ,,Drzitel“) na strané druhé (hereinafter the “Holder”), on the other part

uzaviraji hereby enter into

v souladu se zakonem &. 48/1997 Sb., o vefejném
zdravotnim  pojisténi aozméné a doplnéni
nékterych souvisejicich zakon(, ve znéni pozdéjSich
predpisu (dale jen ,zakon o vefejném zdravotnim
pojisténi“), dalSimi souvisejicimi pravnimi predpisy
tuto Smlouvu o dohodnuté koneéné cené
medicinsky potiebného Ié€ivého pfipravku
hrazeného z veiejného zdravotniho pojisténi pfi
poskytovani lizkové péce (dale jen ,Smlouva®).

this Agreement on Agreed Final Price of
Medically Necessary Medicinal Product Covered
by Public Health Insurance in the Provision of In-
Patient Care (hereinafter the “Agreement”) in
accordance with Act No. 48/1997 Coll., on public
health insurance and amending and supplementing
certain related laws, as amended (hereinafter the
“Public Health Insurance Act”) and other related
legal regulations.

Clanek I. — Uéel Smlouvy

Article | = Purpose of the Agreement

Ugelem této Smlouvy je:

The purpose of this Agreement is to:
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- pfispét k zajisténi kvalitni a dostupné zdravotni
péfe pro Pojisténce vramci financnich
moznosti systému vefejného zdravotniho
pojisténi a fungovani systému zdravotnictvi a
jeho stability;

- contribute to securing high-quality and
accessible healthcare for the Insured Persons
within the financial capacity of the public health
insurance system and the functioning of the
healthcare system and its stability;

- sjednanim DKC Prfipravku dosahnout uspory
nakladd vynalozenych na uhradu Pfipravku, a
zajistit tak naplnéni zajmu na racionalnim
vynakladani prostfedkd vefejného zdravotniho
pojisténi  pfi  poskytovani l0zkové péce
Pojisténcim.

- achieve reduction of costs related to the
reimbursement for the Product by means of
determining the Agreed Final Price of the
Product, and thus ensure compliance with
rational allocation of funds of the public health
insurance in provision of in-patient care to the
Insured Persons.

Clanek Il. — Definice pojmu

Article Il = Definitions

Pro ucely této Smlouvy se rozumi:

For the purposes of this Agreement, the following
terms shall have the meaning specified below:

- Ciselnikem NLEKY &iselnik  Pojistovny
dostupny vyhradné Poskytovatelim
prostfednictvim portalu VZP POINT za ucelem
vykazovani uhrad Pripravku v ramci lazkové
péce;

- NLEKY Code List means the Insurance
Company’s code list available exclusively to the
Providers at the VZP POINT portal with the goal
of reporting reimbursements for the Product
within in-patient care;

- Dohodnutou koneénou cenou (dale jen ,DKC*)
cena pro konecného spotiebitele predstavujici
maximalni moznou vysi uUhrady PFipravku pfi
poskytovani  l0zkové  péce  Pojisténcum
specifikovand Pfilohou €. 1 Smlouvy (DKC
zahrnuje cenu plvodce, pFipadnou obchodni
pfiraZku a napocet a dan z pfidané hodnoty);

- Agreed Final Price means the price for an end
consumer representing the maximum possible
amount of reimbursement for the Product in
provision of in-patient care to the Insured
Persons specified in Annex 1 to the Agreement
(the Agreed Final Price includes ex-factory price,
eventual business margin, surcharge and value
added tax);

- Lokalnim zastupcem osoba zmocnéna
Drzitelem k jednanim tykajicim se Pfipravku pro
trh v Ceské republice a podnikajici na uzemi
Ceské republiky. Lokalnim zastupcem DrZitele je
pro ucCely Smlouvy spole¢nost Novartis s.r.o.,
ICO: 64575977, se sidlem Na Pankraci
1724/129, 140 00 Praha 4 — Nusle, Ceska
republika;

- Local Representative means the person
authorised by the Holder to perform acts in
relation to the Product for the market in the
Czech Republic, operating a business in the
territory of the Czech Republic. For the purpose
of the Agreement, Novartis s.r.o., ID: 64575977,
registered seat at Na Pankraci 1724/129, 140 00
Praha 4 — Nusle, Czech Republic, is the Local
Representative of the Holder;

- Pojisténcem osoba dle zakona o vefejném
zdravotnim pojisténi registrovana u Pojistovny
ke dni podani Pfipravku pfi poskytovani [izkové
péce;

Insured Person means a person under the
Public Health Insurance Act registered with the
Insurance Company as of the date of
administration of the Product in the provision of
in-patient care;

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

Provider means a provider of healthcare
services who, on the day when in-patient care is
provided to an Insured Person, has a valid
agreement concluded with the Insurance
Company on the provision of and reimbursement
for services subject to reimbursement in the
sense of the Public Health Insurance Act;
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- Pripravkem |écivy pfipravek specifikovany
Pfilohou ¢&. 1 této Smlouvy, hrazeny z vefejného
zdravotniho pojisténi pfi poskytovani lGzkové
péce;

- Product means medicinal product specified in
Annex 1 to this Agreement, reimbursed from the
public health insurance in the framework of
provision of in-patient care.

- Rozhodnym obdobim obdobi dohodnuté
Smlouvou v ¢lanku XI. odst. 3, za které se budou
realizovat dohodnutd prava a povinnosti
smluvnich stran;

- Decisive Period means the period agreed in
Article XI (3) of the Agreement, for which the
agreed rights and obligations of the Parties will
be implemented,

- Ustavem Statni Ustav pro kontrolu légiv;

- Institute means the State Institute for Drug
Control

Clanek Ill. — Predmét Smlouvy

Article Il = Subject of the Agreement

Pfedmétem této Smlouvy je zavazek Drzitele na trh
% Ceské republice dodavat Pfipravek
Poskytovatellm za podminek stanovenych touto
Smlouvou a zavazek Pojistovny zaplatit za
Pfipravek uhradu za podminek stanovenych touto
Smlouvou ve vysi odpovidajici vysi ceny, za kterou
byl Pfipravek vykazan Poskytovatelem, nejvyse
vSak ve vySi DKC specifikované Pfilohou ¢. 1
Smlouvy s cilem zajistit dosazeni Uspory nakladl
vynalozenych Poijistovnou na Pfipravek. Pojistovna
se zavazuje ucinit opatfeni ve vztahu k vnitfnim
Uctovacim  systémim  tak, aby Prfipravek
Poskytovateli uhradila v rozsahu stanoveném touto
Smlouvou.

This Agreement stipulates the obligation of the
Holder to make the Product available to the
Providers on the market in the Czech Republic under
the terms and conditions hereof and the obligation of
the Insurance Company to make a payment for the
Product under the terms and conditions hereof in the
amount corresponding to the price of the Product
reported by the Provider, but not exceeding the
Agreed Final Price specified in Annex 1 to the
Agreement, to ensure reduction of the Insurance
Company’s costs in relation to the Product. The
Insurance Company agrees to take measures in
relation to the internal accounting systems so as to
reimburse the Provider for the Product to the extent
stipulated in this Agreement.

Clanek IV. — DKC Pfipravku

Article IV — Agreed Final Price of the Product

Smluvni strany se dohodly na DKC P¥ipravku, ktera
je specifikovana P¥ilohou €. 1 této Smlouvy.

The Parties agree on the Agreed Final Price of the
Product as specified in Annex 1 hereto.

Clanek V. — Prava a povinnosti smluvnich stran

Article V — Rights and Obligations of the Parties

=

Drzitel se zavazuje:

1. The Holder agrees:

dodéavat Pfipravek na trh v Ceské republice tak,
aby Ohrada Pojistovny nepfesahla DKC
specifikované Pfilohou €. 1 Smlouvy, a za timto
ucelem upravit svoji cenovou politiku vici vSem
subjektim distribu¢niho fetézce;

o

a. to make the Product available in the Czech
Republic in such a way as to prevent the
reimbursement by the Insurance Company from
exceeding the Agreed Final Price for the Product
as specified in Annex 1 hereto, and, for this
purpose, to adjust its price policy vis-a-vis all
entities in the distribution chain;

b. zajistit dostupnost Pfipravku u Poskytovatelu
tak, aby bylo mozZné uspokojit poptavku po
Pfipravku ze strany Pojisténcu s pfihlédnutim
k dosavadni potfeb& P¥ipravku na trhu v Ceské
republice. Za poruseni této povinnosti se
nepovazuji pouze pfipady, kdy Pfipravek
nebude dostupny nejvySe po dobu 14 dnu
v dusledku neocekavaného vypadku vyroby
PFipravku, prokaze-li Drzitel, ze mu ve splnéni
této povinnosti doCasné zabranila mimofadna
nepredvidatelna a neprekonatelna prekazka
vznikla nezavisle na jeho vdli;

b. to ensure that the Product is available to the
Providers in order to meet the demand for the
Product on the part of the Insured Persons,
taking into account the existing need for the
Product on the Czech market. This obligation
shall not be deemed to be breached only if the
Product is not available for a period not
exceeding 14 days as a result of an unexpected
downtime of production of the Product, if the
Holder proves that it was temporarily prevented
from fulfilling this obligation due to an
extraordinary, unforeseeable and
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insurmountable obstacle created independently

of its will;

c. neprodlené pisemné informovat PojiStovnu o | ¢c. to notify the Insurance Company in writing of any
pfedpokladaném nebo nastalém vypadku imminent or actual interruptions in supply of the
dodavek Pfipravku; Product without undue delay;

d. nazakladé pisemné zadosti umoznit povéfenym | d. to allow, at a written request, authorised
pracovnikim Pojistovny nahlédnuti do dokladu employees of the Insurance Company to inspect
vztahujicich se k plnéni pfedmétu této Smlouvy. the documents related to the performance of the
Témito doklady se pro ucely Smlouvy rozumi subject hereof. For the purposes hereof, these
faktury a dodaci listy prokazujici cenu Pfipravku, documents mean the invoices and bills of
za kterou byl Drzitelem dodan Poskytovateli; delivery proving the price for the Product for

which it was supplied by the Holder to the
Provider;

e. neprodlené informovat PojiStovnu o pfevodu | e. to inform the Insurance Company without delay
registrace Pfipravku na jinou osobu, pficemz je of any transfer of the marketing authorisation for
povinen zajistit, aby doSlo k postoupeni Smlouvy the Product to another person, and in that case,
mezi Drzitelem jakozto postupitelem a novym is obliged to ensure that the Agreement is
drzitelem jako Postupnikem, a to nejpozdéji do assigned between the Holder as the assignor
45 dnl ode dne prevodu registrace; and the new holder as the assignee not later

than within 45 days of the date of the transfer of
the marketing authorisation;

f. neprodlené informovat Pojistovnu v pfipadé, kdy | f. to inform the Insurance Company without delay
je podana Zzadost o stanoveni (zménu) of filing of an application for determining (a
maximalni ceny a vySe a podminek uhrady change in) the maximum price, as well as the
varianty Pfipravku s novym SUKL kédem; amount and terms of reimbursement for the

Product variant with a new SIDC code;

g. prfed uzavienim Smlouvy pfedat PojiStovné | g. before entering into the Agreement, to hand over
plathou plnou moc, jiz zmocnil Lokalniho to the Insurance Company a valid power of
zastupce k jednanim tykajicim se PFipravku, attorney whereby the Holder authorises its Local
vCetné uzavirani smluv o Pfipravku se tfetimi Representative to perform acts related to the
osobami, pro trh Ceské republiky. Product for the market in the Czech Republic,

including execution of contracts on the Product
with third parties;

2. Pojistovna se zavazuje: 2. The Insurance Company agrees:

a. ucCinit opatfeni ve vztahu k vnitinim uU€tovacim | a. to take measures in relation to internal
systémim Pojistovny tak, aby Pfipravek accounting systems of the Insurance Company
Poskytovateli uhradila za podminek in such a way as to reimburse the Provider for
stanovenych touto Smlouvou ve sjednaném the Product under the terms and conditions
rozsahu, tj. maximalné do vySe DKC stipulated herein to the extent agreed, e.g. not
specifikované Pfilohou &. 1 Smlouvy; exceeding the Agreed Final Price specified in

Annex 1 hereto;
b. bezodkladné informovat Poskytovatele o | b. to inform the Provider without delay of the

dohodnuté vySi DKC Pfipravku, a to
prostfednictvim ¢&iselniku Pojistovny NLEKY,
dostupném pfies Ciselnik VZP POINT.

amount of the Agreed Final Price of the Product
through the NLEKY Code List available via the
VZP POINT code list.

3. Smluvni strany se dohodly, Ze v pfipadé:

3. The Parties agree that if:

a.

rozhodnuti Ustavu, kterym bude stanovena
niz§i maximalni cena Pfipravku nez touto
Smlouvou sjednana DKC, bude Pojistovna
hradit Pfipravek ve vysi takto stanovené, a to

a. the Institute’s decision specifies the
maximum price of the Product to be less
than the Agreed Final Price hereunder, the
Insurance Company shall pay the thus-
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ode dne pifedbézné vykonatelnosti rozhodnuti
Ci vykonatelnosti rozhodnuti, neni-li pfedbézné
vykonatelné. Pro pfipad podle pfedchozi véty
se smluvni strany dohodly, Ze uzaviou pisemny
dodatek ke Smlouvé zohledrujici tuto zménu
maximalni ceny Pfipravku, a to do 30 dnl ode
dne, kdy kterakoli ze smluvnich stran vyzve
stranu druhou k uzavieni takového dodatku;

specified price for the Product as of the date
of preliminary enforceability of the decision,
or as of the date of its enforceability in the
event that the decision is not preliminarily
enforceable. For cases under the previous
sentence, the Parties agree to adopt a
written amendment to the Agreement
reflecting the change in the maximum price
of the Product within 30 days of the date
when any of the Parties invites the other
Party to adopt the amendment.

b. legislativnich zmén s dopadem na dohodnutou
vySi DKC (vCetné zmén sazby dané z pfidané
hodnoty), smluvni strany uzavfou pisemny
dodatek ke Smlouvé zohlednujici tuto zménu, a
to do 30 dnG ode dne, kdy kterakoli ze
smluvnich stran vyzve stranu druhou
k uzavieni takového dodatku, nebude-li
stranami dohodnuto jinak;

b. any legislative change takes place affecting
the amount of the Agreed Final Price
(including any change in the value added
tax), the Parties shall adopt a written
amendment to the Agreement reflecting the
change within 30 days of the date when any
of the Parties invites the other Party to adopt
the amendment, unless the Parties agree
otherwise.

C. snizeni ceny pro kone¢ného spotiebitele pod
hodnotu DKC uvedenou v Pfiloze €. 1 této
Smlouvy, které Drzitel oznami pisemné
Pojistovné alesponn 45 dni pred uacinnosti
takového snizeni smluvni strany uzaviou
pisemny dodatek ke Smlouvé zohlednrujici tuto
zménu tak, aby nové sjednana DKC
nepfekracovala novou Drzitelem uplatfiovanou
cenu pro kone¢ného spotfebitele, a to do 30
dnl ode dne, kdy kterakoli ze smluvnich stran
vyzve stranu druhou Kk uzavieni takového
dodatku, nebude-li stranami dohodnuto jinak.
Smluvni strany jsou si védomy, Ze takovy
dodatek nabyde ucinnosti vZdy k prvnimu dni
kalendarniho meésice bezprostfedné
nasledujiciho po mésici, ve kterém doSlo ke
zvefejnéni dodatku v registru smluv.

c. the price for the final customer is lowered
below the value of the Agreed Final Price as
agreed in Annex 1 hereto, and the Holder
notifies such price change to the Insurance
Company at least 45 days before the price
change comes to effect, the Parties shall
adopt a written amendment to the
Agreement within 30 days of the date when
any of the Parties invites the other Party to
adopt the amendment and such amendment
shall reflect the price change so that the
newly stated Agreed Final Price shall not
exceed the price for final customer, unless
the Parties agree otherwise. The Parties
acknowledge that the amendment comes to
force on first day of calendar month
immediately following the calendar month in
which the amendment was published in
contract register.

4. Smluvni strany se zavazuji poskytovat si
vesSkerou soucinnost potfebnou k pInéni zavazkd
ztéto Smlouvy a k pInéni ujednaného Uucelu
Smiouvy.

4. The Parties agree to provide each other with all
the collaboration required for the performance of
the obligations hereunder and for the pursuit of
the agreed purpose of the Agreement.

Article VIIl = Business Secret

Clanek V1. — Obchodni tajemstvi

1. Drzitel povazuje dohodnutou vysi DKC
specifikovanou v Pfiloze €. 1 Smlouvy za své
obchodni tajemstvi ve smyslu § 504
ob&anského zakoniku. Skuteénosti oznadené
takto za obchodni tajemstvi mohou byt
zvefejnény &i  jinak  zpfistupnény jen
s pfedchozim pisemnym souhlasem Drzitele
nebo na zakladé pravomocného rozhodnuti
soudu ¢i jiného spravniho organu, jimz bude
stanoveno, Ze skute¢nosti oznatené Drzitelem
za obchodni tajemstvi nenapliuji definici ve

1. The Holder considers the amount of the Agreed
Final Price specified in Annex 1 hereto its
business secret within the meaning of Section
504 of the Civil Code. Any facts identified above
as business secrets may be published or
otherwise disclosed only subject to the prior
written consent of the Holder or on the basis of a
final decision of a court or some other
administrative authority stating that the relevant
facts identified by the Holder as business secrets
do not meet the definition in the sense of Section
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smyslu § 504 obCanského zakoniku. Drzitel 504 of the Civil Code. The Holder explicitly
vyslovné souhlasi s publikaci v €iselniku agrees with publication of the NLEKY Code List

NLEKY dle ¢lanku V odst. 2 pism. b. Smlouvy.
Publikaci DKC dle pfedchozi véty nepovazuje
Drzitel za poruseni svého obchodniho
tajemstvi.

pursuant to Art. V (2)(b) hereof. The Holder does
not consider the publication of the Agreed Final
Price pursuant to the previous sentence a
breach of its business secrets.

Clanek VII. - Sankéni ujednani

Article IX — Penalties

1.

Pro pfipad poruSeni povinnosti Drzitele zajistit
postoupeni smlouvy pfi pfevodu registrace
Pripravku na tfeti osobu dle &lanku V. odst. 1
pism. e. Smlouvy, sjednavaji smluvni strany
jednorazovou smluvni pokutu ve vysi 500.000,-
Ke.

1.

In case of a breach of the Holder’s obligation to
ensure the assignment of the Agreement in case
of a transfer of the marketing authorisation for
the Product to a third party pursuant to Article V
(1)(e) hereof, the Parties agree on a one-off
contractual penalty in the amount of CZK
500,000.

Pro pfipad poruseni informaéni povinnosti
Drzitele dle ¢lanku V. odst. 1 pism. f. Smlouvy,
sjednavaji smluvni strany jednordzovou smluvni
pokutu ve vysi 50.000,- K¢.

In case of breach of the Holder's information
obligation pursuant to Art. V (1)(f) hereof, the
Parties agree on a one-off contractual penalty in
the amount of CZK 50,000.

Smluvni pokuta je splatna ve lhaté 30 dnl ode
dne doru€eni pisemné vyzvy Kk 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 a written request
for its payment by the other Party, into the bank
account specified in the written request.

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

The arrangement on the contractual penalty and
payment of the contractual penalty shall in no
way prejudice the right of the other Party to
indemnification.

Clanek VIII. — Uveiejnéni Smlouvy v registru

smluv a podani

informace dle zakona o

svobodném pfistupu k informacim

Article X — Publication of the Agreement in the
Contracts Register and Provision of Information
under the Free Access to Information Act

1. Smluvni strany jsou si pIné védomy zakonné | 1. The Parties are fully aware of the statutory duty
povinnosti uvefejnit tuto Smlouvu dle zakona to publish this Agreement under Act No.
€. 340/2015 Sb., o =zvlastnich podminkach 340/2015 Coll., on special conditions for the
ucinnosti nékterych smluv, uverejhiovani téchto effect of certain contracts, publication of such
smluv a o registru smluv (dale jen ,zakon o contracts and the Contracts Register
registru smluv"), a to v€etné vSech pfipadnych (hereinafter the “Contracts Register Act”),
dohod, kterymi se tato Smlouva doplfiuje, méni, including any and all agreements
nahrazuje nebo rudi. Uvefejnénim Smiouvy dle supplementing, amending, replacing or
tohoto Elanku se rozumi vloZeni elektronického terminating this Agreement. Publication of the
obrazu textového obsahu Smlouvy v otevieném Agreement under this Article means entering the
a strojové Citelném formatu a rovnéz metadat electronic image of the text of the Agreement in
podle § 5 odst. 5 zakona o registru smluv do an open and machine-readable format together
registru smluv. with metadata into the Contracts Register under

Section 5 (5) of the Contracts Register Act.
2. Smluvni strany se zavazuiji: 2. The Parties agree:
a. prodiskutovat s druhou smluvni stranou | a. to discuss with the other Party whether any

spravnost obsahu zvefejiovanych dokumentl
pfed zaslanim datové zpravy spravci registru
smluv s elektronickym obrazem textového
obsahu Smlouvy spole¢né s povinnymi
metadaty po znecitelnéni udajl, které maiji byt
vylou€eny ze zvefejnéni;

documents to be published are correct before
sending to the Contracts Register administrator
a data message with the electronic image of the
text together with the mandatory metadata,
after rendering illegible any data that are to be
excluded from publishing;
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b. informovat druhou smluvni stranu o jakychkoli | b. to inform the other Party of any other filings
dal$ich podanich ucinénych vugci registru smluv made vis-a-vis the Contracts Register on the
zvlastni iniciativy nebo k vyzvé spravce respective Party’s own initiative or at request of
registru smluv ¢i vaci dalSim subjektim statni the Contracts Register administrator or vis-a-
spravy v souvislosti se zvefejnénim Smlouvy vis any other governmental authorities in
vregistru smluv pfed ucinénim takového connection with the publication of the
podani; Agreement in the Contracts Register before

such a filing is made;

c. dodrzovat timto ¢lankem zakotvené postupy | b. tocomply with the procedures stipulated by this
souvisejici se zvefejnénim Smlouvy v registru Article in connection with the publication of the
smluv i v pfipadé uzavfieni jakychkoli dalSich Agreement in the Contracts Register also in the
dohod, kterymi se tato Smlouva bude pfipadné event of entering into any agreements that may
doplfiovat, ménit, nahrazovat nebo rusit. supplement, amend, replace or terminate this

Agreement.

3. Pojistovna se zavazuije: 3. The Insurance Company agrees:

a. zabezpecit uvefejnéni Smlouvy vregistru | a. to provide for publication of the Agreement in
smluv poté, co z elektronického obrazu podle the Contracts Register once it has removed
odst. 1 tohoto d&lanku odstrani vSechny from the electronic image pursuant to
skute€nosti, které Smluvni strany nebo néktera paragraph 1 of this Article all the facts identified
z nich v této Smlouvé oznacily jako obchodni by the Parties or any of them in this Agreement
tajemstvi a dalSi udaje, které maji byt ze as business secrets and other data that are to
zvefejnéni vylouceny, nejpozdéji do 15 dnud od be excluded from publication, not later than
uzavieni Smlouvy; within 15 days of execution of the Agreement;

b. neprodlené pfedat Drziteli potvrzeni spravce | b. to submitto the Holder forthwith a confirmation
registru smluv ve smyslu § 5 odst. 4 zakona o from the Contracts Register administrator in the
registru smluv, paklize Drzitel nebude sense of Section 5 (4) of the Contracts Register
vyrozumeén pfimo spravcem registru smluv na Act in the event that the Holder is not advised
zakladé zadani automatické notifikace directly by the Contracts Register administrator
uvefejnéni Drziteli pfi odeslani smlouvy k via the automatic notification option which
uverejnéni. advises the Holder of the publication at the time

when the Agreement is sent for publication.

4. Drzitel se zavazuije: 4. The Holder agrees:

a. Vv pfipadé nesplnéni povinnosti Pojistovnou dle | a. if the Insurance Company fails to comply with
odstavce 3 pism. a. tohoto ¢lanku pfistoupit ke its obligation pursuant to paragraph 3 (a) of this
zvefejnéni Smlouvy v registru smluv poté, co Article, to proceed with publication of the
z elektronického obrazu podle odst. 1 tohoto Agreement in the Contracts Register once it
Clanku odstrani vSechny skuteCnosti, které has removed from the electronic image
Smluvni strany nebo néktera znich v této pursuant to paragraph 1 of this Article all the
Smlouvé, jako obchodni tajemstvi a dalSi facts identified by the Parties or any of them in
Udaje, které maji byt ze zvefejnéni vylouceny, this Agreement as business secrets and other
tak, aby byla zachovana lhata dle § 5 odst. 2 data that are to be excluded from publication,
zdkona o registru smluv. V takovém pfipadé so as to comply with the deadline set out in
pak neprodlené prfedat Pojistovné potvrzeni Section 5 (2) of the Contracts Register Act. In
spravce registru smluv ve smyslu § 5 odst. 4 such a case, to submit to the Insurance
zakona o registru smluv, paklize Pojistovna Company forthwith a confirmation from the
nebude vyrozumeéna pfimo spravcem registru Contracts Register administrator in the sense of
smluv na zakladé zadani automatické Section 5 (4) of the Contracts Register Act in
notifikace uvefejnéni PojiStovné pfi odeslani the event that the Insurance Company is not
Smlouvy k uvefejnéni. advised directly by the Contracts Register

administrator via the automatic notification
option which advises the Insurance Company
of the publication at the time when the
Agreement is sent for publication.

. bezodkladné, nejpozdéji vSak do 3 dnd od | b. forthwith, not later than 3 days of receiving the

obdrzeni notifikace spravce registru o
uverejnéni Smlouvy, provést kontrolu fadného
uvefejnéni a v pfipadé zjisténi nesouladu
Pojistovnu ihned informovat. Obdobné je

notification of the publication of the Agreement
from the Register administrator, to carry out an
inspection of proper publication and to inform
the Insurance Company immediately in the
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povinna postupovat i PojisStovna, pokud dojde
ke zvefejnéni Smlouvy Drzitelem.

event that any inconsistency is ascertained.
The Insurance Company is obliged to proceed
analogously if the Agreement is published by
the Holder.

5.

Smluvni strany prohladuji, Ze se dohodly na
vSech ¢astech Smlouvy, které budou pro ucely
jejiho uvefejnéni prostfednictvim registru smluv,
které splfiuji vyjimky z uvefejnéni upravené
v zakoné o registru smluv a které budou
znecitelnény, a to pfed uzavienim této Smlouvy.

. The Parties represent that, before executing this

Agreement, they have agreed on all the parts of
the Agreement that will be rendered illegible for
the purposes of its publishing via the Contracts
Register provided that they fall under the
exemptions from publication under the Contracts
Register Act.

Drzitel dale prohlasuje, Ze si je plné védom
skute€nosti, Ze PojiStovna patfi mezi subjekty,
které jsou povinny poskytnout informace na
zakladé zadosti dle zakona ¢. 106/1999 Sb. o
svobodném pfistupu k informacim (dale jen
,zakon o svobodném pristupu
k informacim®). Smluvni strany vyslovné
prohlasuji, Ze jakékoli zvefejnéni informaci,
k némuz je PojiStovna povinna dle zékona o
svobodném pristupu k informacim,
nepredstavuje poruseni Smlouvy a nelze jej
pfiCitat Pojistovné ktizi. Tim neni dotéeno
ustanoveni ¢l. VI. této Smlouvy. Smluvni strany
se dohodly, Ze pokud bude PojiStovna pozadana
podle zakona o svobodném  pfistupu
k informacim o poskytnuti udajli, které
predstavuji a/nebo zahrnuji skute€nosti, které
predstavuji obchodni tajemstvi nékteré z nebo
obou Smluvnich stran a jsou tak oznacdeny v této
Smlouvé, poskytnou si Smluvni strany
soucinnost a podporu za ucCelem ochrany
obchodniho tajemstvi.

. The Holder further represents to be fully aware

of the fact that the Insurance Company is among
the entities having the duty to provide
information at request under Act No. 106/1999
Coall., on free access to information (hereinafter
the “Free Access to Information Act”). The
Parties expressly represent that any publication
of information required of the Insurance
Company under the Free Access to Information
Act does not constitute a breach of the
Agreement and cannot be held against the
Insurance Company. This shall in no way
prejudice Article VIII hereof. The Parties agree
that if the Insurance Company is requested
under the Free Access to Information Act to
provide data that represents and/or includes
facts constituting business secrets of any of the
Parties or of both Parties and is thus designated
in this Agreement, the Parties will provide each
other with collaboration and support with a view
to ensuring protection of the business secrets.

Clanek XI. — Lokalni zastupce

Article XI — Local Representative

1. Lokalni zastupce je opravnén zastupovat | 1. The Local Representative is authorised to
Drzitele pfi pInéni zavazk( a vykonu prav z této represent the Holder in the performance of the
Smlouvy, a to v rozsahu povéfeni pfedlozeného obligations and exercise of the rights hereunder
Lokalnim zastupcem Pojistovné pfed uzavienim within the scope of the authorisation presented
Smlouvy, pfipadné kdykoliv za trvani této by the Local Representative to the Insurance
Smlouvy; Lokalni zastupce neni stranou Company prior to the execution of the
Smiouvy. Agreement, or at any time during the term

hereof; the Local Representative is not a party to
the Agreement.

2. V pfipadé zmény Lokalniho zastupce je Drzitel | 2. In case of a change of the Local Representative,

povinen tuto zménu oznamit PojiStovné bez
zbyte€ného odkladu, a to prostfednictvim
kontaktnich osob Pojistovny. V pfipadé, Ze
Drzitel povéfi jiného Lokalniho zastupce, je
povinen spolu s oznamenim predloZit pFisludné
zmocnéni. Pojistovna je povinna bez
zbyte€ného odkladu potvrdit, Ze zménu
Lokalniho zastupce bere na védomi, pficemz
zmeéna je vac&i ni ucinna okamzikem doruceni
takového oznameni Drzitele obsahujiciho
pfislusné nové zmocnéni.

the Holder is obliged to notify the Insurance
Company of the change without undue delay
through the Insurance Company’s contact
persons. If the Holder authorises another Local
Representative, the Holder is obliged to submit
the relevant authorisation together with the
notice. The Insurance Company must confirm
without undue delay that it acknowledges the
change of the Local Representative; the change
becomes effective vis-a-vis the Insurance
Company upon delivery of the Holder's notice
containing the relevant new authorisation.
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3.

Smluvni strany shodné prohlasuji, ze zména
Lokalniho zastupce neni zménou této Smilouvy.

3.

The Parties jointly declare that a change of the
Local Representative is not an amendment to
this Agreement.

Clanek XIlI. — Doruéovani; kontaktni osoby

Article XII — Notices; Contact Persons

1. Smluvni strany se dohodly, nestanovi-li tato | 1. The Parties agree that unless this Agreement
Smlouva jinak, Ze si veSkeré pisemnosti budou stipulates otherwise, all written documents will
doruCovat na adresu svého sidla uvedeného v be delivered to the address of their respective
zahlavi této Smlouvy nebo do datové schranky registered office as specified in the header
¢i na jinou adresu pro dorucovani, ktera bude hereof or to a data box or to some other mailing
druhé strané pisemné& oznamena s dostateCnym address notified to the other Party in writing
pfedstihem, pfipadné na adresu sidla nebo sufficiently in advance, or to the address of the
datové schranky Lokalniho zastupce, pokud to registered office or databox of the Local
vyplyva ztéto Smlouvy nebo z ujednani Representative if this follows from this
smluvnich stran. Urci-li tak Drzitel, bude Agreement or from mutual agreement of the
Pojistovna vzdy doruc€ovat prioritné do jeho Parties. On request of the Holder, the Insurance
datové schranky nebo datové schranky Company shall priority deliver all written
Lokalniho zastupce. documents to databox of the Holder or databox

of the Local Representative.

2. Pisemnost se povazuje za doruCenou | 2. A documentis deemed delivered once the other
okamzikem, kdy druha strana tuto pisemnost Party receives it. A document that has been sent
obdrzi. Pisemnost odeslana se povazuje za is also deemed delivered once the addressee
doru¢enou rovnéz okamzikem, kdy ji adresat refuses to accept it or frustrates its delivery in
odmitne pfevzit nebo jakymkoliv zpusobem any way. A document that has been sent is
zmari jeji dojiti. Ma se za to, Ze pisemnost presumed to have reached the destination on
odeslana a dosla, doSla tfeti pracovni den po the third business day after it was dispatched, or
odeslani, byla-li v8ak odeslana na adresu v if sent to an address in another country, on the
jiném statu, pak patnacty pracovni den po fifteenth business day after its dispatch, even if
odeslani, atoiv pfipadé, ze adresat dojiti zasilky the addressee frustrated the delivery by not
zmaiil tim, ze a€ je obchodni spole€nosti, na being present at the mailing address in spite of
adrese svého sidla nebo adrese pro doru€ovani being a trading company and has not become
se nezdrzuje a o zaslani pfislusného sdéleni se aware of the notice. If a consignment with a
nedozvédél. Pokud se vrati zasilka s pisemnosti document is returned as undeliverable (e.g. with
jako nedorucitelnd (napf. s poznamkou, ze a note that the addressee is not present or
adresat se v misté nezdrzuje, nenachazi, seated at the given place, is unknown or has
nesidli, je neznamy nebo se odstéhoval bez moved out without giving a new address), it is
udani nové adresy) ma se za to, Ze pfislusna deemed that the relevant document was
pisemnost byla doruéena dnem vraceni takové delivered on the date of return of the
zasilky bez ohledu na to, zda se adresat o consignment regardless of whether the
zésilce dozvédél ¢i mohl dozvédét. addressee became or could have become aware

of the consignment.

3. Nestanovi-li tato Smlouva &i nevyplyva-li néco | 3. Unless this Agreement stipulates or mutual
jiného z dohody smluvnich stran, je veSkera agreement of the Parties implies otherwise, any
komunikace v souvislosti stouto Smlouvou, and all communication related to this
s vyjimkou komunikace obsahujici pravni Agreement, save for communication comprising
jednani podle této Smlouvy nebo pravnich a legal act under this Agreement or the legal
predpist obsahujici projev vile ukoncit Smlouvu regulation, containing a manifestation of will to
nebo zménit obsah Smlouvy, vedena terminate this Agreement or change its contents,
prostfednictvim e-mailové komunikace will be carried out by e-mail communication
kontaktnich osob. Komunikace musi byt between the contact  persons. The
odeslana vzdy na vSechny adresy kontaktnich communication must always be sent to all the
osob druhé Smluvni strany, a povaZuje se za addresses of the contact persons of the other
doru€enou 1. pracovni den nasledujici po Party and is deemed delivered on the 1st
odeslani. business day following after dispatch.

4. Kontaktnimi osobami jsou: 4. The contact persons are as follows:

a. Za Pojstovnu: | - o the Insurance Company: (G
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a. Za Drzitele:

b. For_the Holder: [

E-mail pro uc€ely notifikace spravcem registru | 5. E-mail for the purposes of notification by the
smluv o uvefejnéni Smlouvy: Contracts Register administrator concerning
publication of the Agreement:

a. Za PojiStovnu: opo@vzp.cz a. For the Insurance Company: opo@vzp.cz

b. za Drztele: || b. For the Holder: |G
I

] |
Smluvni strany se zavazuji, ze bez zbyte€ného | 6. The Parties agree to provide notification of a

odkladu oznami zmény kontaktnich udajl, a to
pisemné na e-mailové adresy kontaktnich osob.
Druha smluvni strana je povinna bez zbyte¢ného
odkladu potvrdit, Ze zménu kontaktnich Gdajl
bere na védomi, pfi¢emz zména je vuci ni u¢inna
okamzikem takového potvrzeni. Smluvni strany
shodné prohlasuji, Ze zména kontaktnich udaju
neni zménou této Smiouvy.

change in the contact details without
unnecessary delay, in writing at the e-mail
addresses of the contact persons. The other
Party must confirm without undue delay that it
acknowledges the change in the contact details;
the change becomes effective vis-a-vis the other
Party upon such confirmation. The Parties jointly
declare that a change in the contact details does
not constitute an amendment to this Agreement.

Clanek XIIl. — Doba trvani Smlouvy a jeji

Article XIll = Term and Termination

nespornym, Ze prava a povinnosti z této Smlouvy
budou mezi smluvnimi stranami realizovany po
celou dobu trvani Rozhodného obdobi, tj. od
1.12.2020 do konce doby trvani Smlouvy.
Povinnosti smluvnich stran, kjejichz realizaci
prozatim nedo$lo v dusledku neuGcginnosti
Smlouvy, smluvni strany spini v nejbliz8im
terminu dle smluvnich ujednéni této Smiouvy.

ukonceni
- 1. This Agreement is entered into for a period
L ::é% dimﬁﬁvapﬁgr:\/z:g 'rglenapglz tr)::, go 1‘(&3[23 during which_r_m r_eimbursement is set for the
Smlouvy stanovenu uhradu vykoﬁatelnym Product specified in An_n_ex 1 hereto by means
L Y s s of an enforceable (provisional enforceability will
(pOStaCUJe,  Predbézna . vykon?telnost) suffice) decision of the Institute, but not beyond
rozhodnutim Ustavu, maximalné vSak do 31 December 2022
31.12.2022. '

. V pfipadé, bude-li Pfipravku stanovena uhrada | 2. If reimbursement is set for the Product by
vykonatelnym (postacuje predbézna means of an enforceable (provisional
vykonatelnost) rozhodnutim Ustavu dle odst. 1 enforceability will suffice) decision of the
tohoto €lanku, zanikd Smlouva k poslednimu dni Institute under paragraph 1 of this Article, the
mésice pfedchazejiciho mésici, ve kterém byla Agreement terminates as of the last day of the
vySe Uhrady Pfipravku uvefejnéna v Seznamu month preceding the month in which the
cen a uhrad (SCAU) ve smyslu § 39n odst. 1 amount of reimbursement for the Product is
zdkona o vefejném zdravotnim pojisténi. published in the List of Prices and

Reimbursement (SCAU) in the sense of
Section 39n (1) of the Public Health Insurance
Act.

. Smluvni strany prohlasuji a ¢cini timto | 3. The Parties hereby represent and render it

undisputed that the rights and obligations under
this Agreement will be exercised and performed
between the Parties throughout the entire
Decisive Period, i.e. from 1 December 2020 to
the end of the term of the Agreement. The
Parties shall perform their obligations that have
not yet been performed because the
Agreement has not been effective as soon as
possible according to the provisions hereof.
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4. Smluvni strany se dohodly, Ze neni pfipustné
Smlouvu jednostranné vypovedét.

4. The Parties agree that the Agreement may not
be unilaterally terminated.

Clanek XIV. — Ostatni ujednani

Article XIV — Miscellaneous

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

1. This Agreement applies to all supplies of the
Product to the market in the Czech Republic.

2. Pravni vztahy mezi smluvnimi stranami se fidi
Ceskym pravnim fadem, ve  vécech
neupravenych pravnimi predpisy upravujicimi
vefejné zdravotni pojisténi a touto Smlouvou, se
fidi obCanskym zakonikem a dal8imi pfisluSnymi
pravnimi pfedpisy.

2. The legal relationships between the Parties are
governed by the Czech laws and, in matters not
regulated by the legal regulations on public
health insurance and this Agreement, by the
Civil Code and other applicable legal
regulations.

3. Smluvni strany se timto zavazuji, Zze vynalozi
veskeré rozumné Usili k urovnani vSech sport
z této Smlouvy smirnou cestou. Pokud smluvni
strany nevyfeSi spor smirnou cestou, bude
takovy spor v€etné otazek platnosti, vykladu,
vypofadani &i ukon&eni prav vzniklych z této
Smlouvy feSen vécné pfisluSnym cCeskym
soudem. Pro takovy pfipad strany sjednavaji
mistni pfislusnost Obvodniho soudu pro Prahu 3,
je-lidana v konkrétnim pfipadé vécna pfislusnost
okresniho soudu a Méstského soudu v Praze, je-
li dana v konkrétnim pfipadé vécna pfislusnost
krajského soudu.

3. The Parties hereby agree to use all reasonable
efforts to settle any and all disputes arising out
of this Agreement amicably. Should the Parties
fail to resolve any dispute amicably, the
dispute, including questions of validity,
interpretation, settlement or termination of the
rights arising from this Agreement, shall be
resolved by a Czech court having the relevant
subject-matter jurisdiction. In that case, the
Parties agree on local jurisdiction of the District
Court for Prague 3 if district courts have
subject-matter jurisdiction in the given case and
of the Municipal Court in Prague if regional
courts have subject-matter jurisdiction in the
given case.

4. Pokud by jednotliva ustanoveni této Smlouvy
byla zcela ¢& Céste€né neplatnda nebo
neproveditelna, nebude tim dotéena platnost i
proveditelnost zbyvajicich ustanoveni. Namisto
neplatného ustanoveni bude platit za dohodnuté
takové platné ustanoveni, které nejblize
odpovida smyslu a ucéelu neplatného ustanoveni.
Pokud by se v dusledku zmény pravnich
predpisti nebo z jinych divod(i stala néktera
ujednani této Smlouvy v budoucnosti neplatnymi
nebo neucinnymi, budou tato ustanoveni
uvedena do souladu s pravnimi normami a
uCastnici prohladuji, Zze Smlouva je ve
zbyvajicich ustanovenich platna, neodporuje-li to
jejimu UCelu nebo nejedna-li se o ustanoveni,
ktera oddélit nelze.

4. Should any individual provisions of this
Agreement be fully or partly invalid or
unenforceable, this shall in no way prejudice
the validity or enforceability of the remaining
provisions. A valid provision that best
corresponds to the sense and purpose of an
invalid provision will be considered to apply as
agreed instead of the invalid provision. If any
change in the legal regulations or other reasons
render any provisions of this Agreement invalid
or ineffective in the future, such provisions shall
be brought into accord with the legal
regulations, and the Parties declare that the
remaining provisions of this Agreement shall
remain valid unless this is at variance with the
purpose hereof and unless the affected
provisions are not severable.

Article XV = Final Provisions

Clanek XV. — Zavéreéna ustanoveni

1. Tato Smlouva nabyva platnosti dnem podpisu
posledni smluvni stranou a ucinnosti dnem
zvefejnéni Smlouvy v registru smiuv.

1. This Agreement enters into force on the date of
execution by the last Party and into effect on day
of publication in contract register.

2. Tato Smlouva muze byt meénéna nebo
doplfiovana  pouze formou pisemného
Cislovaného dodatku podepsaného na znameni
souhlasu obéma smluvnimi stranami.

2. This Agreement may only be amended or
supplemented by a written and numbered
amendment executed by both Parties in witness
of their consent.

3. Smlouva je vyhotovena ve dvou (2)
stejnopisech v eské a anglické verzi, z nichz
kazdd smluvni strana obdrzi jedno (1)

3. The Agreement is executed in two (2)
counterparts in English and Czech language
versions, where each Party shall obtain one (1)
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vyhotoveni v kazdé jazykové verzi. V pfipadé
rozpor mezi ¢eské a anglickou jazykovou verzi
ma pfednost Ceska jazykova verze.

counterpart per each language version. In case
of discrepancy between Czech and English
version, Czech version prevails.

4.  Smluvni strany si pfed podpisem tuto Smlouvu
fadné preCetly a svlj souhlas s obsahem
jednotlivych ustanoveni této Smlouvy stvrzuji
podpisem svych zastupcu.

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

5. Nedilnou soucasti této Smlouvy jsou nasledujici
pFilohy:
Pfiloha €. 1 — Specifikace Pfipravku a vyse DKC

The following Annexes form an integral part of
this Agreement:

Annex 1 — Product Specification and the Agreed
Final Price

V Praze/In Prague dne/on 10.3.2021

V Zirichu/In Zirich dne/on 1.3.2021

Za Pojistovnu:/For the Insurance Company:

Za Drzitele:/For the Holder:

Ing. Zdenék Kabatek

feditel Veobecné zdravotni pojistovny Ceské
republiky/ Director of the General Health Insurance
Company of the Czech Republic




