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Smlouva o cené medicinsky potifebného lé€ivého
pripravku
¢. 6/2022/0PO

uzaviena dohodou smluvnich stran v souladu s § 1746
odst. 2
zakona €. 89/2012 Sb., ob&anského zakoniku (dale jen
,ob&ansky zakonik®).

Smluvni strany:

Agreement on the price of the medically necessary
medicinal product
no. 6/2022/0P0O

concluded by agreement of the parties in accordance
with the section 1746(2)
of the Act no. 89/2012 Coll., Civil Code (hereinafter
referred to as the "Civil Code").

Parties:

Vseobecna zdravotni pojistovna Ceské
republiky

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

General Health Insurance Company of the Czech
Republic

Established by the Act no. 551/1991 Coll., on the
General Health Insurance Fund of the Czech
Republic, as amended

Sidlo: Orlicka 4/2020, 130 00 Praha 3 Address: Orlicka 4/2020, 130 00 Praha 3
ICO: 41197518 ID: 41197518
Alena Mikova, M.D., Director of
Zastoup MUDr. Alena Mikova, feditelka Represented the Department of Medicines of
ena: Odboru leciv VZP CR, na zakladé by: the VZP CR, on the basis of the
povéfeni feditele VZP CR mandate of the Director of the
vzP CR

(dale jen ,Pojistovna“) na strané jedné

a

Kyowa Kirin Holdings B.V.

KVK 34175189, Bloemlaan
sidlo: 2,_2132NP Hoofddrop,
Nizozemské
kralovstvi
Zapbsana: V obchodnim rejstfiku
P ’ Nizozemského kralovstvi
Registracni 34175189
Cislo:

Zastoupena: Roswitha Reisinger, jednatel

(dale jen ,,Drzitel“) na strané druhé

uzaviraji

v souladu se zakonem €. 48/1997 Sb., o vefejném
zdravotnim pojisténi a o zméné a doplnéni nékterych
souvisejicich zakond, ve znéni pozdéjsich predpist (dale

(hereinafter referred to as the ,Insurance company*)
on the one hand

and

Kyowa Kirin Holdings B.V.

KVK 34175189, Bloemlaan
2, 2132NP Hoofddrop,

Address: Kingdom of the
Netherlands
In the Commercial Register

Registered: of the Kingdom of the
Netherlands

Registration no.: 34175189

Represented by: Roswitha Reisinger, Director

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

conclude
in accordance with Act No. 48/1997 Coll., on Public

Health Insurance and on Amendments and Supplements
to Certain Related Acts, as amended (hereinafter referred
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jen ,zakon o verejném zdravotnim pojisténi“), dalSimi
souvisejicimi pravnimi predpisy tuto Smlouvu o cené
medicinsky potiebného lé€ivého pfipravku (dale jen
~Smlouva®).

Clanek I. — U&el Smlouvy

1. Ugelem této Smlouvy je prispét k zajisténi
kvalitni a dostupné zdravotni péce pro
Pojisténce v ramci finanénich moznosti systému
vefejného zdravotniho pojidténi, fungovani
systému zdravotnictvi a jeho stability.

2. Sjednanim této Smlouvy se urluje vysSe
maximalni mozné Uhrady.

Clanek II. - Definice pojmu

Pro ucely této Smlouvy se rozumi:

- Dohodnutou cenou cena dale specifikovana v
Pfiloze €. 1. PojiSténec se na uhradé Prfipravku
finanéné nijak nepodili;

- Pojisténcem osoba dle § 2 odst. 1 zakona o
vefejném  zdravotnim  pojisténi  registrovana
u Pojistovny ke dni poskytnuti zdravotni sluzby;

- Poskytovatelem poskytovatel zdravotnich sluzeb,
ktery ma vden poskytnuti péce Pojisténci s
Pojistovnou uzavienou plathou smlouvu o
poskytovani a uhradé hrazenych sluzeb ve zakona
o vefejném zdravotnim pojisténti;

- Pripravkem IéCivy pfipravek specifikovany PFilohou
€. 1 této Smlouvy;

- Rozhodnym  obdobim obdobi  dohodnuté
Smlouvou v ¢lanku Xl. odst. 2, za které se budou
realizovat dohodnuta prava a povinnosti smluvnich
stran;

- Ustavem Statni tstav pro kontrolu [&giv.

Clanek lll. — Predmét Smiouvy

Predmétem této Smlouvy je zavazek Drzitele obchodovat
Ptipravek na trhu v Ceské republice tak, aby za
podminek stanovenych touto Smlouvou maximalni
Uhrada PFipravku uhrazena ze strany PojiStovny
nepiesahla Dohodnutou cenu specifikovanou PFilohou €.
1 Smlouvy.

Clanek IV. — Cena Pripravku

Smluvni strany se dohodly na Dohodnuté cené

Pfipravku, ktera je specifikovana Pfilohou €. 1 této
Smlouvy.

Clanek V. — Prava a povinnosti smluvnich stran

1. DrZitel se zavazuje

to as the "Act on Public Health Insurance"), and other
related legislation, enter into this Agreement on the
Price of Medically Necessary Medicinal Product
(hereinafter referred to as the "Agreement").

Article I. - Purpose of the Agreement

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

2. Negotiation of this Agreement determines the
amount of the maximum possible reimbursement.

Article Il. - Definitions of Terms

For the purposes of this Agreement:

- Agreed price a price further specified in Annex no.
1. The Insured person does not contribute financially
to the reimbursement of the Product.

- Insured person a person according to section 2(1)
of the Public Health Insurance Act registered with the
Insurance company on the date of provision of the
health service.

- Provider a health service provider who, on the date
of providing care to the Insured person, has a valid
contract with the Insurance company for the
provision and reimbursement of covered services
under the Public Health Insurance Act.

- Product a medicinal product specified in Annex no.
1 of this Agreement.

- Decision period a period agreed by the Agreement
in the Article X1, section 2, for which the agreed rights
and obligations of the parties will be realized.

- Institute State Institute for Drug Control.

Article lll. - Subject of the Agreement

The subject matter of this Agreement is the obligation of
the Holder to market the Product in the Czech Republic
so that, under the terms of this Agreement, the maximum
reimbursement for the Product paid by the Insurance
company does not exceed the Agreed price specified in
Annex no. 1 of this Agreement.

Article IV. - Product price

The Parties agree on the Agreed price of the Product,
which is specified in Annex no. 1 of this Agreement.

Article V. - Rights and duties of the Parties

1. The Holder undertakes to
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obchodovat PFipravek na trhu v Ceské republice
tak, aby maximalni Jdhrada Pfipravku
Pojistovhou nepfesahla Dohodnutou cenu
Pfipravku  specifikovanou Pfilohou ¢&. 1
Smlouvy, a za timto Ucelem upravit svoji
cenovou politiku vG&i  vS8em  subjektim
distribu¢niho fetézce, véetné lékaren;

zajistit dostupnost Pfipravku u Poskytovatell
tak, aby bylo mozné uspokojit poptavku po
PFipravku ze strany PojiSténcu s pfihlédnutim
k dosavadni pottebé Ptipravku na trhu v Ceské
republice. Za poruSeni tohoto odstavce se
nepovazuji pfipady, kdy Pfipravek nebude
dostupny po dobu 14 dnU v dasledku
neoCekavaného vypadku vyroby Pfipravku,
prokaze-li Drzitel, Ze mu ve splnéni této
povinnosti doCasné zabranila mimofadna
nepfedvidatelna a nepfekonatelna prekazka
vznikla nezavisle na jeho vli;

neprodlené pisemné informovat PojiStovnu o
pfedpokladaném nebo nastalém vypadku
dodavek PFipravku;

neprodlené informovat Pojistovnu o prevodu
registrace Pfipravku na jinou osobu, pficemz je
povinen zaijistit, aby doSlo k postoupeni
Smlouvy mezi Drzitelem jakozto postupitelem a
novym drzitelem jako Postupnikem, a to
nejpozdéji do 30 dnd ode dne prevodu
registrace; pro tyto ucely PojiStovna udéluje
pfedem svUj souhlas s postoupenim Smiouvy.
Postoupeni Smlouvy je vic&i Pojistovné ucinné
dnem, kdy je Pojistovné doruCena takova
dohoda o postoupeni Smlouvy.

Smluvni strany se dohodly, Zze v pfipadé
nalezeni Ceny puvodce v nékterém z ¢lenskych
statt Evropskeé unie v hodnoté nizsi, nez je Cena
pGvodce uvedena v Priloze ¢. 1, uzaviou
dodatek, jimZz bude sjednana cena pro
kone€ného spotfebitele v nové (nizsi) vysi, a to
do 30 dnu ode dne, kdy kterakoli ze smluvnich
stran vyzve druhou stranu k uzavfeni takového
dodatku. Zdrojem pro nalezeni Ceny plvodce je
~S5eznam vefejné dostupnych referencnich
zdroju cen léCiv a potravin pro zvlastni lékarske
ugely pouzivanych SUKL pro Ugely cenové a
uhradové regulace* oficialné zvefejnény na
webovych  strankach  Ustavu.  Prepodet
zahrani€nich cen zcizi mény bude provadén
v souladu s vyhlaskou &. 376/2011 Sb., kterou se
provadéji néktera ustanoveni zakona o vefejném
zdravotnim  pojisténi, ve znéni pozdé&jsich
pfedpisl. Smluvni strany se dohodly, ZzZe
k uzavieni dodatku dle predchoziho odstavce

Market the Product in the Czech Republic so
that the maximum reimbursement of the
Product by the Insurance company does not
exceed the Agreed price of the Product
specified in Annex no. 1 to the Agreement, and
to this end to adjust its pricing policy towards all
subjects in the distribution chain, including
pharmacies.

Ensure the availability of the Product from 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. It shall not be
considered a breach of this paragraph if the
Product is unavailable for a period of 14 days as
a result of 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
beyond its control.

Promptly inform the Insurance company in
writing of any anticipated or occurring failure in
the supply of the Product.

Promptly inform the Insurance company of the
transfer of the registration of the Product to
another person, whereby the Holder is obliged to
ensure that the Agreement is assigned between
the Holder as Assignor and the new Holder as
Assignee, no later than 30 days from the date of
the transfer of registration; for these purposes,
the Insurance company grants its prior consent
to the assignment of the Agreement. The
assignment of the Agreement shall be effective
against the Insurance company on the date on
which the Insurer receives such agreement on
assignment of the Agreement.

The Parties agree that if the Originator price is
found in a Member State of the European Union
at a value lower than the Originator price set out
in Annex no. 1, they will enter into an addendum
agreeing a new (lower) price for the final
consumer within 30 days of either Party inviting
the other Party to enter into such an addendum.
The source for finding the Originator's price is the
"List of publicly available reference sources of
prices of medicines and foodstuffs for special
medical purposes used by SUKL for the purposes
of price and reimbursement regulation" officially
published on the Institute's website. The
conversion of foreign prices from foreign currency
will be carried out in accordance with Decree No.
376/2011 Coll., implementing certain provisions
of the Public Health Insurance Act, as amended.
The Parties agree that the conclusion of an
amendment pursuant to the preceding paragraph
may take place no more than twice within a
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mlze byt pfistoupeno maximalné dvakrat
v pribéhu dvanacti po sobé jdoucich
kalendafnich mésici. Smluvni strany se dale
dohodly, Ze Zzadost PqjiStovny o uzavieni
dodatku podle tohoto odstavce muze byt podana
nejdfive po uplynuti 6 mésicd od pocatku
Rozhodného obdobi podle &lanku XI. odst. 2.
této Smlouvy. Pro vylou€eni pochybnosti
smluvni strany uvadéji, Zze timto ustanovenim
neni dot€éena moznost smluvnich stran jednat o
vysi uhrady v ramci probihajiciho spravniho
fizeni o stanoveni vySe a podminek uhrady
Pfipravku.

3.  Smluvni strany se zavazuji poskytovat si veSkerou
soucinnost potfebnou k plnéni zavazku z této
Smlouvy a k pInéni ujednaného uc¢elu Smiouvy.

Clanek VI. — Obchodni tajemstvi

Drzitel povazuje specifikaci Pfipravku, vySi Dohodnuté
ceny a vysi Ceny plvodce za své obchodni tajemstvi ve
smyslu § 504 obcanského =zakoniku. Skutecnosti
oznaCené 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 oznaCené
Drzitelem za obchodni tajemstvi nenapliuji definici ve
smyslu § 504 obCanského zakoniku.

Clanek VII. — Sankéni ujednani

1. Pro pfipad porusSeni povinnosti DrZitele zajistit
postoupeni smlouvy pfi pfevodu registrace Pfipravku
na tfeti osobu dle &lanku V. odst. 1 pism. d. Smlouvy,
sjednavaji smluvni strany jednorazovou smluvni
pokutu ve vysi 500.000,- K¢&.

2. Smluvni pokuta je splatna ve |haté 30 dnl ode dne
doruceni pisemné vyzvy k zaplaceni smluvni pokuty
druhou smluvni stranou, a to na bankovni ucet
uvedeny v pisemné vyzvé.

3. Ujednanim o smluvni pokuté ani zaplacenim smluvni
pokuty neni dot&eno pravo druhé smluvni strany na
nahradu Skody.

Clanek VIII. — Uvefejnéni Smlouvy v registru smluv a
podani informace dle zakona o svobodném pfistupu
k informacim

1. Smluvni strany jsou si pIné védomy zakonné
povinnosti uvefejnit tuto Smlouvu dle zakona
€. 340/2015 Sb., o zvlastnich podminkach ucinnosti

period of twelve consecutive calendar months.
The Parties further agree that a request by the
Insurance company to enter into an amendment
pursuant to this paragraph may be made no
earlier than 6 months after the beginning of the
Decision period pursuant to Article XI, Paragraph
2 of this Agreement. For the avoidance of doubt,
the Parties state that this provision is without
prejudice to the ability of the Parties to negotiate
the amount of reimbursement in the context of the
ongoing administrative proceedings to determine
the amount and terms of reimbursement for the
Product.

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

Article VI. — Trade secrets

The Holder considers the specification of the Product, the
amount of the Agreed price and the amount of the
Originator price to be its trade secrets within the meaning
of Section 504 of the Civil Code. Facts so designated as
trade secrets may be disclosed or otherwise made
available only with the prior written consent of the Holder
or pursuant to a final order of a court or other
administrative authority determining that the facts
designated by the Holder as trade secrets do not meet the
definition under Section 504 of the Civil Code.

Article VII. — Sanctioning arrangements

1. In the event of a breach of the Holder's obligation to
ensure the assignment of the contract when
transferring the registration of the Product to a third
party pursuant to Article V. par. 1 letter d. of the
Agreement, the Parties agree on a one-time
contractual penalty in the amount of CZK 500,000.

2. The contractual penalty is payable within 30 days
from 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.

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

Article VIII. - Publication of the Agreement in the
Register of Contracts and submission of information
under the Freedom of Information Act

1. The Parties are fully aware of the legal obligation to
publish  this Agreement pursuant to Act
No. 340/2015 Coll.,, on Special Conditions for the
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nékterych smluv, uvefejfiovani téchto smluv a o
registru smluv (dale jen ,zakon o registru smiuv"),
a to v&etné viech pfipadnych dohod, kterymi se tato
Smlouva dopliuje, méni, nahrazuje nebo rusi.
Uverejnénim Smlouvy dle tohoto ¢lanku se rozumi
vloZeni elektronického obrazu textového obsahu
Smlouvy v otevieném a strojové Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zdkona o registru
smluv do registru smluv.

Smluvni strany se zavazuiji:

a. elektronickou postou prostfednictvim
kontaktnich osob prodiskutovat s druhou
smluvni stranou spravnost obsahu
zvefejnovanych dokumentl pfed zaslanim
datové zpravy spravci registru smiluv s
elektronickym obrazem textového obsahu
Smlouvy spole¢né s povinnymi metadaty po
zneditelnéni udajl, které maiji byt vylouceny ze
zverejnéni;

b. informovat druhou smluvni stranu o jakychkoli
dal$ich podanich u€inénych vugci registru smluv
zvlastni iniciativy nebo kvyzvé spravce
registru smluv ¢i vici dalSim subjektim statni
spravy v souvislosti se zvefejnénim Smlouvy
vregistru smluv pfed ucinénim takového
podani;

c. dodrzovat timto ¢lankem zakotvené postupy
souvisejici se zvefejnénim Smlouvy v registru
smluv i v pfipadé uzavieni jakychkoli dalSich
dohod, kterymi se tato Smlouva bude pfipadné
doplfiovat, meénit, nahrazovat nebo rusit.

3. Pojistovna se zavazuje:

a. zabezpedit uverejnéni 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 15 dnli od uzavieni Smlouvy, a to
pouze ve verzi pfedem pisemné schvalené
Drzitelem (formou e-mailové korespondence
prostfednictvim kontaktnich osob);

a. neprodlené pfedat Drziteli potvrzeni spravce
registru smluv ve smyslu § 5 odst. 4 zadkona o
registru smluv, paklize Drzitel nebude
vyrozumeén pfimo spravcem registru smluv na
zakladé zadani automatické notifikace
uvefejnéni Drziteli pfi odeslani Smlouvy
k uverejnéni.

4. Drzitel se zavazuje v pfipadé nesplnéni povinnosti

Pojistovnou dle odstavce 3 pism. a. tohoto &lanku

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 Agreement. Publication of the Agreement
pursuant to this Article means the insertion of an
electronic image of the textual content of the
Agreement in an open and machine-readable format
as well as the metadata pursuant to Section 5(5) of
the Act on the Register of Contracts into the Register
of Contracts.

2. The Parties undertake to:

a. Discuss the accuracy of the content of the
documents to be disclosed with the other Party
by electronic mail through the contact persons
before sending a data message to the
Administrator of the Register of Contracts with
an electronic image of the textual content of the
Agreement together with the mandatory
metadata after the data to be excluded from
disclosure have been made public.

b. Inform the other Party of any further
submissions made to the Register of Contracts
on its own initiative or at the request of the
Administrator of the Register of Contracts or to
other governmental entities in connection with
the publication of the Agreement in the Register
of Contracts prior to making such submission.

c. Comply with the procedures set out in this
Article relating to the publication of the
Agreement in the Register of Contracts,
including in the event of the conclusion of any
other agreements supplementing, amending,
replacing or cancelling this Agreement.

3. The Insurance company undertakes to:

a. Ensure the publication of the Agreement in the
Register of Contracts to the extent modified with
respect to trade secrets under this Agreement
and other information to be excluded from
publication, no later than 15 days after the
conclusion of the Agreement, and only in a
version approved in advance in writing by the
Holder (by e-mail correspondence through
contact persons).

b. Promptly forward to the Holder the confirmation
of the administrator of the register of contracts
within the meaning of section 5(4) 4 Act on the
Register of Contracts, unless the Holder is
notified directly by the administrator of the
Register of Contracts on the basis of the
submission of an automatic publication
notification to the Holder when the Agreement
is sent for publication.

4. The Holder undertakes, in the event of the Insurance

company's failure to fulfil its obligation under
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7.

pfistoupit ke zvefejnéni Smlouvy v registru smluv
v rozsahu modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dal$i udaje, které maiji
byt ze zvefejnéni vylou€eny, tak, aby byla zachovana
Ihiita dle § 5 odst. 2 zakona o registru smluv.
V takovém pfipadé pak neprodlené predat
Pojistovné potvrzeni spravce registru smluv ve
smyslu § 5 odst. 4 zakona o registru smluv, paklize
Pojistovna nebude vyrozuména pfimo spravcem
registru smluv na zakladé zadani automatické
notifikace uvefejnéni PojiStovné pfi odeslani
Smlouvy k uvefejnéni.

Kazda smluvni strana se zavazuje bezodkladnég,
nejpozdéji véak do 3 dnu od obdrzeni notifikace
spravce registru o uvefejnéni Smlouvy, provést
kontrolu Ffadného uvefejnéni a v pfipadé zjisténi
nesouladu smluvni stranu, ktera zvefejnéni provedla,
ihned informovat a zajistit veSkerou soucinnost
k napravé.

Smluvni strany prohlasuji, ze se dohodly na v8ech
¢astech Smlouvy, které budou pro ucely jejiho
uvefejnéni prostfednictvim registru smluv, které
spliuji vyjimky z uvefejnéni upravené v zakoné o
registru smluv a které budou znecitelnény, a to pied
uzavienim této Smlouvy.

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 kinformacim (dale jen ,zadkon o
svobodném pristupu k informacim®). Smluvni
strany vyslovné prohladuji, Ze jakékoli zvefejnéni
informaci, k némuz je Pojistovna povinna dle
zakona o svobodném pfistupu k informacim,
nepfedstavuje poruSeni Smlouvy a nelze jej pficitat
Pojistovné k tizi.

Clanek IX. — Doruéovani; kontaktni osoby

1.

Smluvni strany se dohodly, nestanovi-li tato Smlouva
jinak, Ze si veskeré pisemnosti budou doru€ovat na
adresu svého sidla uvedeného v =zahlavi této
Smlouvy nebo do datové schranky &i na jinou adresu
pro dorucovani, kterd bude druhé strané pisemné
oznamena s dostateCnym pfedstihem, pfipadné na
adresu sidla Lokalniho zastupce, pokud to vyplyva
z této Smlouvy nebo z ujednani smluvnich stran.

Pisemnost je doru¢ena okamzikem, kdy druhé
strané pisemnost dosla. Pisemnost adresovana se
povazuje za doru€enou rovnéz okamzikem, kdy ji
adresat odmitne prevzit nebo jakymkoliv zpusobem
védomé zmafi jeji dojiti. Ma se za to, Ze pisemnost
odesland s vyuZitim provozovatele postovnich

paragraph 3(a) of this Article, to proceed with the
publication of the Agreement in the Register of
Contracts to the extent modified with respect to trade
secrets under this Agreement and other information
to be excluded from publication, so as to preserve the
time limit pursuant to Section 5(2) of the Act on the
Register of Contracts. In such case, then immediately
forward to the Insurance company the confirmation of
the administrator of the Register of Contracts within
the meaning of Section 5 (4) of the Act on the
Register of Contracts, unless the Insurance company
is notified directly by the administrator of the Register
of Contracts on the basis of automatic notification of
publication to the Insurance company when sending
the Agreement for publication.

Each Party undertakes to check the proper
publication of the Agreement without delay, but no
later than within 3 days of receipt of notification by the
registry administrator of the publication of the
Agreement, and in the event of a discrepancy, to
immediately inform the Party that made the
publication and provide all assistance to remedy it.

The Parties declare that they have agreed on all parts
of the Agreement that will be rendered null and void
for the purpose of its publication through the Register
of Contracts, which meet the exemptions from
publication provided for in the Register of Contracts
Act, prior to the execution of this Agreement.

The Holder further declares that it is fully aware of
the fact that the Insurance company is one of the
entities that are obliged to provide information upon
request pursuant to Act No. 106/1999 Coll. on Free
Access to Information (hereinafter referred to as the
"Act on Free Access to Information"). The Parties
expressly declare that any disclosure of information
that the Insurance company is obliged to make under
the Freedom of Information Act does not constitute a
breach of the Agreement and cannot be attributed to
the Insurance company.

Article IX. - Delivery, contact persons

1.

The Parties agree, except as otherwise provided in
this Agreement, to deliver all documents on each
other at the address of their registered office set out
in the header of this Agreement or at a data box or
other address for service which shall be notified in
writing to the other Party sufficiently in advance, or at
the registered office of the Local representative, if this
Agreement or the arrangements of the Parties so
require.

The document is delivered when the other party
receives it. A letter addressed shall also be deemed
to have been delivered at the moment when the
addressee refuses to accept it or in any way
knowingly prevents its arrival. A document sent using
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sluzeb 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 pfipadg,
Ze adresat dojiti zasilky védomé zmafil.

3. Nestanovi-li tato Smlouva ¢&i nevyplyva-li néco jiného
z dohody smluvnich stran, je veSkera komunikace

v souvislosti s touto Smlouvou vedena
prostfednictvim e-mailové komunikace kontaktnich
osob.

4. Kontaktnimi osobami jsou:

a. Za Pojistovnu: [

e-mail: [
e-mail:

b. Za Drzitele: N
I
e-mail:

e-mail.

5. E-mail pro Ucely notifikace spravcem registru smluv
0 uverejnéni Smlouvy:
a. Za Pojistovnu: opo@vzp.cz
b. Za Drzitele:

6. Smluvni strany se zavazuji, Ze bez zbyte€ného
odkladu oznami zmény kontaktnich Gdaju, a to
pisemné na e-mailové adresy kontaktnich osob.
Druha smluvni strana je povinna bez zbyte¢ného
odkladu potvrdit, Ze zménu kontaktnich udaji bere
na védomi, pficemz zména je viO&i ni GcCinna
okamzikem takového potvrzeni. Smluvni strany
shodné prohlasuji, ze zména kontaktnich udajd neni
zménou této Smiouvy.

Clanek X. — Doba trvani Smlouvy a jeji ukonéeni

1. Smlouva se uzavira na dobu, po kterou Pfipravek
dle Pilohy &. 1 této Smlouvy nebude mit Ustavem
stanovenu Uhradu vykonatelnym (postaluje
pfedb&zna vykonatelnost) rozhodnutim Ustavu,
maximalné vSak na dobu jednoho (1) roku od
zaCatku Rozhodného obdobi, tedy do 31.8.2023.

2. Smluvni strany prohlasuji a €ini timto nespornym, Ze
prava a povinnosti z této Smlouvy budou mezi
smluvnimi stranami realizovany po celou dobu

a postal service operator and received shall be
deemed to have arrived on the third working day after
dispatch, but if it was sent to an address in another
state, then on the fifteenth working day after dispatch,
even if the addressee deliberately prevented the
parcel from arriving.

3. Unless otherwise provided for in this Agreement or by

agreement of the Parties, all communications in
connection with this Agreement shall be conducted
by e-mail communication between the contact
persons.

4. The contact persons are:

a. On behalf of the Insurance company:

e-mail: [

e-mail: [
b. On behalf of the Holder: GGG
I

e-mail:

e-mail:

5. E-mail for the purpose of notification by the
Administrator of the Register of Contracts of the
publication of the Contract:

a. On behalf of the Insurance company:
opo@vzp.cz
b. On behalf of the Holder:

6. The Parties undertake to notify changes to the
contact details without undue delay in writing to the e-
mail addresses of the contact persons. The other
party is obliged to confirm without undue delay that it
acknowledges the change of contact details, and the
change is effective against it at the time of such
confirmation. The Parties agree that a change of
contact details is not an amendment to this
Agreement.

Article X. — Duration of the Agreement and its
termination

1. The Agreement shall be concluded for the period of
time during which the Product as per Annex no. 1 of
this Agreement shall not be subject to payment by
the Institute by an enforceable (provisional
enforceability is sufficient) decision of the Institute,
but for a maximum period of one (1) year from the
beginning of the Decision Period, i.e. until 31 August
2023.
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trvani Rozhodného obdobi, tj. od 1.9.2022 do konce
doby trvani Smlouvy. Povinnosti smluvnich stran,
k jejichz realizaci prozatim nedoSlo v dusledku
neucinnosti  Smlouvy, smluvni strany spini v
nejbliz§im terminu dle smluvnich ujednani této
Smlouvy.

3. Smluvni strany se dohodly, Ze neni pfipustné
Smlouvu jednostranné vypovéedét.

Clanek XI. — Ostatni ujednani

1. Tato Smlouva se_ vztahuje na vSechny dodavky
PFipravku na trh v Ceské republice.

2. Pravni vztahy mezi smluvnimi stranami se Fidi
Ceskym pravnim fadem, ve vécech neupravenych
pravnimi pfedpisy upravujicimi vefejné zdravotni
pojisténi a touto Smlouvou, se fidi ob&anskym
zakonikem a dal§imi pfislusnymi pravnimi predpisy.

3. Smluvni strany se timto zavazuji, Ze vynalozi
veskeré rozumné Usili k urovnani vSech sporu z této
Smlouvy smirnou cestou. Pokud smluvni strany
nevyfeSi spor smirnou cestou, bude takovy spor
vCetné otazek platnosti, vykladu, vyporadani Ci
ukonceni prav vzniklych z této Smlouvy fesen vécné
pfislusnym c&eskym soudem. Pro takovy pfipad
strany sjednavaji mistni pfislusnost Obvodniho
soudu pro Prahu 3, je-li dana v konkrétnim pfipadé
vécna pfislusnost okresniho soudu a Méstského
soudu v Praze, je-li dana v konkrétnim pfipadé
vécna pfislusnost krajského soudu.

4. Pokud by jednotliva ustanoveni této Smlouvy byla
zcela Ci ¢aste€né neplatna 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 ucelu
neplatného ustanoveni. Pokud by se v dusledku
zmény pravnich pfedpist nebo z jinych divodu stala
nékterd ujednani této Smlouvy v budoucnosti
neplatnymi nebo neucinnymi, budou tato ustanoveni
uvedena do souladu s pravnimi normami a uc¢astnici
prohladuji, Ze Smlouva je ve zbyvajicich
ustanovenich platna, neodporuje-li to jejimu Gcelu
nebo nejedna-li se o ustanoveni, ktera oddélit nelze.

Clanek XIl. — Zavéreéna ustanoveni

1. Tato Smlouva nabyva platnosti dnem podpisu
posledni smluvni stranou a udinnosti dnem
uvefejnéni Smlouvy v registru smluv.

2. The Parties hereby declare and make it indisputable
that the rights and obligations under this Agreement
shall be exercised between the Parties for the entire
duration of the Term, i.e., from 1 September 2022
until the end of the Term. The obligations of the
Parties, which have not yet been fulfilled as a result
of the ineffectiveness of the Agreement, shall be
fulfiled by the Parties at the earliest date in
accordance with the contractual provisions of this
Agreement.

3. The Parties agree that it is not permissible to
unilaterally terminate the Agreement.

Article XI. - Other provisions

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

2. Legal relations between the Parties are governed by
the Czech legal order, in matters not regulated by the
legislation governing public health insurance and this
Agreement, they are governed by the Civil Code and
other relevant legislation.

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

4. If individual provisions of this Agreement are invalid
or unenforceable in whole or in part, the validity or
enforceability of the remaining provisions shall not
be affected. Instead of the invalid provision, the valid
provision that most closely matches the meaning
and purpose of the invalid provision shall be deemed
to have been agreed. Should any provisions of this
Agreement 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
provisions of law and the parties declare that the
Agreement is valid in its remaining provisions, unless
this contradicts its purpose, or the provisions cannot
be severed.

Article XII. = Final provisions

1. This Agreement shall enter into force on the date of
signing by the last Party and shall become effective
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2. Tato Smlouva muze byt ménéna nebo doplfiovana
pouze formou pisemného C¢islovaného dodatku
podepsaného na znameni souhlasu obéma
smluvnimi stranami.

3. Smlouva je vyhotovena ve dvou (2) stejnopisech
v Ceské a anglické verzi, z nichz kazda smluvni
strana obdrzi jedno (1) vyhotoveni. V pfipadé
rozporl mezi ¢eskou a anglickou jazykovou verzi
ma prednost Ceska jazykova verze.

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

5. Nedilnou soucasti této Smlouvy jsou nasledujici
prilohy:

Pfiloha €. 1 — Specifikace Pripravku a vySe Dohodnuté
ceny

Za Drzitele: Roswitha Reisinger, jednatel
Razitko a podpis

Za PojiStovnu: 8.11.2022

Razitka a podpis

Alena Mikova, M.D. Director of the Department of
Medicines of the VZP CR, on the basis of the mandate
of the Director of the VZP CR

on the date of publication of the Agreement in the
Register of Contracts.

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

The Agreement shall be executed in two (2)
counterparts in English and Czech language
versions, of which each Party shall receive one (1)
copy. In case of discrepancy between Czech and

English version, Czech version prevails.

4. The Parties have duly read this Agreement before
signing it and confirm their consent to the contents of
the individual provisions of this Agreement by the
signatures of their representatives.

5. The following annexes form an integral part of this
Agreement:

Annex no. 1 - Product specifications and the Agreed
price

In UK on 26.10.2022
On behalf of the Holder: Roswitha Reisinger, Director
Stamp and signature

On behalf of the Insurance company: 8.11.2022

Stamp and signhature

MUDr. Alena Mikova, feditelka Odboru légiv VZP CR, na
zakladé povéreni reditele VZP CR






