Smlouva o dohodnuté cené

Ve

lécivého pripravku
BYLVAY

uzaviena dohodou smluvnich stran v souladu s
§ 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcanského zakoniku (dale jen ,,ob¢ansky
zdkonik“)

Smluvni strany:

Vojenska zdravotni pojistovna Ceské republiky
se sidlem: Drahobejlova 1404/4, 190 03 Praha 9
zastoupena: Ing. Josefem Diesslem, generdlnim
feditelem

ICO: 47114975

Ceska pramyslova zdravotni pojistovna

se sidlem: Jeremenkova 11, 703 00 Ostrava

Ing. Mattou,
generalnim feditelem

ICO: 47672234

zastoupena: Vladimirem

Oborova zdravotni pojistovna zaméstnanct
bank, pojistoven a stavebnictvi

se sidlem: RoSkotova 1225/1, 140 21 Praha 4
zastoupena: Ing.
generdlnim feditelem
ICO: 47114321

Radovanem  Koufilem,

Zaméstnanecka pojistovna Skoda

se sidlem: Husova 302, 293 01 Mlada Boleslav 4
zastoupena: Ing. Darinou Ulmanovou, MBA,
Feditelkou ZPS

ICO: 46354182

Agreement on Negotiated Price
for Medicinal Product
BYLVAY

Entered into by agreement of the Contractual
Parties in accordance with Section 1746,
Paragraph 2 of Act No. 89/2012 Coll., the Civil
Code (hereinafter referred to as the "Civil
Code"):

Contractual Parties:

Vojenska zdravotni pojistovna Ceské republiky
(Military Medical Insurance Company of the
Czech Republic)

Registered office: Drahobejlova 1404/4, 190 03
Prague 9

Represented by: Ing. Josef Diessl, Managing
Director

Business ID: 47114975

Ceska priimyslova zdravotni pojistovna (Czech
Industrial Medical Insurance Company)
Registered office: Jeremenkova 11, 703 00
Ostrava

Represented by: Ing. Vladimir Matta, Managing
Director

Business ID: 47672234

Oborova zdravotni pojistovna zaméstnanct
(Medical
Insurance Company of Bank, Insurance, and

bank, pojistoven a stavebnictvi
Construction Sector Employees)
Registered office: Roskotova 1225/1, 140 21
Prague 4

Represented by: Ing. Radovan Koufil, Managing

Director
Business ID: 47114321
Zaméstnaneckd pojistovna Skoda (Skoda

Employee Insurance Company)

Registered office: Husova 302, 293 01 Mlada
Boleslav 4

Represented by: Ing. Darina Ulmanova, MBA,
Managing Director

Business ID: 46354182




Zdravotni pojistovna ministerstva vnitra Ceské
republiky

se sidlem: Vinohradska 2577/178, 130 00 Praha
3

zastoupena: MUDr. Davidem Kostkou, MBA,
generalnim feditelem

ICO: 47114304

RBP, zdravotni pojistovna

se sidlem: Michalkovicka 108, Slezska Ostrava,
710 00 Ostrava

zastoupena: Ing. Antoninem KlimSou, MBA,
feditelem

ICO: 47673036

(dale jen ,Pojistovny“ nebo také samostatné
jako ,Pojistovna")

zastoupené Svazem zdravotnich pojistoven CR, z.
s., ham. W. Churchilla 2, 130 00 Praha 3, na
zdkladé plné moci,

jehoz jménem na zadkladé povéreni jedna Ing.
Magdalena Vondrackovd, Ph.D., predsedkyné
Lékové komise Svazu zdravotnich pojistoven CR

Ipsen Pharma S.A.S.

Sidlo: 65 Quai Georges Gorse, 921 00 Boulogne
Billancourt, Francouzska republika

Zapsand: v Obchodnim a podnikovém rejstiiku v
Nanterre

Registracni ¢islo: 308 197 185

Zastoupena na zakladé plné moci Zastupcem:

Ipsen Pharma s.r.o.

Sidlo: Olbrachtova 2006/9, Kr&, 140 00 Praha 4
Zapsand: v obchodnim rejstiiku vedeném
Méstskym soudem v Praze pod sp. zn. C 294625
ICO: 07099321

Zastoupena: Héléne Rannou, jednatelka

Zdravotni pojistovna ministerstva vnitra Ceské
republiky (Medical Insurance Company of the
Ministry of Interior of the Czech Republic)
Registered office: Vinohradska 2577/178, 130 00
Prague 3

Represented by: MUDr. David Kostka, MBA,
Managing Director

Business ID: 47114304

RBP, pojistovna (RBP, Medical
Insurance Company)

Registered office: Michdlkovickd 108, Slezska
Ostrava, 710 00 Ostrava

Represented by: Ing. Antonin Klimsa, MBA,

zdravotni

Managing Director
Business ID: 47673036

(Hereinafter referred to as the "Insurance
Companies" or individually as "Insurance
Company")

Represented by Svaz zdravotnich pojistoven CR,
2.s. (Association of Medical Insurance Companies
of the Czech Republic), ndm. W. Churchilla 2, 130

00 Prague 3, based on a power of attorney,

Acting through by Ing. Magdalena Vondrackova,
Ph.D.,
Committee of the Association of Medical

Chairwoman of the Pharmaceutical

Insurance Companies of the Czech Republic,
based on a power of attorney

And

Ipsen Pharma S.A.S.

Registered office: 65 Quai Georges Gorse, 921 00
Boulogne Billancourt, France

Incorporation information: Business register in
Nanterre

Registration number: 308 197 185

Represented by Attorney based on a power of
attorney:

Ipsen Pharma s.r.o.

Registered office: Olbrachtova 2006/9, Kr¢, 140
00 Prague 4
Incorporation information: Business register
kept by Municipal Court in Prague under the file

no. C 294625




(dale jen ,Drzitel “) na strané druhé

uzaviraji

v souladu se zdkonem €. 48/1997 Sb., o vefejném
zdravotnim pojisténi a o zméné a doplnéni
nékterych souvisejicich zakonl, ve znéni
pozdéjsich predpist (dale jen ,zadkon o verejném
zdravotnim pojisténi“), dalSimi souvisejicimi
pravnimi predpisy tuto Smlouvu o dohodnuté

cené lécivého pripravku (dale jen ,,.Smlouva“).
Clanek I. — Uéel Smlouvy

1.  Ucelem této Smlouvy je prispét k zajisténi
kvalitni a dostupné zdravotni péce pro
Pojisténce v ramci financnich moZnosti
systému verejného zdravotniho pojisténi,
fungovani systému zdravotnictvi a jeho
stability.

2. Sjedndnim této Smlouvy se urcuje vyse
maximalni mozné dhrady.

Clanek II. - Definice pojmd
Pro ucely této Smlouvy se rozumi:

- Dohodnutou cenou cena Pfipravku dale
specifikovana v Pfiloze €. 1. Pojisténec se na
Uhradé Pripravku finanéné nijak nepodili;

- Zastupcem osoba zmocnéna DriZitelem k
jedndnim tykajicim se Pfipravku, vcéetné
uzavirani smluv o Pfipravku se tretimi
osobami, pro trh v Ceské republice a
podnikajici na tzemi Ceské republiky;

Business ID: 07099321

Represented by: Héléne Rannou, Executive
Manager

(Hereinafter referred to as the "Holder"), of the

other part

Hereby enter into this Agreement on
Negotiated Price for Medicinal Product
48/1997 Coll. on
Public Medical Insurance and on Amendment to
Certain Related Acts, as in effect (hereinafter
referred to as the "Public Medical Insurance

In accordance with Act No.

Act"), and other related laws and regulations
(hereinafter referred to as the "Agreement").

Article | — Purpose of the Agreement

1. The purpose of this Agreement is to
contribute to providing the Insured with
quality, accessible medical care within the
framework of the financial resources of the
public medical insurance scheme, to the
functioning of the healthcare system, and to
promoting the stability thereof.

2. This Agreement lays down the maximum

value of allowable reimbursement.

Article Il. — Definitions

For the purposes of this Agreement, the
following terms shall be construed as follows:
- Negotiated Price shall mean the price of the
Medicinal Product specified in Enclosure 1.
The Insured assumes no part of the financial
cost of reimbursement for the Medicinal
Product;
- Representative shall mean the person
authorized by the Holder to handle matters
pertaining to the Medicinal Product,
including the entry into agreements with
third parties pertaining to the Medicinal
Product, for the Czech market, conducting
business in the territory of the Czech

Republic;




- Pojisténcem osoba dle zdkona o verejném
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 poskytovdani a Uhradé hrazenych
sluzeb ze zdkona o verejném zdravotnim
pojisténi;

- Pripravkem |écivy pripravek specifikovany
Pfilohou ¢. 1 této Smlouvy; hrazeny
zvefejného zdravotniho pojisténi pfi
poskytovani zdravotni péce
Poskytovatelem. Pripravkem se rozumi
i totozny lécivy pripravek Drzitele, jemuz
Ustav pridélil novy kéd pFi zméné registrace
|é¢ivého pripravku, ktera vsak nespociva ve
zméné veli¢in podléhajicich zkoumani pro
Ucely stanoveni maximalni ceny, popf. vyse
a podminek uhrady (jako jsou napt. zména
velikosti baleni, sily, cesty podani a lékové
formy lécivého pripravku u shodné |écivé
latky), tudiz takova zména registrace
|é¢ivého pripravku nema vliv na stanovenou
maximalni cenu a vysi a podminky Uhrady;

- Pfedmétnym spravnim Fizenim sprdvni
fizeni zahdjené dne 20.10.2023 a vedené
Ustavem pod sp. zn. SUKLS253339/2023;

- Ustavem Stétni tstav pro kontrolu Ié¢iv.

Clanek IIl. — Predmét Smlouvy

Pfedmétem této Smlouvy je zavazek Drzitele
obchodovat Pripravek na trhu v Ceské republice

- Insured shall mean a person registered with
an Insurance Company as at the day on
which medical care is provided as per the
Public Medical Insurance Act;

- Provider shall mean a provider of medical
services who has a valid agreement on
reimbursement of services reimbursed
under the Public Medical Insurance Act with
an Insurance Company on the day on which
medical care is provided to the Insured;

- Medicinal Product shall mean the medicinal
product specified in Enclosure 1 to this
Agreement; reimbursed under the public
medical insurance scheme as part of the
provision of medical care by the Provider.
Medicinal Product shall also mean the
Holder's medicinal product to which the
Institute assigns a new code as part of a
change of the marketing authorization of
the medicinal product, which, however,
does not consist of a change of parameters
subject to a review for the purposes of
setting the maximum price or the
reimbursement value and conditions (such
as a change of the packaging size, strength,
route of administration, and
pharmaceutical form of the medicinal
product while the active substance remains
unchanged), where such a change of the
marketing authorization of the medicinal
product has no effect on the set maximum
price and the value and conditions of
reimbursement;

- Administrative Proceedings Concerned
shall mean the administrative proceedings
initiated on 20" October 2023 and
conducted by the Institute under Ref. No.
SUKLS253339/2023;

- Institute shall mean the State Institute for
Drug Control.

Article Ill. — Subject Matter of the Agreement

The subject matter of this Agreement is the duty
of the Holder to trade the Medicinal Product on




tak,
Smlouvou maximalni dhrada Pripravku uhrazena

aby za podminek stanovenych touto

ze strany Pojistovny nepresahla Dohodnutou
cenu specifikovanou Pfilohou €. 1 Smlouvy.

Clanek IV. — Cena P¥ipravku

Smluvni strany se dohodly na Dohodnuté cené
Pripravku, ktera je specifikovana Pfilohou ¢. 1
této Smlouvy.

Clanek V. — Prava a povinnosti smluvnich stran

1. Drzitel se zavazuje
a. obchodovat Pfipravek na trhu v
Ceské republice tak, aby maximalni
Uhrada

Ptipravku Pojistovnou

nepresahla Dohodnutou cenu
Pripravku specifikovanou Pfilohou ¢.
1 Smlouvy, a za timto ucelem upravit
svoji cenovou politiku vici viem
subjektiim distribu¢niho retézce,

vcetné lékaren;

b. zajistit dostupnost
Poskytovatell tak, aby bylo mozné

PFipravku u

uspokojit poptavku po Pripravku ze
strany Pojisténcl s prihlédnutim k
dosavadni potrebé Pfipravku na trhu
v Ceské republice. Za poruseni tohoto
odstavce se nepovazuji pfipady, kdy
Ptipravek nebude dostupny po dobu
14 dn0 v dusledku neocekavaného
vypadku vyroby Pfipravku, prokaze-li
Driitel,

povinnosti

Ze mu ve splnéni této

docasné zabranila
mimoradna nepredvidatelna a

neprekonatelnd prekazka wvznikla

nezavisle na jeho vdli;

the Czech market in accordance with the terms
and conditions laid down under this Agreement,
so that the maximum reimbursement paid by an
Insurance Company shall not exceed the
Negotiated Price specified in Enclosure 1 to this

Agreement.

Article IV. — Price of the Medicinal Product

The Contractual Parties agree to the Negotiated
Price for the Medicinal Product specified in
Enclosure 1 to this Agreement.

Article V. — Rights and duties of the Contractual
Parties

1. The Holder undertakes to
a. market the Product in the Czech
Republic so that the maximum
reimbursement for the Product by
the Insurance Company shall not
exceed the Price of the Product
specified in Enclosure 1 to the
Agreement, and to that end adjust its
pricing policy vis-a-vis all entities in
the distribution
pharmacies;
the the
Medicinal Product from Providers so

chain, including

b. ensure availability  of
as to make it possible to satisfy
demand for the Medicinal Product on
the part of the Insured, taking into
account the hitherto existing demand
for the Medicinal Product on the
Czech market. This paragraph shall
not be deemed violated in case that
the Medicinal Product is not available
during 14 days as a result of an
the
production of the Medicinal Product,
that the Holder
demonstrates  that  compliance
thereby with the foregoing duty was

unexpected  disruption in

provided

temporarily prevented by an

extraordinary unpredictable and




g.

neprodlené pisemné informovat
Pojistovnu o predpoklddaném nebo
nastalém vypadku doddavek
Ptipravku;

zajistit, Ze ke dni ucinnosti této
Smlouvy bude ve zdravotnickych
zafizenich a distribuénim fetézci
Pfipravek obchodovan vyhradné do
vySe Dohodnuté ceny;

na zakladé pisemné zadosti umoznit
povéfenym pracovnikim Pojistovny
nahlédnuti do doklad( vztahujicich se
k plnéni predmétu této Smlouvy.
Témito doklady se pro ucely Smlouvy
rozumi faktury a dodaci listy
prokazujici cenu Pfipravku, za kterou
byl Drzitelem doddn Poskytovateli;

neprodlené informovat Pojistovnu o
prevodu registrace Pfipravku na jinou
osobu, pficemz je povinen zajistit,
aby doslo k postoupeni Smlouvy mezi
Driitelem jakoZto postupitelem a
novym drzitelem jako postupnikem, a
to nejpozdéji do 30 dnl ode dne
prevodu registrace. Pro vySe uvedené
Ucely Pojistovny timto predem
udéluji svdj souhlas s postoupenim
Smlouvy. Postoupeni Smlouvy je v{ci
Pojistovné ucinné dnem, kdy je
Pojistovné dorucena takova dohoda
o postoupeni Smlouvy;

neprodlené informovat Pojistovnu
v pfipadé, kdy je Drzitelem poddna

insuperable obstacle that is beyond
of the Holder's control;

inform the Insurance Companies
immediately in writing of any
anticipated or occurring disruption in
the supply of the Product;

ensure that as of the day on which
this Agreement enters into force,
medical facilities and the distribution
chain shall trade the Medicinal
Product solely at prices not exceeding
the Negotiated Price;

allow authorized employees of the
Insurance Company, upon written
request, to inspect documents
related to the performance of the
subject matter of this Agreement. For
the purposes of the Agreement, such
documents shall mean invoices and
delivery notes evidencing the price of
the Medicinal Product for which it
was supplied by the Holder to the
Provider;

inform the Insurance Companies
without delay of the transfer of the
marketing authorization of the
Medicinal Product to another entity,
where the Holder shall ensure the
assignment of this Agreement from
the Holder, the assignor, to the new
marketing authorization holder, the
assignee, no later than 30 days after
the transfer of the marketing
authorization. For the aforestated
purposes, the Insurance Companies
hereby grant consent to the
assignment of this Agreement. The
assignment of the Agreement shall
take effect in respect of the Insurance
Company on the date on which the
Insurance Company receives the
relevant  agreement on  the
assignment of this Agreement;
inform the Insurance Company
without delay in the event the Holder




Zadost o stanoveni  (zménu)
maximalni ceny a vyse a podminek
Uhrady varianty Ptipravku s novym
SUKL kédem;

h. pred uzavienim Smlouvy predat
Pojistovné platnou plnou moc, jiz
zmocnil  Zastupce k jednanim
tykajicim se  Ptipravku, vcéetné
uzavirani smluv o Pfipravku se tfetimi
osobami, pro trh Ceské republiky.

2. Pojistovna se zavazuje

a. ucinit opatfeni ve vztahu k vnitfnim
uétovacim systémm Pojistovny, ¢imz
se rozumi publikovani Dohodnuté
ceny Pripravku v ciselniku ve verzi
ur¢ené vyhradné pro poskytovatele
zdravotnich sluzeb tak, aby Pripravek
Poskytovateli uhradila za podminek
stanovenych touto Smlouvou ve
sjednaném rozsahu, tj. maximalné do
vySe Dohodnuté ceny Pfipravku
specifikované Pfilohou €. 1 Smlouvy;

b. nepublikovat Dohodnutou cenu
Pfipravku v ¢&iselniku HVLP verejné
dostupném na webovych strankach
Pojistoven nebo Svazu zdravotnich
pojistoven Ceské republiky.

3. Smluvni strany se dohodly, Ze v pfipadé
legislativnich zmén, s dopadem na
Dohodnutou cenu Pfipravku, uzaviou
pisemny dodatek (dale jen ,Dodatek”) ke
Smlouvé zohlediujici tuto zménu, a to do

files a request for the designation
(change) of the maximum price and
the amount and terms of
reimbursement for a variant of the
Medicinal Product with a new SUKL
code;

h. deliver a power of attorney to the
Insurance Company prior to entering
into the Agreement, under which the
Representative is empowered to
handle matters pertaining to the
Medicinal Product, including the
entry into agreements pertaining to
the Medicinal Product with third
parties, for the Czech market.

2. The Insurance Company undertakes to

a. take measures concerning the
Insurance Company’s internal
accounting systems, specifically to
publish the Negotiated Price of the
Medicinal Product in the version of
the Code List intended exclusively for
providers of medical services, so that
the Medicinal Product shall be
reimbursed to the Provider in
accordance with the terms and
conditions laid down under this
Agreement to the agreed extent, i.e.
the Negotiated Price of the Medicinal
Product specified in Enclosure 1 to the
Agreement shall not be exceeded;

b. refrain from disclosing  the
Negotiated Price of the Medicinal
Product in HVLP Code List available in
the public domain on the websites of
the Insurance Companies or the
Association of Medical Insurance
Companies of the Czech Republic.

3. The Contractual Parties agree that in the

event laws are amended in a way
impacting the Negotiated Price of the
Medicinal Product, the Contractual Parties
shall enter into a written amendment




30 dnG ode dne,
smluvnich stran vyzve druhou stranu k

kdy kterdkoli ze

uzavieni takového Dodatku. Dodatkem
bude kompenzovan dopad pfislusnych
zmén jiz od Uucinnosti téchto zmén,

nebude-li stranami dohodnuto jinak.

4, Smluvni strany se zavazuji poskytovat si
veskerou soucinnost potiebnou k plnéni
zdvazkQl z této Smlouvy a k plnéni
ujednaného ucelu Smlouvy.

Clanek VI. — Obchodni tajemstvi

Drzitel
obchodni tajemstvi ve smyslu § 504 obcanského

povazuje Dohodnutou cenu za své

zakoniku. Skutecnosti oznacené za obchodni

tajemstvi mohou byt zvefejnény i jinak

zpfistupnény jen s predchozim pisemnym

souhlasem Drzitele nebo na  zakladé

pravomocného rozhodnuti soudu ¢i jiného
spravniho organu, jimz bude stanoveno, Ze
skutecnosti oznacené Drzitelem
za obchodni tajemstvi nenapliuji definici ve
Drzitel

vyslovné souhlasi s publikaci Dohodnuté ceny ve

smyslu § 504 obcanského zakoniku.
verzi uréené vyhradné pro poskytovatele
zdravotnich sluzeb dle ¢lanku V. odst. 2 pism. a)
této Smlouvy. Publikaci Dohodnuté ceny dle
predchozi véty nepovazuje DrZitel za poruseni
svého obchodniho tajemstvi.

Clanek VII. - Sankéni ujednani

1. Pro ptipad poruseni povinnosti Drzitele
zajistit postoupeni smlouvy pfi prevodu
registrace Pfipravku na tfeti osobu dle

(hereinafter referred to as "Amendment")
to this Agreement that takes into account
such a legislative amendment, where such
an Amendment shall be entered into
within 30 days after the day on which any
of the Contractual Parties invites the
counterparties to enter into such an
Amendment. The shall
compensate for the impact of the relevant
changes as of the effective date of such

changes, unless otherwise agreed by the

Amendment

Parties.
4. The Contractual Parties undertake to
provide one another with any and all
assistance necessary for discharging
obligations arising under this Agreement
and for fulfilling the agreed purpose of this

Agreement.

Article VI. — Trade Secret

The Holder considers the Negotiated Price to
constitute its trade secret within the meaning of
Section 504 of the Civil Code. Facts designated as
trade secret may be disclosed or made otherwise
available only subject to the Holder’s prior
written consent or based on an enforceable
ruling of a court or another administrative
authority that stipulates that facts designated by
the Holder as trade secret do not meet the
definition laid down in Section 504 of the Civil
Code. The Holder expressly agrees to the
disclosure of the version of the Negotiated Price
intended exclusively for providers of medical
Article V., Paragraph 2,
Subsection a) of this Agreement. The Holder
shall not consider disclosure of the Negotiated

services as per

Price in accordance with the preceding sentence
to constitute a violation of its trade secret.

Article VII. — Penalties
1. In case that the Holder violates the duty to
ensure the assignment of the Agreement
following the transfer of the marketing




¢lanku V. odst. 1 pism. f. Smlouvy,
sjednavaji smluvni strany jednordzovou
smluvni pokutu ve vysi 500 000,- K¢.

2. Pro pfipad poruseni informacni povinnosti
Drzitele dle ¢lanku V. odst. 1 pism. g.
Smlouvy, sjedndvaji smluvni strany
jednordzovou smluvni pokutu ve vysi 50
000,- K¢.

3. Smluvni pokuta je splatna ve Ih(té 30 dnd
ode dne doruceni pisemné wvyzvy k
zaplaceni smluvni pokuty druhou smluvni
stranou, a to na bankovni ucet uvedeny v
pisemné vyzvé.

4, Ujedndnim o smluvni pokuté ani
zaplacenim smluvni pokuty neni dotceno
pravo druhé smluvni strany na nahradu
Skody.

Clanek VIII. — Uvefejnéni Smlouvy v registru
smluv

1. Smluvnistrany jsou si plné védomy zakonné
povinnosti uvefejnit tuto Smlouvu dle
zdkona ¢€.340/2015 Sb.,, o zvlastnich
podminkach uUcinnosti nékterych smluv,
uverejiiovani téchto smluv a o registru
smluv (dale jen ,zakon o registru smluv"), a
to véetné vsech pripadnych dohod, kterymi
se tato Smlouva dopliuje, méni, nahrazuje
nebo rusi. Uvefejnénim Smlouvy dle tohoto
¢ldnku se rozumi vloZeni elektronického
obrazu textového obsahu této Smlouvy
v otevieném a strojové Citelném formatu a
rovnéz metadat podle § 5 odst. 5 zdkona o
registru smluv do registru smluv.

authorization of the Medicinal Product to a
third party as per Article V., Paragraph 1,
Subsection f. of this Agreement, the
Contractual Parties agree to a one-time
contractual penalty in the amount of CZK
500,000.

2. In case that the Holder violates the
information duty as per Article V.,
Paragraph 1, Subsection g. of this
Agreement, the Contractual Parties agree
to a one-time contractual penalty in the
amount of CZK 50,000.

3. A contractual penalty shall come due 30
days after the delivery of a written notice
requesting the payment thereof by the
Counterparty, and shall be remitted to the
bank account specified in the written
notice.

4. Neither the provisions pertaining to
contractual penalties nor the payment of
a contractual penalty shall prejudice the
Counterparty's right to claim damages.

Article VIl - Disclosure of the Agreement in the
Agreement Register

1. The Contractual Parties are fully aware of
the legal duty to disclose this Agreement in
accordance with Act No. 340/2015 Coll. on
Special Conditions for the Force of Certain
Agreements and the Disclosure of Such
Agreements in the Agreement Register
(hereinafter referred to as the "Agreement
Register Act"), including, where applicable,
arrangements that supplement, amend,
replace, or terminate this Agreement. The
disclosure of this Agreement in accordance
with this article shall mean the entry into
the Agreement Register of an electronic
image of the text of this Agreement in an
open, machine-readable format as well as




Drzitel se zaroven zavazuje zaslat
Pojistovnam, a to prostfednictvim Svazu
zdravotnich pojistoven CR (déle také jako
~SZP CR“)
korespondence text obsahu této Smlouvy

formou e-mailové
ve formatu odpovidajicim podminkam
zverejnéni podle zdkona o registru smluv, a
to ve formé uréené k uverejnéni se
znecitelnénymi  informacemi  (obchodni
tajemstvi), spolecné s poZadovanou
strukturou a rozsahem povinnych metadat
po znecitelnéni Gdaji, které maji byt
vylouceny zuverejnéni, a to nejpozdéji
v den, kdy Drzitel tuto Smlouvu podepise.

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

Pojistovny se dale zavazuji predat DriZitel
potvrzeni spravce registru smluv ve smyslu
§ 5 odst. 4 zdkona o registru smluv, paklize
Drizitel nebude vyrozumén pfimo spravcem
registru smluv na zadkladé zadani
automatické notifikace uverejnéni Drzitele

pfi odeslani této Smlouvy k uverejnéni.

Driitel se zavazuje v pfipadé nesplnéni
povinnosti Pojistovnami dle odstavce 3
tohoto clanku pristoupit k uverejnéni této
Smlouvy vregistru smluv  vrozsahu
modifikovaném s ohledem na obchodni
tajemstvi dle této Smlouvy a dalsi udaje,
které maji byt z uvefejnéni vylouceny, tak,

the metadata referred to in Section 5,
Paragraph 5 of the Agreement Register Act.
Furthermore, the Holder undertakes to
send by e-mail to the Insurance Companies,
via the Association of Medical Insurance
Companies of the Czech Republic
(hereinafter also referred as "AMIC CR"),
the text of the content of this Agreement in
a format compliant with the disclosure
requirements pursuant to the Agreement
Register Act, in a form intended for
disclosure with information rendered
illegible (trade secret) together with the
required structure and scope of mandatory
metadata after data that are to be excluded
from disclosure are rendered illegible,
where the foregoing shall be completed no
later than on the day on which this
Agreement is signed by the Holder.

The Insurance Companies undertake to
arrange the disclosure of this Agreement in
the Agreement Register, to an extent
modified in consideration of trade secret
pursuant to this Agreement, including other
data that are to be excluded from
disclosure, no later than 14 days after the
entry into this Agreement.

Furthermore, the Insurance Companies
undertake to deliver to the Holder a
certificate issued by the administrator of
the Agreement Register within the meaning
of Section 5, Paragraph 4 of the Agreement
Register Act, unless the Holder is notified by
the administrator of the Agreement
Register directly by means of an automated
notice of disclosure sent to the Holder upon
the submission of this Agreement for
disclosure.

In the event the Insurance Companies fail to
comply with the duty laid down in
Paragraph 3 of this article, the Holder
undertakes to arrange the disclosure of this
Agreement in the Agreement Register, to an
extent modified in consideration of trade

secret pursuant to this Agreement,
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aby byla zachovana Ihita dle § 5 odst. 2
zakona o registru smluv. V takovém pripadé
pak neprodlené predat Pojistovnam
potvrzeni spravce registru smluv ve smyslu
§ 5 odst. 4 zdkona o registru smluv, paklize
Pojistovny nebudou vyrozumény pfimo
spravcem registru smluv na zakladé zadani
automatické notifikace uverejnéni
Pojistovnam pfi odeslani této Smlouvy k
uverejnéni.

Drzitel

nejpozdéji vsak do 3 pracovnich dnl od

se dale zavazuje bezodkladné,

obdrzeni notifikace spravce registru o
uverejnéni této Smlouvy, provést kontrolu
fadného uverejnéni a v pfipadé zjisténi
nesouladu Pojistovny ihned informovat, a
to prostfednictvim SZP CR. Obdobné jsou
povinny postupovat i Pojistovny, pokud

dojde k uverejnéni této Smlouvy Drzitelem.

Clanek IX. — Zastupce

Zastupce je opravnén zastupovat Drizitele
pfi plnéni zavazkl z této Smlouvy, a to v
rozsahu povéreni predloZzeného
Zastupcem Pojistovné pred uzavienim
Smlouvy, pfipadné kdykoliv za trvani této

Smlouvy; Zastupce neni stranou Smlouvy.

V pfipadé zmény Zastupce je Drizitel
povinen tuto zménu oznamit Pojistovné
odkladu, a to

bez zbytecného

including other data that are to be excluded
from disclosure, so that the time limit laid
down in Section 5, Paragraph 2 of the
Agreement Register Act shall be complied
with. In such a case, the Holder shall deliver
to the Insurance Companies without delay a
certificate issued by the administrator of
the Agreement Register within the meaning
of Section 5, Paragraph 4 of the Agreement
Act, unless the Insurance

are  notified by the
administrator of the Agreement Register

Register
Companies

directly by means of an automated notice of
disclosure sent to the Insurance Companies
upon the submission of this Agreement for
disclosure.

Furthermore, the Holder undertakes to
verify the proper disclosure hereof, without
unnecessary delay but no later than within
three working days after receiving a notice
of disclosure of this Agreement from the
administrator of the Agreement Register,
and, in case that a discrepancy is thereby
notify  the
Insurance Companies via the AMIC CR. The
Insurance Companies shall proceed in a

ascertained, immediately

mutatis mutandis manner in case that the
disclosure of this Agreement is carried out
by the Holder.

Article IX. — Representative

2.

The Representative shall be authorized to
act on behalf of the Holder in the discharge
of obligations arising under this Agreement,
to the extent of a power of attorney
presented by the Representative to the
Insurance Companies prior to the entry into
this Agreement or at any time during the
term of this Agreement; the Representative
is not a party to this Agreement.

Where applicable, the Holder shall inform
the Insurance Companies of a change of
the Representative without unnecessary

11



prostfednictvim kontaktnich osob
Pojistovny. V prfipadé, Ze Drizitel povéri
jiného Zastupce, je povinen spolu s
oznamenim predloZit pfislusné zmocnéni.
Pojistovna je povinna bez zbyteéného
odkladu potvrdit, Ze zménu Zastupce bere
na védomi, pfiemZz zména je vuci ni
ucinnd okamzikem takového potvrzeni.

Smluvni strany shodné prohlasuji, Ze
zména Zastupce neni zménou této
Smlouvy.

Clanek X. — Doru¢ovani, kontaktni osoby

Smluvni strany se dohodly, nestanovi-li
tato Smlouva jinak, ze si veskeré
pisemnosti budou dorucovat na adresu
svého sidla uvedeného v zdhlavi této
Smlouvy nebo do datové schranky ¢i na
jinou adresu pro dorucovani, ktera bude
druhé strané pisemné oznamena s
dostatecnym predstihem, ptfipadné na
adresu sidla Zastupce, pokud to vyplyva z
této Smlouvy nebo z ujedndni smluvnich
stran.

Pisemnost se povaZuje za dorucenou
okamzikem, kdy druha strana tuto
pisemnost obdrzi. Pisemnost adresovana
se povazuje za dorucenou rovnéz
okamzikem, kdy ji adresat odmitne prevzit
nebo jakymkoliv zplsobem zmafi jeji
dojiti. Ma se za to, Ze pisemnost odeslana
a dosla, dosla treti pracovni den po
odeslani, byla-li vSak odeslana na adresu v
jiném statu, pak patndcty pracovni den po
odeslani, a to i v pfipadé, Ze adresat dojiti

1. The Contractual Parties agree that unless

delay through the contact persons of the
Insurance Companies. In case that the
Holder appoints a different
Representative, a notice served to that
effect shall include the relevant power of
attorney. The Insurance Company shall
without unnecessary delay confirm having
acknowledged such a change of the
Representative, where the change shall
enter into force in regard to the Insurance
Company upon the issue of such a
confirmation.

3. All of the Contractual Parties declare that
a change of the Representative shall not
constitute an amendment to this
Agreement.

Article X. — Delivery, Contact Persons

otherwise stipulated under this Agreement,
any and all documents shall be thereby
delivered to the address of their registered
office specified in the heading of this
Agreement or via data box or to another
mailing address of which the Counterparty
shall be notified in writing sufficiently in
advance, or to the address of the registered
office of the Representative, where doing so
stems from this Agreement or an
arrangement between the Contractual
Parties.

2. A document shall be deemed delivered
upon the receipt thereof by the
Counterparty. Furthermore, an addressed
document shall be deemed delivered at
the time the addressee refuses or
prevents the delivery thereof in any way
whatsoever. A document mailed and
delivered shall be deemed delivered on
the third working day after being mailed;
a document sent to an address in a foreign

country shall be deemed delivered on the
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zasilky zmafil tim, Ze ac¢ je obchodni
spole¢nosti, na adrese svého sidla nebo
adrese pro dorucovdni se nezdrZuje a o
zaslani prislusného sdéleni se nedozvédél.
Pokud se vrati zasilka s pisemnosti jako
nedorucitelnd (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
pfislusna pisemnost byla doru¢ena dnem
vraceni takové zasilky bez ohledu na to,
zda se adresat o zasilce dozvédél ¢i mohl
dozvédét.

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

Kontaktnimi osobami jsou:
a. Za Pojistovny: Ing. Magdalena
Vondrackova, Ph.D.

b, za Drsitele: [N

E-mail pro ucely notifikace spravcem
registru smluv o uvefejnéni Smlouvy:
a. Za Pojistovny: vondrackova@szpcr.cz

b, 7a Driitele: [

Smluvni strany se zavazuji, Ze bez
zbyteéného odkladu ozndmi zmény
kontaktnich G4dajd, a to pisemné na e-
mailové adresy kontaktnich osob. Druha
smluvni strana je povinna bez zbyte¢ného
odkladu potvrdit, Ze zménu kontaktnich

15th working day after being mailed. The
foregoing shall apply in case that the
addressee prevents delivery by the fact
that despite being a commercial
undertaking, the addressee is not present
at the address of its registered office or its
mailing address and is not informed of the
delivery of the applicable notice. If a
document is returned as non-deliverable
(for example, containing a note that the
addressee is not present or does not have
registered office at the mailing address, is
unknown, or has moved without providing
a forwarding address), the document shall
be deemed delivered on the day of its
return, regardless of whether the
addressee has learned or could have
learned of the delivery of the document.

Unless otherwise stipulated in this
Agreement or unless it follows otherwise
from an arrangement agreed by the
Contractual Parties, any and all
communication relating to this Agreement
shall have the form of e-mail between the
contact persons.

The contact persons are:
a. Forthe Insurance Companies:
Ing. Magdalena Vondrackova, Ph.D.

b. For the Holder: _

E-mail address for notification of the
disclosure of the Agreement sent by the
administrator of the Agreement Register:
a. For the |Insurance Companies:
vondrackova@szpcr.cz

b. For the Holder: _

The Contractual Parties undertake to send
notifications of changes in contact details
without undue delay in writing to the e-
mail address of the contact persons. The
Counterparty shall confirm without undue

delay the acknowledgement of the change
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udaj bere na védomi, pricemz zména je
viéi ni ucinna okamzikem takového
potvrzeni.  Smluvni strany shodné
prohlasuji, Ze zména kontaktnich udaj
neni zménou této Smlouvy.

Clanek XI. — Doba trvani Smlouvy a jeji ukonéeni

1. Smlouva se uzavird na dobu péti (5) let
ode dne Ucinnosti této Smlouvy.

2. Smluvni strany se dohodly, Ze neni
pripustné Smlouvu jednostranné
vypovédét tak, aby uacinky vypovédi
smlouvy nastaly vdobé vykonatelnosti
rozhodnuti Ustavu o Ghradé Pripravku.

3. Za podminky dodrZeni odst. 2 tohoto
¢lanku je mozné jednostranné Smlouvu
vypovédét, vypovédni lhdta pak cini 3
mésice a pocCne béZet prvnim dnem
kalendarniho mésice nasledujiciho po
doruceni pisemné vypovédi druhé smluvni
strané.

4. Smlouvu je i v dobé vykonatelnosti Uhrady
mozné ukonéit nebo zménit dohodou
obou stran.

Clanek XII. — Ostatni ujednani

1. Tato Smlouva se vztahuje na vsechny
dodavky Pfipravku na trh v Ceské
republice.

2. Pravni vztahy mezi smluvnimi stranami se

fidi ¢eskym pravnim fadem, ve vécech
neupravenych pravnimi predpisy
upravujicimi vetejné zdravotni pojisténi a

of the contact details, whereupon such
change shall enter into force in respect of
the Counterparty upon the issue of such a
confirmation. The Contractual Parties
represent in accord that no change in the
contact details shall constitute
amendment to this Agreement.

Article XI— Term and Termination of Agreement

1. This Agreement is entered into for a term
of five (5) years starting on the day on
which this Agreement enters into force.

2. The Contractual Parties agree that this
Agreement may not be unilaterally
terminated, where such termination
would take effect while the decision of the
Institute pertaining to reimbursement of
the Medicinal Product remains in force.

3. Subject to compliance with Paragraph 2 of
this article, this Agreement may be
terminated unilaterally, whereupon the
notice period shall last three months,
starting on the first day of the calendar
month following the service of a written
notice of termination upon the
Counterparty.

4, While the decision pertaining to
reimbursement remains in force, this
Agreement may also be terminated or
amended by means of an agreement
between the Parties.

Article XII. — Miscellaneous Provisions

1. This Agreement shall apply to all cases of
supply of the Product to the Czech market.

2. The legal arrangement between the
Contractual Parties shall be subject to the
law of the Czech Republic. Issues not
covered by laws and regulations

14



touto Smlouvou, se Fidi obcCanskym
zakonikem a dalSimi pfislusSnymi pravnimi
predpisy.

Smluvni strany se timto zavazuji, Ze
vynaloZi veskeré rozumné Usili k urovnani
vSech sporll z této Smlouvy smirnou
cestou. Pokud smluvni strany nevyresi
spor smirnou cestou, bude takovy spor
véetné otdzek platnosti, vykladu,
vyporadani ¢i ukonceni prav vzniklych z
této Smlouvy feSen vécné pfislusSnym
¢eskym soudem. Pro takovy pfipad strany
sjedndvaji mistni pfrislusSnost Obvodniho
soudu pro Prahu 3, je-li dana v konkrétnim
pfipadé vécnd pfrislusSnost okresniho
soudu a Méstského soudu v Praze, je-li
dana v konkrétnim pfipadé vécna
pfislusnost krajského soudu.

Pokud by jednotlivd ustanoveni této
Smlouvy byla zcela ¢i ¢astecné neplatna
nebo neproveditelnd, nebude tim dotcena
platnost ¢&i proveditelnost zbyvajicich
ustanoveni. Namisto neplatného
ustanoveni bude platit za dohodnuté
takové platné ustanoveni, které nejblize
odpovidd smyslu a ucelu neplatného
ustanoveni. Pokud by se v disledku zmény
pravnich predpist nebo z jinych divodi
stala nékterd ujednani této Smlouvy v
budoucnosti neplatnymi nebo
neucinnymi, budou tato ustanoveni
uvedena do souladu s pravnimi normami a
Ucastnici prohlasuji, Ze Smlouva je ve
zbyvaijicich ustanovenich platna,
neodporuje-li to jejimu ucelu nebo
nejedna-li se o ustanoveni, kterd oddélit
nelze.

pertaining to public medical insurance and
this Agreement shall be subject to the Civil
Code and other applicable laws and
regulations.

The Contractual Parties hereby undertake
to use every effort to settle any and all
disputes arising hereunder in an amicable
manner. A dispute concerning issues
including the validity, interpretation,
settlement, and termination of rights
arising under this Agreement the
Contractual Parties fail to settle in an
amicable manner shall be settled by a
court of the Czech Republic having
jurisdiction ratione materiae. In such a
case, the Contractual Parties agree to the
territorial jurisdiction of the Prague 3
District Court, if the case is falls within
jurisdiction ratione materiae of a district
court, and of the Prague Municipal Court,
if the case is falls within jurisdiction
ratione materiae of a regional court.

If individual provisions of this Agreement
are invalid or unenforceable, in full or in
part, the validity or enforceability of the
remaining provisions shall not be affected.
Instead of an invalid provision, a valid
provision that best corresponds to the
meaning and purpose of such an invalid
provision shall be deemed to have been
agreed. If any provision of this Agreement
becomes invalid or ineffective in the
future as a result of any change in law or
due to other reasons, such a provision
shall be brought into conformity with the
provisions of the law and the Contractual
Parties represent that other provisions of
this Agreement shall remain valid, unless
this is contrary to the purpose hereof or
unless such provisions cannot be severed.
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Clanek XIII. — Zavéreéna ustanoveni

1. Tato Smlouva nabyva platnosti dnem
podpisu posledni smluvni stranou a
Ucinnosti  prvnim dnem kalendafniho
mésice bezprostfedné nasledujictho po
meésici, ve kterém doSlo ke zverejnéni
Smlouvy v registru smluv, nebo dnem
predbéiné vykonatelnosti rozhodnuti Ci
vykonatelnosti rozhodnuti, neni-li
predbé’né  vykonatelné, Ustavu v
Pfedmétném spravnim fizeni, nastane-li
tento okamzik pozdéji.

2. Pfed koncem doby trvani Smlouvy ve
smyslu Clanku XI. odst. 1 Smlouvy pozbyde
Smlouva rovnéz platnosti v pfipadé, kdy
dojde ke snizeni ceny pro konecného
spotiebitele nebo Uhrady pro konecného
spotfebitele z prostfedkl verejného
zdravotniho  pojisténi  predmétného
Pfipravku, a to pod hodnotu Dohodnuté
ceny. V takovém pfipadé se platnost této
Smlouvy bude povaZovat za ukonéenou ke
dni Gcinnosti pfislusného rozhodnuti o
sniZzeni ceny nebo uhrady Pfipravku pod
Dohodnutou cenu.

3. Tato Smlouva muize byt ménéna nebo
doplfiovdna pouze formou pisemného
Cislovaného dodatku podepsaného na
znameni souhlasu obéma smluvnimi
stranami.

4, Smlouva je vyhotovena ve dvou (2)
stejnopisech, z nichZ kazda smluvni strana
obdrzi jedno (1) vyhotoveni. V pfipadé
rozporu mezi Ceskou a anglickou
jazykovou verzi ma prednost ceska
jazykova verze.

5. Smluvni strany si pred podpisem tuto
Smlouvu radné precetly a svij souhlas s
obsahem jednotlivych ustanoveni této

Article Xlll - Closing Provisions

1. This Agreement shall enter into effect on
the day of its signature by the last of the
Contractual Parties and into force on the
first day of the -calendar month
immediately following the month in which
the Agreement is disclosed in the
Agreement Register, or on the date of the
provisional enforceability of a ruling or the
enforceability of a ruling, if the ruling is not
provisionally enforceable, delivered by the
Institute  under the  Administrative
Proceedings Concerned, whichever comes
first.

2. Prior to the termination of the term of this
Agreement within the meaning of Article
Xl., Paragraph 1 of this Agreement, this
Agreement shall expire in case that the
price is reduced for final consumers or
reimbursement is reduced for final
consumers from the public medical
insurance scheme below the Negotiated
Price with regard to the Medicinal
Product. In such a case, this Agreement
shall be deemed terminated as of the day
on which enters into force the applicable
decision  reducing the price or
reimbursement for the Medicinal Product
below the Negotiated Price.

3. Where applicable, changes or additions to
this Agreement may only be made by
virtue of written numbered amendments
signed by both Contractual Parties in
witness of their consent.

4, This Agreement is made in two (2)
counterparts, one (1) for each of the
Parties. In the event of discrepancies
between the Czech and English language
versions, the Czech language version shall
prevail.

5. Prior to its signature, the Contractual
Parties have duly read this Agreement,
and in witness of their consent to the
content of the individual provisions of this
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Smlouvy  stvrzuji  podpisem  svych
zastupcu.

6. Nedilnou soucdsti této Smlouvy jsou
nasledujici pfilohy:
Pfiloha ¢. 1 Smlouvy o dohodnuté cené IéCivého
pfipravku

Agreement, the authorized
representatives of the Contractual Parties

subscribe their signature.

6. The following enclosures constitute

integral part of this Agreement:
Enclosure 1 to the Agreement on Negotiated
Price for Medicinal Product

V Praze dne / In Prague on

13. 8. 2024
Za Pojistovny / On behalf of Insurance
Companies:

razitko a podpis / stamp and signature

Ing. Magdalena Vondrackova, Ph.D.
predsedkyné Lékové komise Svazu zdravotnich
pojistoven CR / Chairwoman of the
Pharmaceutical Committee of the Association of
Medical Insurance Companies

of the Czech Republic

V Praze dne / In Prague on

9.8.2024
Za Drzitele / On behalf of Holder:

razitko a podpis / stamp and signature

Héléne Rannou
Jednatelka / Executive Manager
Ipsen Pharma s.r.o.
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