
 

 

 

DOHODA o POSTOUPENI SMLUV

uzavfena podle ustanoveni § 1895 a nasl. zakona 6.

89/2012 Sb., obéansky zakoni’k, ve znéni pozdéjsich

pfedpisfi (,,Obéansky zakonik“ a ,,Dohoda“)

STRANY DOHODY

(1) Advanz Pharma International LIMITED

(drive Intercept Pharma International Ltd.)

sidlo: 10 Earlsfort Terrace, D02 T380, Dublin

2, Irsko, zapsana v The Companies

Registration Office, registracni cislo; 634539

zastoupena Simon Tucker

(,,Postupitel“)

(2) Advanz Pharma Limited

sidlo: Suite 17, Northwood House, Northwood

Avenue, Santry, Dublin 9, zapsana v The

Companies Registration Office, registraéni

61510: 43819

zastoupené Vikram Kamath

(,,Postupnik“)

(3) Vojenska zdravotm’ Ceské

republiky

sidlo: Drahobejlova 1404/4, 190 03 Praha 9

1C0: 47114975

zapsana v obchodnim rejstriku vedeném

Méstskym soudem v Praze, oddil A, vloika

pojist’ovna

47 1 14975

Zastoupené: Ing. Josefem Diesslem,

generalm’m reditelem (,,Poji§t’ovna“)

(Postupnik, Postupitel a Pojist’ovna spoleéné

,,Strany“, a kaidy z nich samostatné

,,Strana“)  

AGREEMENT ON THE ASSIGNMENT OF

CONTRACTS

concluded pursuant to Section 1895 et seq. of Act

No. 89/2012 Coll, the Civil Code, as amended

(the “Civil Code” and the “Agreement”)

PARTIES TO THE AGREEMENT

(1) Advanz Pharma International LHVIITED

(earlier Intercept Pharma International

Ltd.)

registered office: 10 Earlsfort Terrace, D02

T3 80, Dublin 2, Ireland, incorporated at the

Companies Registration Office, registered

number: 634539

represented by Simon Tucker

(the “Assignor”)

and

(2) Advanz Pharma Limited

registered office: Suite 17, Northwood

House, Northwood Avenue, Santry, Dublin

9, incorporated at the Companies

Registration Office, registered number:

43819

represented by Vikram Kamath

(the “Assignee”)

and

(3) Vojenska zdravotni pojist’ovna Ceské

republiky

registered office: Drahobejlova 1404/4, 190

03 Praha 9

registration number: 471 14975

incorporated by entry in the Commercial

Register maintained by the Court in Prague,

Section A, File 47114975

represented by: Ing. Josef Diessl, director

(the “Insurance Company”) (The

Assignee, Assignor and Insurance
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PREAMBULE

(A)

(B)

(C)

(D)

(E)

1.1

1.2

1.3

Postupitel jako driitel rozhodnuti o registraci

le’éivych pripravkl‘i— INN acidum

obeticholicum, bliie specifikovanych v priloze

Q (,,Pi"ipravky“) uzavfel s Pojist’ovnou

smlouvy o limitaci nakladfi spojenych s

hrazenim Pripravkfi, jak jsou tyto

specifikovany v pfiloze c. 2 (,,Smlouvy“).

V dfisledku provadéciho rozhodnuti’ Evropské

komise o pfevodu registrace Priprakal ze due

16. 12. 2022, c. C(2022) 9805 (final), doslo

kdatu 19. 12. 2022 kprevodu rozhodnuti o

registraci Priprakar z Postupitele na

Postupni'ka.

Namisto Postupitele je tedy nynr’ driitelem

rozhodnuti o registraci Pfiprakal Postupnik. Z

tohoto dfivodu maji Strany zéjem na tom, aby

byla pievedena prava a povinnosti ze Smluv z

Postupitele na Postupnika, jakoito nového

driitele rozhodnuti o registraci PFipravkfi.

Postupnik se seznamil se Smlouvami a pravy a

povinnostmi z nich vyplyvajl’cimi pro

Postupitele a ma zajem prava a povinnosti

Postupitele plynouci ze Smluv nabyt.

Pojist’ovna jako postoupena strana s pievodem

prév a povinnosti Postupitele ze Smluv na

Postupnfka souhlasi.

POSTOUPENI SOUHLAS

POJISTOVNY

Postupitel timto za podminek ujednanych v

této Dohodé bezuplatné pfevadi Postupnikovi

veskeré dosud nezaniklé préva a povinnosti

Postupitele ze Smluv.

SMLUV;

Postupnik timto za podminek ujednanych v

této Dohodé vyse uvedena préva a povinnosti

Postupitele ze Smluv piijima.

Pojist’ovna timto jako postoupena strana

D)

E)

1.1 

(B) Further to the

Company hereinafter referred to jointly as

the “Parties”, and severally as a “Party”)

PREAMBLE

(A) The Assignor, as the holder of the marketing

authorisation for the medicinal products

—INN acidum obeticholicum, as

specified in more detail in Schedule 1 (the

“Products”), entered into an agreement with

the Insurance Company on the capping of

costs associated with the reimbursement ofthe

Products as specified in Schedule 2 (the

“Contract”).

European Commission’s

Implementing Decision C(2022) 9805 (final)

of 16 December 2022 on the transfer of the

marketing authorisation of the Products, the

marketing authorisation of the Products was

transferred from the Assignor to the Assignee

on 19 December 2022.

Accordingly, instead of the Assignor, the

Assignee is now the holder of the marketing

authorisation for the Products. Consequently,

the Parties wish to transfer rights and

obligations under the Contract from the

Assignor to the Assignee as the new holder of

the marketing authorisation for the Products.

The Assignee has acquainted itself with the

Contract and the Assignor’s rights and

obligations thereunder and wishes to acquire

the Assignor’s rights and obligations under

the Contract.

The Insurance Company, as the assigned

Party, consents to the transfer of the

Assignor’s rights and obligations under the

Contract to the Assignee.

ASSIGNMENT OF CONTRACT;

INSURANCE COMPANY’S CONSENT

The Assignor hereby transfers to the

Assignee, free of charge, on the terms and

conditions provided for in the present

Agreement, any and all the Assignor’s rights

and obligations under the Contract insofar as

such rights and obligations have not yet been
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1.4

2.2

2.3

2.4

vyslovné souhlasi s postoupenim a pievodem

prav a povinnosti Postupitele ze Smluv dle

clanku 1.1 Postupnikovi a prohlasuje, 2e nema

proti takove’mu postoupeni' a pi'evodu iédnych

vyhrad.

Novou kontaktni osobou za nového driitele

(Postupnika) dle Smluv, a to i pro 116er

zvefejfiovéni v registru smluv, je: -_

_ email id:

—

I’JélNKY DOHODY

Postoupeni Smluv dle clanku 1.1 nabyva

uéinnosti vi’ici vsem Stranam této Dohody

dnem jejiho uveiejném’ vregistru smluv dle

zakona é. 340/2015 8b., 0 zvlastnich

podminkach L'Iéinnosti nékterych smluv,

uvefejnovéni téchto smluv a o registru smluv

(zakon o registru smluv), ve znéni pozdéjsich

piedpisfi (,,Zakon o registru smluv“) dle

clankuO.

Postupitel se okamiikem uéinnosti postoupeni

Smluv osvobozuje v uplne’m rozsahu od svych

povinnosti ze Smluv a pozbyva své prava ze

Smluv.

Strany ujednaly a souhlasi, ie ustanoveni §

1899 Obcanského zakoniku se pro [16er

postoupeni Smluv dle této Dohody nepouiije.

Okamiikem ucinnosti postoupeni Smluv

vstupuje Postupnik do pravniho postaveni

Postupitele ze Smluv. Postupnik prava a

povinnosti Postupitele ze Smluv bez vyhrady

prejimé a dosavadni Strany Smluv, tedy

Postupitel a Pojist’ovna, nemaji od ucinnosti

postoupeni Smluv dle této Dohody vfici sobé

z titulu Smluv iadna prava a povinnosti.

 

extinguished.

1.2 The Assignor hereby accepts, on the terms and

conditions provided for in the present

Agreement, the above rights and obligations

of the Assignor under the Contract.

1.3 The Insurance Company, as the assigned

Party, hereby expressly consents to the

assignment and transfer of the Assignor’s

rights and obligations under the Contract

pursuant to Article 1.1 of this Agreement to

the Assignor and declares that the Insurance

Company has no objections to such

assignment and transfer.

1.4 The new contact person for the new holder

under the Contract (the Assignee), including

for the purposes of publication in the Register

of Contracts, shall be: -_-

email id:

—

2. EFFECTS OF THE AGREEMENT

2.1 The assignment of the Contract pursuant to

Article 1.1 of this Agreement shall take effect

with respect to all Parties to the present

Agreement on the date of publication hereof in

the Register of Contracts pursuant to Act

No. 340/2015 Coll. on special conditions for

the effect of certain contracts, the publication

ofsuch contracts and the Register of Contracts

(Register of Contracts Act), as amended (the

“Register of Contracts Act”), in accordance

with Article 0.

2.2 When the assignment of the Contract takes

effect, the Assignor shall be released in full

from the Assignor’s obligations under the

Contract and shall forfeit the Assignor’s rights

under the Contract.

2.3 The Parties agree and consent that, for

purposes of the assigmnent of the Contract

pursuant to the present Agreement, Section

1899 ofthe Civil Code shall not apply.

2.4 When the assignment of the Contract takes

effect, the Assignee shall assume the

Assignor’s legal status under the Contract.

The Assignee shall assume the Assignor’s

rights and obligations under the Contract

without reservation, and the existing parties to

the Contract, i.e. the Assignor and the

Insurance Company, shall have no rights or

obligations with respect to each other under

the Contract as of the effect of the assignment
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3.2

3.3

PROHLAsENi A UJISTENI STRAN

Pojist’ovna prohlasuje a ujist’uje Postupnika, 2e

nema vfiéi Postupiteli ke dni podpisu této

Dohody iadné namitky, a to ani 2e Smluv ani

jakékoliv jiné némitky, které by ji vfiéi

Postupnikovi zfistaly ve smyslu § 1900

Obcanského zékom’ku zachovany po

postoupeni Smluv dle této Dohody.

Postupnik prohlasuje a ujist’uje Pojist’ovnu, 2e:

(80 je mu znam obsah Smluv a nema proti

nému iédnych vyhrad;

(b) je subjektem Zpt’tsobilym nabyt prava a

povinnosti Postupitele ze Smluv, které na

néj pfejdou na zakladé te'to Dohody;

je subjektem zpfisobilym radné a vcas

plnit veskeré povinnosti vyplyvajici ze

Smluv, ktere' na néj piejdou na zakladé

te’to Dohody; a

(C)

(d) disponuje veskerymi opravnénimi a

povolenimi nezbytnymi pro Fadné plném’

povinnosti ze Smluv, které na néj piejdou

na zakladé této Dohody.

Postupitel a Pojist’ovna prohlasuji’ a ujist’uji

Postupnika, ie Smlouvy byly platné uzavfeny,

Smlouvy a jeji jednotliva ujednani jsou

existentni (nikoliv zdanlivé), platné a L’rcinné.

Dt’JVERNE [NFORMACE

Kaida ze Stran se zavazuje, ie bude

zachovévat mléenlivost ohledné jakychkoli

informaci o této Dohodé, jejim obsahu a

jednanich s ni spojenych (,,Dfivérné

informace“) a nesdéli je treti strané, vyjma

svych zaméstnancfi, clem‘i vach organt'i nebo

pravnich 6i dafiovych poradcfi a pi'ijme takova  

of the Contract pursuant to the present

Agreement.

PARTIES’ REPRESENTATIONS AND

WARRANTIES

3.1 The Insurance Company represents and

warrants to the Assignee that, as at the date of

execution of the present Agreement, the

Insurance Company has no objections,

whether arising out of the Contract or any

other objections, which the Insurance

Company would retain, within the meaning of

Section 1900 of the Civil Code, with respect

to the Assignee after the assignment of the

Contract pursuant to the present Agreement.

3.2 The Assignee represents and warrants to the

3.2.1

3.2.2

3.2.3

3.2.4

Insurance Company that:

the contents of the Contract are known to

the Assignee and the Assignee has no

reservations with respect thereto;

the Assignee is an entity eligible to

acquire the Assignor-’5 rights and

obligations under the Contract that are to

pass to the Assignee pursuant to the

present Agreement;

the Assignee is an entity capable of

discharging, in a due and timely manner,

any and all obligations under the Contract

that are to pass to the Assignee pursuant

to the present Agreement; and

the Assignee holds any and all

authorisations and permissions necessary

for the due discharge of obligations under

the Contract that are to pass to the

Assignee pursuant to the present

Agreement.

3.3 The Assignor and the Insurance Company

represent and warrant to the Assignee that the

Contract have been validly concluded, and

that the Contract and the individual provisions

thereof exist (are not illusory), and are valid

and effective.

CONFIDENTIAL INFORMATION

Each of the Parties agrees to keep confidential

any information concerning the present

Agreement, its contents and the negotiations

related thereto (“Confidential

Information”), not to disclose it to any third

party, other than its employees, members of

its bodies or its legal or tax advisers, and to
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4.2

5.1

5.2

opatreni, ktera znemoinr’ jejich pr‘istupnost

tretim straném. Za Dfivérné informace

Postupitele a Postupnr'ka se povaiujr’ zejména

jakékoli informace a jakakoli ustanoveni této

Dohody umoir‘rujicr’ identifikaci Pi‘ipravkfi,

zejména pi'islusna ustanovem’ jejich priloh c. 1

a 2.

Porusenim povinnosti zachovavat mléenlivost

ohledné Dr‘ivérnych informaci neni, pokud:

(a) jsou nebo se staly verejné znamé z jinych

pir’éin, nei v dfisledku poruseni povinnosti

pir’slusné Strany; nebo

(b) se stanou vefejné dostupné v dt‘isledku

uverejnéni této Dohody v registru smluv

v souladu se Zékonem o registru smluv a

clankem 0; nebo

(c) jejich poskytnuti tFeti osobé nebo

orgénr‘im vefejné moci je povinné podle

platného prava a/nebo vykonatelného

rozhodnuti soudu éi jine’ho statnr'ho

organu za pfedpokladu, ie ostatni Strany

budou o takovém poskytnuti pfedem

pisemné inforrnovény a poskytnuti

inforrnaci bude striktné omezeno na

poiadované informace, udaje a

dokumenty; nebo

(d) ostatni Strany budou se zpr‘r’stupnénim

Duvémych informaci pisemné souhlasit.

UVEREJNENI DOHODY VREGISTRU

SMLUV

Strany jsou si plné védomy zakonné povinnosti

uverejnit tuto Dohodu v registru smluv dle

Zékona o registru smluv a dohodly 56, ie jeji

uverejnéni v registru smluv zajisti Postupnik, a

to nejpozdéji do 25 dni od uzavfeni této

Dohody a plné v souladu s poiadavky Zékona

o registru smluv.

Pojist’ovna bere na védomr’ a souhlasr’ s tim, 2e

Postupnik je opravnén zneéitelnit v Dohodé

pfedjejr'm odeslanim spravci registru smluv ty

jejr’ casti, které jsou dle Zékona o registru

smluv vylouéeny z uvefejnéni, a to zejme’na ty

4.2.1

4.2.2

4.2.3

4.2.4

 

take such measures as will prevent such

information from becoming accessible to third

parties. The Confidential Information of the

Assignor and the Assignee shall be deemed to

include, without limitation, any information

and any provisions of the present Agreement

making it possible to identify the Products, in

particular the relevant provisions of Schedules

1 and 2 hereto.

4.2 The obligation of confidentiality with respect

to Confidential Information shall not be

deemed to have been breached if:

such Confidential Information is in or has

entered the public domain for reasons

other than as a result of a breach of the

relevant Party’s obligations; or

such Confidential Information enters the

public domain as a result of the

publication of the present Agreement in

the Register of Contracts in accordance

with the Register of Contracts Act and

Article 0; or

disclosure of such Confidential

Information to third parties or public

authorities is required by applicable law

and/or an enforceable decision of a court

or other state authority, provided that the

other Parties are notified in writing in

advance of such disclosure and the

disclosure is strictly limited to the

information, data and documents

requested; or

the other Parties consent in writing to the

disclosure of such Confidential

Information.

5. PUBLICATION OF THE AGREEMENT

IN THE REGISTER OF CONTRACTS

5.1 The Parties are fully aware of the legal

obligation to publish the present Agreement in

the Register of Contracts pursuant to the

Register of Contracts Act and agree that

publication hereof in the Register of Contracts

shall be arranged by the Assignee no later than

25 days after the conclusion hereof and in full

compliance with the requirements of the

Register of Contracts Act.

5.2 The Insurance Company acknowledges and

agrees that, prior to sending the present

Agreement to the administrator ofthe Register

of Contracts, the Assignee shall be entitled to  
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5.3

5.4

6.2

7.2

jeji casti, které obsahujr' osobni udaje a

obchodni tajemstvr' Postupitele a Postupnika,

za které se pro uéely uvefejnéni Dohody

vregistru smluv povaiuji ustanoveni této

Dohody umoir‘rujici identifikaci Pi‘ipravkfi,

zejména pir’slusna ustanoveni jejich priloh c. 1

a2.

Pojist’ovna bude opravnéna tuto Dohodu

uveiejnit v registru smluv jediné v pripadé, 2e

tak neuéini Postupnik ve lhi'ité ujednané v

clanku 5.1. Pojist’ovna bude v takovém pfipadé

povinna zneéitelnit v Dohodé pied jejim

odeslanim spravci registru smluv ty jeji casti,

které jsou dle Zékona o registru smluv

vylouceny z uvefejnéni, a to zejména ty jeji

casti, které obsahuji osobnr’ L’rdaje a obchodni

tajemstvr’ Postupitele a Postupnika

specifikované v clanku 5.2.

emailové

spravnost

pi'ed

spravci

Strany se zavazuji formou

korespondence prodiskutovat

obsahu a zneéitelnéni informaci

odeslanim Dohody k uvefejnéni

registru smluv.

ZMENY A ZRUsEM’ DOHODY

Tato Dohoda mfrie byt ménéna pouze pisemne,

a to cislovanymi dodatky, které musi byt

podepsany vsemi Stranami. Pisemna forma se

vyiaduje také pro zrusenr’ této Dohody.

Pro [15er této Dohody Strany vylucuji

uzavienr’ Dohody, jakoi i uzavreni dodatku

k této Dohodé v dfrsledku pfijetr' nabidky jedné

Strany druhou Stranou s jakym ikoli

(i nepodstatnymi) odchylkami 6i dodatky.

ROZHODNE PRAvo A RESENI SPORU

Tato Dohoda a veskeré dodatky k ni, jakoi i

jejich vyklad, se Fidr’ pravnim Fadem Ceské

republiky, zejména Obéanskym zakonr’kem.

Pokud Strany nevyfesi jakykoli spor smimou

cestou 30 dnfr od zahajeni jednani mezi

Stranami, bude takovy spor, vcetné otazek

platnosti, vykladu, vykonu ci ukonéenr' prav

vzniklych z této Dohody, fesen k tomu vécne a  

redact those parts hereof which are exempted

from publication under the Register of

Contracts Act, in particular those parts which

contain personal data and trade secrets of the

Assignor and the Assignee, which, for the

purposes of publication of the Agreement in

the Register of Contracts, shall be deemed to

be the provisions hereof making it possible to

identify the Products, in particular the relevant

provisions of Schedules 1 and 2 hereto.

5.3 The Insurance Company shall be entitled to

publish the present Agreement in the Register

of Contracts only if the Assignee fails to do so

within the time limit agreed in Article 5.1, in

which case the Insurance Company, prior to

sending the present Agreement to the

administrator of the Register of Contracts,

shall redact those parts hereof which are

exempted from publication under the Register

of Contracts Act, in particular those parts

which contain personal data and trade secrets

of the Assignor and the Assignee specified in

Article 5.2.

5.4 The Parties undertake to consult by email

6.1

correspondence the correctness of the content

and the redaction of information prior to

sending the Agreement to the administrator of

the Register of Contracts for publication.

AMENDMENTS AND CANCELLATION

OF THE AGREEMENT

This Agreement may be amended only in

writing by numbered addenda, which shall be

signed by all Parties. Cancellation of this

Agreement shall also be required in writing.

6.2 For the purposes of this Agreement, the

7.1

Parties exclude the conclusion hereof,

including the conclusion of an addendum

hereto, as a result of the acceptance of one

Party’s offer by the other Party with any (even

non-material) derogations or additions.

GOVERNING LAW AND DISPUTE

RESOLUTION

This Agreement and any addenda hereto, and

the Interpretation thereof, shall be governed

by the laws of the Czech Republic, including,

but not limited to, the Civil Code.

7.2 Should the Parties fail to resolve any dispute

amicably within 30 days of the

commencement of negotiations between the

Parties, such dispute, including issues of
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10.

10.1

mistné piislusnym ceskym soudem.

PLATNOST A UCINNOST

Tato Dohoda nabyva platnosti okamzikem

jejiho podpisu posledni Stranou a uéinnosti

dnem jejiho uver‘ejnénr’ vregistru smluv dle

Zékona o registru smluv.

PRILOHY

Nedilnou souéasti této Dohody jsou nasledujr’cr’

pfilohy:

(a) pir’loha c. 1: Piipravky; a

(b) piiloha c. 2: Smlouvy.

STEJNOPISY

Tato Dohoda je vyhotovena a podepséna ve 3

shodnych vyhotovenr’ch vceské a anglické

jazykové verzi, piiéemi kaidé Strana obdrzi

jedno vyhotoveni. for'padé rozpori'r mezi

Eeskou a anglickou jazykovou verzr’ ma

pfednost ceska jazykova verze.

ZBYTEK STRANKY PONECI—IAN UMYSLNE

PRAZDNY

9.1.1

9.1.2

 

validity, interpretation, enforcement or

termination of rights arising under this

Agreement, shall be referred to a Czech court

having subject matter and territorial

jurisdiction.

8. FORCE AND EFFECT

8.1 This Agreement shall enter into force when

signed by the last Party and shall take effect

on the date on which it is published in the

Register of Contracts in accordance with the

Register of Contracts Act.

9. SCHEDULES

9.1 The following schedules shall constitute an

integral part of the present Agreement:

Schedule 1: Products; and

Schedule 2: Contract.

10. COUNTERPARTS

10.1 This Agreement is drawn up and signed in

3 identical counterparts in a Czech and

English language version; each Party shall

receive one counterpart. Should there be any

discrepancy between the Czech and English

language versions, the Czech language

version shall prevail.

REMATNDER OF PAGE INTENTIONALLY

LEFT BLANK
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PODPIsovA STRANA

Strany timto vyslovné prohlasuji, ze si tuto

Dohodu pi‘ed jejim podpisem pFecetly, ie byla

uzavi'ena p0 vzajemném projednani a ie

vyjadi'uje jejich pravou a svobodnou viili, na

diikaz Eehoi pi‘ipojuji niie své podpisy.

 

SIGNATURE PAGE

The Parties hereby expressly declare that they

have read the present Agreement before

signing it, that it has been entered into after

mutual consultation and that it expresses their

true and free will, in witness whereof they

hereunto set their hands.

 

 

 



PRI'LOHA C. 1/ SCHEDULE 1

 

PRIPRAVKY/ PRODUCTS

KOd SUKL/ Nazev Iééivého Doplnék nazvu/ Additional Registraéni Cislo/

SUKL code pripravku/ Name of text supplementing the Authorisation

medicinal roduct name   
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PRiLOHA C. 2/ SCHEDULE 2

SMLOUVY/ CONTRACT

Smlouva o limitaci nakladii/ Cost Capping Agreement

uzavfena dne/ concluded on: 30. 3. 2022

 

KOd SUKL/ 7 Nazev Pi'ipravku/ Name of Doplnék nazvu Pi‘ipravku/ Additional text

SUKL code Product supplementing the name of the Product
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