
Agreement on assignment of and

amendment no. [1] to

(hereinafter the “Agreement of Assignment”

or “Amendment")

AGREEMENT ON LIMITATION OF COSTS

related to reimbursement for the following

medicinal product:

[01]—[/OT]

(hereinafter the “Agreement")

entered into pursuant to Section 1746 (2) of

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

amended (hereinafter the “Civil Code")

Insurance company: Vojenska zdravotni

pojist’ovna Ceské republiky

Registered office: Drahobejlova 1404/4,

Praha 9

Id. No.: 47114975

Tax Id. No.2 CZ47114975

Registered in the public register kept by:

Méstskym soudem v Praze, oddil A, vloika

7564

Represented by: lng. Josef Diessl, generalni

Feditel

Bank details: Ceska narodni banka

Account No.: 2010009091/0710

(hereinafter the “Insurance Company")

and

Novartis Gene Therapies EU Limited

Registered office: The Crescent Building

Northwood, Santry, D09 CGX8 Dublin 9,

Ireland

Registration No.: 556815

Tax Id. No.: IE 3586005LH

Registered in the public register kept by:

Companies Registration Office under the

number specified above

Represented on the basis of a power of

attorney by the Local representative:

Novartis, s.r.o.

Registered office: Na Pankraci 1724/129,

Praha 4 — Nusle, PSC 140 00, Ceska

Republika

Registered with: Municipal court in Prague,

File No. 041352

Dohoda o postoupeni a dodatek c. [1] k

(dale jen ,,Dohoda o postoupeni Smiouvy"

nebo ,,Dodatek“)

SMLOUVE o LIMITACI NAKLADU

spojenych s hrazenim lécivého pfipravku

[OT]—[IO‘I]

(dale jen ,,Sm|ouva“)

uzavfena podle § 1746 odst. 2, zakona 6.

89/2012 Sb.. obéansky zakonik, ve znéni

pozdéjsich pfedpisu (dale jen ,,obéansky

zakonik")

Pojist’ovna: Vojenské zdravotni

pojist’ovna Ceské republiky

Sidlo: Drahobejlova 1404/4, Praha 9

ICO: 47114975

DIC: 0247114975

Zapsana ve vefejném rejstfiku vedeném

Méstskym soudem v Praze, oddil A, vloika

7564

Zastoupena: lng. Josef Diessl, generalni

feditel

Bankovni spojeni: Ceska narodni banka

Cislo actu: 2010009091/0710

(déle jen ,,Poji§t’ovna“)

Novartis Gene Therapies EU Limited

Sidlo: Block B, The Crescent Building

Northwood, Santry, D09 C6X8 Dublin 9,

Ireland

registraéni éislo: 556815

DIC: IE 3586005LH

Zapsany ve veFejném rejstfiku vedeném

Companies Registration Office pod cislem

uvedenym vyse

Zastoupeny na zakladé

Lokélnim zéstupcem:

Novartis s.r.o.

Sidlo: Na Pankréci 1724/129,Praha 4 —

Nusle, PSC 140 00, Ceska Republika

Zapsana: Méstsky soud v Praze, sp.zn.: C

41352

Zastoupena: Emilie Grand-Ferret, jednatelka

plné moci



Represented by: Emilie Grand-Perret,

jednatelka

(hereinafter the “Original Holder”)

and

Novartis Europharm Limited

Registered office at: Vista Building, Elm

Park, Merrion Road, DO4A9N6 Dublin 4,

Ireland

Registration no. 617523

Tax Id. No.: [...]

Registered with: in the Commercial Register

kept by the Companies Registration Office in

Dublin, Ireland

Represented by: Janina Dzambazoska,

Director

(hereinafter the “Holder")

(the Insurance Company, the Original Holder

and the Holder are hereinafterjointly referred

to as the “Parties" and each of them

individually as a “Party")

RECITALS

1. On 24 September, 2021, the Insurance 1. Pojist'ovna a Puvodni’

Company and the Original Holder

entered into the Agreement On Limitation

Of Costs Related to Reimbursement for

the Following Medicinal Product, [OT]

— [/OTJ, which is for the

purpose of this Agreement on

assignment referred to as the

“Agreement”.

2. In view of the decision of the European

Commission of September 2, 2022 No.

C(2022) 6464, on the basis of which the

marketing authorisation for the Product

was transferred from the Original Holder

to the Holder on 2 September 2022, the

Parties are interested in transferring the

rights and obligations under the

Agreement from the Original Holder as

(dale jen ,,Puvodni Driitel”)

Novartis Europharm Limited

Sidlo: Vista Building, Elm Park, Merrion

Road, DO4A9N6 Dublin 4, lrsko

registracni Cislo: 617523

DIC: [...]

Zapsana: v obchodnim rejstfiku vedeném

Ufadem pro registraci spoleénosti

Companies Registration Office v Dublinu,

lrsko

Zastoupeny:

Director

Janina Dzambazoska,

(dale jen ,,Driitel“)

(Pojist’ovna, Puvodni Driitel a Driitel dale

spoleéné jen jako ,,smluvni strany“, nebo

samostatné jako ,,smluvni strana“)

PREAMBULE

Driitel spolu

uzavfely dne 24.9.2021 Smlouvu o

Iimitaci nakladu spojenych s hrazenim

Iééivého pfipravku [OT]—

[/OT], ktera je pro 06er této Dohody o

postoupeni oznacovéna da’le jen

,,Smlouva“.

2. S ohledem na rozhodnuti Evropské

komise ze dne 2. zafi 2022 6. C(2022)

6464, na zékladé kterého doslo dne 2. 9.

2022 k pfevodu rozhodnuti o registraci

Pfipravku ze Spoleénosti na Driitele,

maji Smluvni strany zajem na tom, aby

byla pfevedena pra’va a povinnosti ze

Smlouvy z Pfivodniho Driitele jako

Postupitele na Driitelejako Postupnika.



1.

the Assignor to the Holder as the

Assignee.

The Holder has become acquainted with

the Agreement and the rights and

obligations following for the Holder

therefrom and wishes to acquire the rights

and obligations following from the

Agreement.

[The Parties have expressed their will to

amend certain terms and conditions ofthe

Agreement and, to this end, in

accordance with Article XII (2) of the

Agreement, they enter into the

Amendment incorporated into this

document]

The Parties jointly declare that unless this

document stipulates otherwise, the terms

used herein have the same meaning as

attributed to them in the Agreement.

Article I.

Assignment of the Agreement — Change

of the Holder of the Marketing

Authorisation

As of 1 January 2023, the Original Holder

assigns the Agreement and,

simultaneously, transfers all its rights and

obligations thereunder to the Holder in

accordance with Section 1895 of the Civil

Code, and the Holder agrees with the

assignment of the Agreement and

accepts the rights and obligations

thereunder, including the obligations of

the Original Holder and the related claims

of the Insurance Company arising before

the date of assignment of the Agreement.

The Original Holder and the Holder agree

that as of 1 January 2023, the Holder

replaces the Original Holder as a party to

the Agreement and assumes all the rights

and obligations of the Original Holder

thereunder.

The Holder represents that it has become

properly acquainted with the Agreement

and agrees to comply with it.

Neither of the Parties becomes entitled to

any consideration or compensation of

3. Driitel se sezna’mil se Smlouvou a pra'vy

a povinnostmi 2 hi vyplyvajicimi pro

DrZitele a ma zéjem préva a povinnosti

plynouci ze Smlouvy nabyt.

.[Smluvni strany projevily villi upravit

nékteré podminky Smlouvy a za timto

ucelem v souladu s clankem XII. odst. 2

Smlouvy uzaviraji Dodatek vélenény do

tohoto dokumentu.]

.Smluvni strany shodné prohlasuji, ie

neni-li zde stanoveno jinak, maji pojmy

vtomto dokumentu pouiité, stejny

vyznam, jaky jim pfisuzuje Smlouva.

Clének I.

Postoupeni Smlouvy — zména driitele

rozhodnuti o registraci

1. Puvodni Driitel postupuje k 1. Iednu 2023

Smlouvu a s tim pfevadi i veskera své

prava a veskeré své povinnosti ze

Smlouvy na Driitele v souladu s

podminkami § 1895 obéanského

zakoniku a Driitel s postoupenim

Smlouvy souhlasi a tato pra’va a

povinnosti ze Smlouvy pfejima, a to

véetné povinnosti Pfivodniho Driitele a s

nimi souvisejicich néroku Pojist‘ovny

vzniklych pfed datem, ke kterému

dochazi k postoupeni Smlouvy.

. PL’ivodni Driitel a Driitel se dohodli na

tom, 2e k 1. Iednu 2023 nahrazuje Drz'itel

Pavodniho Driitele jako smluvni stranu

Smlouvy a vstupuje do vsech pra’v a

povinnosti PL‘Nodniho Driitele ze

Smlouvy.

. Driitel prohlasuje, 2e se se Smlouvou

fédné seznamil a zavazuje se ji

dodriovat.

. Zadné ze Smluvnich stran nevzniké v

souvislosti s postoupenim Smlouvy nérok



costs in connection with the assignment

of the Agreement.

The Insurance Company, as the

assigned party, agrees to the Holder’s

assumption of the rights and obligations

of the Original Holder, and to the Original

Holder ceasing to be a party to the

Agreement and having no further rights

and obligations under the Agreement as

of 1 January 2023.

Article II.

Amendment to the Agreement

In Article V., section 4 sounds as follows:

,,Prior to issuance of the invoice after the

expiry of each calendar half a year the

Insurance Company shall provide the

Holder with overview of total costs of

treatment by the Product in the period

from January to June of respective

calendar year only between September 1

and October 1 of such calendar year and

in the period from July to December of

respective calendar year only between

March 1 and April 1 of the following

calendar year, via email to email

addresses

 

The

overview shall contain the details set in

Annex 1 hereto. The Insurance Company

is obliged to comply with the legal

regulations on personal data protection.”

In Article V., section 7 sounds as follows:

,, 7. Following confirmation of the invoicing

by the Holder or in case of no grounded

questions or comments raised by the

Holder in due time hereunder or such

comments or questions will exceed the

extent set in Annex 1 hereof, the

Insurance Company will issue the

Invoice. The Insurance Company agrees

that the Holder shall ensure that the

Refund is provided by the Local

Representative Nova/tis s.r.o., who will

 

na jakoukoliv Uplatu 6i kompenzaci

nakladu.

Pojiét‘ovna jako postoupena strana se

vstupem Driitele do prav a povinnosti

Puvodniho Driitele a s tim, 2e Pfivodni

Driitel k 1. Iednu 2023 piestava byt

smluvni stranou Smlouvy a nemé nadale

iadna prava a povinnosti 2e Smlouvy,

souhlasi.

Clanek u.

Zména Smlouvy

V clanku V. zni odst. 4 takto:

,,4. Pfed vystavenim faktury poskytne

Pojist’ovna Diz'iteli vidy po uplynuti

kalenda'fniho polo/eti pfeh/ed o celkovych

nékladech na lécbu Pfipravkem, a to za

mésice Ieden a2 cerven pfislusného

ka/endér'niho roku pouze v obdobi mezi 1.

zér'im a 1. r'ijnem pfis/usného

kalendafniho roku a za mésice cervenec

a2 prosinec pfis/usného ka/endafniho

roku pouze v obdobi 0d 1. br'ezna do 1.

dubna nés/edujiciho ka/endéfniho roku, a

to na nésledujici e—mailové adresy

Prehled

bude obsahovat podrobnosti uvedené

v Pr'iloze c. 1 této Smlouvy. Pojist’ovna je

povinna postupovat v souladu s prévnimi

pfedpisy na ochranu osobnich Udaju.“

. V clanku V. zni odst. 7 takto:

,,7. Po potvrzeni vystaveni faktury

Drz'ite/em nebo vpr'ipadé ie D/iitel

nevznese z'édné pfipominky ani otézky ve

zde uréené th'ité, nebo tyto nebudou

odpovidat rozsahu dle Pr'ilohy c. 1,

vystavi Pojist’ovna fakturu. Pojist’ovna

soucasné souhlasi, z'e Drz'itel zajisti, z'e

Zpétnou platbu provede Lokalni

za’stupce, ktery bude také uveden na

faktufe jako odbératel.“



be designated as the customer in the

invoice.“

In Article V., section 8 sounds as follows:

,,8. Invoices issued by the Insurance

Company shall be payable within 30 days

of the date they are delivered to the

following e-mail address:

 

In Article V., section 9 sounds as follows

,,9. Before the expiry of the respective

maturity period, which shall be 30 days,

the Holder may return an unpaid invoice

lacking the statutory requisites,

containing incorrect information or any

other defects with respect to this

Agreement. In the returned invoice, the

Holder must indicate the reason for its

returning. Depending on the nature of the

defect, the Insurance Company shall

either correct the invoice or issue a new

invoice. If the reason for returning the

invoice is objective/y justified, the original

maturity period shall cease to run upon

the return of the invoice. In such a case,

the entire 30—day period of maturity shall

commence anew upon dispatch of the

corrected or newly issued invoice in

electronic form to the following e-mail

 

. In Article X., the section 1 sounds as

follows:

,,1. This Agreement is entered into for a

period during which no reimbursement is

set for the Product specified in Annex 1

hereto by means of an enforceable

(provisional enforceability will suffice)

decision of the Institute, but not beyond

31 December 2025.

The Parties agree that this Agreement

cannot be terminated during the term

4. V clanku V. zni odst. 8 takto:

,,8. Faktury vystavené Pojist‘ovnou budou

splatné ve lhuté 30 dnLi ode dne odes/ani

na e—mailové adresy

 

V cla'nku V. zni odst. 9 takto:

,,Drz'ite/ je opravnén pr'ed uplynutim Ihuty

splatnosti, ktera c'ini 30 dni, vratit bez

zap/aceni fakturu, které nebude

obsahovat zakonem stanovené

haleiitosti nebo bude obsahovat

nespra’vne Udaje nebo bude mitjiné vady

obsahu pod/e této Smlouvy. Ve vracené

faktur'e musi Drz'ite/ vyznacit duvod

vréceni. Pojisfovna je povinna pod/e

povahy nesprévnosti takovou fakturu

opravit nebo nové vyhotovit. Za

pfedpok/adu, z'e se dL‘Jvod vraceni faktury

objektivné ukaz'e opodstatnénym,

pr'estane okamiikem vraceni faktury

béz'et puvodni [hf/ta splatnosti.

Vtakovém pfipadé pak cela 30denni

IhLita splatnosti béz’i znovu ode dne

odes/ani opravené nebo nové

vyhotovené faktury elektronicky na 9-

mai/ové adresy

 

5. V clanku X. zni odst. 1 takto:

,,1. Tato Smlouva se uzaviré na dobu

urc'itou, po kterou nebude mit Pripravek

stanovenu unradu vykonate/nym

(postac'uje pr'edbéina vykonate/nost)

rozhodnutim Ustavu, maximalné vsak do

31. 12. 2025.

Smluvni strany se dohod/y, z"e tuto

Smlouvu ne/ze vypovédét po dobu trvéni



hereof specified in the previous sentence

unless this Agreement specifically

stipulates othen/vise.

By a way of deviation from Article I.

section 1 ofthe Agreement of Assignment

and of the Article V. section 7 of the

Agreement as amended hereby, the

Parties have agreed that the

Compensation and Refund relating to the

provision of the Product until December

31, 2022 will be paid to the Insurance

Company by the Original Holder, who will

be designated as the customer in the

invoice.

This provision also applies in the case of

additional (late) billing of the

Compensation.

Information on the fulfilment of the

obligation resulting from this provision

and fulfilled until the end of 2022 will be

forwarded by the Insurance Company to

the Original

addresses:

Holder to the following

 

The conditions for payment of

Compensation remain untouched.

. All the remaining provisions of the

Agreement remain intact and remain in

their original wording.

Article III.

Final Provisions

This Agreement of Assignment enters

into force on the date of its execution by

the last Party and into effect on the date

of its publication in the Contracts

Register, except for the amendments

specified in Article I and in Article II,

section 2, hereof, which enter into effect

on 1 January 2023.

The Parties agree that the provisions of 2.

sections 3 - 11 of the

publication in the

Article VII,

Agreement on

6. Odchylné od cl. I.

Smlouvy die pr'edchozi véty, Iedaie tato

Smlouva stanovi vyslovné jinak.“

Odst. 1 Dohody o

postoupeni Smlouvy a (El. V. odst. 7

Smlouvy ve znéni zde zménéném se

Strany dohodly tak, 2e Kompenzaci a

Zpétnou platbu souvisejici s poskytnutim

Piipravku do 31. prosince 2022 uhradi

Pojist’ovné Pavodni Driitel, ktery bude

také uveden na faktufe jako odbératel.

Toto ustanoveni se uplatni také v piipadé

dodateéného (opoidéného) vyuctovani.

Informace o plnéni zavazku vyplyvajiciho

z ujednéni a plnéného do konce roku

2022 bude piedana Pojist’ovnou

Privodnimu Driiteli na adresy:

 

kompenzacePodminky pro uhrazeni

zillstavaji zachovény.

Veskera zbyvajici ustanoveni Smlouvy

zfrstavaji nedotcena a jsou zachovana

v puvodnim znéni.

Clanek III.

Zévéreéné ustanoveni

Tato Dohoda o postoupeni Smlouvy

nabyva platnosti dnem podpisu posledni

smluvni stranou a ucinnosti dnem jeho

uveiejnéni v registru smluv, s vyjimkou

zmén uvedenych v clanku I. a v cla'nku ||.

odst. 2, tohoto Dodatku, které nabyvaji

ucinnosti dne 1. ledna 2023.

Smluvni strany se dohodly, 2e na

uveiejnéni této Dohody o postoupeni

Smlouvy v registru smluv se ustanoveni



For the Insurance

Contracts Register shall apply mutatis

mutandis to the publication of the

Agreement on Assignment in the

Contracts Register, where the Agreement

on Assignment shall be published in the

Contracts Register by the Insurance

Company.

This Amendment is executed in three (3)

counterparts in the Czech and English

language version, where each Party shall

obtain one (1) counterpart of each

language version. In case of variations

between the Czech and English versions,

the Czech version shall prevail.

Before executing this Amendment, the

Parties have duly read the Amendment

and in witness of their consent to the text

of the individual provisions of the

Amendment, their respective

representatives affix their signatures.

For the Original——

 

o uveiejnéni Smlouvy v registru smluv

obsazené v élénku V||., odst. 3 — 11

Smlouvy pouziji pfiméfené s tim, 2e

Dohodu o postoupeni Smlouvy v registru

smluv uvefejni Pojist’ovna.

Dodatek je vyhotoven ve tiech (3)

stejnopisech v ceské a anglické verzi, z

nichz kaZda smluvni strana obdrii jedno

(1) vyhotoveni v kaidé jazykové verzi. V

piipadé rozporu mezi ceské a anglickou

jazykovou verzi ma piednost ceska

jazykova verze.

Smluvni strany si pfed podpisem tento

Dodatek fadné piecetly a svuj souhlas s

obsahem jednotlivych ustanoveni tohoto

Dodatku stvrzuji podpisem svych

zastupcu

  




