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:

[oT] I (/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: Zdravotni
pojistovna ministerstva vnitra Ceské
republiky

Registered office: Vinohradska 2577/178,
Vinohrady, 130 00 Praha 3

Id. No.: 47114304

Tax Id. No.: CZ47114304

Registered in the public register kept by:
Méstskym soudem v Praze, oddil A, vlioZka
7216

Represented by: | Gz
Bank details: [ Gz
Account No.: | Gz

(hereinafter the “Insurance Company”)

and

Novartis Gene Therapies EU Limited
Registered office: The Crescent Building
Northwood, Santry, D09 C6X8 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. C 41352

Dohoda o postoupeni a dodatek €. [1] k
(dale jen ,Dohoda o postoupeni Smlouvy*
nebo ,Dodatek®)

SMLOUVE O LIMITACI NAKLADU
spojenych s hrazenim Ié€ivého pfipravku

[oT] I /0T]

(dale jen ,Smlouva“)
uzaviena podle § 1746 odst. 2, zakona €.
89/2012 Sb., ob¢ansky zakonik, ve znéni
pozdéjsich predpist (dale jen ,ob&ansky
zakonik®)

Pojistovna: Zdravotni pojistovna
ministerstva vnitra Ceské republiky

Sidlo: Vinohradska 2577/178, Vinohrady,
130 00 Praha 3

ICO: 47114304

DIC: CZ47114304

Zapsana ve vefejném rejstiiku vedeném
Méstskym soudem v Praze, oddil A, vloZka
7216

Zastoupena: | IR
Bankovni spojeni: | G
Cislo uétu: | EGzG

(dale jen ,Pojistovna“)

a

Novartis Gene Therapies EU Limited
Sidlo: Block B, The Crescent Building
Northwood, Santry, D09 C6X8 Dublin 9,
Ireland

registracni Cislo: 556815

DIC: IE 3586005LH

Zapsany ve vefejném rejstiiku vedeném
Companies Registration Office pod Cislem
uvedenym vySe
Zastoupeny na zakladé
Lokalnim zastupcem:
Novartis s.r.o.

Sidlo: Na Pankraci 1724/129,Praha 4 -
Nusle, PSC 140 00, Ceska Republika
Zapsana: Méstsky soud v Praze, sp.zn.: C
41352

Zastoupena: Emilie Grand-Perret, jednatelka

plné moci



Represented by: Emilie Grand-Perret,

jednatelka

(hereinafter the “Original Holder”)
and

Novartis Europharm Limited

Registered office at: Vista Building, EIm
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 hereinafter jointly referred
to as the “Parties” and each of them
individually as a “Party”)

RECITALS

1. On 8 September, 2021, the Insurance 1. Pojistovha a Pudvodni

Company and the Original Holder
entered into the Agreement On Limitation
Of Costs Related to Reimbursement for
the Following Medicinal Product, [OT]
I /O], 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 ,Pavodni Drzitel“)

a

Novartis Europharm Limited

Sidlo: Vista Building, EIm Park, Merrion
Road, DO4A9NG6 Dublin 4, Irsko

registracni Cislo: 617523

DIC: [...]
Zapsana: v obchodnim rejstfiku vedeném
Ufadem pro registraci  spolednosti

Companies Registration Office v Dublinu,
Irsko
Zastoupeny:
Director

Janina Dzambazoska,

(dale jen ,Drzitel®)

(Pojistovna, Puavodni Drzitel a Drzitel dale
spole¢né jen jako ,smluvni strany“, nebo
samostatné jako ,smluvni strana®)

PREAMBULE

Drzitel spolu
uzavrely dne 8.9.2021 Smlouvu o limitaci
nakladu spojenych s hrazenim |égivého
pripravku [OT] [l /OT], ktera je pro
ucely této Dohody o postoupeni
oznacCovana dale jen ,Smlouva“.

2. S ohledem na rozhodnuti Evropské
komise ze dne 2. zafi 2022 &. C(2022)
6464, na zakladé kterého doSlo dne 2. 9.
2022 k pfevodu rozhodnuti o registraci
Pfipravku ze Spole¢nosti na DrzZitele,
maji Smluvni strany zgjem na tom, aby
byla pfevedena prava a povinnosti ze
Smlouvy z Plvodniho Drzitele jako
Postupitele na Drzitele jako Postupnika.



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 of the
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

1. 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

. [Smluvni strany projevily vuli

3. Drzitel se seznamil se Smlouvou a pravy

a povinnostmi z ni vyplyvajicimi pro
Drzitele a ma zajem prava a povinnosti
plynouci ze Smlouvy nabyt.

upravit
nékteré podminky Smlouvy a za timto
uCelem v souladu s ¢lankem XII. odst. 2
Smlouvy uzaviraji Dodatek vclenény do
tohoto dokumentu.]

. Smluvni strany shodné prohlasuji, ze

neni-li zde stanoveno jinak, maji pojmy
vtomto dokumentu pouzité, stejny
vyznam, jaky jim pfisuzuje Smlouva.

Clanek I.
Postoupeni Smlouvy — zména drzitele
rozhodnuti o registraci

1. Puvodni Drzitel postupuije k 1. lednu 2023

Smlouvu a s tim prevadi i veSkera sva
prava a vesSkeré své povinnosti ze
Smlouvy na Drzitele v souladu s
podminkami & 1895 obc&anského
zakoniku a Drzitel s postoupenim
Smlouvy souhlasi a tato prava a
povinnosti ze Smlouvy pfejima, a to
vCetné povinnosti Pavodniho Drzitele a s
nimi souvisejicich narokd Pojistovny
vzniklych pfed datem, ke kterému
dochd&zi k postoupeni Smlouvy.

. Pavodni Drzitel a Drzitel se dohodli na

tom, ze k 1. lednu 2023 nahrazuje Drzitel
Pavodniho Drzitele jako smluvni stranu
Smlouvy a vstupuje do vSech prav a
povinnosti  Puavodniho  Drzitele ze
Smiouvy.

. Drzitel prohladuje, Ze se se Smlouvou

fadné seznamil
dodrzovat.

Zadné ze Smluvnich stran nevznika v
souvislosti s postoupenim Smlouvy narok

a zavazuje se ji



3.

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 Il
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 [N I BN
. 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
guestions 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 Novartis s.r.o., who will
be designated as the customer in the
invoice.”

na jakoukoliv uplatu ¢&i
naklada.

Pojistovna jako postoupena strana se
vstupem DrZitele do prav a povinnosti
Puvodniho Drzitele a s tim, Zze PUvodni
Drzitel k 1. lednu 2023 prestava byt
smluvni stranou Smlouvy a neméa nadale
zadna prava a povinnosti ze Smlouvy,
souhlasi.

kompenzaci

Clanek IL.

Zména Smlouvy
V €lanku V. zni odst. 4 takto:
.4. Pfed vystavenim faktury poskytne
Pojistovna Driziteli vzZzdy po uplynuti
kalendarniho pololeti prehled o celkovych
nakladech na lé¢bu PFipravkem, a to za
mésice leden aZz céerven prislusného
kalendarniho roku pouze v obdobi mezi 1.
zafim a 1. Fijnem  prislusného
kalendarniho roku a za mésice ¢ervenec
az prosinec prislusného kalendarniho
roku pouze v obdobi od 1. bfezna do 1.
dubna nasledujiciho kalendarniho roku, a
to na nasledujici e-mailové adresy
I B EE
Prehled bude obsahovat podrobnosti
uvedené v Pfiloze ¢&. 1 této Smliouvy.
Pojistovna je povinna  postupovat
v souladu s pravnimi pfedpisy na ochranu
osobnich udaju.”
V Clanku V. zni odst. 7 takto:
.[. PO potvrzeni vystaveni faktury
Drzitelem nebo v pfipadé Ze Drzitel
nevznese Zadné pripominky ani otazky ve
zde urCené Ihaté, nebo tyto nebudou
odpovidat rozsahu dle Prilohy ¢. 1,
vystavi Pojistovna fakturu. Pojistovna
soucasné souhlasi, ze Drzitel zajisti, ze
Zpétnou  platbu  provede  Lokalni
zastupce, ktery bude také uveden na
faktufe jako odbératel.”

In Article V., section 8 sounds as follows: 4. V &lanku V. zni odst. 8 takto:



,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: | R
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 objectively 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-malil

”
y .

. 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
hereof specified in the previous sentence
unless this Agreement specifically
stipulates otherwise.

By a way of deviation from Article I.
section 1 of the 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

6. Odchylng od &l. I.

,8. Faktury vystavené Pojistovnou budou
splatné ve Ihité 30 dnii ode dne odeslani

na e-mailové adresy | N TR

V ¢lanku V. zni odst. 9 takto:
,Drzitel je opravnén pred uplynutim Ihaty
splatnosti, ktera c¢ini 30 dni, vratit bez

zaplaceni  fakturu, kter& nebude
obsahovat zakonem stanovené
nalezitosti nebo bude obsahovat

nespravné udaje nebo bude mit jiné vady
obsahu podle této Smlouvy. Ve vracené
fakture musi Drzitel vyznacit duvod
vraceni. PojisStovna je povinna podle
povahy nespravnosti takovou fakturu
opravit nebo nové vyhotovit. Za
predpokladu, Ze se duvod vraceni faktury
objektivné ukaze opodstatnénym,
pfestane okamZzikem vraceni faktury
bézet pavodni  Ihita splatnosti.
V takovém pripadé pak cela 30denni
Ihdta splatnosti bézi znovu ode dne
odeslani opravené nebo nové
vyhotovené faktury elektronicky na e-

mailové adresy [N I NN
.

5.V ¢lanku X. zni odst. 1 takto:

,1. Tato Smlouva se uzavird na dobu
urcitou, po kterou nebude mit Pripravek
stanovenu Uhradu vykonatelnym
(postaCuje  predbézna  vykonatelnost)
rozhodnutim Ustavu, maximalné vsak do
31. 12. 2025.

Smluvni strany se dohodly, Ze tuto
Smlouvu nelze vypovédét po dobu trvani
Smlouvy dle predchozi véty, ledazZe tato
Smlouva stanovi vyslovné jinak.*

Odst. 1 Dohody o
postoupeni Smlouvy a ¢&l. V. odst. 7
Smlouvy ve znéni zde zménéném se
Strany dohodly tak, ze Kompenzaci a
Zpétnou platbu souvisejici s poskytnutim
Pfipravku do 31. prosince 2022 uhradi



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)  biling 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 Holder to the following
addresses:

5 | B |

The conditions for payment of
Compensation remain untouched.

All the remaining provisions of the
Agreement remain intact and remain in
their original wording.

Article 111,
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 | and in Article II,
section 2, hereof, which enter into effect
on 1 January 2023.

The Parties agree that the provisions of
Article VII., sections 3 - 11 of the
Agreement on publication in the
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

Pojistovné Puvodni Drzitel, ktery bude
také uveden na faktufe jako odbératel.

Toto ustanoveni se uplatni také v pfipadé
dodate¢ného (opozdéného) vyuctovani.
Informace o plnéni zavazku vyplyvajiciho
z ujednani a plnéného do konce roku
2022 bude predana Pojistovnou
Pdvodnimu Drziteli na adresy:

Podminky pro uhrazeni kompenzace
zUstavaji zachovany.

Veskera zbyvajici ustanoveni Smlouvy
zustavaji nedotfena a jsou zachovana
v plvodnim znéni.

Clanek IIL.
Zavérecna ustanoveni
Tato Dohoda o postoupeni Smlouvy
nabyva platnosti dnem podpisu posledni
smluvni stranou a ucinnosti dnem jeho
uvefejnéni v registru smluv, s vyjimkou
zmén uvedenych v ¢lanku I. a v ¢lanku Il
odst. 2, tohoto Dodatku, které nabyvaji
ucinnosti dne 1. ledna 2023.

Smluvni strany se dohodly, zZze na
uvefejnéni této Dohody o postoupeni
Smlouvy v registru smluv se ustanoveni
o uvefejnéni Smlouvy v registru smluv
obsaZena v ¢lanku VI, odst. 3 — 11
Smlouvy pouziji pfiméfené s tim, Zze
Dohodu o postoupeni Smlouvy v registru
smluv uverejni Pojistovna.

Dodatek je vyhotoven ve tfech (3)
stejnopisech v Ceské a anglické verzi, z
nichz kazda smluvni strana obdrzi jedno
(1) vyhotoveni v kazdé jazykové verzi. V
pfipadé rozporl mezi Ceské a anglickou



between the Czech and English versions,
the Czech version shall prevail.

4. 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 Insurance Company/Za pojistovnu:

V Praze, dne 19.6.2023

For the Original Holder/Za PGvodniho
Drzitele:

In/V Praze, on/dne 8.6.2023

Emilie Grand-Perret, jednatelka Lokalniho
zastupce
For the Holder/Za Drzitele:
In/V Basel, on/dne 6.6.2023

Janina Dzambazoska, Director
Novartis Europharm Limited

jazykovou verzi
jazykova verze.
Smluvni strany si pfed podpisem tento
Dodatek fadné precetly a svij souhlas s
obsahem jednotlivych ustanoveni tohoto
Dodatku  stvrzuji  podpisem  svych
zastupcu

ma pFednost Ceska

In/V Praze, on/dne 8.6.2023

Emilie Grand-Perret, jednatelka Lokalniho
zastupce

In/V Basel, on/dne 6.6.2023

Janina Dzambazoska, Director
Novartis Europharm Limited



