Dodatek ¢. 1
ke Smilouvé o limitaci rizik spojenych
s hrazenim medicinsky potifebného
lIécivého pripravku €. 1/2021/0PO

uzavieny v souladu s § 1901 a § 1895 zakona ¢.
89/2012 Sb., ob&ansky zakonik, ve znéni
pozdéjSich predpisu (dale jen ,obéansky

zakonik")
Smluvni strany:
VSeobecna zdravotni pojistovna Ceské
republiky

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

Sidlo Orlicka 4/2020, 130 00 Praha 3
ICo 41197518
Zastoupena

MUDr. Alena Mikova, feditelka
Odboru lécCiv VZP CR, na
zakladé povéfeni nameéstka
feditele VZP CR pro zdravotni
péci

(dale jen ,Pojistovna®)

a

Novartis Gene Therapies EU Limited

Sidlo: Block B, The Crescent Building
Northwood, Santry, D09 C6X8
Dublin 9, Irsko

Zapsana:

Registraéni 556815

Cislo:

Zastoupena na zakladé pIné moci Lokalnim

zastupcem:

Novartis s.r.o.

Sidlo: Na Pankraci 1724/129, Praha
4 - Nusle, PSC 14000, Ceska
republika

Zapsana: Méstsky soud v Praze, sp. zn.:
C 41352

ICO: 64575977

Zastoupena: Mgr. Pavel Kral, prokurista

Ing. Petr Jursa, prokurista
(dale jen ,Spoleénost®)
a
Novartis Europharm Limited
Sidlo: Vista Building, EIm Park,
Merrion Road, DO4A9N6 Dublin
4, Irsko
v obchodnim rejstfiku vedeném
Uradem pro registraci
spole¢nosti Companies
Registration Office v Dublinu,
Irsko
617523

Zapsana:

Registraéni
Cislo:

Amendment 1
to the Agreement on Limitation of
Risks Related to the Reimbursement
for Medically Necessary Medicinal
Product No. 1/2021/0PO
entered into pursuant to Sections 1901 and 1895

of Act No. 89/2012 Coll., the Civil Code, as
amended (hereinafter the “Civil Code”)

The Parties:
VSeobecna
republiky
established by Act No. 551/1991 Coll., on the
General Health Insurance Company of the Czech
Republic, as amended

zdravotni pojistovna Ceské

Registered Orlicka 4/2020, 130 00 Prague
office: 3
Id. No.: 41197518
MUDr. Alena Mikova, Director
of the Pharmaceuticals
Represented  Department of VZP CR, on the
by: basis of an authorisation of the

Deputy Director of VZP CR for
Health Care

(hereinafter the “Insurance Company”)

and

Novartis Gene Therapies EU Limited

Registered Block B, The Crescent

office: Building Northwood, Santry,
D09 C6X8 Dublin 9, Ireland

Registered

with:

Registration: 556815

Represented on the basis of a power of
attorney by the Local Representative:
Novartis s.r.o.

Registered Na Pankraci 1724/129, Prague

office: 4 — Nusle, Postal Code 14000,
Czech Republic

Registered Municipal Court in Prague, File

with: No. C 41352

Id. No.: 64575977

Represented Mgr. Pavel Kral, procurist

by:

Ing. Petr Jursa, procurist
(hereinafter the “Company”)
and

Novartis Europharm Limited

Registered Vista Building, EIm Park,

office: Merrion Road, DO4A9N6
Dublin 4, Ireland

Registered in the Commercial Register

with: kept by the Companies
Registration Office in Dublin,
Ireland

Registration: 617523



Zastoupena na zakladé plné moci Lokalnim
zastupcem:
Novartis s.r.o.

Sidlo: Na Pankraci 1724/129, Praha
4 - Nusle, PSC 14000, Ceska
republika

Zapsana: Méstsky soud v Praze, sp. zn.:
C 41352

ICO: 64575977

Zastoupena: Mgr. Pavel Kral, prokurista

Ing. Petr Jursa, prokurista

(dale jen ,Drzitel“)

1.

Clanek I. — Uvodni ustanoveni

Represented on the basis of a power of
attorney by the Local Representative:
Novartis s.r.o.

Registered Na Pankraci 1724/129, Prague

office: 4 — Nusle, Postal Code 14000,
Czech Republic

Registered Municipal Court in Prague, File

with: No. C 41352

Id. No.: 64575977

Represented Mgr. Pavel Kral, procurist

by:

Ing. Petr Jursa, procurist

(hereinafter the “Holder”)

Article | = Introduction

Pojistovna a Spole¢nost spolu uzaviely dne 1. On 10 March 2021, the Insurance Company

10.3.2021 Smlouvu o limitaci rizik spojenych
s hrazenim medicinsky potfebného léCivého
pfipravku €. 1/2021/0OPO (dale jen
~Smlouva®). Pfedmétem Smilouvy je zavazek
Spole€nosti  poskytovat Pojistovné za
Smlouvou stanovenych podminek v pfipadé,
ze Celkovy naklad UOP na Pripravek
prekro¢i stanoveny Limit UOP Zpétnou
platbu UOP, a to ve vysi rozdilu mezi
Celkovym nakladem UOP u takového UOP a
Limitem UOP, a tim zajistit dosazeni Uspory
nakladd vynalozenych Pojistovnou na
Pfipravek a zavazek Pojistovny naklady
vynalozené na Pfipravek Spolenosti
prokazat zplsobem vymezenym v této
Smlouvé a Zpétnou platbu pfijmout.

Smluvni strany projevily vili upravit nékteré
podminky Smlouvy a za timto ucelem
v souladu s ¢lankem XV. odst. 2 Smlouvy
uzaviraji tento Dodatek & 1 (déle jen
.Dodatek®).

Smluvni strany shodné prohlasuji, Zze neni-li
v tomto Dodatku stanoveno jinak, maji pojmy
vném pouzité stejny vyznam, jaky jim
pfisuzuje Smlouva.

Clanek II. — Pfevod rozhodnuti o registraci

Pripravku
S ohledem na rozhodnuti

I aji Smiuvni

strany zajem na tom, aby byla pfevedena

prava a povinnosti ze Smlouvy ze
Spolecénosti jako Postupitele na Drzitele jako
Postupnika.

Drzitel se seznamil se Smlouvou a pravy a
povinnostmi z ni vyplyvajicimi pro DrZitele a
ma zajem prava a povinnosti plynouci ze
Smlouvy nabyt.

1.

2.

and the Company entered into the
Agreement on Limitation of Risks Related to
the Reimbursement for Medically Necessary
Medicinal  Product No. 1/2021/OPO
(hereinafter the  “Agreement”). The
Agreement provides for the Company’s
obligation to provide the Insurance
Company, under the terms and conditions of
the Agreement, with a UTIP Refund in the
amount of the difference between the Total
UTIP Costs for such UTIP and the UTIP Limit
if the Total UTIP Costs for the Product
exceed the set UTIP Limit, thus ensuring
costs savings as concerns the costs incurred
by the Insurance Company for the Product,
and the Insurance Company’s obligation to
prove the costs incurred for the Product to the
Company in the manner specified in the
Agreement and to accept the Refund.
The Parties have expressed their will to
amend certain terms and conditions of the
Agreement and, to this end, in accordance
with Article XV (2) of the Agreement, they
enter into this Amendment 1 (hereinafter the
“Amendment”).
The Parties jointly declare that unless this
Amendment stipulates otherwise, the terms
used herein have the same meaning as
attributed to them in the Agreement.
Article Il = Transfer of the Marketing
Authorisation for the Product

In view of the decision | EGczcIEIIG

I e Parties are

interested in transferring the rights and
obligations under the Agreement from the
Company as 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



Clanek lll. — Postoupeni Smlouvy — zména

11

1.2

13

1.4

15

drzitele rozhodnuti o registraci

Spole¢nost postupuje ke dni 1.1.2023
Smlouvu a s tim pfevadi i veSkera sva prava
a veSkeré své povinnosti ze Smlouvy
vzniknuvsi od uvedeného dne na DrZitele
v souladu s podminkami § 1895
ob&anského zakoniku a Drzitel
s postoupenim Smlouvy souhlasi a tato
prava a povinnosti ze Smlouvy pfejima.
Prava a povinnosti ze Smlouvy vzniknuvsi
do 31. prosince 2022 vcetné, zUstavaji
Spoleénosti a Spole¢nost je vici Pojistovné
fadné a v€as vykona, resp. splni — ve vztahu
k témto pravim a povinnostem se vSak
neuplatni ustanoveni ¢l. 1 odst. 1, ani &l. VI.
odst. 1 Smlouvy ve znéni tohoto Dodatku,
ale zvlastni ustanoveni &l. IV. odst. 7 tohoto
Dodatku.

Spolecnost a Drzitel se dohodli na tom, ze
ke dni 1.1.2023 nahrazuje Drzitel
Spolecnost jako smluvni stranu Smlouvy a
vstupuje do vSech prav a povinnosti
Spolec¢nosti ze Smlouvy vzniknuvsich od
uvedeného dne.

Drzitel prohla8uje, Ze se se Smlouvou fadné
seznamil a zavazuje se ji dodrzovat.

Z4dné ze Smluvnich stran nevznika
v souvislosti s postoupenim Smlouvy narok
na jakoukoliv Uplatu ¢i kompenzaci nakladu.

Pojistovna jako postoupena strana souhlasi
se vstupem Drzitele do prav a povinnosti
Spole¢nosti od 1.1.2023 a stim, Zze
Spole¢nost nema nadale Zadna prava a
povinnosti ze Smlouvy vzniknuvSsi od
uvedeného dne, jakoZ i s tim, Ze Spole€nost
vuci Pojistovné dale vykona prava a spini
povinnosti vzniknuvsi ze Smlouvy do
31.12.2022 vcetné.

Clanek IV. — Zména Smlouvy
Ustanoveni ¢lanku €l. I. odst. 1 Smlouvy se
méni a nové zni:

.DrZitel zajisti dodavani léCivého pripravku,
ktery je specifikovan PFilohou ¢&. 1 Smlouvy
(déle jen ,Pripravek) na trh v Ceské
republice.

Smluvni strany se dohodly, ze s ohledem na
prodlouzeni doby trvani Smlouvy se meéni
stavajici tabulka uvedena v ¢lanku V. odst.

to acquire the rights and obligations following
from the Agreement.

Article Il = Assignment of the Agreement —

Change of the Holder of the Marketing
Authorisation

1.1 As of 1 January 2023, the Company assigns

the Agreement and, simultaneously, transfers
all its rights and obligations thereunder arising
as of the said date 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 Rights and
obligations arising from the Agreement up to
and including December 31, 2022, remain
with the Company and the Company shall
properly and timely execute or fulfill them
towards the Insurance Company - in relation
to these rights and obligations, the provisions
of Article 1, paragraph 1 and Article VI.
paragraph 1 shall not be applied in the
wording agreed in this Amendment but a
special provision of Article IV. paragraph 7
shall apply.

1.2 The Company and the Holder agree that as

of 1 January 2023, the Holder replaces the
Company as a party to the Agreement and
assumes all the rights and obligations of the
Company thereunder arising as of the said
date.

1.3 The Holder represents that it has become

properly acquainted with the Agreement and
agrees to comply with it.

1.4 Neither of the Parties becomes entitled to any

consideration or compensation of costs in
connection with the assignment of the
Agreement.

1.5The Insurance Company, as the assigned

1.

party, agrees to the Holder's assumption of
the rights and obligations of the Company
arising as of 1 January 2023, and to the
Company having no further rights and
obligations arising under the Agreement as of
1 January 2023 as well as with the fact that
the Company will towards the Insurance
Company continue to exercise Company's
rights and fulfill Company's obligations arising
from the Agreement until 31.12.2022
inclusive

Article IV — Amendment to the Agreement

Article 1. section of the Agreement is
amended and newly reads as follows:

“The Holder shall ensure the supply of the
medicinal product specified in Annex 1 to the
Agreement (hereinafter the “Product’) to the
market in the Czech Republic.”

The Parties agree that, in view of the
extension of the term of the Agreement, the
existing table set out in Article V (5) of the



5 Smlouvy upravujici zasilani Pfehled(, a to
nasledujicim zplsobem:

Agreement

providing for

sending of

Statements is changed as follows:

Prehled bude Prehled bude Statement will be Statemgnt il
T Dya—— obsahovat d’ata za - comprise Qata
obdobi: for the period:
15.-155.2021 | 5o @ prosinee 1 May — 15 May 2021 | o © DecemPer
15.112071 leden az cerven 2021 iglvzvggnebrezrc;zis ot
15.-155.2022 | Soenec 8z prosinee 1 May - 15 May 2022 | 50 1 PeCemo!
1'51.1'1?2022 leden az Cerven 2022 iglvzvggnebrezrc;zés ;gg;ary oune
15.-155.2023 | SooneC 8z prosine 1 May — 15 May 2023 | 0010 DecemPe!
1'51.1'1?2023 leden az cerven 2023 Eglvzvnem[)nebrezrc;zés ;gggary oune
15.-15.5.2024 | SooneC 8% prosine 1 May — 15 May 2024 | 5000 PSS!
15,11 2024 leden az cerven 2024 Eglvzvnem[)nebrezrc;zzlts oo
15.-155.2025 | Soenec azprosinee 1 May — 15 May 2025 | 500, e
1'51.1'1?2025 leden az cerven 2025 Eglvzvnem[)nebrezrc;zés ;gggary o une
15.-155.2026 | Soonec 8z prosinee 1 May — 15 May 2026 | Ja00C D!

V ¢lanku VI. odst. 1 Smlouvy se meéni
posledni véta odstavce, ktera nové zni:

Pojistovna soucasné souhlasi, Ze Drzitel
zajisti, Ze Zpétnou platbu provede Lokalni
zastupce, ktery bude také uveden na fakture
Jako odbératel.

V ¢€lanku XlI. Smlouvy se méni odst. 4 pism.
a) tak, ze kontaktnimi osobami za PojiStovnu
jsou pouze:

[
I
V €lanku Xll. Smlouvy se méni odst. 4 pism.

b) tak, ze kontaktnimi osobami za Drzitele
jsou pouze:

V ¢lanku XII. se méni odst. 5 pism. b) tak, ze
e-mail pro ucely notifikace spravcem registru
smluv o uvefejnéni Smlouvy je za DrZitele
pouze:

Smluvni strany se dohodly, Zze doba trvani
Smlouvy sjednana v c¢lanku XIll. odst. 1
Smlouvy se méni tak, ze se prodluzuje o

. The last sentence of Article VI (1) of the

Agreement is amended and newly reads as

follows:

, The Insurance Company agrees that the
Holder shall ensure that the Payback is

provided by

the Local

Representative

Novartis s.r.0., who will be designated as the
customer in the invoice.

Article XII

(4)(@) of the Agreement is

amended in that the contact persons for the
Insurance Company are only as follows:

Article Xl (4)(b) of the Agreement is
amended in that the contact persons for the
Holder are only as follows:
]
.
Article Xl (5)(b) is amended in that the
Holder's email address for the purposes of

notification by the Contracts Register
administrator concerning publication of the

Aireement is onli as follows:

The Parties agree that the term of the
Agreement agreed in Article Xl (1) of the
Agreement is amended in that the term is


mailto:martin.sekan@novartis.com

dobu t¥i (3) let. Clanek XIIl. odst. 1 tak nové
zni:

Tato smlouva se uzavira na dobu, po kterou
nebude mit PFipravek dle Pfilohy ¢&. 1 této
Smlouvy stanovenu uGhradu vykonatelnym
(postacuje predbézna vykonatelnost)
rozhodnutim Ustavu, maximéiné v$ak do
31.12.2025.

Odchylné od ¢&l. VI. odst. 1 Smlouvy ve znéni
tohoto Dodatku se Strany dohodly tak, ze
Zpétnou platbu souvisejici s poskytnutim
Pfipravku do 31. prosince 2022 uhradi
Pojistovné Spolecnost, ktera bude také
uvedena na faktufe jako odbératel.

Toto ustanoveni se uplatni také v pfipadé
dodate¢ného vyuctovani podle €l. V. odst. 2
nebo ¢l. VI. odst. 2 Smlouvy. Jestlize
Pojistovna pfi tvorbé Prehledu Drziteli podle
¢l. V. odst. 5 Smlouvy zjisti z vnitfnich
Uctovacich systém( poskytnuti PFipravku
Pojisténci do 31. prosince 2022, provede
dodate¢né vyuctovani formou prehledu dat o
nakladech. Pojistovna vystavi v takovém
pripadé fakturu v rozsahu platby odpovidajici
poskytnuti Pfipravku do 31. prosince 2022
tak, ze v ni uvede Spolec¢nost jako odbératele
a Spole¢nost takovou fakturu uhradi podle
dosavadniho znéni Smlouvy.

8. Veskera zbyvajici ustanoveni Smlouvy jsou
timto Dodatkem nedotCena a jsou zachovana
v puvodnim znéni.
Clanek V. - Uvefejnéni Dodatku v registru
smluv
Smluvni strany se dohodly, Ze na uvefejnéni
Dodatku v registru smluv se ustanoveni o
uvefejnéni Smlouvy v registru smluv obsaZena
v &lanku X. Smlouvy pouZiji pfiméfené s tim, Ze
Dodatek v registru smluv uvefrejni Pojistovna.

Clanek VI. — Zavéreéna ustanoveni
1. Tento Dodatek nabyva platnosti dnem
podpisu posledni smluvni stranou a ucinnosti
dnem jeho uverejnéni v registru smluv,
s vyjimkou zmén uvedenych v ¢lanku Ill. a
v ¢lanku V. odst. 2, tohoto Dodatku, které
nabyvaji u¢innosti dne 1.1.2023.

2. 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 rozpori mezi Ceské a anglickou

extended by three (3) years. Article Xl (1)
thus newly reads as follows:
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.
8. By a way of deviation from Article VI.
paragraph 1 of the Agreement as amended
by this Amendment, the Parties have agreed
that the Payback relating to the provision of
the Product until December 31, 2022 will be
paid to the Insurance Company by the
Company, who will be designated as the
customer in the invoice.

This provision also applies in the case of
additional billing according to Article V,
paragraph 2 or Article VI. paragraph 2 of the
Agreement. If the Insurance Company during
preparation of the Overview pursuant to
Article V. paragraph 5 of the Agreement,
discovers from its internal accounting
systems the provision of the Product to the
Insured Person until December 31, 2022, the
Insurance Company shall prepare additional
billing overview of cost. The Insurance
Company will issue an invoice to the extent
corresponding to the provision of the Product
untii December 31, 2022, so that the
Company will be designated as the customer
in the invoice. The Company will pay such an
invoice according to the current wording of
the Agreement.

9. Allthe remaining provisions of the Agreement
are not affected by this Amendment and
remain in their original wording.

Article V — Publication of the Amendment in
the Contracts Register

The Parties agree that the provisions of Article X

of the Agreement on publication in the Contracts

Register shall apply mutatis mutandis to the

publication of the Amendment in the Contracts

Register, where the Amendment shall be

published in the Contracts Register by the

Insurance Company.

Article VI = Final Provisions

1. This Amendment 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 Ill and in
Article IV (2), hereof, which enter into effect
on 1 January 2023.

2. 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



jazykovou verzi ma pfednost eska jazykova
verze.

3. Smluvni strany si pfed podpisem tento
Dodatek Fadné preCetly a svlj souhlas
s obsahem jednotlivych ustanoveni tohoto
Dodatku stvrzuji podpisem svych zastupcu.

V Praze dne/ln Prague on 29.12.2022

Za Pojistovnu: / For the Insurance Company:

MUDr. Alena Mikova }
feditelka Odboru léciv VZP CR, na zakladé

povéfeni naméstka VZP CR pro zdravotni péci /

Director of the Pharmaceuticals Department of
VZP CR, on the basis of an authorisation of the
Deputy Director of VZP CR for Health Care

V/In Praze dne/on 23.12.2022

Za Spolecnost: / For the Company:

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.
V/In Praze dne/on 23.12.2022

Za Spole€nost: / For the Company:

Mgr. Pavel Kral, prokurista Lokalniho
zastupce/procurist of the Local Representative

V Praze dne 23.12.2022

Za Drzitele: / For the Holder:

Ing. Petr Jursa, prokurista Lokalniho
zastupce/procurist of the Local Representative

V/In Praze dne/on 23.12.2022

Za Drzitele: / For the Holder:

Mgr. Pavel Kral, prokurista Lokalniho
zastupce/procurist of the Local Representative

Ing. Petr Jursa, prokurista Lokalniho
zastupce/procurist of the Local Representative





