Dodatek ¢. 1
ke Smlouvé o dohodnuté koneéné
cené medicinsky potiebného
Ié€ivého pripravku hrazeného
z vefejného zdravotniho pojisténi pfri
poskytovani lizkové péce €.
2/2021/0PO
uzavreny 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

delo: Orlicka 4/2020, 130 00 Praha 3
ICO: 41197518
MUDr. Alena MikoYé, feditelka
Odboru légiv VZP CR, na
Zastoupena: zakladé povéfeni naméstka

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 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 ,Spoleénost®)

a

Novartis Europharm Limited

Sidlo: Vista Building, EIm Park, Merrion
Road, DO4A9N6 Dublin 4, Irsko

Zapsana: v obchodnim rejstiiku vedenem
Ufadem pro registraci
spole¢nosti Companies
Registration Office v Dublinu,
Irsko

Registraéni 617523

cislo:

Amendment 1
to the Agreement on Agreed Final
Price of Medically Necessary
Medicinal Product Covered by Public
Health Insurance in the Provision of
In-Patient Care No. 2/2021/0OPO

entered into pursuant to Sections 1901 and
1895 of Act No. 89/2012 Caoll., 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
Id. No.:
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.

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
(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.

1.

Clanek I. — Uvodni ustanoveni

Represented on the basis of a power of
attorney by the Local Representative:
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

(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 dohodnuté konecné
cené medicinsky potfebného IéCivého
pfipravku hrazeného z vefejného
zdravotniho pojisténi pfi poskytovani luzkové
péce €. 2/2021/OPO (dale jen ,Smlouva®).
Pfedmétem Smlouvy je zavazek Spole€nosti
na trh v Ceské republice dodavat Pfipravek
Poskytovatelim za podminek stanovenych
Smlouvou a zavazek Pojistovny zaplatit za
Pfipravek uhradu za podminek stanovenych
Smlouvou ve vysi odpovidajici vySi ceny, za
kterou byl Pfipravek vykazan
Poskytovatelem, nejvySe vSak ve vysi DKC
specifikované Pfilohou ¢. 1 Smlouvy s cilem
zajistit dosazeni uspory nakladu
vynalozenych Pojistovnou na Pfipravek.

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 Il. — 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

Spolec¢nosti 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 an Agreement
on Agreed Final Price of Medically Necessary
Medicinal Product Covered by Public Health
Insurance in the Provision of In-Patient Care
No. 2/2021/0PO (hereinafter the
“Agreement”). The Agreement stipulates the
obligation of the Company to make the
Product available to the Providers on the
market in the Czech Republic under the
terms and conditions of the Agreement and
the obligation of the Insurance Company to
make a payment for the Product under the
terms and conditions of the Agreement in the
amount corresponding to the price of the
Product reported by the Provider, but not
exceeding the Agreed Final Price specified in
Annex 1 to the Agreement, to ensure
reduction of the Insurance Company’s costs
in relation to the Product.

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 | EGczcNIEIIG

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
to acquire the rights and obligations following
from the Agreement.



Clanek lll. - Postoupeni Smlouvy — zména

11

1.2

1.3

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
obc&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.

Spolec¢nost a Drzitel se dohodli na tom, Ze
ke dni 1.1.2023 nahrazuje Drzitel
Spolecnost jako smluvni stranu Smlouvy a
vstupuje do vS8ech prav a povinnosti
Spolec¢nosti ze Smlouvy vzniknuvsich od
uvedeného dne.

Drzitel prohlasuje, 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, souhlasi vzniknuvsi
od uvedeného dne, jakoz i stim, ze
Spole¢nost vlc&i Pojistovné dale vykona
prava a splni povinnosti vzniknuvsi ze
Smlouvy do 31.12.2022 v&etné.

Clanek IV. — Zména Smlouvy
VElanku Il.  Smlouvy se v definici
Rozhodného obdobi nahrazuje odkaz na &l.
Xl. odst. 3 odkazem na €l. XIII. odst. 2.

Clanek Ill. se méni a nové zni:

.Predmétem této Smlouvy je zavazek
Drzitele  zajistit =~ dodavani  Pfipravku
Poskytovateltm na trhu v Ceské republice za
podminek stanovenych touto Smlouvou a
zavazek Pojistovny zaplatit za Pripravek
Uhradu za podminek stanovenych touto
Smlouvou ve vysi odpovidajici vy$i ceny, za
kterou byl Pripravek vykazan
Poskytovatelem, nejvySe vSak ve vysi DKC
specifikované Prilohou &. 1 Smlouvy s cilem
zajistit dosazeni uspory nakladd
vynaloZenych PojiStovnou na Pripravek.

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

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

In Article Il. of the Agreement in the definition
of the Decisive Period the reference to Article
XI. paragraph 3 is replaced by reference to
Article XIII. paragraph 2.

Article 1ll. is amended and newly reads as
follows:

»This Agreement stipulates the obligation of
the Holder to ensure supply of the Product to
the Providers on the market in the Czech
Republic under the terms and conditions
hereof and the obligation of the Insurance
Company to make a payment for the Product
under the terms and conditions hereof in the
amount corresponding to the price of the
Product reported by the Provider, but not
exceeding the Agreed Final Price specified in
Annex 1 to the Agreement, to ensure
reduction of the Insurance Company’s costs



Pojistovna se zavazuje udinit opatfeni ve
vztahu k vnitfnim Gctovacim systémim tak,
aby Pripravek Poskytovateli uhradila v
rozsahu stanoveném touto Smlouvou.*

V ¢lanku V. odst. 1 Smlouvy se pism. a) méni
a nové zni:

,Zajistit dodavani Pfipravku na trh v Ceské
republice tak, aby uhrada Pojistovny
nepresahla DKC specifikované Prilohou ¢. 1
Smiouvy, a za timto ucelem zajistit upravu
cenové politiku vaci v8em  subjektum
distribu¢niho retézce;"

V ¢lanku V. odst. 1 Smlouvy se pism. d) méni
a nové zni:

.nha zakladé pisemné Zadosti umoznit
povéfenym pracovnikim Pojistovny
nahlédnuti do dokladu vztahujicich se k
plnéni predmétu této Smlouvy. Témito
doklady se pro uc¢ely Smlouvy rozumi faktury
a dodaci listy prokazujici cenu Pfipravku, za
kterou byl dodan Poskytovateli;

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

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

V €lanku XIl. 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
Smilouvy sjednana v ¢lanku XIll. odst. 1
Smlouvy se méni tak, Ze se prodluzuje na
dobu neurgitou. Clanek XIIl. nové zni:

1. Tato Smlouva se uzavira na dobu
neurcitou.

. Smluvni strany prohlasuji a ¢ini timto
nespornym, Ze prava a povinnosti z této
Smlouvy budou mezi smluvnimi stranami
realizovany po celou dobu ftrvani
Rozhodného obdobi, tj. od 1.12.2020 do
konce doby trvani Smlouvy. Povinnosti

N

in relation to the Product. The Insurance
Company agrees to take measures in relation
to the internal accounting systems so as to
reimburse the Provider for the Product to the
extent stipulated in this Agreement.”

In the Article V. sec. 1 of the Agreement the
let. a) is amended and newly reads as
follows:

,{0 ensure supply of the Product to the market
of the Czech Republic in such a way as to
prevent the reimbursement by the Insurance
Company from exceeding the Agreed Final
Price for the Product as specified in Annex 1
hereto, and, for this purpose, to ensure
adjustment of price policy vis-a-vis all entities
in the distribution chain”

In Article V. sec. 1 of the Agreement let. d) is
amended and newly reands as follows:

,10 allow, at a written request, authorised
employees of the Insurance Company to
inspect the documents related to the
performance of the subject hereof. For the
purposes hereof, these documents mean the
invoices and bills of delivery proving for which
the price the Product was supplied to the
Provider;”

Article XlII (4)(a) of the Agreement is
amended in that the contact persons for the
Insurance Company are only as follows:

Article XII (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
Agreement is only 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

extended for an indefinite term. Article Xl

newly reads as follows:

1. This Agreement is entered into for an
indefinite term.

. The Parties hereby represent and render it
undisputed that the rights and obligations
under this Agreement will be exercised
and performed between the Parties
throughout the entire Decisive Period, i.e.
from 1 December 2020 to the end of the

N
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smluvnich  stran, kjejichz realizaci
prozatim nedo8lo v dusledku neucinnosti
Smlouvy, smluvni strany splni v nejblizSim
terminu dle smluvnich ujednani této
Smlouvy.

3. Smiluvni strany se dohodly, Ze tuto
Smlouvu nelze vypovédét do 31.12.2023,
poté mohou Smlouvu vypovedét bez
uvedeni duvodu s vypovédni dobou 3
meésice, ktera zapoc¢ne bézZet prvnim dnem
kalendarniho  mésice  bezprostiedné
nasledujiciho  po doruéeni pisemné
vypovédi druhé smluvni strané a skonci
k poslednimu dni prislusného mésice.

4. V pfipadé, Ze bude stanovena niz§i
maximalni cena nebo uUhrada ve smyslu
¢lanku V. odst. 3 pism. a. Smlouvy nebo
budou provedeny legislativni zmény ve
smyslu ¢lanku V. odst. 3 pism. b. Smlouvy
a nebude wuzavien dodatek k této
Smlouvé, ackoli k jeho uzavieni byl DrZitel
Pojistovnou  vyzvéan, je Pojistovna
opravnéna Smlouvu vypovédét s ucinnosti
od prvniho dne kalendarniho mésice
nasledujicim po mésici, vnémz byla
vypovéd dorucena Drziteli prostfednictvim
Lokalniho zastupce.

9. Veskera zbyvajici ustanoveni Smlouvy jsou
timto Dodatkem nedot&ena a jsou zachovana
v puvodnim znéni.
Clanek V. - Uveiejnéni Dodatku v registru
smluv
Smluvni strany se dohodly, ze na uvefejnéni
Dodatku v registru smluv se ustanoveni o
uverejnéni Smlouvy v registru smluv obsazena

Dodatek v registru smluv uverejni Pojistovna.

Clanek VI. — Zavéreéna ustanoveni
1. Tento Dodatek nabyva platnosti dnem
podpisu posledni smluvni stranou a U&innosti
dnem jeho uvefejnéni v registru smluv,
s vyjimkou zmén uvedenych v &lanku I,
které nabyvaiji ucinnosti 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 rozpor(i mezi Ceské a anglickou
jazykovou verzi ma pfednost eska jazykova
verze.

3. Smluvni strany si pfed podpisem tento
Dodatek fadné precCetly a svilj souhlas
s obsahem jednotlivych ustanoveni tohoto
Dodatku stvrzuji podpisem svych zastupcu.

term of the Agreement. The Parties shall
perform their obligations that have not yet
been performed because the Agreement
has not been effective as soon as possible
according to the provisions hereof.

3. The Parties agree that this Agreement
cannot be terminated before 31 December
2023; subsequently, the Parties may
terminate the Agreement without stating a
reason with a three-month notice period
starting on the first day of the calendar
month immediately following the delivery
of the written notice to the other Party and
ending on the last day of the relevant
month.

4. If a lower maximum price or
reimbursement in the sense of Article V
(3)(a) of the Agreement is set or legislative
changes within the meaning of Article V
(3)(b) of the Agreement take place and no
amendment to the Agreement is adopted
despite the Insurance Company inviting
the Holder to adopt the amendment, the
Insurance Company may terminate the
Agreement by notice with effect as of the
first day of the calendar month following
after the month in which the notice of
termination was delivered to the Holder
through the Local Representative.

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

VIII 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 Il 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
Czech and English versions, the Czech
version shall prevail.

3. 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



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 pédi /
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 Spole¢nost: / For the Company:

respective  representatives  affix  their
signatures.

V/In Praze dne/on 23.12.2022

Za Spolecnost: / 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 Spolecnost: / For the Company:

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

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





