AMENDMENT No. 1

TO THE AGREEMENT ON CONDITIONS OF THE
COMPASSIONATE USE PROGRAM concluded
on11-May-2022

("Amendment”)

DODATOK €. 1

K DOHODE O PODMIENKACH MILOSRDNEHO
PROGRAMU uzatvorenej diia

11. maja 2022

(,Dodatok™)

between

Medzi

Novartis Slovakia s.r.o.

Registered seat: Zizkova 22B, 811 02 Bratislava
IDNo.: 36 723 304

registered with the Commercial Registry of District
Court Bratislava |, Section: Sro, Filé No.: 44016/B
(hereinafter as "Novartis™)

Novartis Slovakia s.r.o.

Sidlo: Zizkova 22B, 811 02 Bratislava

ICO: 36 723 304

zapisana v Obchodnom registri Okresného sudu
Bratislava |, oddiel: Sro, vloZka ¢.: 44016/B
(dalej len ,,Novartis™)

and A

INSTITUTION: INSTITUCIA:

Specializovana nemocnica sv. Svorada Zobor Specializovana nemocnica sv. Svorada Zobor
("Institution™) (»InStitacia™)

Address: Adresa:

Klastorska 134, Nitra NA 949 88, Slovakia Klastorska 134, Nitra NA 949 88, Slovakia
Slovakia Slovenska republika

IDNo.: 37 971 832

ICO: 37 971 832

Registered by the District Office in Nitra, reg. no.
WS / NO-42/2004 as amended

Registrovana Okresnym uradom v Nitre, reg. €.
WS/NO-42/2004 v platnom zneni

and

("Treating Physician™)

Address:

MUDr. Gabriela Chowaniecova

Specializovana nemocnica sv. Svorada Zobor
Klastorska 134, Nitra NA 94988,

Slovakia

a

(,OSetrujuci lekar™)

Adresa:

MUDr. Gabriela Chowaniecova

Specializovana nemocnica sv. Svorada Zobor
Klastorska 134, Nitra NA 949 88,

Slovenska republika

A

Introductory Provisions

Unless otherwise defined herein, capitalized words
in this Amendment shall have the meaning
attributed to them in the Agreement on conditions of
the compassionate use program, dated 19. 01. 2022
concluded between the Parties (hereinafter referred
to as "Agreement”).

Subject matter of the Agreement is to arrange the
free of chargé supply of the following medicinal
product: Capmatinib (Tabrecta) ("Product”) as per
the Request, for the treatment of an individual
patient suffering from a serious or life threatening
disease or condition, and for which no comparable
or satisfactory alternative therapy is available , in
line with the summary of product characteristics, for
the duration of 3 months, in the anticipated
quantities: 24 packs of 30x200mg of Product and
subsequently 12 packs of Product on every three
months depending on the request of the treating
physician and subject to approval by Novartis (the
"Program™).

Subject of this Amendment: as Novartis received
another spontaneous request from the Treating

Uvodné ustanovenia

Pokial nie je vtomto Dodatku uvedené inak, slova
zaCinajuce velkym pismenom, maju taky vyznam

ako su definované v Dohode o podmienkach
milosrdného programu uzatvorenej dnia
19.01.2022 uzatvorene;j medzi Zmluvnymi

stranami (d’alej len ,,Dohoda™).

Predmetom Dohody je zabezpedit bezodplatné
dodanie nasledujuceho lieku: Capmatinib
(Tabrecta) (,Liek”) vzmysle Ziadosti, na liegbu
konkrétneho pacienta trpiaceho vaZznou alebo
Zivot ohrozujucou chorobou alebo zdravotnym
stavom, pre ktorého nie je dostupna Ziadna
porovnatelna alebo uspokojiva alternativna lieCba
v stlade so suhrnom charakteristickych vlastnosti
lieku, na dobu 3 mesiacov, v predpokladanom
mnoZstve: 24 baleni 30x200mg Lieku a nasledne
12 baleni Lieku na kazdé tri mesiace lieCby podfa
poZiadavky OS8etrujuceho lekara a schvalenia
spolo¢nosti Novartis (,Program™).

tohto Dodatku:
obdrzala dalSiu

Predmet
Novartis

nakolko spolo¢nost’
spontannu  Ziadost’
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Physician in Novartis GEMS Internal System no.
75380221 ("Request 75380221"), for another
particular patient suffering from a serious or life
threatening disease or condition, and for which no
comparable or satisfactory alternative therapy is
available, Novartis hereby confirms its intention to
ensure free delivery of the medicinal product to this
patient under the samé conditions as set out in the
Agreement. The Parties agree that Request
75380221 and the supply of the medicinal product
will be governed by the contractual framework of the
Agreement.

Based on the Request 75380221, Novartis will
arrange the free of chargé supply of the following
medicinal  product: Capmatinib  (Tabrecta)
("Product”) to Institution, as per the Request
75380221 for the treatment of an individual patient
suffering from a serious or life threatening disease
or condition, and for which no comparable or
satisfactory alternative therapy is available, in line
with the summary of product characteristics, for the
duration of 3 months, in the anticipated quantities:
24 packs 30x200mg of Product and subsequently
12 packs of the Product every three months of the
treatment, depending on the request of the treating

OSetrujuceho lekara v internom systéme
spolocnosti ~ Novartis GEMS & 75380221
(,»,Ziadost’ 75380221"), pre dalSieho konkrétneho
pacienta trpiaceho vaznou alebo Zivot ohrozujicou
chorobou alebo zdravotnym stavom, pre ktorého
nie je dostupna Ziadna porovnatefna alebo
uspokojiva alternativna lieCba, spolo¢nost’ Novartis
tymto  potvrdzuje svoj zamer zabezpeCit’
bezodplatné dodanie Lieku aj pre tohto pacienta

za rovnakych podmienok, ako je uvedené
v Dohode. Zmluvné strany suhlasia, Zze Ziadost’
75380221 a dodanie lieku sa budd riadit’
zmluvnym ramcom Dohody.

~N&  zaklade Ziadosti 75380221  spolo&nost
Novartis zabezpeCi bezodplatné dodanie
nasledujiuceho  lieku InStiticii:  Capmatinib

(Tabrecta) (,Liek”) vzmysle Ziadosti 75380221,
na lieCbu konkrétneho pacienta trpiaceho vaznou
alebo Zivot ohrozujucou chorobou alebo
zdravotnym stavom, pre ktorého nie je dostupna
ziadna porovnatelna alebo uspokojiva alternativna
lieCba v sulade so suhrnom charakteristickych
vlastnosti lieku, na dobu 3 mesiacov,
v predpokladanom mnoZstve: 24 baleni 30x200mg
Lieku a nasledne 12 baleni Lieku kazdé tri
mesiace lieCby podla poziadavky OSetrujiceho

physician and subject to approval by Novartis (the |ekara  a schvalenia  spolocnosti  Novartis
"Program”). (,Program”).

Except for the sections of the Agreement specifically
amended hereunder, all terms and conditions of the
Agreement remain and shall remain in full force and
effect. This Amendment shall hereafter be
incorporated into and deemed part of the Agreement
and any future reference to the Agreement shall
include the terms and conditions of this Amendment.

Final Provisions

This Amendment shall become valid on the day of
its signature by all Parties and become effective the
day following the day of its publication in the central
register of contracts.

In the event of any contradiction between the
Agreement and this Amendment, the Amendment
shall prevail

This Amendment is drawn up in Slovak and English
language, whereby in Case of any conflict between
Slovak and English version of this Amendment, the
Slovak version will prevail.

Parties represent that they concluded this

S vynimkou ustanoveni Dohody, ktoré sa podla
tohto Dodatku vyslovne menia, vSetky ostatné
ustanovenia a podmienky Dohody zostavaju a
zostanu Uplne nezmenené a v platnosti. V tomto
zmysle sa Dodatok vclerniuje do Dohody a stava sa
jej neoddelitelnou sucCastou a akykolvek buduci
odkaz na Dohodu zahfiia ustanovenia
a podmienky tohto Dodatku.

Zaverec€né ustanovenia

Tento Dodatok nadobuda platnost’ diiom jeho

podpisania  vSetkymi Zmluvnymi stranami
a uCinnost’ diiom nasledujacom po dni jej
zverejnenia v centralnom registri zmlav.

V pripade rozporu medzi Dohodou a tymto

Dodatkom ma prednost’ Dodatok.

Tento Dodatok sa vyhotovuje v slovenskom gj
anglickom jazyku, pricom v pripade v rozporu

medzi slovenskym a anglickym znenim tohto
Dodatku ma prednost’ znenie v slovenskom
jazyku.

Zmluvné strany vyhlasuju, 7e tento Dodatok
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Amendment on their own free will, in earnest and
without any mistakes, it was not concluded neither
under pressure nor under markedly unfavourable
circumstances, they read the Amendment,
understood its content and in witness whereof they
sign it.

uzatvorili slobodne, vazne a bez omylu, nebol
uzatvoreny v tiesni ani za napadne nevyhodnych
podmienok, tento Dodatok si preditali, jeho obsahu
porozumeli, a na znak suhlasu s jeho obsahom ho
podpisuju.

Novartis Slovakia s.r.o.
/i

Name/Meno:
Place and Date/Miesto a datum:

Title/Funkcia podpisujuceho:

i

Name/Meno:
Plage and Date/Miesto a datum:

Title/Funkcia podpisujuceho:

Specializovana nemocnica sv. Svorada Zobor, n.o

Name/Meno: MmuDY'”
Place and Date/Miesto a datum:

Title/Funkcia podpisujuceho:

Treating Physician/OSetrujuci lekar

Name/Meno: Place and Date/Miesto a datum:
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