MAP ID #95208681

DOHODA O PODMIENKACH AGREEMENT ON CONDITIONS OF THE
MILOSRDNEHO PROGRAMU MANAGED ACCESS PROGRAMME
(,,Dohoda“) (“Agreement”)
medzi zmluvnymi stranami: between the parties:

Novartis Slovakia s.r.o.

Sidlo: Zizkova 22B, 811 02 Bratislava

1CO: 36 723 304

zapisand v Obchodnom registri Mestského stidu
Bratislava III, oddiel: Sro, vloZka &.: 44016/B

Novartis Slovakia s.r.o.

Registered seat: Zizkova 22B, 811 02 Bratislava

ID No.: 36 723 304

registered with the Commercial Registry of
Municipal Court Bratislava III, Section: Sro, File

(-Novartis®) No.: 44016/B
(“Novartis”)
a and

Detska fakultni nemocnica s poliklinikou
Banska Bystrica

Sidlo: Namestie Ludvika Svobodu 4, 974 09 Banska
Bystrica

ICO: 379 579 37

zriadena zriadovacou listinou ¢&. 14192-6/2004-
OPP

(,Instithcia“)

Detska fakultna nemocnica s poliklinikou
Banska Bystrica

Registered seat: Namestie Ludvika Svobodu g4,
974 09 Banska Bystrica

ID No.: 379 579 37

established by Foundation Deed No. 14192-
6/2004-0OPP

(“Institution™)

a

and

MUDr. Helena Fillova

Pozicia: oSetrujtici lekar

Adresa pracoviska: Klinika pediatrickej onkolégie a
hematologie SZU, DFNsP Banskd Bystrica, Nam.
Ludvika Svobodu 4, 974 09 Banské Bystrica
(,O8etrujtiici lekar”)

Helena Fillova, MD

Position: treating physician

Work address: Klinika pediatrickej onkologie a
hematolégie SZU, DFNsP Banski Bystrica, Nam.
Ludvika Svobodu 4, 974 0g Banska Bystrica
(“Treating Physician”)

(spoloénost Novartis, Institiicia a OSetrujici lekar
spolu (,,Zmluvné strany®)

(Novartis, the Institution,
Physician jointly “Parties”)

and the Treating

I. Uvodné ustanovenia

I. Introductory Provisions

1. Spoloénost Novartis obdrzala Ziadost od
Indtitticie  a/alebo  OSetrujiceho  lekara
(.Ziadost*), a tymto potvrdzuje svoj zamer
zabezpelit dodanie nasledujiceho lieku:

Revolade 25 mg prasok na peroralnu
suspenziu plu por 30x25mg (,Liek®) v
zmysle Ziadosti, na lie¢bu konkrétneho pacienta
trpiaceho vaZnym alebo zZivot ohrozujlicim
ochorenim alebo zdravotnym stavom, pre ktoré
nie je dostupni Ziadna porovnatelni alebo
uspokojiva alternativna lieéba, za cenu 10 euro
centov za balenie (,,Program®).

1. Novartis has received the request of the
Institution and/or the Treating Physician
("Request”), and hereby confirms its intent
to supply the following medicinal product:
Revolade 25 mg prasok na peroralnu
suspenziu plu por 30x25mg (“Product”)
as per the Request, for the treatment of the
patient, suffering from a serious or life-
threatening disease or condition, and for
which no comparable or satisfactory
alternative therapy is available, for the price of
10 euro cents per package (the “Program”).

2. V Novartise sa poskytnutie lieku - skii$aného
alebo  lokidlne  neregistrovaného  alebo
neregistrovaného pre poZadovanii indikiciu
alebo nedostupného (neuvedeného na trh),
mimo Kklinického skii$ania, naz{va generickim

2. At Novartis, the provision of access to an
investigational or locally unapproved or or
unapproved in requested indication or
unavailable (not launched) product outside of
clinical trials is described using the generic
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terminom ,Milosrdny program (MAP)“.

term “Managed Access Program (MAP)”.

3. Tato Dohoda sa vzfahuje na vsetky nasledné
Ziadosti vrovnakej indikicii v ramci tohto
Programu.

This Agreement covers all subsequent
requests for this Product in the same
indication within this Program.

II. Kritéria Programu

II. MAP Criteria

1. Zaradenie pacienta do Kklinického skiSania
Novartisu nie je moZzné/ neprebiehaju Ziadne
klinické skisania.

Inclusion of the patient in a Novartis clinical
trial is not possible / there are no ongoing
clinical trials.

2. Pacient ma véaine alebo zivot ohrozujice
ochorenie alebo zdravotny stav, pre ktoré nie je
dostupnd  Ziadna  porovnatelnd  alebo
uspokojiva alternativna lieéba t.j. pacient nie je
medicinsky spdsobily na alebo uz vycerpal
vietky dostupné moznosti liecby.

The patient has a serious or life-threatening
disease or condition, and no comparable or
satisfactory alternative therapy is available
ie., the patient is not medically eligible for or
has exhausted all available treatment options.

II1. Povolenie na poskytovanie zdravotnej
starostlivosti a medicinska zodpovednost

II1. Medical License & Responsibility

1. Ofetrujici lekar tymto potvrdzuje, Ze je
ofetrujlicim lekdrom, ma platné povolenie na
poskytovanie zdravotnej starostlivosti aje
zamestnancom Instittcie.

The Treating Physician hereby acknowledges
he or she is the treating physician, has a valid
medical license, and is are employed by the
Institution.

2. Ofetrujici lekdr usudzuje, Ze potencidlny
prinos pouZitia Lieku pre pacienta prevySuje
rizika.

The Treating Physician considers that the
potential benefit of the use of the Product for
the patient overweighs the risks.

3. Indtitlcia a OSetrujici lekdr preberaju plnt
medicinsku zodpovednost za pouZitie Lieku
aliecbu pacienta vsidlade s odpordcanymi
postupmi  liecby  vratane  akéhokol'vek
pozadovaného monitorovania a naslednych
kontrol po liecbe (ako je relevantné).

The Institution and the Treating Physician
take full medical responsibility for the use of
the Product and treatment of the patient in
accordance with the treatment guidance as
well as any required post-treatment
monitoring and follow up (as applicable).

4. V pripade, Zze Intiticia alebo OSetrujaci lekar
deleguje akékolvek zodpovednosti vzmysle
tejto Dohody, InstitGcia a OSetrujici lekar
zostavajt plne zodpovedni.

In case the Institution or the Treating
Physician delegates any of the responsibilities
herein, the Institution and the Treating
Physician remain fully responsible.

5. InstitGcia a OSetrujicei lekar st zodpovedni za
akikolvek komunikiciu a vymenu informaécii
s pacientom/ rodi¢om/ zikonnym zastupcom
pred, pocas aj po lieébe.

The Institution and the Treating Physician are
responsible for any communications and
exchange of information with the patient /
parent / legal representative before, during
and after the treatment.

IV. Pouéenie a stihlas pacienta

IV. Patient Consent and Information

1. Pred zadatim liecby s InStitGcia a OSetrujaci
lekar zodpovedni za ziskanie informovaného
stihlasu pacienta/ rodida/ zakonného zistupcu

t) : rd >
podla toho, kto je relevantny, ohladom (a
uchovanie informécii vzmysle relevantnfch

Before treatment initiation, the Institution
and the Treating Physician are responsible for
obtaining informed consent from the patient /
parent / legal representative as applicable
regarding (save for the information required
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zakonov):

by the applicable laws):

a)

Informécif o pacientovom ochoreni, jeho
pridine, zavaznosti, prognoze a dostupnych
moznostiach lie¢by s pouZitim
registrovanych/ schvalenjch liekov.

a)

Information on patient’s disease, its
cause, severity, prognosis and available
treatment options using
registered/approved products.

b) Informacii o stave registracie a dostupnosti a) Information on the regulatory status and
Lieku v Slovenskej republike, napr. Ze Liek availability of the Product in the Slovak
zatial nie je registrovany alebo uvedeny na Republic, e.g. that the Product is not yet
trh. .

authorized or launched.

¢) Zakladnych informacii o Lieku, vratane a) Background information on the Product,
predchadzajicich vysledkov z Klinickych including previous results from clinical
sknsani. trials.

d) Potencidlnych prinosov, rizik a neziaducich a) The potential benefits, risks and side
uéinkov pouiitia Lieku ako hEéby effects of using the Product as a

treatment.

e) Vseobecnych informacii o lieébe, a) General information on treatment, the
harmonograme liecby (vratane naslednej treatment schedule (including follow-up
starostlivosti), aké procedry budd care), which procedures you will perform
potrgbne pre .podar.ue Llekll / . to administer the Product/monitor the
monitorovanie pacienta a ¢o sa od pacienta . .
otakiva. pat¥ent, and what is expected of the

patient.

f) InformAcie, Ze lie¢ba v ramci Programu je a) Information that treatment within the
dobrovoln4 a Ze pacient ju mdZe Program is voluntary, and the patient can
kedykoIvek ukondit. drop out at any time.

g) Informécie o bezplainom/ platenom a) Information on free of charge/ charged
poskytnuti Lieku (podTa toho &o je for supply of the Product (as applicable).
relevantné).

h) InformAcie, Ze tidaje o pacientovi budi a) Information on patient data being shared
zdielané s Novartisom za G¢elom with Novartis for the purpose of
spracovania a manaZovania Ziadosti. processing and managing the request.

i) Informécie o tom, Ze zdravotné zaiznamy a) Information on medical data being shared
budu zdielané s Novartisom pri podani with Novartis at request submission, at
Ziadostl, pri opakovanej doddvke (ak the time of resupply (if applicable) or after
relevantne’:) alet’xv) po ukonqe ol lietby (ak treatment completion (if applicable) for
relevantné) za aéelom medicinskeho . ;
vyhodnotenia Novartisom. Novartis medical assessment.

j) InformAcie o tom, Ze (idaje o pacientovi a) Information that patient and medical
a jeho zdravotné zdznamy, ktoré priamo data, which do not directly identify the
nei,devr’ltiﬁkujﬁ’pacienta, moZu byt pouZité patient, might be used for further analysis
v dalsich analyzach a publikaciach. and publication.

k) Informécie o tom, ¢o sa stane po ukonéeni a) Information on what happens after

Programu (pokraéujiica dodavka, ak
relevantné) a kedy je moZné liecbu ukondéit
(napr. strata prinosu lie¢by pre pacienta,
odvolanie stihlasu, zdvazné neZiaduce
Géinky, atd’.).

conclusion of Program (continued supply,
if applicable) and when treatment can be
terminated (e.g. loss of patient benefit
from the treatment, consent withdrawn,
serious adverse events, etc.).
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IndtitGcia a OSetrujaci lekdr sd  povinni
nakladat (zber, drZanie, uchovéivanie, pouZitie,
zachovanie, vymaz, atd.) s osobnymi Gdajmi ich
pacienta(ov) v stilade so vSetkymi relevantnymi
zédkonmi a nariadeniami tykajicimi sa ochrany
sikromia aosobnych udajov  platnymi
v Slovenskej republike.

The Institution and the Treating Physician are
obliged to manage (collection, possession,
storage, use, retention, disposal, etc.) the
personal information of their patient(s) in
accordance with all applicable privacy and
data protection laws and regulations of the
Slovak Republic.

V. Povolenia

V. Approvals

Ak to vyZaduju relevantné zakony, Institicia
a OSetrujci lekar ziskaji vdetky relevantné
opravnenia od zamestnavajlicej institdcie,
Ministerstva Zdravotnictva SR a etickych
komisii, vzmysle zikonov  anariadeni
Slovenskej republiky.

If required under the applicable laws, the
Institution and the Treating Physician will
obtain all relevant authorizations from the
employing institution, the Ministry of Health
of the Slovak Republic, and the Ethics
Committees, if applicable as per the laws and
regulations of the Slovak Republic.

Na vyZiadanie Novartisu poskytne Institicia
alebo OSetrujici lekar Novartisu képie takychto
povoleni a opravneni.

Upon Novartis request, the Institution or the
Treating Physician will provide Novartis with
copies of such approvals and authorizations.

VI. Poziadavky na hlasenie neziaducich
udalosti

VI. Safety Reporting Requirements

Ingtitacia a OSetrujuci lekar tymto potvrdzujq,
7e je ich zodpovednostou hlasit neziaduce
udalosti ainé relevantné informacie
obezpefnosti lieku kompetentnym tradom
arelevantnej etickej komisii(iAm) v stlade so
zdkonmi a nariadeniami Slovenskej republiky.

The Institution and the Treating Physician
hereby acknowledge that it is their
responsibility to report adverse events and
other relevant safety information of a
medicinal product to the competent
authorities and the respective Ethics
Committee(s) in accordance with the laws and
regulations of the Slovak Republic.

Pred zadatim liecby je OSetrujtici lekir povinny
si prefitat a stihlasif s poZziadavkami Novartisu
na hlasenie neZiaducich udalosti, ktoré
Novartis  poskytne  vbroZire o hlaseni
neziaducich udalosti.

Before treatment initiation, the Treating
Physician is obliged to read and agree to the
Novartis’ safety reporting requirements that
will be provided by Novartis in the safety
reporting brochure.

Preto tymto spolo¢nost Novartis zarovenl
poZaduje, aby OSetrujici lekdr posielal na
lokdlne oddelenie pre bezpecnost liekov
Novartisu v Slovenskej republike (e-mail:
vigilancia.sk@novartis.com, fax: +421 250 70
6200; online cez PSI:
https://psi.novartis.com/PSI/login.html).

. Therefore, Novartis hereby also requires that

the Treating Physician sends to the Novartis
Local Patient Safety Department for medicinal
products in the Slovak Republic (e-mail:
vigilancia.sk@novartis.com, fax number(s):
+421250 70 6200; online via PSI:
hitps://psi.novartis.com/PSI/login.html).

a) Akékolvek =zivazné neZiaduce udalosti
(,SAEs“) (vratane  poliatoénych a
naslednych  hlaseni) u  pacientov
vystavenych G¢inkom Lieku a

a) Any Serious Adverse Events (“SAEs”)
(including initial and follow up reports) in
patients exposed to the Product and

b) Akékolvek iné bezpednostné hldsenia
odoslané miestnym relevantnym tradom
a etickej komisii(iam) v zmysle prislu$nych
lokalnych pravnych predpisov (vratane
podiatoénych a nislednych  hlaseni)

c) Any other safety reports submitted to the
competent authorities and the respective
Ethics Committee(s) according to the
applicable local laws and regulations
(including initial and follow up reports) in
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u pacientov vystavenych t¢inkom Lieku.

patients exposed to the Product.

b) Akékolvek dalsie lokalne poZiadavky
o bezpetnosti liekov uvedené v broZire
o hlaseni neziaducich udalosti.

¢) Any additional local medicinal product
safety requirements as outlined in the
safety reporting brochure, if applicable.

Instittcia a OSetrujaci lekdr si povinni
preposlat Bezpeénostné Upozornenia lokalnej
etickej komisii vzmysle pravnych predpisov
Slovenskej republiky, ak je to relevantné.

The Institution and the Treating Physician are
obliged to distribute Safety Notifications to
the local Ethics Committee according to the
laws and regulations of the Slovak Republic,
as applicable.

VII. Monitoring a sledovanie

VII. Monitoring and Follow-up

Institdcia a Osetrujici lekar tymto sthlasia, Ze

The Institution and the Treating Physician
hereby agree to:

a) Zalozia abudi viest uplné apresné
zaznamy pacienta tykajlice sa pouZitia
Lieku.

a) Prepare and maintain a complete and
accurate patient record regarding the use
of the Product.

b) Ak to vyzaduji pravne predpisy Slovenskej
republiky, pripravia a odovzdajii hlasenia
stivisiace s Programom kompetentnym
tradom a koépiu tychto hlaseni poskytni
Novartisu do 1 mesiaca od ich vystavenia.

b) If required by the laws and regulations of
the Slovak Republic, prepare and submit
any Program related reports to competent
authority, and provide a copy of the same
to Novartis within 1 month of issuance.

¢) Poskytna Novartisu zdravotna
dokumenticiu vcase podania Ziadosti,
véase opakovanej dodavky (ak je to
relevantné) alebo po ukondenf lie¢by (ak je
to relevantné) za udelom medicinskeho
vyhodnotenia Novartisom.

¢) Provide Novartis with medical data at
Request submission, at the time of
resupply (if applicable) or after treatment
completion (if applicable) for Novartis
medical assessment.

d) Budi informovat Novartis o datumoch
zacatia a ukoncenia lie¢by prostrednictvom
vcasného vyplnenia vSetkych relevantnych
datovych poli v systéme Novartisu.

d) Inform Novartis of the treatment start
and end dates, by completing the
applicable data fields within Novartis
system in a timely manner.

VIII. Informacie o Produkte a Dodanie

VIII. Product Information and Supplies

Pred zaéatim lieéby je OSetrujtici lekar povinny
prec¢itat si asuihlasit sinforméaciami o Lieku
a o Programe poskytnuté Novartisom.

Before treatment initiation, the Treating
Physician is obliged to read and agree to the
Product and Program information provided
by Novartis.

Institacia je povinnd zabezpedit, aby prijemca
Lieku na mieste uréenia stiahol ddaje zo
zaznamnika teploty a kontaktoval Novartis
vpripade teplotnej odchylky, ako je
$pecifikované v dodacom liste.

The Institution is obliged to ensure that the
site Product recipient will download the
temperature logger data and contact Novartis
in case of a temperature excursion as specified
in the delivery sheet.

Institdcia je povinna zabezpedit, Ze ona sama,
alebo prijemca na mieste uréenia, bude
zodpovedny za manaZment dodivok Lieku,
pri¢om sa budi dodrZiavat vSetky poZiadavky

The Institution is obliged to ensure that itself,
or the site product recipient, will be
responsible for managing Product supplies,
complying with all storage requirements of
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na uchovavanie Lieku stanovené Novartisom
azaznamenévat nasledujice informacie: stav
zasob, datumy exspiricie, pouzitie Lieku
v stlade s relevantnymi zakonmi
a nariadeniami. In$tittcia a OSetrujtci lekir st
povinn{ bezodkladne spolupracovat
s Novartisom v pripadne stiahnutia Lieku
z trhu, ak taky pripad nastane.

the Product as provided by Novartis and
recording the following information:
inventory, expiry dates, Product utilization
according to applicable laws and regulations.
The Institution and the Treating Physician are
obliged to promptly collaborate with Novartis
in case of Product recall, if applicable.

Institicia a OSetrujtci lekar nie si opravneni
pouzit Liek na Ziadne iné Glely okrem tych,
uvedenych vtejto Dohode avusmerneni pre
lie¢bu.

The Institution and the Treating Physician are
not allowed to use the Product for any other
purposes as stated herein and in the
treatment guidance.

5.

Ak od pacienta zostane nepouZity Liek,
Institticia alebo OSetrujici lekar podajit nov
Ziadost na schvélenie spolo¢nosti Novartis
predtym, ako ho pouZiju pre iného pacienta.

Should there be Product left from a patient,
the Institution or the Treating Physician will
submit a new request to Novartis for approval
before you can use it for another patient.

ZvySky Liekov alebo nespotrebované Lieky
mobZu byt zlikvidované priamo na mieste, alebo
odoslané lokélnej tretej strane v krajine, ktora
ma opravnenie vykonavat takdto tlohu.

The leftover or unused Product may be
directly destroyed at the site or be sent to a
local 3 party within the country with the
proper qualifications to perform this task.

IX. Odskodnenie

IX. Indemnification

InstitGeia od8kodni, bude brajift a poskytne
nahradu spolo¢nosti Novartis ajej
pridruzenym spoloénostiam vo vztahu k
akymkolvek narokom, vyplyvajicim z (i)
podania Lieku (okrem 8ko6d vyplyvajicich
znedodrZzania spravmej vyrobnej praxe
Novartisom pri vyrobe Lieku), (ii) poruSenia
tychto podmienok a ustanoveni; (iii)
akejkolvek nedbanlivosti, myselného
pochybenia alebo opomenutia na strane
Instittcie alebo jej zamestnancov, vratane, ale
nie vyluéne, nedodrZania platnych zikonov
alebo nariadeni.

The Institution shall indemnify, defend and
hold harmless Novartis and affiliates of any
claim arising out of (i) the administration of
the Product (except for damages resulting
from Novartis' failure to manufacture the
Product in accordance with the applicable
GMP), (i1) a breach of these terms and
conditions; (iii) any negligence, willful
misconduct or omission by you or your
employees, including without limitation,
failure to comply with applicable laws or
regulations.

Indtitdcia a OSetrujaci lekar wvyhlasuji a
zarufujl, Ze majl primerané poistné krytie.

The Institution and the Treating Physician
represent and warrant that they have
adequate insurance coverage.

X. Prava duSevného vlastnictva

X. Intellectual Property Rights

Osetrujiici lekdr a Ingtitficia nenadobudni
narok na podanie (a) akejkolvek Ziadosti o
udelenie patentu na akykolvek vynélez,
vztahujaci sa na Liek a/alebo (b) aktkolvek
Ziadost o udelenie patentu obsahujacu alebo
zaloZen1 na akejkol'vek informécii poskytnutej
zo strany spoloénosti Novartis alebo v jej
mene, ako vysledok pouZitia Lieku alebo
informécie poskytnutej podla tejto Dohody.
Institicia a OSetrujici lekar tymto suihlasia, Ze
nepodajié a ani Ziadna tretia strana z ich

The Institution and the Treating Physician
shall not acquire the right to file (a) any
patent application on any invention that
relates to the Product and/or (b) any patent
application containing or based upon any
information provided by or on behalf of
Novartis, as a result of the use of the Product
or provided information pursuant to this
Agreement. The Institution and the Treating
Physician hereby agree not to file or cause a
third party to file (a) any patent application on
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podnetu nepoda (a) akidkolvek Ziadost o
udelenie patentu na akykolvek vynalez,
vztahujici sa na Liek a vyplyvajlici z pouZitia
Lieku podla tejto Dohody a/alebo (b)
akidkolvek Ziadost o udelenie patentu
obsahujiicu alebo zalozeni na akejkolvek
informacii poskytnutej zo strany spoloénosti
Novartis alebo v jej mene podla tejto Dohody.

any invention relating to the Product and
resulting from the use of the Product pursuant
to this Agreement and/or (b) any patent
application containing or based upon any
information provided by or on behalf of
Novartis pursuant to this Agreement.

V pripade, Ze InStiticia a/alebo OSetrujtci
lekar urobia nie¢o z predchadzajiaceho bodu,
Instittcia a OSetrujici lekar tym porusuja tato
Dohodu a tfmto udelujii spoloénosti Novartis
nevyhradnu, trvalq, uplne splatenu
celosvetovii licenciu oslobodeni od licenényjch
poplatkov, s pravom udelovat sublicencie k
takémuto DuSevnému vlastnictvu Institdcie
a takisto k akymkol'vek suvisiacim Ziadostiam
oudelenie  patentu/ov  ak akémukolvek
stvisiacemu patentu/om.

In the event that the Institution or the
Treating Physician do the above, the
Institution and the Treating Physician are in
breach of this Agreement and hereby grant to
Novartis a non-exclusive, perpetual, fully
paid-up, royalty-free, worldwide license, with
the right to sublicense, to such Institution
Intellectual Property and any related patent
application(s) and patent(s) thereof.

Institdeia a OSetrujlici lekir nenadobtdajil
Ziadne prava akéhokol'vek druhu k Lieku alebo
k akémukolvek inému lieku, ktory spolo¢nost
Novartis vlastni alebo ma k nemu licenciu, ani
na ich Ziadne pouZitie, v doésledku pouzitia
Lieku  InStitGciou a/alebo  Ofetrujiicim
lekarom alebo ich zamestnancom podla tejto
dohody, s vynimkou prav vyslovne v nej
udelengch.

The Institution and the Treating Physician
shall not acquire any rights of any kind in the
Product or any other drug owned or licensed
by Novartis, or any use thereof, as a result of
the use and/or the Institution, the Treating
Physician, or their employee’s use of the
Product pursuant to this Agreement, except
for the rights expressly granted herein.

Spolo¢nost Novartis si vyhradzuje pravo na
pristup k tidajom a pracovnym produktom
stivisiacim s pouZitim Lieku na vSetky Gcely
vratane za Géelom potvrdenia integrity Gidajov,
obmedzenych na hl4senie neziaducich udalosti
atlelom  dodrzania  globalnych  alebo
lokélnych zdkonov alebo pravnych predpisov,
za Ulelom podani na regula¢né Grady apre
Gcely marketingu a/alebo predaja.

Novartis has the right to have access to and
utilize all the data and work products relating
to use of the Product for all purposes
including to confirm integrity of the data
limited to adverse event reporting, to comply
with global or local laws or regulations,
submission to regulatory agencies, marketing
and/or sales.

Bez ohladu na akékol'vek iné ustanovenie tejto
Dohody, InStitGcia a OSetrujaci lekar
nenadobidaji Ziadne prava akéhokolvek
druhu k Lieku alebo k akémukolvek inému
lieku, ktory spolo¢nost Novartis vlastni alebo
ma k nemu licenciu, ani na ich Ziadne poufzitie,
v dosledku pouZitia Lieku nimi, ich
zamestnancami alebo ich zastupcom vzmysle
tejto Dohody, s vynimkou prav vyslovne v nej
udelenych. Instittcia, OSetrujaci lekar a
spolo¢nost Novartis na nikoho neprevadzaji
ziadne prava k akymkolvek vynélezom,
prihlagkam patentov, patentom, prihlaskam
ochrannych zndmok, ochrannym znimkam,
prihlas8kam autorskych prav, autorskym
pravam alebo Gdajom ani Ziadne iné vlastnicke
prava, okrem tjch, ktoré sii vyslovne uvedené
v tejto Dohode.

Notwithstanding any other provision of this
Agreement, the Institution and the Treating
Physician shall not acquire any rights of any
kind in the Product or any other medicinal
product owned or licensed by Novartis, or any
use thereof, as a result of their use and/or
their employee’s or any agent’s use of the
Product pursuant to this Agreement, except
for the rights expressly granted herein. The
Institution, the Treating Physician, and
Novartis do not transfer to the other any
rights to any inventions, patent applications,
patents, trademark applications, trademarks,
copyright applications, copyrights or data or
any other proprietary rights except as
expressly set forth herein.
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Spolo¢nost Novartis si vyhradzuje pradvo na
pristup k tdajom a pracovnym produktom
stivisiacim s pouZitim Lieku na vSetky ucely
vratane za Géelom potvrdenia integrity ddajov,
obmedzenych na hlisenie neZiaducich udalosti
alfelom dodrZania  globalnych  alebo
lokéalnych zakonov alebo pravnych predpisov,
za Géelom podani na regula¢né trady a pre
ucely marketingu a/alebo predaja. Ak by
niekedy mala mat spoloénost Novartis pristup
k  osobnym Gdajom alebo osobnym
zdravotnym zéznamom, je povinna dodrZiavaf
platné zadkony a predpisy na ochranu
sukromia.

Novartis reserves the right to have access to
and utilize the data and work products
relating to the Institution and/or Treating
Physician’s use and/or their employee or any
agent’s use of the Product to confirm integrity
of the data limited to adverse event reporting,
to comply with global or local laws or
regulations, submission to regulatory
agencies, marketing and/or sales. Novartis
shall comply with applicable privacy laws and
regulations if ever it may be given access to
personal information or personal health
information.

XI. Dovernost

X1. Confidentiality

Vsetky  informacie poskytnuté Institcii
a OSetrujicemu lekarovi spoloénostou Novartis
a/ alebo akékolvek informacie vytvorené
Indtituciou  alebo  OSetrujlicim  lekirom,
samostatne alebo spolu sinymi osobami,
v suvislosti s tymto Programom (spolu dalej iba
Snformacie”) sa budd povaZovat za prisne
ddverné.

All information provided to the Institution
and the Treating Physician by Novartis and/or
any information developed by the Institution
or the Treating Physician, alone or together
with other persons, in connection with this
Program (collectively “Information”) will be
held strictly confidential.

InStitticia a OSetrujtci lekdr s povinni
nespristupnif (istnou alebo pisomnou formou)
akékolvek Informécie tretej strane, okrem
pripadov, ak st takéto informécie vytvorené
Institaciou  alebo  OSetrujicim  lekdrom
zverejnené v stilade s podmienkami
stanovenymi vtejto Dohode alebo musia byt
spristupnené vstlade so zikonom alebo
nariadenim stidu.

The Institution and the Treating Physician are
obliged not to disclose (orally or in writing)
any Information to any third party, unless
such information developed by the Institution
or the Treating Physician is published
pursuant to the conditions set forth in this
Agreement or needs to be disclosed by law or
court order.

IndtitGcia a OSetrujici lekdr s povinni
pouzivat informécie poskytnuté Novartisom
vyluéne na uclely realizacie Programu a na
ziadne iné.

The Institution and the Treating Physician are
obliged not to use any information provided
by Novartis for any purpose except for
performance of the Program.

T4to povinnost nespristupnenia a nepouzivania
sa nevzfahuje na: (i) Informécie dostupné
verejnosti bez porugenia tejto Dohody na strane
Institlcie alebo OSetrujliceho lekara; (ii)
Informacie, ktoré st In$titdcii a/alebo
Osetrujiicemu lekarovi uz zname, ako vyplyva
zich predchadzajicich pisomnjych zdznamov;
(iii) Informécie spristupnené trefou stranou,
ktord nie je viazand zavidzkom mlcanlivosti
alebo nepouZivania vo¢i spoloénosti Novartis.

This obligation of non-disclosure and non-use
will not apply to: (i) Information available to
the public through no breach of this
Agreement by the Institution or the Treating
Physician; (ii) Information already known to
the Institution or the Treating Physician as
shown by their written records; or (iii)
Information disclosed by a third party who is
not bound to obligations of confidentiality or
non-use to Novartis.

Vrozsahu, vakom mé IndtitGcia a/alebo
OSetrujtci lekar povinnost v zmysle pravneho
predpisu alebo prikazu sudu spristupnit
aktikolvek Informdiciu, InStiticia alebo
Osetrujci lekdr pisomne oznamia takito
poZziadavku spoloénosti Novartis v dostatoé¢nom
predstihu  pred  spristupnenim  danej
Informéacie, aby tak umoZnili spolo¢nosti

To the extent the Institution or the Treating
Physician are required by law or court order
to disclose any Information, the Institution or
the Treating Physician will give Novartis
written notice of such requirement within
reasonable time prior to disclosure to permit
Novartis to seek a protective order or other
remedy, and the Institution or the Treating
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Novartis poziadat o ochranny prikaz alebo iny
primerany opravny prostriedok, a Institficia
alebo OSetrujuci lekar spristupni len tu Cast
Informacie, ktort m& zo zikona povinnost
spristupnit.

Physician will disclose only that portion of
Information that you are legally required to
disclose.

XII. Nezavislost

XII. Independency

Institficia a Ofetrujlci lekar tymto potvrdzuji
astihlasia, e podali #Ziadost o dodanie Lieku
apri poskytovani Lieku konajii nezavisle od
spoloénosti Novartis. In$titGeia a OSetrujtci
lekar potvrdzuji, Ze ich ucast v Programe je bez
neprimeraného vplyvu alebo zaujatosti aZe
nedostani Ziadnu kompenzaciu ani refundaciu
od spoloénosti Novartis.

The Institution and the Treating Physician
hereby acknowledge and agree that they have
submitted the Product Request and act
independently of Novartis in the provision of
the Product. The Institution and the Treating
Physician confirm that their participation in
the Program is free from undue influence or
bias and they will not receive any
compensation nor reimbursement from
Novartis.

Instittcia a Osetrujaci lekar nevstupuji do tejto
Dohody vimenou za akikolvek vyslovna alebo
implicitnit dohodu predpisovat, odportdat,
nakupovaf, dodéavat, vydavat, podavat, alebo
zvyhodilovat  akykolvek liek spoloénosti
Novartis.

The Institution and the Treating Physician are
not entering into this Agreement in exchange
for any explicit or implicit agreement to
prescribe, recommend, purchase, supply,
dispense, administer, or provide favorable
status for any Novartis’ product.

InstitGcii ani OSetrujicemu lekarovi nebuda
preplatené Ziadne vydavky, vratane ale nie
vyluéne za dodatoéné vySetrenia, liecbu,
postupy alebo cestovné vidavky.

The Institution and the Treating Physician
will not be reimbursed for any expenses,
including but not limited to additional testing,
treatment, procedures, or travel expenses.

Institticia a OSetrujlci lekar tffmto potvrdzuji
a stihlasia, Ze Program alebo poskytnutie Lieku
nezaklada stanovisko alebo vyjadrenie, Ze Liek
je bezpecény a/alebo G¢inny pre dani indikaciu.

The Institution and the Treating Physician
hereby acknowledge and agree that the
Program or the providing of the Product does
not constitute an opinion or statement that
the Product is safe and/or efficacious for a
given indication.

Intitdcia  a OSetrujaci  lekar  vyhlasuja
a potvrdzuju, Ze neexistuji Ziadne vladne alebo
verejné prekazky, ktoré by im branili podat
Ziadost alebo uzavrief tito Dohodu a Institticia
ani OSetrujlci lekdr neporusuju Ziadne svoje
povinnosti vzmysle pracovnej zmluvy alebo
Ziadne zakony, ktorymi by mohli byt
akymkol'vek spdsobom viazani.

The Institution and the Treating Physician
declare and confirm that there are no
obstacles governmental or public for them to
file the Request and enter into this
Agreement, and the Institution and the
Treating Physician are not in breach of any
obligations under your employment contract
or any other contract or laws that you may be
bound in any manner.

XTII. Zverejnenie

XIII. Publication

Ak mé OSetrujaci lekar a/alebo Institicia
zaujem zverejnit éokolvek, ¢éo sa tyka ich
pouZitia Lieku, Institicia alebo Osetrujtci lekar
poskytne  spolo¢nosti  Novartis  képiu
navrhovanej publikdcie, a to najmenej
Styridsatpaf (45) pracovnych dni v pripade
rukopisov, a najmenej patnast (15) pracovnych
dni v pripade dokumentov, plagatov, Gstnych
prezentacii a zverejnent, ako aj abstraktov, pred
takymto odovzdanim alebo spristupnenim

Should the Institution or the Treating
Physician wish to publish anything in relation
to their use of the Product, the Institution or
the Treating Physician shall provide a copy of
the proposed publication to Novartis at forty-
five (45) working days for manuscripts, and at
least fifteen (15) working days for papers,
posters, oral presentations and disclosures,
and abstracts prior to such submission or
disclosure to any third party. Novartis will
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akejkol'vek tretej strane. Spolo¢nost Novartis
bude mat moznost skontrolovat
a pripomienkovat navrhovant publikaciu alebo
zverejnenie abude mat pravo vyzadovat
vymazanie akejkoI'vek Informécie podliehajiicej
vlastnickemu pravu. Okrem toho moze
spolofnost Novartis vyzadovat pozdrZanie
akéhokol'vek navrhovaného zverejnenia alebo
spristupnenia o najviac $tyridsatpit (45) dni od
datumu prijatia navrhovaného zverejnenia
alebo spristupnenia.

have the opportunity to review and comment
on the proposed publication or disclosure and
will have the right to require removal of any
proprietary Information. In addition, Novartis
may require any proposed publication or
disclosure to be delayed for up to forty-five
(45) days commencing on the date of receipt
of the proposed publication or disclosure.

Novartis mdZe zverejnif stthrnné data alebo
analyzy z Programu iba s pouZitim
anonymizovanych a agregovanych dat.

Novartis may publish summary data or
analysis from a Program, using only
anonymized and aggregated data.

XIV. Trvanie a ukondéenie

XIV. Term and Termination

Tato Dohoda nadobida Géinnost dilom
podpisu vSetkymi zmluvnymi stranami alebo,
vpripade, Ze je tito Dohoda povinne
zverejiovand, vden nasledujuci po dni jej
zverejnenia abude Gfinna pokial je posledny
pacient Programu liefeny vzmysle tejto
Ziadosti, alebo dovtedy, kym spliia stanovené
kritéria sposobilosti pre podanie Lieku, alebo
pokial' lokilne zakony a nariadenia povoluji
dodavanie Lieku. Ak ktordkolvek z uvedengch
podmienok prestane platif, G¢innost Dohody
zanika.

This Agreement shall become effective as of
the date of signing by all parties or, in case
this Agreement is a mandatorily published
contract, on the day following the day of its
publication, and shall continue to be effective
until the last patient of the Program is treated
pursuant to this Request or if they no longer
meet(s) established eligibility criteria for
Product administration, or when my local
laws and regulations no longer allow the
supply of Product, at which time it shall
expire.

Udinnost tejto Dohody zanikd v momente, ked
pravne predpisy Slovenskej republiky dalej
neumoziuja dodéavat Liek, ak Novartis neuréi
inak.

This Agreement shall expire at the point in
time when the legal regulations of the Slovak
Republic no longer allow the supply of
Product, if not specified otherwise by
Novartis.

Po uvedeni Lieku na trh, Institdcia a OSetrujiici
lekar prediskutuji s Novartisom prechod
zaradenych pacientov azaén@ s prechodom
pacientov na lokalny komer¢ny produkt/ resp.
lok4lny mechanizmus dostupnosti Lieku napr.
Ghrada ako samoplatca alebo vramci
programov riadeného vstupu povolenych v
zmysle lokalnych zdkonov a nariadeni.

Once the Product is launched, the Institution
and the Treating Physician should discuss
transition of the ongoing patients with
Novartis and initiate patient transition to local
commercial product / locally available access
mechanism e.g., out of pocket, market access
programs as allowed per local
laws/regulations.

Novartis si vyhradzuje pravo ukonéit tito
Dohodu podla vlastného uvAZenia, po
pisomnom oznameni s tridsat (30) diiovou
vypovednou lehotou.

Novartis reserves the right to terminate this
Agreement at its sole discretion wupon
providing a thirty (30) day written notice.

Aj Institticia ma pravo ukon¢it tuto Dohodu, po
pisomnom oznameni spoloénosti Novartis s
tridsat (30) diiovou vypovednou lehotou.

The Institution also has the right to terminate
this Agreement upon thirty (30) days written
notice to Novartis.

IngtitGcia a OSetrujici lekdr sG  povinni
informovat pacienta ovyradeni zProgramu
alebo o ukondeni platnosti tejto Dohody.

The Institution and the Treating Physician are
obliged to inform the patient of the transition
out of this Program and of any termination of
this Agreement.

Ukondéenie nezbavuje Ziadnu zmluvnd stranu

Termination shall not relieve any party of its

Page 10 of 13



MAP ID #95208681

jej povinnosti, ktoré wvznikli pred dfiom
ukondenia. V priebehu tridsiatich (30) dni po
ukonceni alebo zéniku platnosti tejto Dohody
spoloénost Novartis poskytne Institdcii alebo
OSetrujucemu lekarovi relevantné instrukeie
ohladom nakladania s nevyuZitym Liekom.

obligations accrued prior to the termination
date. Within thirty (30) days following
termination or expiration of this Agreement,
Novartis will provide the Institution or
Treating Physician with relevant instructions
regarding handling of unused Product.

8. Ustanovenia tejto Dohody, ktoré st na zaklade
svojej povahy uréené na zotrvanie v platnosti aj
po ukondeni alebo zaniku platnosti tejto
Dohody, zostavaji v platnosti po ukonéeni
alebo zaniku platnosti tejto Dohody.

Provisions in this Agreement which by their
nature are intended to survive the termination
or expiration of this Agreement shall survive
the Agreement.

XV. Rozhodné pravo a jazyk

XV. Applicable Law and Language

1. Tato Dohoda sa riadi a vykladd v zmysle
zakonov Slovenskej republiky, na izemie ktorej
sa Liek dodava.

This of Agreement shall be governed by and
construed in accordance with the laws of the
Slovak Republic where the Product is being
supplied.

2. Téato Dohoda je vyhotoveni v slovenskom a
anglickom jazyku. V pripade akychkolvek
nezrovnalost! medzi jazykovymi verziami ma
prednost slovenska verzia.

This Agreement is concluded in Slovak and
English language. In case of any discrepancies
between the language versions, the Slovak
language version shall prevail.

XVI. Oznamenie o spracavani osobnych
udajov

XVI. Privacy Notice

1. Spolo¢nost Novartis spractiva informécie, ktoré
st ,osobnymi wudajmi“ a Novartis povaZuje
ochranu osobnych udajov a stikromia za velmi
ddleziti tému. Spolocnost Novartis, ktorej je
adresovana Ziadost  InStiticie  alebo
Osetrujiceho lekdra bude =zodpovednid za
spracivanie  osobnych  Gdajov  abude
rozhodovat preco a ako sa budi spracivat. Na
popis tejto role sa pouZiva termin
»prevadzkovatel”. Blizsie informacie
o spraciivani osobnych tidajov st dostupné na
https://www.novartis.com/sk-sk/o-
nas/zasady-ochrany-osobnych-udajov

Novartis  processes information  which
constitutes “personal data”, and Novartis
considers the protection of personal data and
privacy a very important matter. Novartis, to
whom the Institution’s or the Treating
Physician’s Request is addressed to, will be
responsible for the processing of personal
data as it will decide why and how it is
processed. The term “controller” is used to
describe this role. Detailed information on
personal data processing are available at
https://www.novartis.com/sk-sk/o-
nas/zasady-ochrany-osobnych-udajov.

2. Ak InStitacia alebo OSetrujtci lekar poskytuja
osobné tdaje inych os6b, musia ich informovat
otomto oznidmeni ospracivani osobnjch
udajov.

If the Institution or the Treating Physician
provide personal data of others, they must
make them aware of this privacy notice.

3. Osobné Udaje sa pouzivaju za 1déelom
administracie a manaZovania Ziadosti. Navyse,
Novartis moze pouzit osobné tdaje za iéelom:
splnenia zakonnych a regulaénych poZiadaviek
a poziadaviek na stlad; manaZovania svojich IT
zdrojov, vratane manaZmentu infrastruktary
a kontinuity podnikania; manaZovania fazif
a akvizicii tykajacich sa nasej spolo¢nosti.

Personal data is used for the purpose of
administering and managing requests. In
addition, Novartis may use personal data to:
comply with legal, regulatory, and compliance
requirements; manage its IT resources,
including infrastructure management and
business continuity; manage mergers and
acquisitions involving our company.

4. Novartis méZe analyzovaf a publikovat urdité
informécie. AvSak na takéto Glely sa
nepouZivaju osobné idaje (informacie, ktoré by
mohli identifikovat konkrétne osoby).

Novartis may analyze and publish certain
information. However, no personal data
(information that could identify individuals) is
used for such purposes.
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Osobné 1daje pacienta sa spracivaji na
zdklade sahlasu, ktory od pacienta ziska
zdravotny personal. Osobné udaje
zdravotnickych pracovnikov sa spractivaji na
zaklade opravnenych zaujmov Novartisu pri
administricii a manaZmente Ziadosti, alebo na
zéklade sthlasu, vzmysle platnej legislativy.
Viac informacii ouvedenych legitimnych
zaujmoch najdete na stranke:

novartis.com/privacy.

Patient personal data is processed on the basis
of consent, which is obtained by the patient’s
healthcare professional. Personal data of
healthcare professionals is processed on the
basis of Novartis’ legitimate interests
administering and managing requests, or on
the basis of consent, according to applicable
law. Further information about these
legitimate interests can be found at

novartis.com/privacy.

Novartis uchoviva osobné Gdaje iba po dobu
nevyhnutntt pre administraciu a manaZment
7iadosti, aj ked moZe byt potrebné uchovavat
osobné udaje dlh$ie za niektorym =z Gcelov
uvedenych vyssie.

Novartis only stores personal data for as long
as necessary to administer and manage
requests although it may be necessary to
retain personal data for a longer period for
one of the purposes listed above.

Novartis nepredd, nebude zdielat alebo inak
prestvat osobné tidaje na tretie strany, iné ako
tie, uvedené vtomto ozndmeni o spractvani
osobnych ddajov. Kosobnym adajom mozu
mat pristup, alebo sa mobzu presavaf k:
dodavatefom a poskytovatelom sluZieb, ktori

dodéavaji sluzby a tovar Novartisu;
poskytovatelom IT systémov Novartisu,
poskytovatelom cloudovych sluZieb,

poskytovatelom a konzultantom databazovych
sluzieb; obchodnym partnerom, ktorf pondkaji
produkty a sluzby spolo¢ne s Novartisom, alebo
s pridruzenymi  spoloénostami;  akejkol'vek
tretej strane, na ktortt Novartis postdpi alebo
presunie akékolvek prava alebo povinnosti;
poradcom alebo externym pravnym zastupcom
v kontexte predaja alebo prevodu akejkolvek
dasti podnikania Novartisu alebo jeho aktiv.
Tieto tretie stany s zmluvne viazané chranit
dbvernost a bezpecdie osobnjch tdajov. Osobné
tdaje sa mdiu zdielat aj svladnymi
regulaénymi tiradmi a stidmi, ked sme povinni
tak urobit vzmysle platnych pravnych
predpisov alebo nariadeni na ich vyZiadanie.

Novartis will not sell, share, or otherwise
transfer personal data to third parties other
than those indicated in this Privacy Notice.
Personal data may be accessed by or
transferred to: suppliers and services
providers that provide services and products
to Novartis; Novartis IT system providers,
cloud service providers, database providers
and consultants; business partners who offer
products or services jointly with Novartis or
with its subsidiaries or affiliates; any third
party to whom Novartis assigns or novates
any rights or obligations; advisors and
external lawyers in the context of the sale or
transfer of any part of Novartis’ business or its
assets. These parties are contractually obliged
to protect the confidentiality and security of
personal data. Personal data may also be
shared with government regulators and
courts, where we are required to do so by
applicable law or regulation or at their
request.

Osobné daje sa méiu spraciivat, pristupovat
knim alebo uchovivat vkrajine inej, ako je
krajina, kde Zije dani osoba, ktora nemusi
poskytovat rovnakd troveil ochrany osobnych
Gdajov. Ak sa osobné fndaje presivaju do
externych spolo¢nosti vinych jurisdikeich,
Novartis bude vyZadovat, aby tieto externé
spolo¢nosti  aplikovali  1drovei  ochrany
vyZadovanu relevantnymi pravnymi predpismi.
Vo Svajiarsku, Velkej Britanii a krajinach
Eur6pskeho hospodarskeho priestoru (EEA),
pri presune dat do krajiny, ktord nezarucuje
adekvatnu trovenl ochrany, sa pouZivaji
JStandardné zmluvné dolozky” a dotknuté
osoby mézu ziadat ich képiu. Pri vnitro-
skupinovych presunoch osobnych Gdajov prijal
Novartis zavizné korporatne pravidla (Binding

Personal data may be processed, accessed, or
stored in a country outside of the country that
an individual lives in, which may not offer the
same level of protection of personal data. If
personal data is transferred to external
companies in other jurisdictions, Novartis will
require these external companies to apply the
level of protection required by applicable law.
In Switzerland, the UK, and European
Economic Area countries, when transferring
data to a country that does not ensure an
adequate level of protection, “standard
contractual clauses” are used, and individuals
can request a copy of these. For intra-group
transfers of personal data, Novartis has
adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by
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Corporate Rules), systém principov, pravidiel
a nastrojov, ktoré ponitka Eur6pske pravo
s cielom zabezpeéit efektivnu drovefi ochrany
tdajov tykajiicej sa presunov osobnych adajov
mimo EEA a Svajéiarska. Viac sa o zaviznych
korporatnych pravidlach docitate na stranke:
novartis.com/privacy. V pripade Ze spolo¢nost
Novartis nezabezpe¢i dostatoént ochranu
osobnych tdajov zodpoveda InStittcii za
jednoznaéne preukizand Skodu spdsobenit
hrubou nedbanlivostou alebo Gmyselne aje
povinné ju uhradit.

European law, in an effort to ensure effective
levels of data protection relating to transfers
of personal data outside the EEA and
Switzerland. Read more about the Novartis
Binding Corporate Rules at
novartis.com/privacy. In the event that
Novartis fails to ensure sufficient protection of
personal data, Novartis shall be liable to the
Institution for clearly proven damage caused
by gross negligence or intentionality, and shall
be liable to pay for it.

9. Vniektorych krajinach maji osoby pravo Ziadat
képiu svojich informacii. Zaroven méZu
namietat ich pouzZivanie alebo ziadat oich
aktualiziciu, obmedzenie, vymaz alebo presun
do inej organizicie. Osoby, ktoré poskytli
suhlas, méZu sihlas kedykol'vek odvolat. Osoby
maji zéroveil pravo stazovat sa relevantnému
uradu na ochranu dat a obratif sa na Osobu
zodpovednii za ochranu osobnych ddajov
v Novartise. Podanie Ziadosti, sfaznosti alebo
vyZiadanie viac informécii mézu osoby urobit
na stranke  novartis.com/privacy alebo
elektronickou postou na
global.privacy office@novartis.com.

9. In some countries, individuals have a right to
request a copy of their information. They may
also object to its use or ask for it to be
updated, restricted, erased, or transferred to
another organization. Individuals that have
provided consent may withdraw their consent
at any time. Individuals also have the right to
complain to the applicable data protection
authority, and to contact the Novartis Data
Protection Officer. To make a request or
complaint, or to ask for more information,
individuals should visit novartis.com/privacy

or email global.privacy office@novartis.com.

Podpisanim  tejto  Dohody o podmienkach
milosrdného programu Institicia a OSetrujlci lekar
potvrdzujit a sdhlasia, Ze sa budd riadif vyssie
uvedenymi ustanoveniami.

By signing this Agreement on the Conditions of
the Managed Access Programme, the Institution
and the Treating Physician hereby acknowledge
and agree to adhere to the foregoing.

Institicia / Institution

Detska fakultna nemocniea s poliklinikou Bar .4 Bystrica

Ing. Juraj Gallo, riaditel
19. 1. 2024

Datum / Date:

Osetrujaci lekar / Treating Physician

MUDr. Hele:
19. 7. o2y

Déatum / Date:

'fillova

Novartis Slovakia s.r.o.

Samuel James Hollis

Détum / Date: /7
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