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DODATOK €. 1 AMENDMENT NO. 1
paigmy 29 €Y 4L y
K ZMLUVE O KLINICKOM SKUSANI 7 TO CLINICAL TRIAL AGREEMENT
IDENTIFIKACNE CiSLO KLINICKEHO SKUSANIA: TRIAL ID: NN9388-7700
NN9388-7700
(dalej len ,Dodatok") (the “Amendment’)
medzi between

Novo Nordisk Slovakia s.r.o., so sidlom ROSUM, Novo Nordisk Slovakia s.r.o., with its registered office at
Bajkalska 19B, 821 01 Bratislava - mestska ¢ast Ruzinov, ROSUM, Bajkalska 19B, 821 01 Bratislava - mestska cast
ICO: 36 753 050, zapisanou v Obchodnom registri RuZinov, ID No.: 36 753 050, registered in the Commercial
Mestského sudu Bratislava Ill, Oddiel: Sro, Viozka ¢.. Register of the City Court Bratislava lll, Section: Sro, Insert
45086/B (dalej len ,Zadavatel”) No.: 45086/B (the “Sponsor”)

a and

Vysokospecializovany odborny ustav geriatricky sv.  Vysokospecializovany odborny ustav geriatricky sv.
Lukasav Kosiciach, n.o. Lukasav Kosiciach, n.o.

so sidlom Strojarenska 13, 040 01 Kosice, ICO.: 31256 with its registered seat at: Strojarenska 13, 040 01

911, zapisana v registeri mimovladnych neziskovych Kosice, ID No.: 31 256 911, registered with the Non-
organizacii; vedenom Okresnym Uradom Kosice; reg. C.. governmental and non-profit organizations Register; kept
OVVS/18/2004, DIC: 2021823892 by the District office Ko3ice, registration no:

OVVS/18/2004, Tax ID: 2021823892
(dalej len ,Centrum’)

(the “Center’)

a and

doc. MUDr. Zbynek Schroner, PhD. doc. MUDr. Zbynek Schroner, PhD.
Baska 175, 040 16 Baska Baska 175, 040 16 Baska

(dalej len ,Hlavny skusajuci’) (the “Principal Investigator”)

(Zadavatel, Centrum a Hlavny skusajuci dalej spoloéne  (Sponsor, Center and Principal Investigator jointly referred
oznadovani ako ,Strany* akazdy samostatne ako to as ‘Parties” and each individually as “Party’)
,Strana“)

Preambula Preamble

(A)  Strany uzatvorili diia 14.2.2024 Zmluvu o realizacii (A)  Parties concluded the Clinical Trial Agreement,

klinického skisania, Klinické skusanie financované Novo Nordisk sponsored Clinical Trial, Trial ID:
spoloénostou Novo Nordisk, Identifikacné Cislo NN9388-7700 on 14-Feb-2024 (the
klinického skusania: NN9388-7700 (dalej len ‘Agreement”).

,Zmluva‘).



1.1

1.2

Strany majl zaujem na uzatvoreni tohto Dodatku,
ktorym sa meni obsah Zmluvy vzmysle
nasledujucich ustanoveni tohto Dodatku.

Pre vyluenie pochybnosti plati, Ze zmeny Zmluvy
v zmysle tohto Dodatku sa tykaju iba prilohy €. 1
k Zmluve s nazvom PRILOHA ¢&. 1 Platby (dalej len
,Priloha 1),

Predmet Dodatku

Strany sa dohodli na zmene a doplneni platobnej
tabulky v Prilohe €. 1, ato na zmene a doplneni
tabulky vpism. c) Administrativne poplatky,
a doplneni nového pism. f) Prilohy ¢. 1.

Pévodné znenie platobnej tabulky v pism. c)
Prilohy ¢. 1 (Administrativne poplatky) sa doplia
0 novu poloZku v nasledujicom zneni:

(8)
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The Parties are interested in concluding this
Amendment which amends the content of the
Agreement in accordance with the following
provisions of this Amendment.

For the avoidance of doubts, changes to the
Agreement in terms of this Amendment relate
only to Appendix No. 1 to the Agreement entitled
APPENDIX 1 Payment (the "Appendix 1").

Subject Matter of the Amendment

The Parties agreed to amend the payment table in
Appendix 1, namely on the table’'s amendment in
letter (c) Administrative payments, and on the
introduction of a new letter f) of the Appendix 1.

The original wording of the payment table in letter
¢) of Appendix 1 (Administrative payments) is
added by a new item in the following wording:

Administrative payments / Administrativne poplatky

Amount in EUR /Suma v EUR

One-off payment as compensation for the workload due to the
reimbursement process of auxiliary medicinal products listed in the Protocol,
section 6.9. The payment will be paid to the Center in two (2)
parts/instaiments of EUR 500,00 each, namely the first (15!) instalment after

the activation of the trial Center (Institution), and the second (2"¢) instalment 1000,00
after the end of the Trial. / (v 2 splatkach po /in 2
Jednorazova platba ako kompenzacia za pracovné zatazenie v dosledku instalments of 500,00)

procesu refundécie sprievodnych liekov uvedenych v Protokole, v sekcii 6.9.
Platha bude centru vyplatena v dvoch (2) castiach / splatkach po 500,00
EUR, ato prva (1.) splatka po aktivacii centra (zdravotnickeho zariadenia),
a druha (2.) splatka po ukonceni skusania.

Priloha 1 sa dopifia 0 nové pismeno f), ktoré znie 1.3 A new letter (f) is added to Appendix 1 and reads
nasledovne: as follows:
“In accordance with Act No. 362/2011 Coll. on the Drugs and Medical Devices, as amended, the Sponsor
is committed to fully reimburse the Center for the costs of auxiliary medicinal products defined in the
Protocol in Section 6.9, for treatment of: /
V zmysle zékona 362/2011 Z.z. o liekoch a zdravotnickych poméckach a o zmene a doplneni niektorych
zékonov, v zneni neskorsich predpisov, sa zadavatel zavazuje v plnej vyske uhradit Centru naklady za
sprievodné lieky definované Protokolom v sekcii 6.9 — za liecbu:

- SGLT2 inhibitor (sodium-glucose cotransporter 2 inhibitor) / SGLT2 inhibitorom (inhibitor
sodiko-glukdzového kotransportera 2),

.‘,.,, '.



- ACE inhibitor (angiotensin-converting enzyme inhibitor) / ACE inhibitorom (inhibitor enzymu
konvertujiiceho angiotenzin),

- ARB treatment (angiotensin-Il receptor antagonist), and / ARB liecbu (antagonista
receptorov angiotenzinu-I1), a
ns-MRA treatment (non-steroidal mineralocorticoid receptor antagonist) / ns-MRA lieCbu
(nesteroidny antagonista mineralokortikoidnych receptorov);

administered during the Trial for Trial Subjects. The Sponsor and the Center have agreed that
the auxiliary medicinal products defined by the Protocol in Section 6.9 will be provided to the Trial Subjects
by the Center at its own expense. /
podavanymi poéas skusania pre Ucastnikov skusania. Zadavatel a Centrum sa dohodli, ze sprievodne
lieky definované Protokolom v sekcii 6.9 zabezpedi tcastnikom skisania Centrum na vlastné naklady.

However, the costs of the above auxiliary medicinal products will be subsequently fully

reimbursed to the Center by the Sponsor based on an invoice that the Center issues at least once a
quarter, and which is required to be delivered to the Sponsor together with a detailed information on the
ordered amount of auxiliary medicinal products listed above demonstrably given to the Trial Subjects
during their participation in the Trial. /
Naklady na vysSie spomenuté sprievodné lieky vsak budi Centru zo strany zadavatela nasledne
preplatené v plnej vyske na zaklade fakttry, ktord Centrum vystavi minimalne raz Stvrtrocne, a ktoru je
povinné dorudit zadavatelovi spolu s detailnym zoznamom objednaného mnoZstva sprievodnych liekov
uvedenych vyssie, preukazatelne vydanych ucastnikom skusania pocas ich ucasti v skusani.

If the Center does not deliver to the Sponsar an invoice for the costs incurred in connection with

the administration of the above auxiliary medicinal products no later than 90 days from the date of the last
visit of the last patient/Trial Subject in the Center/Institution, the legal right of the Center to reimbursement
of these costs by the Sponsor will cease. /
Ak Centrum nedoruéi zadavatefovi fakturu za naklady vynaloZené v suvislosti s podavanim vyssie
spomenutych sprievodnych liekov najneskor do 90 dni odo dna poslednej navstevy posledného
pacienta/tiéastnika skusania v Centre/zdravotnickom zariadeni, pravny narok Centra na preplatenie
tychto nakladov zo strany zadavatela zanika.

For the avoidance of doubt, the invoicing of these costs takes place based on separate invoices,
i.e. apart from payments according to letter a) to c) above and based on a special/different order number
notified by the Sponsor. The method of payment of these payments and the rules for issuing invoices by
the Institution are adequately governed by the provisions of letters d) and e) above, except for the
periodicity of invoicing, which in this case is at least every quarter (or more frequently as needed). The
Sponsor will make payments according to these invoices within the due date in accordance with the
Agreement. /
Pre wyliicenie pochybnosti plati, ze fakturacia tychto nakladov prebieha na zaklade osobitnych faktur, t.J.
mimo platieb podla pism. a) aZ c) vysSie, ana zaklade osobitného Cisla objednavky 0znameného
zadévatelom. Sposob thrady platieb a pravidla pre vystavenie faktur zo strany Centra sa primerane riadia
ustanoveniami pism. d) a e) vy$Sie, okrem periodicity fakturacie, ktora je vtomto pripade minimalne
na §tvrtroénej baze (pripadne Castejsie podla potreby). Zadavatel uskutocni platby podia tychto faktur
v lehote splatnosti v stlade so Zmluvou.”
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Zaverecné ustanovenia

Ostatné ustanovenia Zmluvy, ktoré nie si tymto
Dodatkom upravené, zostavaju v platnosti bez
zmeny.

Tento Dodatok je neoddelitefnou stcastou Zmluvy
a nadobuda platnost a U¢innost diiom jeho podpisu
vsetkymi Stranami.

Tento Dodatok sa vyhotovuje  a podpisuje
v slovenskom a anglickom jazyku vtroch (3)
rovnopisoch. V pripade akykolvek rozporov je
zavazna slovenska verzia. Kazda Strana obdrZi
jeden (1) rovnopis.

Strany vyhlasuj, Ze sa s Dodatkom oboznamili,
jeho obsahu porozumeli a na znak toho, ze nebol
uzatvoreny v tiesni, pod natlakom alebo za napadne
nevyhodnych podmienok, ho podpisuju.
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Final Provisions

Other provisions of the Agreement not affected by
this Amendment remain effective without any
change.

This Amendment forms an integral part of the
Agreement and will become valid and effective on
the day of its signature by Parties.

This Amendment is executed in Slovak and
English language in three (3) counterparts. In case
of any discrepancies, the Slovak language version
will prevail. Each Party wil receive one (1)
counterpart.

The Parties declare they have acquainted
themselves with the Amendment, they understood
its content, it was not signed in distress, under
pressure or under obviously unreasonable
fundamental terms, and therefore, they sign this
Amendment.



