
DODATOKC.1 

K ZMlUVE 0 REAllZAcll KllNICKEHO SKUSANIA 
KLINICKE SKUSANIE FINANCOVANE 

. SPOlOCNOSTOU NOVO NORDISK 
IDENTIFIKACNE CiSLO KLINICKEHO SKUSANIA: 

NN9535·4386 

(d'alej len "Dodatok") 

medzi 

Novo Nordisk Slovakia s.r.o., so sidlom ROSUM, 
Bajkalska 19B, 821 01 Bratislava - rnestska cast' Ruzinov, 
ICO: 36 753 050, IC DPH: SK2022341310, zapisana v 
Obchodnom registri Okresneho sudu Bratislava I, Oddiel: 
Sro, Vlozka c.: 45086/B 

Zasmpena; Aleksandar Ciric, na zaklade plnej moci zo 
dna 15.2.2016 podpisanej konatel'mi Anne Mette Wiis 
Vogelsang a Ole Flavig Ramsby 

Bankove spojenie: 

(d'alej len ,,zadavatel'II) 

a 

MUDr. Danica Malickova 
Bytom: 
slovenska republika 

(d'alej len "Hlavny skusajuci") 

a 

Univerzitna nemocnica - Nemocnica sv. Michala, a.s., 
so sid 10m Satinskeho 1.7770/1, 811 08 Bratislava, 
Ie DPH SK2022738586, zaplsana v Obchodnom registri 
Okresneho sudu Bratislava I, Oddiel: Sa, vlozka c.: 
4677/B 
Zastupena: 
MUDr. Marian Krizko, PhD., MHA, MPH - 
predseda predstavenstva a qeneralny riaditel' 

AMENDMENT NO.1 

TO CLINICAL TRIAL AGREEMENT 
NOVO NORDISK SPONSORED CLINICAL TRIAL 

TRIAL 10: NN9535·4386 

(the "Amendment") 

between 

Novo Nordisk Slovakia s.r.o., with its registered office at 
ROSUM, Bajkalska 19B, 821 01 Bratislava - rnestska cast' 
Ruzinov, ID No.: 36 753 050, CVR: SK2022341310, 
registered in the Commercial Register of the District Court 
Bratislava I, Section: Sro, Insert No.: 45086/B 

Legally represented by: Aleksandar Ciric, based on the 
Power of Attorney dated 15 February 2016, signed by 
executives Anne Mette Wiis Vogelsang and Ole Flavig 
Ramsby 

Bank: 

(the "Sponsor") 

and 

MUDr. Danica MaUckova 
Residing at: 
Slovak Republic 

(the "Principallnvestigator") 

and 

Univerzitna nemocnica - Nemocnica sv. Michala, a.s., 
with its registered office at Satinskeho 1.7770/1, 811 08 
Bratislava, CVR SK2022738586, registered in the 
Commercial Register of the District Court Bratislava I, 
Section: Sa, Insert No.: 4677/B 
Legal representative: 
MUDr. Marian Krizko, PhD., MHA, MPH - 
Chairman of the Board and General Manager 



Bankove sooienie: . 

(d'alej len "Zdravotnicke zariadenie") 

Bank: 

(the "Institution") 

(Zadavater, Hlavny skusajuci a Zdravotnicke zariadenie (Sponsor, Principal Investigator and Institution hereinafter 
d'alej spolocne oznacovanl ako "Strany" a kazdy jointly referred to as "Parties" and each individually as 
samostatne ako "Strana") "Party") 

Preambula 

(A) Strany uzatvorili dna 22. okt6bra 2018 Zmluvu (A) 
o realizacii kiinickeho skusania, Klinicke skusanie 
flnancovane spolocnostou Novo Nordisk, 
Identifikacne cislo klinickeho skusenla: NN9535- 
4386 (d'alej len ,,zmluva"). 

(B) Strany maju zauiern na uzatvoreni tohto Oodatku, (B) 
ktoryrn sa meni obsah Zmluvy v zmysle 
nasledujuclch ustanoveni tohto Oodatku. 

1. Predmet Dodatku 

1.1 Dna 10. augusta 2019 doslo k zmene obchodneho 1.1 
mena Institucie na: 

Univerzitna nemocnica - Nemocnica SV. Michala, a.s. 

Satmskeho 1.7770/1 
811 08 Bratislava 
leo: 44 570 783 
ole: 2022738586 
Ie DPH:SK2022738586 
zaplsana v Obchodnom registri Okresneho sudu 
Bratislava I, oddiel ~a, vlozka c. 4677/B, 
Bankove spojenie: ._.,Il, 

IBAN: 
SWIFr: 
Zastupena; 
MUDr. Marian Krizko, PhD., MHA, MPH· 
predseda predstavenstva a generalny riaditel' 
1.2 Povodne znenie bodu 3.2 pismo d) Zmluvy sa 

nahradza nasledulucim znenim: 

"d) vykonat' maximum pre to, aby sa zaistil 
nabor cieloveho poctu 8 ucastnlkov do skusania v 
sulade s naborovou strateqiou centra skusania a 
aby udaje od vsetkych vhodnych Ucastnikov 

Preamble 

Parties concluded the Clinical Trial Agreement, 
Novo Nordisk sponsored Clinical Trial, Trial 10: 
NN9535-4386 on 22. October 2018 (the 
"Agreement "). 

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

1. Subject Matter of the Amendment 

The commercial name of the Institution has been 
changed on 10 August 2019 to: 

Univerzitna nemocnica - Nemocnica SV. Michala, a.s. 
Satinskeho 1.7770/1 
811 08 Bratislava 
Company registration no.: 44 570 783 
ole: 2022738586 
Ie DPH:SK2022738586 
registered in the Commercial Register of the District 
Court I, Section Sa, Insert No 4677 /B, 
Bank account: 
IBAN: 
SWIFT' 
Legal representative: 
MUDr. Marian Krizko, PhD., MHA, MPH· 
Chairman of the Board and General Manager 
1.2 The original wording of the point 3.2 letter d) of the 

Agreement is replaced by the following wording: 

lid) do all possible efforts to ensure that the 
target number of 8 subjects are recruited for the 
Trial in accordance with the site recruitment 
strategy and that data from all eligible Trial 
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skusania bali k dispozicii najnesk6r v Datums 
ukoncenla. Naber cletoveho poctu ucasmikov 
skusania sa maze menit' a zadavatet sa zav8zuje 
o takejto zmene informovat' zdravotnicke zariadenie 
aj hlavneho skusajuceho. Naber Ucastnikov 
skusania nad ramec stanovensho cieloveho poctu 
ucastnikov, ktor)' je zadavatelom schvaleny a/alebo 
je d6sledkom kompetitivneho naboru, bude 
fnancne kornpenzovany; v inych pripadoch nsbor 
Ucastnikov skusania nad ramec cieloveho pocta 
ucastnikov financne kornpenzovany nebude." 

1.3 Povodne znenie bodu 7.1 Zmluvy sa nahradza 1.3 
nasleduiucim znenim: 

,,7.1 Pre cele klinlcke skusanie platia 
nasleduiuce datu my: 

FPFV: 1. okt6ber 2018 

LPFV: 15. okt6ber 2019 

LPLV: 22. februar 2021 

Datum FPFV je rnozne lokalne posunut: bez ohl'adu 
na uvedene ostava datum LPFV v takom pripade v 
platnostL" 

2. Zaverecne ustanovenia 

2.1 Ostatne ustanovenia Zmluvy, ktore nie su tymto 2.1 
Dodatkom upravene, zostaveju v platnosti bez 
zmeny. 

2.2 T ento Dodatok je neoddelitel'nou sucastou Zmluvy, 2.2 
ktora nadobudla platnost' dnom jej podpisania 
vsetkymi zmluvnymi stranami a ucinnost' diiom 
nasledujucirn po dni jej zverejnenia v Centrelnorn 
registri zmluv vedenom Uradom vlady SR v zmysle 
§ 47a ods. 1 zakona c. 40/1964 Zb. (Obciansky 
zakonnik) v zneni neskorslch predpisov a v 
nadvaznostl na ust. § Sa zakona c. 211/2000 Z. z. 0 
slobodnom pristupe k informaciam a 0 zmene a 
doplneni niektorych zakonov v zneni neskorsich 
predpisov, dna 24.10.2018, a nadobuda platnost' 
a ucinnost' diiom jeho podpisu vsetkymi Stranami. 

2.3 Tento Dodatok sa vyhotovuje a podpisuje 2.3 
v slovenskom a anglickom jazyku v troch (3) 
rovnopisoch. V pripade akykol'vek rozporov je 

subjects are available on or before the 
Termination Date. The recruitment of the target 
number of subjects may vary and the Sponsor is 
obliged to inform the Institution and the Principal 
Investigator of such change. The recruitment of 
Trial subjects beyond stated target number- of 
subjects which is authorized by Sponsor and/or is 
a result of competitive recruitment will be 
financially compensated; in other cases the 
recruitment of Trial subjects beyond the target 
number of subjects will not be financially 
compensated. " 

The original wording of the point 7.1 of the 
Agreement is replaced by the following wording: 

"7.1 For the whole Trial the following dates 
are in force: 

FPFV: 01 Oct 2018 

LPFV: 15 Oct 2019 

LPLV: 22 Feb 2021 

The date of the FPFV can be delayed locally; 
however, in such case date of LPFV shall still be 
valid." 

2. 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 that become valid on the date of its 
signature by all parties and effective one day after 
the publication day in the Central register of 
contracts maintained by the Government of 
Slovak Republic according to § 47a section 1 of 
Act no. 40/1964 Coli., Civil Code as amended and 
following the provisions of § Sa of Act no. 
211/2000 Coli. on Free Access to Information and 
on Amendments to Certain Acts as amended, on 
24 Oct 2018, and will become 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 
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zavazne slovenska verzia. Kazda Strana obdrf 
jed en (1) rovnopis. 

2.4 Strany vyhlasuju, ze sa s Dodatkom oboznamill, 2.4 
jeho obsahu porozumeli a na znak toho, ze nebol 
uzatvorenyvtiesnl, pod nanekorn alebo zanapadne 
nevyhodnych podmienok, ho podpisuju, 

will prevail. Each Party will 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. 
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PODPISovA STRANA I EXECUTIVE PAGE 

Zadavater I Sponsor Hlavny skusajuci I Principal Investigator 

V / In Bratislava, dna / On: _ V lin: Ufl no( l(1- VII, dna IOn: _ 

I 

J 

Novo Nordisk Slovakia s.r.o. 
Aleksandar Giric, MD, MBA 
prokurista I the Proxy 

MUDr. Danica Malickova 

Zdravotnicke zariadenie I Institution 

V lin: _b_/_;711_;1_'J!t_fl_/'-L __ , dna IOn:_ 

Univerzitna nemocnica • NemDcnica svib!ho Michala, 
a. s. 
zast. MUDr. Marian Krizko,hnlA..MHA._ME!i 
konatel' I the Executive I'- 

I 
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