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DODATOK &. 2 K DOHODE O VYKONANi
POSTREGISTRACNEHO
BEZPECNOSTNEHO SKUSANIA

AMENDMENT NO. 2 TO POST-
AUTHORISATION SAFETY STUDY
AGREEMENT

Tento druhy Dodatok (dalej len “Dodatok”)
k Dohode o vykonani Postregistraéného
bezpe&nostného skusania ucinnej odo dia 18.
marca 2010, a zmenenej Dodatkom ¢&. 1
u&inného odo dna 28. aprila 2017 (dalej spolu
len “Dohoda”), uzavretej medzi spolocnostou
AbbVie s.r.o., Karadzicova 10, 821 08
Bratislava, Slovenska republika, ICO: 46640231,
DIC: 2023529057, IC DPH: SK2023529057,
pravny zastupca: Branislav Trutz, M.D.,
zapisanou Vv obchodnom registri Okresného
sudu Bratislava |, oddiel:, viozka €. 81375/B, den
zapisu: 11.05.2012 (dalej len spolocnost
“AbbVie”) a Narodnym ustavom
reumatickych chorob Piestany, Nabrezie |.
Krasku 4, 921 12 Piestany, Slovenska republika,
ICO: 00165271, DIC: 2022530732, generalny
riaditel doc. MUDr. Richard Imrich, Ekonomicky
riaditel. Ing. Veronika Tulejovd, MBA,
Medicinsky riaditel: MUDr. JUDr. Daniela Knaze
Dolezalova, organizacia je zriadena
rozhodnutim MZ SR &. 19390-2-2007-OP (dalej
len “Institacia”) na Gcely poskytovania sluzieb
stvisiacich s protokolom ¢. P10-262 s nazvom

,Dlhotrvajuci, Multi-centricky,
Longitudinalny, Postmarketingovy,
Observaény register =~ zamerany na
zhodnotenie dlhodobej bezpecnosti

a uéinnosti Humira (Adalimumab) u deti
s miernou a# Tazkou formou aktivnej
juvenilnej idiopatickej artritidy (JIA) alebo
JIA s polyartikularnym priebehom" (dalej len
“Protokol’) vo vztahu k ABT-494 (,SkusSany
liek").

Second Amendment (the “Amendment”) to that
Post-authorisation Safety Study Agreement
effective 18 March 2010, amended by
Amendment no. 1 as of 28 April 2017
(collectively the “Agreement”), between AbbVie
s.r.o., Karadzitiova 10, 821 08 Bratislava,
Slovak Republic, RN: 46640231, RN for tax:
2023529057, RN for VAT: SK2023529057,
Legal Representative: Branislav Trutz, M.D.,
Company is registered in Trade Register of
District Court Batislava |. Part Sro, insertion no.
81375/B, date of registration 11.05.2012
(“AbbVie”) and Narodny ustav reumatickych
chorob Piestany, Nabrezie |. Krasku 4, 921 12
Piestany, Slovak Republic, RN: 00165271, RN
for Tax: 2022530732, represented by doc.
MUDr. Richard Imrich, DrSc., MBA, Director,
Economic Director: Ing. Veronika Tulejova,
MBA, Medical Director: MUDr. JUDr. Daniela
Kraze Dolezalova, organisation established by
decree of Department of Health no. 19390-2-
2007-OP (“Institution”) for services relating to
Protocol No. P10-262 entitled “A Long-term,
Multi-center, Longitudinal Post-marketing,
Observational Study to Assess Long Term
Safety and Effectiveness of HUMIRA®
(Adalimumab) in Children with Moderately to
Severely Active Polyarticular or
Polyarticular-course  Juvenile Idiopathic
Arthritis (JIA) - STRIVE” (“Protocol’) in relation
to ABT-494 (,Study Product").

Pod podmienkou riadneho uzavretia tohto
Dodatku a v sulade s podmienkami Zmluvy sa
zmluvné strany tymto dohodli na nasledovnych
zmenach Zmluvy:

Subject to the full execution of this Amendment
and in accordance with the terms of the
Agreement, the parties hereby agree to amend
the Agreement as follows:
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1. Za ucelom zohladnenia zmeny
Skasajuceho v Dohodé, ato miesto
MUDr. Eleny Koskové, Ph.D., na
MUDr. Eva Vrtikova, a to s tcinnostou
od 1. januara 2022, pojem Skusajuci”

definovany v preambuli Dohody
a vietky ostatné odkazy na
,Skusajuceho v celej Dohodé

a vsetkych jej pfilohach a dodatkoch
vratane Prehladu rozpoétu sa tymto
nahradzujl, pricom budu predstavovat
dokazy na ,MUDr. Eva Vrtikova,

2. Odstavec ,Doru¢ovanie uréené pre
Skasajuceho” v Clanku 19
(Doruéovanie), sa tymto odstrafiuje
a nahradzuje nasledovnymi
kontaktnymi udajmi:

MUDr. Eva Vrtikova

Narodny ustav reumatickych chorob
Detska Reumatologicka Ambulancia
Nabrezie Ivana Krasku 4

921 12 Piestany

Slovenska republika

1. To reflect the change to the Investigator
in the Agreement from MUDr. Elena
Koskova, Ph.D, to MUDr. Eva
Vrtikova, effective as of 01 January
2022, term ,Investigator* defined in the
preable of the Agreement and all
references to ,Investigator* throughout
the Agreement and all attachments and
exhibits attached thereto, including the
Budget Summary and Payment
Schedule, are hereby amended to mean
,MUDr. Eva Vrtikova“

2. The ,If to Investigator® contact
Information in Section 19 (notices) is
hereby deleted and replaced with the
following contact information:

MUDr. Eva Vrtikova

Narodny ustav reumatickych chorob
Detské Reumatologicka Ambulancia
Nabrezie lvana Krasku 4

921 12 Piestany

Slovak Republic

Pojmy, ktoré nie su inak definované v tomto
Dodatku, maju vyznam, ktory im je pripisany
v Dohode. Pokial nie su vyslovne zmenené
tymto Dodatkom, vSetky ostatné podmienky
Dohody zostavaju nadalej v plnej platnosti

Dodatok nadobuda u¢innost diiom jeho podpisu
v$etkymi zmluvnymi stranami.

a uginnosti po dobu trvania Dohody. Tento |

Terms not otherwise defined herein shall have
the meanings ascribed to such terms in the
Agreement. Except as specifically amended by
this Amendment, all other terms and conditions
of the Agreement shall continue in full force and
effect during the term of the Agreement. This
Amendment shall be effective upon full
execution by all parties.

NA DOKAZ COHO kazda zo zmluvnych stran
nechala tento Dodatok podpisat vjej mene
svojim opravnenym zastupcom.

IN WITNESS WHEREOF, each of the parties
has caused this Amendment to be executed by
its authorized representative in its name and on
its behalf.
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