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FIRST AMENDMENT
TO
CLINICAL TRIAL AGREEMENT

PRVNI DODATEK
w KE a r
SMLOUVE O KLINICKEM HODNOCENi

This FIRST AMENDMENT is made by and between:

Tento PRVNI DODATEK byl uzavien dne mezi témito
stranami:

Chiltern International s.r.o., Business Centrum Zalesi
Building A2, Pod Visnovkou 1661/31, 140 00 Praha 4 -
Krc, Czech Republic, registered in the Commercial
Register maintained by the Municipal Court in Prague,
section C., Insert: 130938, company identification
number: 281 78 777, represented by XXXXXXXXXXXXXX,
(hereinafter referred to as “Chiltern”); and

Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice, Czech Republic, registered in the
Commercial Register maintained by the Regional Court
in Hradec Kralové, section B., Insert: 2629, identification
number: 275 20 536, tax ld CZ275 20 536, represented
by MUDr. Tomas$ Gottvald, Chairman of Board of Directors
and MUDr. Vladimir Ninger, Ph.D., Member of Board of
Directors, (hereinafter referred to as “Institution”)

and

doc. MUDr. Edvard Ehler, CSc., with businiess address
at Nemocnice Pardubického kraje, a.s., Kyjevska 44, 532
03 Pardubice, Czech Republic, (hereinafter referred to
as “Investigator”)

Chiltern International s.r.o., Business Centrum Zalesi
Budova A2, Pod Visiiovkou 1661/31, 140 00 Praha 4 -
Kre, Ceska republika, spoleénost zapsana v obchodnim
rejstfiku vedeném Méstskym soudem v Praze, oddil C,
vlozka: 130938, identifikaéni ¢islo organizace:
28178 777, zastoupend XXXXXXXXXXXXXXXXxXX (dale
,Chiltern®) a

Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice, Ceska republika, zapsana
v obchodnim rejstfiku vedeném Krajskym soudem
v Hradci Kralové, oddil B, vlozka: 2629, identifikaCni
Cislo organizace: 275 20 536, DIC CZ275 20 536,
zastoupena MUDr. TomaSem Gottvaldem, predsedou
pfedstavenstva a MUDr. Vladimirem Ningerem, Ph.D.,

Clenem predstavenstva, (dale jen "Zdravotnické
zafizeni") a
doc. MUDr. Edvard Ehler, CSc., s pracovistém

Nemocnice Pardubickeho kraje, a.s., Kyjevska 44, 532 03
Pardubice, Ceska republika, (dale ,,zkousejici®)

WHEREAS, Chiltern, Institution and Investigator entered
into the Clinical Trial Agreement with an effective date of
29 May 2017 relating to clinical trial services (the
‘Agreement”) in connection with Angelini S. p. A.
(“Sponsor”) clinical trial entitled, “Efficacy and safety of
low doses of trazodone in patients affected by painful
diabetic neuropathy: randomized, controlled, pilot
study”, (“Study”) according to Sponsor’s protocol number
039(B)PO16143 incorporated herein by reference
(“Protocol’); and

Spoleénost Chiltern, zdravotnické zafizeni a ZkouSejici
uzavieli dne 29. kvétna 2017 smlouvu o provedeni
klinického hodnoceni tykajici se poskytnuti sluzeb
vramci klinického hodnoceni (,smlouva®) v souvislosti
s hodnocenim  spolenosti  Angelini  S. p. A.
(,zadavatel), s nazvem ,Ucinnost a bezpecnost nizkych
davek trazodonu u pacientll postiZzenych bolestivou
diabetickou neuropatii: randomizovana, kontrolovana,
pilotni studie* (,studie®) provadénym podle protokolu
zadavatele Cislo 039(B)PO16143 zaClenéného zde
formou odkazu (,protokol”) a

WHEREAS, the parties desire to amend the Agreement
to change Exhibit B Budget section 1 Payments, by
adding Early Termination Visit Costs further described
herein.

VZHLEDEM K TOMU, Ze si smluvni strany pfeji doplnit
Smlouvu v pfiloze B — Rozpodet, v odstavci 1 - Platby,
doplnénim platby za navstévu pfi pfed¢asném ukonéeni
tak, jak je uvedeno nize.

NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and
valuable consideration, the parties hereto agree to
amend the Agreement as follows:

TIMTO SE STRANY po vzajemné dohod& podepsanych
zastupcl a po fadné a hodnotné tvaze, dohodly zménit
smlouvu nasledovné:
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‘In case of Patient early termination of the Study
participation, a fee in amount of 334 € will be paid for
Early Termination Visit, that is performed in accordance
with the Protocol.”

,V pfipadé, ze pacient pfed€asné ukondéil u¢ast ve studii,
bude za nav$tévu PredCasné ukonceni, provedenou
v souladu s protokolem, zaplacena odména ve vysi 334
euro.”

Visit Number Remuneration per
visit
XXXXXXXXXXXXXXXX XXXXXXXXXXXX

Odména za navstévu
XXXXXXX

Cislo navstévy
Néavstéva -
XXXKXXKKXXKXXKXXKX

Effective date of the amendment is date of its publication
in the Contract Registry.

Dodatek nabyva ucinnosti ke dni zvefejnéni v Registru
smluv.

Except as specifically set forth herein, all other terms and
conditions contained in the Agreement shall remain in
full force and effect. Unless otherwise defined in this
Amendment, capitalized terms used herein shall have
the same meaning defined in the Agreement.

S vyjimkou specifickych pfipadli stanovenych touto
smlouvou budou vSechny ostatni podminky uvedené
ve smlouvé i nadéle piné platné a uéinné. Pokud tento
dodatek nestanovi jinak, pojmy vném pouZité
a definované v uvozovkach na zacatku dodatku maji
tentyz vyznam jako pojmy definované ve smlouveé.

IN  WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Agreement as of the Effective Date written
above.

NA DUKAZ TOHO podepsali zplnomocnéni zastupci
smiuvnich stran tuto smlouvu s platnosti od data
ucinnosti uvedeného vySe avzajemné si pfedali jeji
vyhotoveni.

Accepted and Agreed:
CHILTERN INTERNATIONAL s.r.0.

Signature / Podpis:

Printed Name / Jméno hllkovym pismem:

MUDr. DARIUSZ WALACH

Title / Funkce: Executive manager / Jednatel

Date / Datum: 24. 8. 2018

NEMOCNICE PARDUBICKEHO KRAJE, a.s.

Signature / Podpis:

Printed Name / Jméno hilkovym pismem: MUDr. TOMAS GOTTVALD

Title / Funkce: predseda predstavenstva

Date / Datum; 4. 9. 2018
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Signature / Podpis:

Printed Name / Jméno hdlkovym pismem: MUDr. VLADIMIR NINGER, Ph.D.

Title / Funkce: Elen predstavenstva

Date / Datum: 4. 9. 2018

INVESTIGATOR / ZKOUSEJiCi

Signature / Podpis:

Printed Name / Jméno hillkovym pismem: doc. MUDr. EDVARD EHLER, CSc.

Date / Datum: 4. 9. 2018
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