DODATEK C. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
(,,Dodatek €. 1°) je uzavien mezi:

Nemocnice Strakonice, a.s., se sidlem na adrese
Radomyslskd 336, 386 29, Strakonice, Ceska republika, IC:
260 95 181, zapsana v Obchodnim rejstiiku vedeném
Krajskym soudem v Ceskych Budgjovicich, slozka B 1465,
zastoupend MUDr. Be. Tomasem Fialou, MBA, pfedsedou
predstavenstva, a Ing. LuboSem Kvapilem, c¢lenem
predstavenstva (dale oznacované jen jako ,,Zdravotnické
zarizeni), a

IQVIA RDS Czech Republic, s.r.o., se sidlem Pernerova
691/42, PSC 186 00, Praha 8, Karlin, Ceska republika, IC:
247 68 651, DIC: CZ247 68 651, diive Quintiles Czech
Republic, s.r.o. (dale oznac¢ované jen jako “CRQO”), a

kazda samostatné jako “Strana” a spole¢né jako “Strany”,

a to s ucinnosti ke dni zvefejnéni v registru smluv, avsak
upravujici prava a povinnosti Stran vzniklé od 25. ledna
2017.

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, ze CRO, Zdravotnické zafizeni
a Zkousejici jsou smluvnimi stranami Smlouvy o klinickém
hodnoceni s nazvem “Randomizovane, dvojité zaslepené
klinické hodnoceni faze 2 k prokazani spravnosti koncepce
hodnotici ucinnost a bezpecnost pripravku vonoprazan
podavaného peroralné jednou denné v davce 20 mg nebo
40 mg v porovnani s esomeprazolem 40 mg pri lecbé
pacientu se symptomatickym gastroezofagealnim refluxem,
kteri dosahli castecné odezvy po lécbé vysokymi davkami
inhibitoru protonové pumpy”, protokol ¢islo Vonoprazan-
2001, uzaviené dne 25. ledna 2017 (,,Smlouva‘), a Strany
si preji zménit tuto Smlouvu;

NYNI, Z TOHOTO DUVODU, s ohledem na vzajemné
ptisliby a ujednani stanovena v této Smlouvé a na jinou
dobrou a hodnotnou uplatu, jejiz pfijeti a dostatecnost se
timto potvrzuje, se Strany timto dohodly na zméné
Smlouvy takto:

1. Priloha A ke Smlouvé o klinickém hodnoceni

AMENDMENT NO. 1 TO CLINICAL
STUDY SITE AGREEMENT

This Amendment No. 1 to Clinical Study Site
Agreement (“Amendment No. 17) is between:

Nemocnice Strakonice, a.s., located at Radomyslska
336, 386 29, Strakonice, Czech Republic, Identification
number: 260 95 181, registered in Commercial
Companies Registry by Regional Court in Ceské
Budgjovice, inlet B 1465, represented by MUDr. Bc.
Tomas Fiala, MBA, Chairman of Board of Directors,
and Ing. Lubos Kvapil, Member of Board of Directors
(the “Institution”), and

IQVIA RDS Czech Republic, s.r.o., having a place of
business at Pernerova 691/42, 186 00 Prague 8, Karlin,
Czech Republic, Identification number: 247 68 651,
Tax Identification number: CZ247 68 651, formerly
Quintiles Czech Republic, s.r.0. (“CRO”), and

each a “Party” and together the “Parties”,

and is effective as of its publication in the Register of
Agreements, but applies to the rights and obligations of
the Parties from the date 25 January 2017.

WITNESSETH:

WHEREAS, CRO, the Institution and the Investigator
are parties to a Clinical Study Site Agreement entitled
“A  Randomized, Double-Blind, Proof-of-Concept,
Phase 2 Study to Evaluate the Efficacy and Safety of
Once Daily Oral Vonoprazan 20 mg or Vonoprazan 40
mg Compared to Esomeprazole 40 mg for the
Treatment of Subjects With Symptomatic Gastro
Esophageal Reflux Disease Who have a Partial
Response Following Treatment with a High Dose of
Proton Pump Inhibitor”, the Protocol number
Vonoprazan-2001, effective as of 25 January 2017 (the
“Agreement”), and the Parties desire to amend such
Agreement;

NOW THEREFORE, in consideration of the mutual
promises and covenants set forth herein, and other good
and valuable consideration, the receipt and sufficiency
of which is hereby acknowledged, the Parties hereby
agree to amend the Agreement as follows:

1. Exhibit A to the Clinical Study Agreement
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Piiloha A Smlouvy se timto dopliuje o dva
nasledujici nové odstavce pod odstavec “_“:

Vsechna ustanoveni a podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem ¢. 1, zlstavaji plné
platné a ucinné.

Zvetejnéni dle Zakona €. 340/2015 Sb., o registru smluv.
Zdravotnickeé zafizeni a CRO timto berou na védomi, Ze dle
Zakona ¢. 340/2015 Sb., tento Dodatek ¢. 1 musi byt
zvetejnény v oficidlnim registru: https://smlouvy.gov.cz/
(“Registr smluv”).

Strany souhlasi, Ze nebude uvefejnéno jakékoli obchodni
tajemstvi ¢i jakékoli osobni udaje v ramci tohoto
zvetejnéni. Pro ucely tohoto Dodatku ¢. 1 se takovym
obchodnim tajemstvim rozumi zejména: platebni udaje
pfipojené jako Pfiloha A a A-1, minimdlni cil naboru,
ocekavany pocet subjekti Studie k zafazeni a
predpokladana doba trvani Studie. V této souvislosti se
Strany dohodly, Ze bude pfipravena upravena verze tohoto
Dodatku ¢. 1 pro ucely zvefejnéni, ze kterych budou
odstranény veskeré idaje piedstavujici obchodni tajemstvi
a osobni udaje (“Odsouhlasena znéni”). Strany souhlasi, ze
CRO zajisti zvetejnéni Odsouhlaseného znéni Dodatku €. 1
v Registru smluv ve lhité 30 dni od data posledniho
podpisu tohoto Dodatku €. 1. Strany timto souhlasi, Ze tento
Dodatek nenabude ucinnosti do okamziku, dokud
Odsouhlasena znéni nebudou zvetejnéna v souladu s timto
ustanovenim (,,Den G¢innosti”).

Dojde-li ke sporu ¢&i vyhradé ohledné platnosti
Odsouhlasenych znéni poté, co doslo k jejimu zvefejnéni,
Strany pisemné vyrozumi ostatni Strany v ptimétené lhite
od té doby, kdy se dozvi o jakémkoli takovém sporu c¢i
vyhradé¢ a budou spolecné spolupracovat za ucelem
dosazeni souhlasu stran revidované verze Odsouhlasenych
znéni pro ucely zvetejneni.

Za 7adnych okolnosti nezvefejni CRO tento Dodatek ¢. 1 v
podobé¢ jiné, nezli jsou Odsouhlasena znéni, nebude-li to
pisemné odsouhlaseno CRO a Zadavatelem.

Predpokladané financni plnéni poskytnuté na zakladé
Smlouvy ve znéni tohoto Dodatku bude Cinit pfiblizné 63
916 K¢.

The The Exhibit A of the Agreement is hereby
amended to add two following new paragraphs
under the paragraph <

All terms and conditions of the Agreement not
expressly amended by this Amendment No. 1 remain
in full force and effect.

Publication in accordance with Act no. 340/2015 Coll.
on Contract Register. Institution and CRO hereby
acknowledge that details of this Amendment No. 1 is
required to be published pursuant to Act no. 340/2015
Coll., on the official register: https://smlouvy.gov.cz/
(“Agreements Register”).

The Parties agree that no business secrets or personal
information shall be disclosed or made public as part of
such publication. For the purposes of this Amendment
No. 1 such business secrets include but are not limited
to: payment information attached as Exhibit A and A-
1, the minimum enrollment goal, expected number of
Study Subjects enrolled and the expected duration of
the Study. As a result, the Parties have agreed a version
of this Amendment No. 1 for publication, in which all
business secrets and personal information have been
redacted (“Agreed Forms™). The Parties agree that the
CRO shall effect the publication of the Agreed Forms
on the Agreements Register within 30 days of the Date
of Final Signature of this Amendment No. 1. The
Parties agree that this Amendment No. 1 shall not come
into effect until the Agreed Forms has been published
in accordance with this clause (“Effective Date”).

In the event that there is a challenge to the validity of
the Agreed Forms, once they have been published, the
Parties shall notify each other as soon as reasonably
practicable upon becoming aware of such challenge
and shall work together to agree a revised version of the
Agreed Forms for publication.

In no event shall the CRO publish this Amendment No.
1 in any form other than the Agreed Forms, unless
agreed in advance in writing with CRO and Sponsor.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately CZK
63 916.
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NA DUKAZ TOHO Strany uzaviely tento Dodatek &. 1 IN WITNESS WHEREOF, this Amendment No. 1 has
prostiednictvim svych fadné opravnénych vedoucich been executed by the Parties hereto through their duly

pracovnikil v nize uvedeny den.

IQVIA RDS Czech Republic, s.r.o.
Podpis:
Jméno:
Funkce:

Datum: 4.9.2018

Nemocnice Strakonice, a.s.

Podpis:

Jméno: MUDr. Be. Tomas Fiala, MBA
Funkce: ptedseda predstavenstva

Datum: 10.9.2018

Nemocnice Strakonice, a.s.
By:

Name: Ing. Lubos Kvapil
Title: ¢len piedstavenstva

Date: 10.9.2018

ZkousSejici dokument pi'ecetl a je s nim srozumén:

Podpis:

Jméno: -

Datum: 18.9.2018

authorized officers on the date(s) set forth below.

IQVIA RDS Czech Republic, s.r.o.
By:

Name:

Title:

Date: 4.9.2018

Nemocnice Strakonice, a.s.

By:

Name: MUDr. Bc. Tomas Fiala, MBA
Title: Chairman of Board of Directors

Date: 10.9.2018

Nemocnice Strakonice, a.s.

By:

Name: Ing. Lubos Kvapil

Title: Member of Board of Directors

Date: 10.9.2018

Read and understood by the Investigator:
By:
Name: [N

Date: 18.9.2018
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