AMENDMENT NO. 1 TO CLINICAL TRIAL
AGREEMENT

This Amendment No. 1 (this “Amendment”) to the
Clinical Trial Agreement (the “Agreement”), dated 23
October 2017, by and between

Thomayerova nemocnice, having a place of business at
Videnska 800 140 59 Praha 4 - Kr¢ Identification number:
000 64 190, Tax identification number: CZ00064190, state
contributory organization established by the Ministry of
Health of the Czech Republic, full text of foundation deed
No. MZDR 17268-1V/2012, registered in Companies
Registry by Municipal Court in Prague, Section PR, inlet

1043 represented by | NN

Director (the “Institution™), and

“Investigator™), and

having a address at
Czech Republic (the

Quintiles Czech Republic, s.r.o., having a place of
business at Praha 5, Jinonice, Radlicka 714/113a, zip code
158 00 Prague, Czech Republic, Identification number:
24768651, Tax identification number: CZ24768651,
represented by Mr. Alasdair MacDonald (“Quintiles™),
and

Merck KGaA, having a place of business at Frankfurter
Str. 250, Darmstadt, Germany, entered into the B
Commercial Registry kept by the Common Court in
Darmstadt under number HRB 6164 upon power of
attorney represented by Quintiles Czech Republic, s.r.o.
(“Sponsor™)

is entered into as of the last signature date below and
effective as of date of publication in contract registry.,
by and between Institution, Sponsor and Quintiles. All
capitalized terms used but not otherwise defined herein
shall have the meaning set forth in the Agreement.

WHEREAS, Sponsor, Quintiles and Institution entered
into the Agreement, pursuant to which the parties agreed
that Institution would conduct the following clinical
trial sponsored by Merck KGaA:

Protocol Number | NS
Principal Investigator: [ ENEEEEEE

And

DODATEK €. 1 KE SMLOUVE O KLINICKEM
HODNOCENI

Tento Dodatek ¢. 1 (,,Dodatek*) ke Smlouvé o klinickém
hodI}oceni (“Smlouva”), uzaviené dne
23. Rijna 2017 mezi nasledujicimi stranami:

Thomayerova nemocnice se sidlem Videnska 800 140 59
Praha 4 - Kré, Identifikacni Cislo: 000 64 190, Danové
identifika¢ni ¢islo: CZ00064190, statni piispévkova
organizace ziizena Ministerstvem zdravotnictvi CR, GpIné
znéni ziizovaci listiny ¢.j. MZDR 17268-1V/2012, zapsana
v obchodnim rejstiiku u Méstského soudu v Praze, oddil

Pr, vl. 1043, zastoupena |EEEEENV

feditelem (,,Zdravotnické zaFizeni*) a

, S
Ceska

(,,Zkousejici*) a

adresou
republika

Quintiles Czech Republic, s.r.o., se sidlem Praha 5,
Jinonice, Radlicka 714/113a, PSC 158 00 Praha, Ceska
republika, IC: 24768651, DIC: CZ24768651, zastoupena
panem Alasdairem MacDonaldem (,,Quintiles®), a

Merck KGaA, se sidlem Frankfurter Str. 250, Darmstadt,
Némecko, zapsana v casti B Obchodniho rejstiiku
vedeného Regionalnim soudem v Darmstadtu pod ¢. HRB
6164, zastoupena na zakladé plné moci Quintiles Czech
Republic, s.r.o. (,,Zadavatel)

Je uzavien k poslednimu dni podpisu niZe a je platny od
Data zvefejnéni v registru smluv mezi Zdravotnickym
zatizenim, Zadavatelem a Quintiles. VeSkerd slova s
prvnim velkym pismenem pouZita v tomto Dodatku, ktera
zde nejsou definovana jinak, maji stejny vyznam jako ve
Smlouve.

VZHLEDEM K TOMU, Ze Zadavatel, Quintiles a
Zdravotnické zatizeni uzavieli Smlouvu, podle které se
smluvni strany dohodly, Ze Zdravotnické zafizeni bude
provadét nasledujici klinické hodnoceni Zadavatele
spole¢nosti Merck KGaA:

Cislo Protokolu: N
Hiavni zkousejici: [

a
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WHEREAS, the parties wish to amend the Agreement
due to payment conditions of the Agreement.

NOW THEREFORE, for good and valuable
consideration, the receipt and sufficiency of which is
hereby acknowledged, the parties agree as follows:

1. A new provision shall be added as Attachment
A- Budget and Payment Schedule

VZHLEDEM K TOMU, Ze strany si pfeji zménit
Smlouvu z davodu zmén v platebnich podminkéch
Smlouvy.

NYNI, Z TOHOTO DUVODU, za priméiené a hodnotné
protiplnéni, jehoz pfijeti a dostateCnost jsou timto

potvrzeny, smluvni strany timto sjednavaji nasledujici:

1. Do ptilohy A Rozpocet a platebni piehled .

p—

2. A new provision shall be added as Attachment
A- Budget and Payment Schedule

I
3

Pharmacy Services

.
b)

3. Disclosure

Notwithstanding the foregoing, Institution, Sponsor and
Quintiles hereby acknowledge that this Amendment
together with the Agreement shall be published pursuant
to Act no. 340/2015 Coll., on Agreements Register. As and
between the Parties, Institution agrees to publish the
Amendment together with the Agreement pursuant to the

2. Do ptilohy A Rozpocet a platebni pichled .

Lékarenské sluzby

g
b)

3. Zvefejnéni

Bez ohledu na vySe uvedené, Zdravotnické zafizeni,
Zadavatel a Quintiles berou timto na védomi, Ze tento
dodatek spole¢né se smlouvou bude zvetejnén v souladu
se Zékonem o registru smluv ¢. 340/2015 Sb. Smluvni
strany jakoz i1 Zadavatel souhlasi s uvefejnénim tohoto
dodatku spole¢né¢ se smlouvou v souladu s vyse
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foregoing. Any information which constitutes trade secret
of either Party is exempted from such publication. For the
purposes of this Amendment and the Agreement, such
trade secrets include, but are not limited to, the Protocol,
Investigator Brochure, the design of individual visits
described in the payment table/s in Attachment A, the
minimum enrollment goal, expected number of Study
subjects enrolled and the expected duration of the Study.
Furthermore, personal data of the individuals are also
exempt from such publication.

The Institution is obliged to publish this Amendment
together with the Agreement in accordance with the article
herein above. Should the Institution fail to publish this
Amendment together with the Agreement within 5
working days from the Effective Date, it may be published
by the Sponsor or Quintiles.

The estimated value of financial payment under the

Agreement, as amended, shall be approximately
CZK 1 448 045,-.
In case of any dispute between Czech and

English version of this amendment, Czech language
version shall prevail.

IN WITNESS WHEREOF, the parties hereto have
caused this Amendment to be executed by their duly
authorized representatives as of the effective date first set
forth above.

uvedenym. Jakékoli informace, kterd svou povahou
predstavuje obchodni tajemstvi jakékoli ze smluvnich
stran, nepodléha povinnosti zvetejnéni. Pro tcely tohoto
dodatku a smlouvy takova obchodni tajemstvi zahrnuji
zejména Protokol, brozuru Zkousejiciho, Prilohu A,
minimalni cilovy pocet zafazeni, ocekavany pocet
zafazenych Subjektl studie a oCekavanou délku Studie.
Déle nepodléhaji zvefejnéni osobni tdaje jednotlivych
osob.

Zdravotnické zafizeni ma povinnost zvefejnit tento
dodatek v souladu s vySe uvedenym clankem. Pokud
Zdravotnické zafizeni tento dodatek spole¢né se smlouvou
nezveiejni do 5 pracovnich dnii ode dne nabyti u¢innosti,
mize byt zvefejnéna Zadavatelem nebo Quintiles.

Ptedpokladana hodnota finan¢niho plnéni dle Smlouvy ve
znéni Dodatku ¢ini pfiblizné 1 448 045,- K¢.

V piipadé€ rozporu mezi ¢eskou a anglickou verzi tohoto
Dodatku ma ptednost a je rozhodujici verze ¢eska.

NA DUKAZ TOHO smluvni strany uzaviely tento
Dodatek prostiednictvim svych fadné opravnénych
zastupci k datu platnosti, jak je uvedeno vyse.
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ACKNOWLEDGED AND AGREED
Czech Republic, s.r.o.:

BY Quintiles

By:

Title:

Signature:
Date:

ACKNOWLEDGED AND AGREED BY Thomayerova
nemocnice:

By: I

Title (must be authorized to sign on Institution's behalf):
Director

Signature:

Date:

ACKNOWLEDGED AND AGREED BY THE
INVESTIGATOR:

Jméno: I

Funkce:

Podpis:

Datum:

ACKNOWLEDGED AND AGREED BY Merck
KGaA:

Jméno:

Funkce:

Podpis:

Datum:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE Quintiles Czech Republic,
S.r.o..

Jméno:

Funkce:

Podpis:
Datum:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE Thomayerovy nemocnice:

Jmeno: I

Funkce (musi se jednat ovpodpis opravnéného zéstupce
Zdravotnického zatizeni): Reditel

Podpis:

Datum:

NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS
ZKOUSEJICI:

Jméno: I

Funkce:

Podpis:

Datum:

NA DfJK@Z SO[,JHLASU PRIPOJUJE SVUJ PODPIS
OPRAVNENY ZASTUPCE Merck KGaA:

Jméno:

Funkce:

Podpis:

Datum:
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