Dodatek 1 ke
Smlouveé o zabezpeceni klinického hodnoceni

Tento dodatek 1 ke Smlouvé o zabezpeCeni
klinického hodnoceni (,,dodatek 1“) mezi:

PPD Czech Republic, s.r.o., se sidlem Budégjovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, dcefind spolenost PPD International
Holdings GmbH., jednajici prostfednictvim MUDr.
Dariny Hrdlickové — jednatelky spole¢nosti a zapsana
v obchodnim rejstfiku vedeném Méstskym soudem v
Praze, Cast C, €. vloZky 37941.

IC: 63671077
DIC: CZ63671077
(.PPD”)

QD

VSeobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika,
zastoupend Mgr. Danou Jurdskovou, Ph. D., MBA -
feditelkou

IC: 00064165

DIC: CZ 00064165

(,,Poskytovatel*)

Amendment 1 to
Agreement on Clinical Study

This Amendment 1 to Agreement on Clinical Study
(“Amendment 1) between:

PPD Czech Republic, s.r.o., registered address at
Budejovicka alej, Antala StaSka 2027/79, 140 00
Prague 4, Czech Republic a subsidiary of PPD
International Holdings GmbH., represented by
MUDr. Darina Hrdlickova, executive of the
company, and registered in the Commercial Register
at the Municipal Court in Prague, Section C, Insert
37941.

Company ID no.: 63671077

Tax ID no.: CZ63671077

(*PPD”)

and

Vseobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, Czech Republic,
represented by Mgr. Dana Juraskova, Ph. D., MBA
director

Company ID no.: 00064165

Tax ID no.: CZ00064165

(“Medical Facility”)

(,,Zkousejici*)

je dopliikem smlouvy o zabezpeCeni klinického
hodnoceni mezi PPD, poskytovatelem a zkouSejicim,
ktera byla plné podepsand dne 21. srpna
2015(,,Smlouva“).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, Ze PPD, poskytovatel a
zkouSejici  uzavreli  smlouvu, podle  které
poskytovatel/zkousejici poskytuji PPD ur€ité sluzby
spojené s klinickym hodnocenim dle protokolu ¢.

(“Investigator*)

shall be an Amendment to that certain Agreement on
Clinical Study between PPD, Medical Facility and
Investigator fully executed on August 21, 2015
(“Agreement”).

WITNESSETH

WHEREAS, PPD, Medical Facility and Investigator
have entered into the Agreement pursuant to which
the Medical Facility/Investigator provides certain
clinical study services to PPD according to protocol
no.

:and
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VZHLEDEM K TOMU, Ze si smluvni strany pfeji WHEREAS, the parties desire to amend the terms of
upravit podminky smlouvy, jak je stanoveno v tomto the Agreement as set forth herein.
dodatku 1,

DOHODLY SE smluvni strany s ohledem na obsah NOW, THEREFORE, for the valuable consideration
tohoto dodatku 1 a s myslem byt jim pravné vazany contained herein, and intending to be legally bound,
takto: the parties agree as follows:

1. Na zékladé dodatku k protokolu bude pfiloha €. 1 1. On the basis of Protocol amendment, Appendix

smlouvy - Rozpis plateb —vyjmuta a plné
nahrazena pfilohou €. 1 tohoto dodatku 1

2. Smluvni strany berou na védomi, Ze smlouva a

tento dodatek, pokud je to potfeba, budou
uvefejnény  vregistru  smluv  (,registr)
v souladu se zakonem 340/2015 Sb. o registru
smluv. Smluvni strany se dale zavazuji
nezvefejnit v registru Z&dné informace, které
mohou byt povaZzované za obchodni tajemstvi
smluvnich stran vesmyslu § 504 zakona
89/2012 Sb., obCansky zakonik v platném znéni.
Zadavatel povazuje za obchodni tajemstvi
zejména: jakékoliv informace o struktufe
klinického hodnoceni, protokol, investigatorskou
brozuru, davkovani hodnoceného IéCiva,
pojisténi klinického hodnoceni (smlouvu a
certifikat), detailni rozpocet, planovany pocet
léGenych pacientd a duSevni vlastnictvi.
Smluvni strany se dohodly, Ze Poskytovatel
uverejni verzi této smlouvy vcetné dodatku 1,
kterou mu za timto ucelem pfipravi a poskytne
PPD nejpozdéji v den podpisu tohoto Dodatku, a
to ve strojové Citelném formatu v elektronicke
podobé zaslanim na e-mailovou adresu
okh@vfn.cz.

Pribliznd celkovd hodnota smlouvy je
4.312.290,- KC

3. Dodatek 1 se podpisem smluvnich stran stane

souCasti smlouvy a veSkere odkazy na smlouvu
budou znamenat odkaz na smlouvu vcetné
dodatku 1.

V3Sechna ostatni ustanoveni a podminky smlouvy
zUstavaji v pIné platnosti a Gcinnosti. V pFipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy
a tohoto dodatku 1 budou rozhodujici a Fidici
ustanoveni tohoto dodatku 1.

Veskerd pouZita terminologie, ktera neni bliZe
definovdna v tomto dodatku 1, bude mit stejny
vyznam jako je uvedeno ve smlouve.

. Smluvni strany se dohodly, Ze prava a povinnosti
vyplyvajici z tohoto dodatku a jeho pfiloh budou
pouZité také na jejich vzajemné vztahy vzniklé

no. 1 of the Agreement — Payment Schedule -
shall be deleted and fully replaced by Appendix
no. 1 of this Amendment 1

2. The Parties acknowledge that the Agreement,
and its amendments if applicable, shall be
published at the Registry of Agreements
("Registry™) pursuant to Act No. 340/2015 Coll.,
on Registry of Agreements. The Parties further
undertake not to publish at the Registry any
information which can be considered as a trade
secret of Parties within the meaning of Sec. 504
of Act No. 89/2012 Coll., Civil Code, as
amended. The Sponsor considers mainly the
following to be their trade secret: any
information concerning the Clinical Study
design, the Protocol, the Investigator Brochure,
the Investigational Medicinal Product Dossier,
the Clinical Study insurance (contract and
certificate), budget details, the planned number
of treated patients, and intellectual property.
Parties agree, that the Medical Facility will
publish version of the Agreement and this
Amendment 1 as provided by PPD, at the latest
at the date of the signature of this Amendment in
machine readable form via email to okh@vfn.cz.
The approximate total value of the Agreement is
CZK 4.312.290,-

3. Upon execution, this Amendment 1 shall be made
a part of the Agreement and shall be incorporated
by reference therein.

4. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event
of any conflict between the terms of the
Agreement and this Amendment 1, the terms of
this Amendment 1 shall govern and control.

5. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed
to them in the Agreement.

6. Parties agree that rights and obligations settled in
this Amendment and it's Appendices shall be
applicable from August 21, 2015.
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ke dni 21. srpna 2015.

NA DUKAZ SOUHLASU se znénim dodatku 1 IN WITNESS OF THEIR CONSENT to this
pripojuji smluvni strany sve podpisy niZze. Amendment 1, the Parties have signed below.

PPD:

Datum/Date:

Poskytovatel/ Medical Facility:
Mgr. Dana Juraskovd, Ph. D., MBA

Datum/Date:

Zkousejici / Investigator:

Datum/Date:
Seznam priloh k tomuto dodatku: List of appendices to this Amendment:
Priloha €. 1: Rozpis plateb Appendix no. 1: Payment Schedule
Priloha €. 2: Appendix no. 2:
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PFiloha €. 1 — Rozpis Plateb Appendix no. 1 — Payment Schedule

ke smlouvé mezi: to an Agreement between:
PPD Czech Republic, s.r.o. PPD Czech Republic, s.r.o.
Poskytovatel: VVSeobecna fakultni nemocnice Medical Facility: Vseobecna fakultni
Vv Praze nemocnice v Praze
Zkousejici: F Investigator: F

Bristol-Myers Squibb Bristol-Myers Squibb
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