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PP

Dodatek 1 ke
Smlouvé o provedeni klinického hodnoceni

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

PPD Czech Republic, s.r.o., se sidlem Bud&jovicka
alej, Antala Staska 2027/79, 140 00 Praha 4. Ceska
republika, dcefind spoleénost PPD International
Holdings GmbH., jednajici prostfednictvim MUDr.
Dariny Hrdli¢kové — jednatelky spole¢nosti a zapsana
v obchodnim rejstfiku vedeném Méstskym soudem v
Praze, ¢ast C, ¢. vlozky 37941.

IC:V63671077
DIC: CZ63671077
(..PPD")

a

Fakultni nemocnice v Motole,

statni prispévkova organizace

se sidlem V Uvalu 84, 150 06 Praha 5, Ceska
republika, zastoupena JUDr. Ing. Miloslav Ludvik,
MBA, feditel nemocnice, na zédkladé jmenovani ze
dne 27.4.2001

1CO: 00064203
DIC: CZ00064203
dile jen ,,poskytovatel"

a

je dodatkem 1 smlouvy o provedeni klinického
hodnoceni mezi PPD, poskytovatelem, kteri byla
plné podepsand dne 17. brezna 2014 (,,Smlouva®).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, 7e PPD, poskytovatel a
zkou3ejici uzavieli smlouvu, podle které poskytovatel
poskytuji PPD uréité sluzby spojené s klinickym
hodnocenim dle protokolu ¢ YKP3089C017
snazvem: ,A  Multicenter, Double-Blind,
Randomized, Placebo-Controlled, Dose-
Response Trial of YKP3089 as Adjunctive
Therapy in Subjects with Partial Onset
Seizures, with Optional Open-Label Extension*,
a

PPD Czech Republic, s.r.o.
IC0: 63671077 DIC: (263671077

Budéjovickd Alej

Antala Staska 2027/79
tel +420 233 081 000

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
(LLPPD!!}

and

Fakultni nemocnice v Motole,

State funding organisation

with its registered address at V Uvalu 84, 150 06
Prague 5, Czech Republic, represented by JUDr. Ing.
Miloslav Ludvik, MBA, hospital director, based on
the designation from 27.4.2001.

Company ID no.: 00064203
Tax ID no: CZ00064203
further, the “Medical Facility”

and

shall be an Amendment 1 to that certain Agreement
on Clinical Study between PPD and Medical Facility
fully executed on 17" March 2014 (“Agreement”).

WITNESSETH

WHEREAS, PPD and Medical Facility have entered
into the Agreement pursuant to which the Medical
Facility/Investigator provides certain clinical study
services to PPD according to protocol no.
YKP3089CO017 entitled: ,,4 Multicenter, Double-
Blind, Randomized, Placebo-Controlled, Dose-
Response Trial of YKP3089 as Adjunctive
Therapy in Subjects with Partial Onset
Seizures, with Optional Open-Label Extension*;
and

Praha 4 140 00  Ceskd republika

fax +420 233 323 457 www.ppdi.com



VZHLEDEM K TOMU, Zze si smluvni strany pieji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku 1,

DOHODLY SE smluvni strany s ohledem na obsah

tohoto dodatku 1 a s Umyslem byt jim pradvné vazany
takto:

1. doplnit smlouvu nasledovné:

Tabulka plateb niZze bude doplnéna do pfilohy €. 1
smlouvy — rozpisu plateb:

WHEREAS, the parties desire to amend the terms of
the Agreement as set forth herein.

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound,
the parties agree as follows:

1. to update the Agreement with the following :

Table of payments below shall be added to the
Appendix no. 1 of the Agreement — Payment
Schedule:

2. Dodatek 1 se podpisem smluvnich stran stane
souldsti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu véetné
dodatku 1.

3. VSechna ostatni ustanoveni a podminky smlouvy
zUstavaji v plné platnosti a Gcinnosti. V piipadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a fidici
ustanoveni tohoto dodatku 1.

4. Veskerd pouzitd terminologie, kterda neni blize
definovéna v tomto dodatku 1 bude mit stejny
vyznam jako je uvedeno ve smlouve.

5. Smluvni strany souhlasi s uvetejnénim dodatku 1
poskytovatelem za tucelem splnéni povinnosti
uloZenych mu platnou a G¢innou pravni Upravou,
a to zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdé&sich predpisi, a dale
pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky.

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

3. 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.

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

5. Parties agree that Medical Facility shall publish
Amendment 1 in order to fulfill obligation
imposed by applicable law, especially Act no.
340/2015 Coll., on contract registry, as amended
and guidelines and decisions of Ministry of
Health of Czech Republic.




PPD bere na védomi, Ze poskytovatel jakoZto
statni prispévkovad organizace, je povinna na
dotaz tfeti osoby poskytnout informace podle
zékona €. 106/1999 Sb., o svobodném pfistupu k
informacim, ve znéni pozdgjsich predpisa.

Smluvni strany souhlasi s uvefejnénim tohoto
dodatku v plném znéni, viech jeho naleZitosti v¢&.
priloh, které jsou jeji nedilnou soucdsti v registru
smluv. Nicméné obé strany prohlasuji, Ze znéni
Protokolu, rozhodnuti Statniho ufadu pro
kontrolu [é¢iv ze dne 30.10.2013, schvaleni
etické komise ze dne 13.11.2013, -certifikat
pojisténi a zplnomocnéni zadavatele pro PPD
povazuji za obchodni tajemstvi ve smyslu ust. §
504 zak. 89/2012 Sb., obéansky zakonik.

Tento dodatek se stdva platnym dnem podpisu
obéma smluvnimi stranami a uéinnosti nabyva
dnem uvetejnéni v registru smluv.

NA DUKAZ SOUHLASU se znénim dodatku 1

pFipojuji smluvni strany své podpisy niZe.

PPD Czech Republic, s.r.o.:

Podpis/ By:

MUDr. Darina Hrdlickovaé
Jméno / Name:

Datum/Date: Qa /g] /’ﬁwﬁﬁ /fé

6. PPD undertakes that Medical Facility as a state

funded organization is obliged to, on third party
request, provide information in accordance with
Act no. 106/1999 Coll.,, on free access to
information, as amended.

7. Parties agree with publication of this Amendment

IN

in its full extent, including its all terms and all
appendixes that are its integral part in contract
registry. However Parties declare that Protocol,
decision of State Institute for the drug control
dated 30.10.2013, Ethics committee approval
dated 13.11.2013 Insurance Certificate and PoA
from Sponsor to PPD are considered trade secret
in accordance with para 504 of Act no 89/2013
Civil Code.

This amendment becomes valid the date of the

signatures of the Parties and effective from the
date of its publication of contract registry.

WITNESS OF THEIR CONSENT to this

Amendment 1, the Parties have signed below.

Poskytovatel/ Medical Facility:"(Fa;mltni nemocnice v Motole

Podpis / By:
Jméno / Name: JUDr. Ing. Miloslav Ludvik, MBA

Datum/Date: / 4. :‘/ 20 / 6

O



