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Healthcare Service Fakultni nemocnicev Poskytovatel Fakultni nemocnicev Motole

Provider: Motole zdravotnich sluZeb:

Agreement Type: Amendment - Czech Typsmlouvy: Dodatek - Ceska republika
Republic

This Amendment #02 (“Amendment”), effective as
of the date of publishing in the Register of Contracts
(the “Effective Date”) is intended to amend the
Agreement on provision of services and premises for
execution of observational study (the “Agreement”)
by and between Vertex Pharmaceuticals
Incorporated, 50 Northern Avenue Boston,
Massachusetts 02210, USA Company registration
number [Tax 1D: 043039129] as represented by [l
Bl Exccutive Director, Vendor and Business
Management, appointing as its legal representative in
the EU with regard to liability (art. 19 EU Directive
2001/83) Vertex Pharmaceuticals (lreland)
Limited, with the registered office at Unit 49, Block
5, Northwood Court, Northwood Crescent, Dublin 9,
D09 T665, Ireland (“Vertex”), and Fakultni
nemocnice v Motole, Government contributory
organisation, VV Uvalu 84, 150 06 Praha 5, Czech
Republic, Company registration number: 00064203,
VAT No.: CZ00064203 as represented by [
I o~ mandate basis
(“Healthcare Service Provider” or “Provider”),
(Vertex and Provider also each a “party” and
collectively, the “parties”).

Tento Dodatek ¢.02 (,,Dodatek*), ktery nabyva
u¢innosti dnem zvetejnéni v registru smluv (,,.Den
ucinnosti) je uréen k doplnéni Smlouvy o poskytnuti
sluzeb a prostor k provedeni observacni studie
(,,Smlouva®) a je uzavien mezi spole¢nosti Vertex
Pharmaceuticals Incorporated, se sidlem 50
Northern Avenue, Boston, Massachusetts 02210,
USA registracni Cislo spolecnosti [Tax ID:
043039129] zastoupenou | Executive
Director, Vendor and Business Management,
jmenovanou zakonnym zastupcem v EU v souladu se
zékonem 19 EU Directive 2001/83 spole¢nosti
Vertex Pharmaceuticals (lreland) Limited, se
sidlem v Unit 49, Block 5, Northwood Court,
Northwood Crescent, Santry, Dublin 9, D09 T665,
Irsko (,,Vertex®) a Fakultni nemocnici v Motole,

statni ptispévkova organizace se sidlem V Uvalu 84,
150 06 Praha 5, Ceska republika, 1C0: 000 64 203,

DIC:  €Z00064203, zastoupens || GczNNE
I - 2k(adg povéieni
(,,Poskytovatel zdravotnich sluZzeb* nebo
»Poskytovatel“) (Vertex a Poskytovatel kazdy
rovnéZ jako ,.smluvni strana“ a spole¢né “smluvni
strany”).

WHEREAS,

the purpose of this Amendment is to amend the
Agreement in the Article I11 and Article X.

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 agree to the following:

JELIKOZ,

igelem tohoto Dodatku je dopInit Smlouvu v Clénku
111 a Clanku X.

Proto se nyni pti zohlednéni vzajemnych zavazka
a dohod uvedenych v tomto dokumentu aza tadné
a pfimétrené protiplnéni, jehoz pftijeti a dostateCnost
jsou timto potvrzeny, smluvni strany dohodly takto:
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Pursuant to Article XI1 Section 8 of the Agreement,
the Agreement is modified as follows:

1. Amendment

a) The current wording in Article 111 Section 5
is substituted by the following wording:

“The Healthcare Service Provider will also
provide the Principal Investigator with access to
potential Study subjects and their medical records
for the purposes of determining their eligibility
for enrolment in the Study. Approximately 8
patients will participate in the Study at this site.
The recruitment in this Study is competitive.

b) The current wording in Article X Section 1 is
substituted by the following wording:

“In full consideration for the performance of the
Study, Vertex shall pay Healthcare Service
Provider those fees, expenses and costs, at such
times and in accordance with such timelinesas are
set forth in the budget (“Budget”) attached to this
Agreement as Appendix No. 1 and which forms
an integral part hereof.

The Healthcare Service Provider
acknowledges that the estimated total value of
this Agreement is 400 000,- CZK.

2. General Provisions:

@) All terms and conditions of the
Agreement not expressly amended in this Amendment
shallremain in full force and effect.

(b) All capitalized undefined terms used in this
Amendment shall have the meaning assignedto such term
in the Agreement.

(© This Amendment has been executed in
two counterparts, each of which shall be deemed an
original instrument, and all of which shall constitute a
single agreement; each counterpart is designated to one
party. The parties may execute this Amendment by
facsimile or electronically transmitted signature, and such
facsimile or electronically transmitted document, including
the signatures thereon, shallbe treated in all respects asan
originalinstrument bearingan original signature.

(o)) The partiesagree that uponbeingsigned
and delivered by the parties, this Amendment shall become

V souladu s Clankem XII Odstavec 8 Smlouvy se
Smlouva méni takto:

1. Dodatek
(@) Soudasné znéni Clanku III Odstavec 5 je
nahrazenonasledujicim znénim:
,Poskytovatel zdravotnich sluzeb umozni

Hlavnimu zkousejicimu pfistup k potencialnim
Subjektim Studie a jejich 1ékatskym zdznamlim
za ucelem stanoveni, zdali jsou vhodni pro
zatazeni do Studie.

V tomto centru se budou Studie ucastnit ptiblizné
8 pacientl. Nabor pacientli do této Studie je
kompetitivni.«

(b)  Soudasné znéni Clanku X Odstavec 1 je
nahrazenonésledujicim znénim:

,,Vertex zaplati Poskytovateli zdravotnich sluzeb za
provedeni Studie odménu, naklady a vydaje, jak je
podrobn¢é uvedeno i pokud jde o dobu plnéni,
vsouladu s harmonogramem  stanovenym
v rozpoctu (,,Rozpocet), ktery je ptipojen k této
Smlouvé jako pfiloha ¢. 1 a tvofi jeji nedilnou
soucast.

Poskytovatel zdravotnich sluzeb prijima, Ze
celkova odhadovana hodnota odmény podle této
smlouvy je 400 000,- K¢&.

2. Obecna ustanoveni:

@) Vsechny podminky této smlouvy, které
timto dodatkem nejsou vyslovné upraveny, zstanou
nadale v pIné platnostia t¢innosti.

() Kazdy vyraz psany (vanglické verzi)
svelkym pocateénim pismenem, ktery vtomto dodatku
neni definovan, ma stejny vyznam, jaky je mu piipisovan
ve smlouvé.

(©) Tento dodatek je vyhotoven ve dvou

stejnopisech, piicemz kazdé z nich se povazuje za original
a vSechna dohromady tvoii jediny dokument; kazdy
stejnopis je urcen jedné smluvnistrané.
Smluvnistrany mohou tento dodatek podepsat faxem nebo
elektronicky pfenesenym podpisem a s takovym faxem
nebo elektronicky pfenesenym dokumentem, vcetné
podpistinaném, bude ve vSech ohledech zachazenojakos
origina Ini listinou opatfenou origina Inim podpisem.

d Strany souhlasi s tim, ze tento dodatek
bude po podpisu a doruceni strandm z&vazny,a ze takto
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binding and that such signed counterparts will constitute | podepsané stejnopisy budou ditkazem existence tohoto
evidence of the existence of this Amendment. This | dodatku. Tentododatek budeaé¢inny dnem jeho viozenido

Amendment will be effective as of the date of publishing | Registru smluv Ceské republiky.

in the Czech Republic Register of Contracts

[SIGNATURE PAGE TO FOLLOW]

[NASLEDUJE STRANKA PRO PODPISY]
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AMENDMENT # 02 TO AGREEMENT ON PROVISION OF SERVICES AND PREMISES
FOR EXECUTION OF OBSERVATIONAL STUDY

DODATEK C. 02 KE SMLOUVE O POSKYTNUTISLUZEB A PROSTOR K PROVEDENI
OBSERVACNI STUDIE

[SIGNATURE PAGE]/ [STRANKAPRO PODPISY]

The parties have caused their duly authorized representatives to sign this Amendment and acknowledge
that they have consented to the terms of this Amendment as of the Effective Date set forth above. /
Strany poverily své radné opravnené zastupce, aby podepsali tento dodatek a potvrdili, ze souhlasi s
podminkami tohoto dodatku k datu ticinnosti uvedenému vyse.

VERTEX PHARMACEUTICALS INCORPORATED

By/ Podpis:
Name/ Jméno: | EGzHN

Title/ Funkce: Executive Director, Vendor and Business Management
Date/Datum:

HEALTHCARE SERVICE PROVIDER / POSKYTOVATEL ZDRAVOTNICH SLUZEB

By/ Podpis:

Name/ Jnéno: | NG o andate basis/ na zdkladé povereni

Date/Datum:

PRINCIPAL INVESTIGATOR /| HLAVNI ZKOUSEJICI

By my signature below I attest that | have read and agree to abide by the terms of this Amendment. /
Svym podpisem nize potvrzuji, Ze jsem si precetla tento dodatek a souhlasim s jeho dodrzovanim.

By/ Podpis:

Name/ Jméno: [N

Date/Datum:
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