AMENDMENT N° 1
(hereinafter Amendment)

to the
Clinical Site Agreement
dated 29.3.2017(hereinafter Agreement)

DODATEK C.1
( déle jen Dodatek)

ke
Smlouvé na klinické hodnoceni
ze dne 29.3.2017 (dale jen smlouva)

This Amendment is made by and between

Tento Dodatek se uzavira mezi

PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Ireland

(Company number 541507)

(1)

(hereinafter CRO)
and

Fakultni nemocnice v Motole
State contributory organization
V Uvalu 84,
150 00 Praha 5,
Czech Republic,
Iden.number: 00064203,
Tax Iden.number:CZ00064203
represented by
by delegation dated 29.11.2016

(2)

(hereinafter Institution)

(1)

PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay

Dublin 2

Irsko

(Identifika¢ni ¢islo 541507)

(dale jen CRO)

A
(2 Fakultni nemocnice v Motole

statni ptispévkova organizace

V Uvalu 84,

150 00 Praha 5,

Ceska republika

ICO: 00064203,

DIC:CZ00064203

zastoupena
na zakladé povéreni ze dne 29.11.2016

(dale jen Poskytovatel zdravotnich sluzeb)

regarding

Protocol No: MD1003CT2016-01MS-SPI2
(hereinafter Protocol)

“Effect of MD1003 in progressive multiple sclerosis: a
randomized double blind placebo controlled study”
(hereinafter Study)

MD21003 (hereinafter Study Drug)
of
SPONSOR: MEDDAY PHARMACEUTICALS SA
at 96 Boulevard Haussmann
75008 Paris

France

hereinafter SPONSOR

Tykajici se

Protokol ¢islo : MD1003CT2016-01MS-SP12
(“déle jen Protokol”)

Uginek piipravku MD1003 na progresivni roztrousenou
sklerozu: randomizovana, dvojité zaslepend, placebem
kontrolovana studie
(dale jen ,,klinické hodnoceni™)

MD1003 (dale jen ,,hodnocené lécivo” nebo ,,hodnoceny
lécivy piipravek®)

ZADAVATEL:

MEDDAY PHARMACEUTICALS SA
at 96 Boulevard Haussmann
75008 Paris
France

dale jen ZADAVATEL

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study
Drug and CRO (or its Affiliate) has been retained by

VZHLEDEM K TOMU, ZE ZADAVATEL je
zadavatelem  multicentrického  klinického hodnoceni
zaméieného na klinické posouzeni studijniho 1é¢iva a CRO
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SPONSOR (under any agreement signed between
SPONSOR and CRO including but not limited to the
Master Services Agreement dated 8th of September, 2016
and the Work Order dated 29th of November, 2016) to act
as SPONSOR'’s representative in managing the Study for
SPONSOR;

(nebo jeho sesterskd spole¢nost) byla ZADAVATELEM
angazovana (na z&klad¢ smlouvy uzaviené mezi
ZADAVATELEM a CRO, vcetné mimo jiné, Hlavni
smlouvy o poskytovani sluzeb ze dne 8. zatri 2016 a
Pracovniho piikazu ze dne 29. listopadu 2016), jako
smluvni partner a zastupce ZADAVATELE pro fizeni
klinického hodnoceni pro ZADAVATELE; a

WHEREAS Institution shall fully cooperate with
CRO and shall permit CRO to perform any and all of the
SPONSOR’s Study obligations and to exercise any and all
of SPONSOR’s Study obligations and to exercise any and
all of SPONSOR’s Study rights that lie with SPONSOR on
the basis of Applicable Law and GCP regulations as though
such rights were CRO’s own rights, as has been delegated
by SPONSOR to CRO; and

VZHLEDEM K TOMU, ZE poskytovatel
zdravotnich sluzeb se zavazuje poskytnout CRO pinou
sou¢innost a umoznit CRO plnit vSechny povinnosti
ZADAVATELE v souvislosti s klinickym hodnocenim a
téz vykon vdech prdv ZADAVATELE, kterd
ZADAVATELI na zéklad¢ platnych zdkonu a zasad
spravné klinické praxe piislusi, a to v rozsahu, ve kterém
byla CRO ZADAVATELEM K jejich vykonu povétena, a
to ve stejné mite, jako by tyto povinnosti a prava nalezely
ptimo CRO; a

WHEREAS, the parties have entered into the
above-referred Agreement;

VZHLEDEM K TOMU, ZE smluvni strany
uzavrely shora uvedenou smlouvu

WHEREAS, the parties wish to reduce the payment
timelines from sixty (60) days to thirty (30) days, following
the Institution’s internal policy.

VZHLEDEM K TOMU, ZE smluvni strany chtgji
zkrétit dobu splatnosti plateb ze ¢tyricetipéti (45) dni na
téicet (30) dni, na zaklad¢ vnitinich pokynt poskytovatele
zdravotnich sluzeb..

WHEREAS, the parties are jointly willing to amend
the above-referred Agreement;

VZHLEDEM K TOMU, ZE smluvni strany si spole¢ng
preji zménit shora uvedenou smlouvu

Now, therefore the above-referred Agreement shall be
amended and the following amended new wordings of
Section 7.3. of Exhibit A — Enrolment and Payment
Schedule shall be effective as of 29.3.2017

Section 7.3 of Exhibit A of the Agreement (on page
28):

Original wording:
“7.3  Payments shall be made by CRO and shall
be paid within sixty (60) days of receipt, review and
approval of an original invoice in the form shown in
Exhibit C.”

New wording:

“7.3  Payments shall be made by CRO and shall
be paid within thirty (30) days of receipt, review and
approval of an original invoice in the form shown in
Exhibit C.”

Nyni se vySe uvedend smlouva méni a nasleduje nové znéni
ustanoveni ¢l. 7.3. Prilohy A: Nabor a rozpis plateb, které
bude platné a u¢inné ode od 29.3.2017.

1) Clanek 7.3. Piiloha A : Nébor a rozpis plateb (strana
28)
Pavodni znéni:

7.3 Vyplata odmény bude provedena zadavatelem
prostiednictvim spole¢nosti PAREXEL, a to
do ctyricetipéti (45) dna od obdrZeni,
zkontrolovani a schvaleni originalu faktury
ve forméatu uvedeném v Piiloze C.

Nové znéni:

7.3 Vyplata odmény bude provedena zadavatelem
prostiednictvim spole¢nosti PAREXEL, a to
do triceti  (30) dna ode dne doruceni
originalu faktury ve forméatu uvedeném v
Ptiloze C.

All other terms and conditions of the above-referred
Agreement remain unchanged and in full force and effect.

VSechna ostatni ustanoveni shora uvedené smlouvy se
nemeni a zastavaji pIné platnd a G¢inna.
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IN WITNESS WHEREOF, the parties hereto have set | NA DUKAZ CEHOZ smluvni strany tohoto dodatku
their hands in triplicate with the intention that this is a | vyjadtily svym podpisem na vSech tiech stejnopisech svij

binding amendment to amend as provided herein. souhlas se zménou smlouvy dle zde uvedenych podminek.
@ PAREXEL International (IRL)
Limited

(Signature of Authorized Official)

(Typed or Printed Name) Date/ Datum

(2) Fakultni nemocnice v Motole

(Signature of Authorized Official)

povéreny jednanim za teditele

(Typed or Printed Name) Date / Datum
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