AMENDMENT #2

DODATEK CISLO #2

(Sponsor Change)

(Zména Zadavatele)

This is an  Amendment No.2
(“Amendment”), comes into force on date when
last party join the signature and effective date is
date of publication of this Amendment in The
Register of Agreements, to the Clinical Trial
Research  Agreement by and between
FAKULTNI NEMOCNICE KRALOVSKE
VINOHRADY, Srobérova 50, 100 34 Praha 10,
Czech Republic, Company ID: 00064173, VAT
No.: CZ00064173 represented by
Doc.MUDr,Robert Grill , PhD., MHA director ,
Reference number : 9/2013 Cost center
29027(“Provider”), and PAREXEL International
Czech Republic s.r.0., Sokolovska 651/136 a, 186
00 Praha 8, Czech republic represented by . Xxxxx
CRO”), who has been engaged as a contract
research organization to manage the conduct of
the Protocol by MERCK SHARP & DOHME
CORP. with its address at 1 Merck Drive,
Whitehouse Station, New Jersey 08889 USA
(“Sponsor”) entered into on 20.March 2014 (the
“Agreement”).

Tento Dodatek ¢. 2 (dale jen "Dodatek 2")
se uzavira dnem posledniho podpisu nize (dale
jen ,datum platnosti dodatku®) a nabyva
ucinnosti dnem zvetfejnéni v Registru smluv
(dale jen ,datum Uuc¢innosti) ke Smlouve,
kterazto byla uzaviena mezi, FAKULTNI
NEMOCNICI KRALOVSKE VINOHRADY,
Srobarova 50, 100 34 Praha 10, Ceské republika,
IC: 00064173, DIC: CZ00064173, zastoupenou
Doc. MUDr. Robertem Grillem, PhD., MHA,
feditelem, ¢islo jednaci KH 9/2013, nakladové
stiedisko: 29027 (dale jen ‘“Zdravotnické
zafizeni”), a  spolecnosti = PAREXEL
INTERNATIONAL Czech Republic s.r.0., se
sidlem Sokolovska 651/136 a, 186 00 Praha 8,
Ceska republika, jednajici XXXXXXXXXXX, (dale
jen “CRO”), ktera je smluvni vyzkumnou
organizaci povéfenou provadénim Protokolu,
ze strany firmy MERCK SHARP & DOHME
CORP. se sidlem 1 Merck Drive, Whitehouse
Station, New Jersey 08889 USA (dale jen
“Zadavatel”), a to dne 20.bfezna 2014 (dale jen
“Smlouva”).

The parties hereto are in accord that the
Agreement for the conduct of study, MK-3222-
011 Site Number 4202 : “A 52-Week, Phase 3,
Randomized, Active Comparator and Placebo-
Controlled, Parallel Design Study to Evaluate the
Efficacy and Safety/Tolerability of Subcutaneous
SCH 900222 / MK-3222, Followed by an Optional
Long Term Safety Extension Study, in Subjects
With  Moderate-to-Severe  Chronic  Plaque
Psoriasis,” (“Protocol”) is hereby amended as
follows:

Smluvni strany timto souhlasi s nasledujicimi
zménami Smlouvy o provedeni klinického
hodnoceni, MK-3222-011, cislo centra 4202,
,Randomizovana, placebem kontrolovana
studie faze 3 s aktivnim komparatorem a
paralelnim designem, trvajici 52 tydnu,
hodnotici ucinnost a bezpecnost/snasenlivost
ptipravku  SCH 900222 / MK-3222
podavaného subkutanne, nasledovana
dobrovolnym dlouhodobym bezpeénostnim
prodlouzenim studie u pacientd se stfedné
zavaznou az zavaznou chronickou plakovou
psoriazou.,” (dale jen “Protokol”) se timto
méni nasledovné:

The listed Sponsor, MERCK SHARP &
DOHME CORP., with its address at 1 Merck
Drive, Whitehouse Station, New Jersey 08889
USA, is hereby replaced with the new Study
Sponsor, SUN PHARMA GLOBAL FZE, P.O.
Box 122304, Office #43, Block Y, SAIF Zone,
Sharjah, United Arab Emirates.

Stavajici Zadavatel, MERCK SHARP &
DOHME CORP., se sidlem 1 Merck Drive,
Whitehouse Station, New Jersey 08889 USA,
se timto nahrazuje novym Zadavatelem
Klinického hodnoceni, a to firmou SUN
PHARMA GLOBAL FZE, se sidlem P.O. Box
122304, Office #43, Block Y, SAIF Zone,
Sharjah, Spojené arabské emiraty.




To the Clinical trial Agreement will be added
Section 25. Contract Register

Do smlouvy se vklad4d odstavec 25. Registr
smiuv.

CRO undertakes to deliver to the
INSTITUTION a redacted version of this
Amendment and of the Agreement, approved by
SPONSOR for the registry of contracts pursuant
to the Act no. 340/2015 Coll., on special
conditions for the effectiveness of some
contracts, the disclosure of these contracts and
contracts register; not later than on the date of
the last signature of the full version of
Amendment. INSTITUTION undertakes to
publish such modified versions of the
documents within 5 working days from the
Amendment signature by the INSTITUTION. If
these documents are not disclosed by the
INSTITUTION in the agreed timeframe, CRO is
authorized to publish these documents.

CRO se zavazuje, ze doda Zdravotnickému
zafizeni modifikovanou verzi Smlouvy, véetné
ptipadnych Dodatkli urcenych ke zvetejnéni
v registru smluv, dle zakona ¢. 340/2015 Sb., 0
zvlastnich podminkach tcinnosti nékterych
smluv, uvetejiovani téchto smluv a o registru
smluv a to nejpozdéji ke dni podpisu plné verze
Smlouvy. Zdravotnické zafizeni se zavazuje,
ze modifikované verze téchto dokumentt
zvefejni nejpozdeji do 5-ti dnlti od podpisu
dokumentt Zdravotnickym zafizenim.
Nezvetejni-li zdravotnické zatizeni dokumenty
V dohodnutém terminu, je zadavatel opravnén
je zvefejnit.

It is understood and agreed that all other
provisions of the Agreement as Amended by
Amendment No.1 shall remain in full force and
effect.

Vsechna ostatni ustanoveni Smlouvy ve znéni
Dodatku €. 1 (ze dne 2.kvétna 2016) zlstavaji
plné platna a ucinna.




FAKULTNI NEMOCNICE KRALOVSKE VINOHRADY

BY/PODRPIS:

NAME/JMENO: Doc. MUDr. Robert Grill, Ph.D., MHA
TITLE/FUNKCE: Director/ feditel

DATE/DATUM:

PAREXEL International Czech Republic s.r.o.

BY/PODRPIS:

NAME/TMENO: XXXXXXXXXXXXXX
TITLE/FUNKCE: Associate Director Clinical Operation

DATE/DATUM:

AGREED AND ACCEPTED:

BY/PODRPIS:

NAME/IMENO: XXXXXXXXXXXXX
TITLE/FUNKCE: Principal Investigator

DATE/DATUM:




