AMENDMENT NO. 1

This is an amendment ("Amendment") to the
Clinical Trial Research Agreement by and
between

FAKULTNI NEMOCNICE HRADEC KRALOVE,
Sokolska 581, 500 05 Hradec Kralové - Novy
Hradec Kréalové, Czech Republic, ID: 00179906,
Tax ID: CZ00179906, bank details: Cesk4 narodni
banka, account number: 24639511/0710, variable
symbol: the number of invoice, represented by
MUDr.Ales Herman, Ph.D., Hospital Director
(heremafter called "Institution")

and

MERCK SHARP & DOHME sua.0., with its
address at Na Valentince 3336/4, Prague 5, Zip
code 150 00, ID: 284 62 564, tax ID: CZ 284 62
564, registered 1 the Companies Register
maintained by the Municipal Court in Prague
(Section C, File No. 143294), , acting in its own
name at the request of MERCK SHARP &
DOHME LLC, with its address at 126 East Lincoln
Avenue, P.O. Box 2000, Rahway, NJ 07065 USA,
represented by NN NN NN

(hereinafter called ,,Sponsor)

and

MUDR. I .V
Internal hematology Department of Faculty

Hospital Hradec Kralové, Czech Republic
(hereinafter called “Principal Investigator™),

entered mnto on | (the "Agreement").

The parties hereto are in accord that the Agreement

for the conduct of study. ||l 'B
I I B EE B e

amended as follows:

I _
," (the "Protocol") is hereby

DODATEK C.1

Toto je dodatek ("Dodatek") ke Smlouveé o
provedeni klinického hodnoceni uzavieny mezi

FAKULTNI NEMOCNICE HRADEC KRALOVE,
Sokolska 581, 500 05 Hradec Kralové - Novy Hradec
Kralové, Ceska republika, IC: 00179906, DIC:
CZ00179906, bankovni spojeni: Cesk4 narodni banka,
¢islo uctu 24639511/0710, VS: ¢islo faktury,
zastoupenou MUDr. AleSsem Hermanem, Ph.D.,
feditelem (dale jen "Poskytovatel zdravotnich sluzeb")

a

MERCK SHARP & DOHME S.R.O., se sidlem Na
Valentince 3336/4, Praha 5, PSC 150 00, IC: 284 62
564, DIC: CZ28462564, zapsania v obchodnim
rejstiiku vedeném Méstskym soudem v Praze (oddil
C, vlozka 143294), jednajici svym jménem na zadost
spole¢nostt MERCK SHARP & DOHME LLC., se
sidlem 126 East Lincoln Avenue, P.O.Box 2000,
Rahway, NJ 07065, USA, zastoupenou,

I ((ilc jen , Zadavatel")
a

MUDR. [ [V interni
hematologicka klinika, Fakultni nemocnice Hradec
Kralové, Ceska republika, (dale jen “Hlavni zkousejici
"),

ze dne [ (déle jen "Smlouva").

Strany se dohodly, Ze Smlouva o plovedem
klmlckeho hodnoceni,

w - - o

("Protokol") se zméni jak je stanoveno nize :
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1.

The budget is amended in accordance with the
new budget terms set forth in Attachement B
to this Amendment.

The budget was increased to reflect increased
number of enrolled subjects and added
additional phone contact to verify results of
pregnancy tests performed by subjects at
home.

values of the Contract as
92.369.700

The estimated
amended by this Agreement is
CZK.

The parties hereby agree that all other terms
and conditions of the Agreement shall remain
in full force and effect.

This Amendment becomes valid and effective
as of the last date of signing by a party below,
however in case the Amendment is a
mandatorily published contract pursuant to the
Contract Registry Act it shall become effective
on the date of publication in the register of
contracts in accordance with this Act and
instructions of the Ministry of Health. This
Amendment shall apply to claims for
remuneration that could be claimed in the

period from |

This Amendment is made in three Czech -
English language versions of which each party
shall receive one counterpart. In case there is a
discrepancy between both language versions,
the Czech language version shall be decisive.

The parties declare that they have read this
Amendment prior to its signing, fully
understand its contents and conclude it in good
faith as manifestation of their serious and free
will which they confirm with their below
signatures.
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1.

Rozpocet se méni vsouladu snovymi
podminkami rozpoc¢tu uvedenymi v pfiloze B
tohoto dodatku.

Rozpocet byl aktualizovan o navySeny pocet
pacientll a pfidanim telefonického kontaktu pro
ovéieni vysledku téhotenského testu
provedeného v domécim prostiedi.

Piedpokladana hodnota Smlouvy ve znéni tohoto
Dodatku: 92 369 700 K¢.

Strany timto souhlasi, Ze veskeré dalsi nalezitosti
a podminky Smlouvy zlstavaji timto Dodatkem
nedotceny.

Tento Dodatek nabyva platnosti a i€innosti dnem
jeho podpisu posledni Smluvni Stranou, nicméné
v pfipad¢, Ze je Smlouva povinn¢ uveiejiovanou
smlouvou podle ,zdkona o registru smluv®,
nabyva UcCinnosti dnem uvefejnéni v registru
smluv v souladu stimto zdkonem a pokyny
Ministerstva  zdravotnictvi. Dodatkem se
uplatiiuje 1 narok ve vztahu k odméndm, na néz
vznikl narok v obdobi od | N

Tento Dodatek je vyhotoven ve tfech cesko-
anglickych jazykovych verzich, znichz kazda
Strana obdrZi po jednom vyhotoveni. Objevi-li se
mezi obéma jazykovymi verzemi nesrovnalosti,
je rozhodujici Ceska jazykova verze.

Strany prohlaSuji, Ze si tento Dodatek pted jeho
podpisem piecetly, plné porozumély jeho obsahu
a Ze jej uzaviraji v dobré vife jako projev své
vazné a svobodné vile, na dikaz cehoz jej
stvrzuji svymi podpisy.
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FAKULTNI NEMOCNICE HRADEC KRALOVE:

NAME/JMENO: : MUDr. Ale$ Herman, Ph. D.
TITLE/TITUL: Director / feditel

DATE/DATUM: 7.11.2025

MERCK SHARP & DOHME S.R.O.

NAME/ /IMENO: :
TITLE/TITUL: Clinical Research Director CZ & SVK, GCTO

DATE/DATUM: 29.10.2025

PRINCIPAL INVESTIGATOR NAME/ HLAVNI ZKOUSEJICI

NAME//JMENO: : MUDR.
DATE/DATUM: _4 14 ogo5

Czech Republic Amendment Budget Change Tracked 01 May 2022

Fakultni Nemocnice Hradec Kralove s N/ mcnd

Exhibit B1/Ptiloha B1: Updated Study Site Budget / Aktualizovany rozpocet klinického hodnoceni pro centrum
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