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AMENDMENT #1 TO
CLINICAL STUDY AGREEMENT

Between
Pfizer Inc.
and
Fakultni nemocnice v Motole

Pfizer Protocol # C4951013
This Amendment #1 (“Amendment”)

relates to the Clinical Study Agreement
between Pfizer Inc., with a place of

business at 66 Hudson Boulevard East, New

York, NY 10001, USA, Identification No.:
1925262, VAT ID No.: 13-5315170,
represented by

(“Pfizer”)
and Fakultni nemocnice v Motole, with a
place of business at V Uvalu 84, 150 06
Prague 5, Czech Republic, Identification
No.: 00064203, VAT ID No.: CZ00064203,
represented by

(“Institution”) with an effective date of
May 30, 2025 (“Agreement”).

This Amendment is effective as of upon
signature by all parties as of the date of
publication of this Amendment in the
Register of Contracts.

The parties agree to the following
modifications in the Agreement:

1. Institution will purchase/purchased
the centrifuge EBA Hettich 200
(total: CZK 33 050, VAT 21%)
necessary for the conduct of the
Study, subject to prior approval by
Pfizer. The cost of such equipment
will be reimbursed by Pfizer to
Institution upon submission of
appropriate documentation
evidencing the purchase and receipt
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DODATEK C. 1 KE
SMLOUVE O PROVEDENI KLINICKE
STUDII
mezi
Pfizer Inc.
a
Fakultni nemocnice v Motole

Pfizer Protokol ¢. C4951013

Tento dodatek ¢. 1 (,,dodatek*) se uzavira
ke Smlouvé o provedeni klinické studii
mezi spole¢nosti Pfizer Inc., se sidlem na
adrese 66 Hudson Boulevard East, New
York, NY 10001, USA, Identifikac¢ni ¢islo:
192562, Danové identifikacni ¢islo: 13-
5315170, zastoupena

(“Pfizer”) a
Fakultni nemocnice v Motole, se sidlem
na adrese V Uvalu 84, 150 06 Praha 5,
Ceska republika, Identifikaéni &islo:
00064203, Danov¢ identifikacni ¢islo:
CZ00064203, zastoupena

(,,poskytovatel zdravotnich sluzeb” nebo
jen ,,poskytovatel) s datem G¢innosti ke
dni 30. kvétna 2025 (“smlouva”).

Tento dodatek nabyva uc¢innosti po
podepsani vSemi stranami ke dni uvetejnéni
tohoto dodatku v Registru smluv.

Smluvni strany souhlasi s provedenim
nasledujicich zmén ve smlouvé:

1. Poskytovatel si pro potieby
provadéni studie potidi/potidil
centrifugu EBA Hettich 200
(celkova cena: 33 050 K¢, DPH
21%), ktera byla predem schvalena
spolecnosti Pfizer. Naklady na
pofizeni centrifugy budou
spolecnosti Pfizer proplaceny
poskytovateli po ptedlozeni
ptislusnych dokladii o potizeni a
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of the centrifuge. The centrifuge will
remain the property of Pfizer and
will be loaned to the Institution for
the duration of the Study. The
Institution will ensure that the
centrifuge is handled in accordance
with Pfizer’s instructions and
applicable regulation. Upon
completion of the Study, the
centrifuge will be disposed of in
accordance with the agreement
between Pfizer and the Institution,
either by destruction, transfer to
another ongoing Pfizer study, or
purchase by the Institution (with
depreciation). Pfizer and the
Institution agree to execute, prior to
the completion of the Study, an
amendment to this Agreement that
will specify the final handling of the
centrifuge after the study ends. The
Institution is not authorized under
applicable law to insure the
centrifuge, and Pfizer acknowledge
this. Pfizer will, at its own expense,
ensure all repairs and maintenance
of the centrifuge. Pfizer will also
bear the costs of all repairs, safety
and technical inspections, and, if
applicable, revisions of the
centrifuge in accordance with Act
No. 375/2022 Coll., on Medical
Devices and In Vitro Diagnostic
Medical Devices.

2. A revised Attachment B “Equipment
and Materials” is attached to this
Amendment.

All other terms of the Agreement remain in
effect.

[SIGNATURE PAGE FOLLOWS]
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prevzeti centrifugy. Centrifuga
zlstava ve vlastnictvi spolecnosti
Pfizer a bude poskytovateli
zapujcena po dobu trvani studie.
Poskytovatel zajisti, aby

s centrifugou bylo nakladano

v souladu s pokyny spole¢nosti
Pfizer a platnymi pfedpisy. Po
ukonceni studie bude s centrifugou
naloZeno dle dohody mezi
spolecnosti Pfizer a poskytovatelem,
a to bud’ jejim znicenim, prfevedenim
do jiné probihajici studie
spole¢nosti, nebo jejim odkoupenim
poskytovatelem (s odpisem).
Spole¢nost Pfizer a poskytovatel se
zavazuji uzavrit pred ukoncenim
studie dodatek, ktery otazku
nalozeni s centrifugou po ukonceni
studie upravi. Poskytovatel neni
opravnén dle platné pravni upravy
centrifugu pojistit a spole¢nost
Pfizer toto bere na védomi.
Spole¢nost Pfizer svym nakladem
zajisti veSkeré opravy a udrzbu
centrifugy. Spole¢nost Pfizer svym
nakladem veskeré¢ opravy,
bezpecnostné technické kontroly a
ptip. revize centrifugy, a to

Vv souladu se zdkonem ¢. 375/2022
Sb., o zdravotnickych prostfedcich a
diagnostickych prostiedcich in vitro.

Revidovana Priloha B ,,Vybaveni a

materialy* je ptilohou tohoto
dodatku.

VSechny ostatni ndleZitosti smlouvy
zlstavaji beze zmeén a v u¢innosti.

[PODPISOVA STRANA NASLEDUIJE]
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ACCEPTED AND AGREED TO BY / DOJEDNAL(A) A SOUHLAS VYSLOVIL(A):

Pfizer Inc.

Printed Name / Jméno (hilkovym pismem)
pismem)

Title / Funkce

Date: / Datum:

LIST OF ATTACHMENTS / SEZNAM PRILOH

Institution/Poskytovatel: Fakultni
nemocnice v Motole

Printed Name / Jméno (hilkovym

Title / Funkce

Date: / Datum:

Revised Attachment B “Equipment and Materials” / Revidovana Ptiloha B ,,Vybaveni a

materialy*
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Revised Attachment B “Equipment and Materials” / Revidovana Priloha B ,,Vybaveni
a materialy*
Pfizer Protocol # C4951013 / Pfizer Protokol ¢. C4951013

Attachment B
EQUIPMENT AND MATERIALS

Pfizer-Provided Equipment and Materials

Pfizer-Provided Equipment

Pfizer will provide the equipment identified below (*
Pfizer Equipment”) for use by Principal Investigator

or Institution in the conduct or reporting of the Study:

Centrifuge

EBA Hettich 200, including rotor: 26 900 CZK,
including installation.

2x technical controls including recalibration if
needed 3.500 CZK (1 per year)

1x initial validation 2.600

Total: 33.050, VAT 21%

Pfizer-Provided Materials

Pfizer will provide the proprietary materials owned
or licensed by Pfizer and identified below (“Pfizer
Materials”) for use by Principal Investigator or

Institution in the conduct or reporting of the Study.

Materials Supplied: NONE

Vendor-Provided Equipment or Materials

Pfizer will arrange for a vendor to provide the
following equipment or proprietary materials
(“Vendor Property”) for use in this Study:

e EKG

C4951013 — AMD 1 — Fakultni nemocnice v Motole
Pl

Ptiloha B
VYBAVENI A MATERIALY

Vvbaveni a materialy poskvtnuté spole¢nosti
Pfizer

Vybaveni poskytnuté spole¢nosti Pfizer

Spolecnost Pfizer poskytne nize uvedené vybaveni
(,,vybaveni spolecnosti Pfizer*) pro pouziti hlavnim
zkousejicim nebo zdravotnickym zafizenim v ramci
provadéni studie nebo vytvareni zprav studie:

Centrifuga

EBA Hettich 200, véetné& rotoru: 26 900 K¢, véetné
instalace.

2X technicka kontrola véetné rekalibrace v piipadé
potieby 3 500 K¢ (1 ro¢né)

1X inicialni zhodnoceni 2 600 K¢

Celkem: 33 050 K¢, DPH 21%

Materialy poskytnuté spolecnosti Pfizer

Spolecnost Pfizer poskytne chranéné materialy, jez
jsou v jejim vlastnictvi nebo na néZ ma licenci a jsou
uvedeny nize (,,materialy spole¢nosti Pfizer®), pro
pouziti hlavnim zkousejicim nebo zdravotnickym
zafizenim v ramci provadeéni studie nebo vytvareni
zprav studie.

Dodané materialy: ZADNE

Vybaveni nebo materialy poskytnuté dodavatelem

Spole¢nost Pfizer zajisti, Ze dodavatel poskytne
nasledujici vybaveni a chranéné materialy (,,majetek
dodavatele*) pro pouziti v této studii:

e EKG
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e Tablet Samsung X205
e iPhone 8

A separate loan agreement for provision of
equipment is entered into.

Permitted Uses of Vendor Property

Principal Investigator and Institution will use Vendor
Property only for purposes of this Study.

Disposition of VVendor Property

The vendor will determine the disposition of Vendor
Property after completion of Study conduct.

Ownership, Responsibilities, and Liability

Ownership. Pfizer Equipment, Pfizer Materials, and
Vendor Property are and remain the property of
Pfizer, the vendor, or the licensor, as the case may
be.

Responsibilities. The party receiving and using them
will bear the risk of loss or damage to Pfizer
Equipment, Pfizer Materials, and VVendor Property.

If any Pfizer Equipment, Pfizer Materials, or Vendor
Property must be replaced by Pfizer or vendor during
Study conduct as the result of loss or damage by a
party to this Agreement, Pfizer reserves the right to
deduct, from future Study funding payments, the cost
to Pfizer of the replacements.

Liability. Pfizer has no liability for damages of any
sort, including personal injury or property damage,
resulting from the use of Pfizer Equipment, Pfizer
Materials, or Vendor Property except to the extent
that (1) such damages were caused by the negligence
or willful misconduct of Pfizer, or the vendor or (2) a
personal injury constitutes a Research Injury to a
Study Subject, as described in clause 16 of this
Agreement.
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e Tablet Samsung X205
e iPhone 8

Na poskytnuté vybaveni je uzaviena separatni
Smlouva o vyptjcéce.

Povolené pouziti majetku dodavatele

Hlavni zkouSejici a zdravotnické zatizeni pouziji
majetek dodavatele pouze pro ucely této studie.

Nakladani s majetkem dodavatele

Dodavatel uréi, jak ma byt nakladano s jeho
majetkem po dokonceni provedeni studie.

Vlastnictvi, povinnosti a odpovédnost

Vlastnictvi. Vybaveni spolecnosti Pfizer, materialy
spole¢nosti Pfizer a majetek dodavatele jsou a
zustanou vlastnictvim spole¢nosti Pfizer, dodavatele
nebo ptipadné poskytovatele licence.

Povinnosti. Strana, ktera je obdrzi a bude je
pouzivat, ponese riziko ztraty ¢i poskozeni vybaveni
spolecnosti Pfizer, material spolecnosti Pfizer a
majetku dodavatele. Pokud bude muset byt v
pribéhu studie spole¢nosti Pfizer ¢i dodavatelem
provedena vymeéna jakéhokoli vybaveni spolecnosti
Pfizer, materiali spole¢nosti Pfizer nebo majetku
dodavatele v disledku ztraty ¢i poskozeni stranou
této smlouvy, spolecnost Pfizer si vyhrazuje pravo
odecist své ndklady na vyménu z budoucich plateb k
financovani studie.

Odpovédnost. Spolecnost Pfizer nenese odpovédnost
za 7zadny druh Skod, v€etné jmy na zdravi a
majetkovych Skod vzniklych v dasledku pouziti
vybaveni spole¢nosti Pfizer, materiali spole¢nosti
Pfizer nebo majetku dodavatele kromé ptipadi, kdy
(1) takové Skody byly zptisobeny nedbalosti ¢1
zamérnym pochybenim spolecnosti Pfizer nebo
dodavatele, nebo kdy (2) je iyma na zdravi Gjmou na
zdravi souvisejici s vyzkumem, kterou utrpi subjekt
hodnoceni tak, jak je popsano ve ¢lanku 16 této
smlouvy.



