FAKULTNII JNEMOCNICE

OSTRAVA

VYPUJCKA ENG PRISTROJ
ev. €. Vyptuijcitele/ID No. of Borrower:
099/0VZ/25/013-V

Dodatek ¢.1 ke Smlouvé o vypujcce

Amendment 1 to Loan Agreement

PPD Global Ltd

Granta Park, Great Abington, Cambridge,
CB21 6GQ, Spojené kralovstvi

(dale jen ,,pujcitel”)

PPD Global Ltd

Granta Park, Great Abington,
Cambridge, CB21 6GQ, UK
(hereinafter referred to as the
"Lender")

a

and

Fakultni nemocnice Ostrava

se sidlem na adrese 17. listopadu
1790/5, 708 52, Ostrava, Ceska republika
IC: 00843989

jednajici: XXX

Zfizovaci listina MZ CR ze dne 25.
listopadu 1990, ¢. j. OP-054-25.11.90
(dale jen ,vyptijcitel”)

Fakultni nemocnice Ostrava

Domicile: 17. listopadu 1790/5, 708 52,
Ostrava, Czech Republic

ID: 00843989

Represented by: XXX

Foundation Deed of the Ministry of
Health of the Czech Republic dated 25
November 1990, Ref. No. OP-054-
25.11.90
(hereinafter
"Borrower")

referred to as the

Spole¢né déle jen ,,Strany”

hereinafter collectively referred to as the
“Parties”

uzaviraji  kdatu  dc¢innosti v souladu
s ustanovenim Smlouvy o vypUjéce ze dne 3.
dubna 2025, k této smlouvé tento

have on the Effective Date, pursuant to the
Loan Agreement dated 3rd April 2025,
entered into this

dodatek €. 1 ke smlouvé o vypujcce (dale
jako ,dodatek 1)

Amendment 1 to Loan Agreement
(hereinafter the ,Amendment 1):

I. Pfedmét dodatku I. Subject of the Amendment
1. Clanek 1. 1. Article 1.
,PljcCitel a vypUjcitel jsou smluvnimi | ,The Lender and the Borrower are parties

stranami smlouvy o klinickém hodnoceni
(dale jen "smlouva o klinickém hodnoceni"),
tykajici se klinického hodnoceni €. protokolu:
ARGX-113-2207 S nazvem: ,Oteviené,
nekontrolované klinické hodnoceni hodnotici
farmakokinetiku, farmakodynamiku,
bezpecnost a aktivitu podkoZzné podavaného
efgartigimodu PH20“ dle smlouvy o
provedeni klinického hodnoceni
¢.017/0VZ/24/019-P (dale jen ,Studie”). Pro
vylouceni pochybnosti je existence této
Smlouvy zdavisld na uzavieni smlouvy o
klinickém hodnoceni.”

to a clinical trial agreement (the “Clinical
Trial Agreement”) concerning clinical trial
no ARGX-113-2207, entitled: “Open-label
Uncontrolled Study to Evaluate
Pharmacokinetics, Pharmacodynamics,
Safety, and Activity of Efgartigimod PH20
SC”, according to the Clinical Trial
Agreement no. 017/0VZ/24/019-P
(hereinafter referred to as the “Study”).
For the avoidance of doubt, the existence
of this Agreement is dependent on the
execution and continued existence of the
Clinical Trial Agreement.”
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bude zcela vymazdn a nahrazen novym
¢lankem 1. v nasledujicim znéni:

,PljcCitel a vypUjcitel jsou smluvnimi

stranami smlouvy o klinickém hodnoceni

(dale jen "smlouva o klinickém hodnoceni"),
tykajici se klinického hodnoceni €. protokolu:
ARGX-113-2207 S ndzvem: ,Oteviené,

nekontrolované klinické hodnoceni hodnotici

farmakokinetiku, farmakodynamiku,
bezpecénost a aktivitu podkozné podavaného
efgartigimodu PH20“ dle smlouvy o
provedeni klinického
¢.017/0vZ/24/019-P a
s nazvem: ,Dlouhodobé,

ARGX-113-2008
jednoramenné,

otevrené, multicentrické klinické hodnoceni

hodnotici bezpecnost efgartigimodu
podavaného intravendzné a efgartigimodu
PH20 poddvaného subkutdnné u déti s
generalizovanou myastenii gravis“ dle

smlouvy o provedeni klinického hodnoceni

¢.017/0Vz/25/027-P (dale jen ,Studie”). Pro
vylouceni pochybnosti je existence této
Smlouvy zavisla na smlouvdch o klinickém
hodnoceni.”

hodnoceni

is being deleted and replaced in its
entirety by new Article 1. as follows:

»The Lender and the Borrower are parties
to a clinical trial agreement (the “Clinical
Trial Agreement”) concerning clinical trial
no ARGX-113-2207, entitled: “Open-label
Uncontrolled Study to Evaluate
Pharmacokinetics, Pharmacodynamics,
Safety, and Activity of Efgartigimod PH20
SC”, according to the Clinical Trial
Agreement no. 017/0VZ/24/019-P and
ARGX-113-2008, entitled: “A Long-term,
Single-Arm, Open-label, Multicenter Trial

to Evaluate Safety of Efgartigimod
Administered Intravenously and
Efgartigimod PH20 Administered
Subcutaneously  in Children With

Generalized Myasthenia Gravis”, according
to the Clinical Trial Agreement no.
017/0VZ/25/027-P (hereinafter referred to
as the “Study”). For the avoidance of
doubt, the existence of this Agreement is
dependent on the execution and
continued existence of the Clinical Trial
Agreements.”

2. Clanek 2.
»PuUjCitel  poskytne
movitou véc

vypujciteli

1x EKG, zn. XXX, vyrobce XXX. Cena:
XXX KE. Vyrobni Cislo bude uvedeno v

pfeddvacim protokole pfi doruceni
pfistroje.

1x Spirometr, XXX, vyrobce XXX.
Cena: XXX K¢ Vyrobni ¢islo  bude

uvedeno v predavacim protokole pfi
doruceni pfistroje.

1x Dynamometr, XXX, vyrobce XXX.
Cena: XXX K& Vyrobni Ccislo bude
uvedeno v predavacim protokole pfi
doruceni pfistroje.

k uzivani

2. Article 2.
“The Lender shall provide the movable
asset

1 x ECG, the manufacturer of the XXX
device is XXX. Price: CZK XXX.
Manufacturing no. will be listed on
handover form when the device is
delivered to Borrower.

1x Spirometer, the manufacturer of
XXX device is XXX. Price: CZK XXX.
Manufacturing no. will be listed on
handover form when the device is
delivered to Borrower.

1x Dynamometer, the manufacturer of
XXX device is XXX. Price: CZK XXX.
Manufacturing no. will be listed on
handover form when the device is
delivered to Borrower.
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2x Datalogger, XXX, vyrobce XXX.
Cena: XXX K& Vyrobni ¢&islo  bude
uvedeno v predavacim protokole pfi
doruceni pfistroje.

1x Min-max teplomér, XXX, vyrobce
XXX. Cena: XXX KE. Vyrobni Cislo bude
uvedeno v predavacim protokole pfi
doruceni pfistroje.

1x ambientni centrifuga, XXX, vyrobce
XXX. Cena: XXX K¢. Vyrobni Cislo bude
uvedeno v predavacim protokole pfi
doruceni pfistroje.

1x freezer, XXX, vyrobce XXX. Cena: XXX
K¢ Vyrobni ¢Cislo bude uvedeno v
predavacim protokole pfi doruceni
pristroje.

(dale jen ,movita véc”).”

bude zcela vymazan a nahrazen novym
¢lankem 2. v nasledujicim znéni:

»PUjCitel poskytne vypUjciteli k uzivani pro
studii ARGX-113-2207 a studii ARGX-113-
2008 movitou véc:

1x EKG XXX;

2x Datalogger (zaznamové zafizeni)

XXX;

1x Min-max teplomér XXX;

1x ambientni centrifuga XXX;

1x mrazak XXX;

2x Datalogger, the manufacturer of
XXX device is XXX. Price: CZK XXX.
Manufacturing no. will be listed on
handover form when the device is
delivered to Borrower.

1x Min-max thermometer, the
manufacturer of XXX device is XXX.
Price: CZK XXX. Manufacturing no. will
be listed on handover form when the
device is delivered to Borrower.

1x ambient centrifuge, the
manufacturer of XXX device is XXX.
Price: CZK XXX. Manufacturing no. will
be listed on handover form when the
device is delivered to Borrower.

1x freezer, the manufacturer of XXX
device is XXX. Price: CZK XXX.
Manufacturing no. will be listed on
handover form when the device is
delivered to Borrower.

(hereinafter referred to as the “movable
asset”).”

is being deleted and replaced in its
entirety by new Article 2. as follows:

“The Lender shall provide for studies
ARGX-113-2207 and ARGX-113-2008 the

movable asset:

1x ECG XXX;

2x Datalogger XXX;

1x Min-max thermometer XXX;

1x ambient centrifuge XXX;

1x freezer XXX;
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dale pujcitel poskytne vypujciteli k uZivani
pro studii ARGX-113-2207 movitou véc
1x Spirometr XXX;

1x Dynamometr XXX

(dale spolecné jen ,, movita véc”).”

additionally, the Lender shall provide for
study ARGX-113-2207 the movable asset

1x Spirometer XXX;

1x Dynamometer XXX

(hereinafter together referred to as the
“movable asset”).”

Il. Zavérecna ustanoveni

Il. Final Provisions

1. Ostatni ustanoveni smlouvy o vypujcce
zUstavaji beze zmény.

2. Tento dodatek 1 je vyhotoven ve
dvojjazycné verzi, anglické a ceské.
V pfipadé rozpor( a (nebo)
nesrovnalosti mezi anglickou a ceskou
verzi ma prednost verze Ceska.

3. Tento dodatek 1 je vyhotoven v
elektronické podobé, pricemz obé
smluvni strany obdrZi jeji elektronicky
original opatreny elektronickymi
podpisy. V pfipadé, Ze se smluvni strany
na elektronické podobé nedohodnou,
bude smlouva vyhotovena ve dvou
stejnopisech s platnosti origindlu, z
nich po jednom obdrzi kaidd ze
smluvnich stran.

4. Tento dodatek 1 nabyva platnosti dnem
posledniho podpisu a ucinnosti dnem
zverejnéni v registru smluv (,datum
ucinnosti“).

1. Other provisions of the Loan Agreement
remain unchanged.

2. This Amendment 1 has been drafted in
bilingual version, English and Czech. In
case of any contradictions and/or
inconsistencies between the English and
the Czech versions, the Czech version shall
prevail.

3. This Amendment 1 shall be executed in
electronic form and both parties shall
receive an electronic original of this
Agreement bearing electronic
signatures. In the event that the
parties do not agree on the electronic
form, the Agreement shall be drawn
up in two counterparts with the
validity of the original, one of which
shall be received by each of the
parties.

4. This Amendment 1 becomes valid on
the day of last signature and effective
on the day of its posting in Contract
Registry (“Effective Date”).
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F(m VYPUJEKA ENG PRISTRO)
FAKULTNI NEMOCNICE ev. €. Vyptijcitele/ID No. of Borrower:
OSTRAVA

099/0VZ/25/013-V

vypujcitel / Borrower

podpis a datum/Signature and Date:

Jméno/Name: XXX

puijéitel / Lender

jméno, podpis, datum/Name, Signature, Date:
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