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FIRST AMENDMENT PRVNI DODATEK
TO KE
CLINICAL TRIAL SMLOUVE O PROVEDENI

AGREEMENT(“Agreement”)
Reg. no. - Institution: 017/O0VZ/23/088-P

KLINICKEHO HODNOCENI
(,,Smlouva*)
ev. & 017/0VZ/23/088-P

This FIRST AMENDMENT is entered into as of
the last date of signature and shall come into effect
on the date of publication in the Register of
Contracts, in accordance with Act No. 340/2015 on
the Register of Contracts (“Effective Date”), by

Tento PRVNI DODATEK se uzavira ke dni
pfipojeni posledniho podpisu a nabyva ucinnosti
dnem uvefejnéni v registru smluv dle zakona
¢. 340/2015 Sb., o registru smluv (dale jen "Datum
ucinnosti"), mezi témito Smluvnimi stranami

representation: Fortrea Belgium SRL, having a
principal place of business at Avenue Bourget
50, 1130 Brussels, Belgium, represented by
PharmDr. Robert Chudacek, and its affiliates
(hereinafter referred to as "Fortrea"), acting in
its capacity as a contract research organization
as defined in ICH-GCP 1.20 as an independent
contractor of Belite Bio (HK) Limited., which
has a place of business at Suite 603, 6th Floor
The Chinese Bank Building Nos. 61-65 Des
Voeux Road Central Hong Kong (“Sponsor”),
and

and among;:
1. Fortrea Inc., 8 Moore Drive, Durham, NC |1. Fortrea Inc., 8 Moore Drive, Durham, NC
27709  USA, 22-3265977, EU legal 27709 USA, IC/DIC: 22-3265977, se

zastupcem v EU: Fortrea Belgium SRL, se
sidlem Avenue Bourget 50, 1130 Brussels,
Belgie, zastoupend PharmDr. Robertem
Chudackem, a jeji pridruzené spole¢nosti

(dale jen "Fortrea"), jako smluvni vyzkumna
organizace, jak je definovana ve smérnici ICH-
GCP 1.20, jednajici jako nezavisly dodavatel
subjektu Belite Bio (HK) Limited., se sidlem v:
Suite 603, 6th Floor The Chinese Bank
Building Nos. 61-65 Des Voeux Road Central
Hong Kong (dale jen "Zadavatel"), a

2. Fakultni nemocnice Ostrava, with registered
office 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic, Company ID No.:
00843989, Tax Registration No.: CZ00843989,
with signing and negotiating authority in
matters of this Agreement granted to: doc.
I c:tcd 25 November 1990 No. OP-054-

2. Fakultni

nemocnice Ostrava, se sidlem
17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Ceskd  republika,  ICO: 00843989,
DIC: CZ00843989, ve vécech této smlouvy je
opravnén jednat a podepisovat: [ ze
dne 25. listopadu 1990 ¢. j. OP-054-25.11.90
(dale jen "Zdravotnické zarizeni"); a

25.11.90  (hereinafter referred to as
“Institution’), and

T-, site: O¢ni klinika Fakultni nemocnice
Ostrava  [Ophthalmology Department of

Ostrava University Hospital], registered office:
17. listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic, (hereinafter referred to as
“Investigator”)

3. I procoviste Ocni klinika Fakultni

nemocnice Ostrava, se sidlem 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceska
republika (dale jen "ZkousSejici")

WHEREAS, Fortrea, Institution, and Investigator
entered into the Clinical Trial Agreement on 22
March 2024 with an effective date of 26 March

VZHLEDEM K TOMU, ze Fortrea, Zdravotnické
zafizeni a ZkousSejici uzavieli dne 22. biezna 2024

Smlouvu o provedeni klinického hodnoceni s
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2024 relating to clinical trial services (the
“Agreement”) in connection with Sponsor’s
clinical trial entitled, “Protocol Title: PHase 3,
Multicenter, = RandOmized, = Double-masked,
PlacEbo-CoNtrolled Study of TInlarebant to
EXplore Safety and Efficacy in the Treatment of
Geographic Atrophy (the PHOENIX Study)”
(“Study”) according to Sponsor’s protocol number
LBS-008-CTO05 incorporated herein by reference
(“Protocol”); and

ucinnosti od 26. biezna 2024 tykajici se
poskytovani sluzeb (dale jen ,,Smlouva®) v ramci
klinické studie nazvem
,»,Multicentricka, randomizovana, dvojité

maskovana, placebem kontrolovana studie faze 3,

Zadavatele S

zkoumajici bezpeénost a G¢innost tinlarebantu pii
1écbé geografické atrofie (studie PHOENIX)*
(,,Studie®), podle protokolu Zadavatele s ¢. LBS-
008-CTOS5 zaclenéného do tohoto dodatku
odkazem (dale jen “Protokol”); a

WHEREAS, the parties desire to amend the
Agreement to reflect changes in the Study Budget
in accordance with Protocol amendment to
Protocol version 4.1, as further described herein;

VZHLEDEM K TOMU, Ze strany si pfeji upravit
Smlouvu tak, aby reflektovala zmény v rozpoctu
Studie v souvislosti s aktualizaci Protokolu na
Protokol verze 4.1, jak je uvedeno nize

NOW, THEREFORE, in consideration of the
mutual agreements of the undersigned and for good
and valuable consideration, the parties hereto agree
to amend the Agreement as follows:

SE TIMTO STRANY po vzidjemné dohodd
podepsanych zastupcti a po fadné a hodnotné tivaze
dohodly zménit smlouvu nasledovné:

1. Compensation. The budget dated 22 March
2024 as set out in Exhibit B of the Agreement
is hereby replaced and superseded with the
revised and restated budget dated 13 June
2024 as set forth in Appendix A to this
Amendment:  Exhibit B - Revised and
Restated Budget as amended by this First
Amendment.

1. Nahrady. Rozpocet ze dne 22. biezna 2024

tak, jak je uveden v Pfiloze B Smlouvy, se
timto nahrazuje revidovanym a upravenym
rozpoétem ze dne 13. Cervna 2024 tak, jak je
uveden v Piiloze A k tomuto dodatku: Ptiloha
B — Revidovany a upraveny rozpocet ve znéni
tohoto Prvniho dodatku.

Except as specifically set forth herein, all other
terms and conditions contained in the Agreement
shall remain in full force and effect. Unless
otherwise defined in this Amendment, capitalized
terms used herein shall have the same meaning
defined in the Agreement.

Neni-li v tomto dokumentu uvedeno jinak, vSechny
ostatni podminky obsazené ve smlouvé zlstavaji
pln¢ platné a G¢inné. Neni-li v tomto Prvnim
dodatku stanoveno jinak, definované pojmy budou
mit stejny vyznam, jaky je definovan ve smlouve.

The Remainder of This Page Is Intentionally
Left Blank

Signature Page to Follow

Zbytek této stranky je zamérné ponechan
prazdny

Nasleduje podpisova strana

IN WITNESS WHEREOF, duly authorized
representatives of the parties have executed and
delivered this Agreement as of the Effective Date
written above.

NA DUKAZ CEHOZ je tato smlouva ke dni
ucinnosti podepsana fadné zmocnénymi zastupci
stran.

Fortrea Inc.
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By:
Name:
Title:

Date:

Fakultni nemocnice Ostrava

By:
Name: -
Title: -

Date:

I

By:

Name: _

Title: Investigator / Zkousejici

Date:
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