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Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303
CONTRACT AMENDMENT #1 DODATEK C. 1 KE SMLOUVE (0]
PROVEDENI KLINICKEHO
HODNOCENI
THIS CONTRACT AMENDMENT #1 Tento DODATEK C. 1 KE SMLOUVE O

(“Contract Amendment # 1”) is made and
become effective as of the day the last party to
subscribe below and the Agreement will be
published in the Contract Register by the
statutory deadline (the “Effective Date”), by
and between

Pharmaceutical Research Associates CZ,
s.r.0., located at Praha 7, Jankovcova
1569/2¢c, Post Code (PSC): 170 00, Czech
Republic, IC (company ID number):
27636852, the limited liability company duly
registered in the Commercial Register of the
Czech Republic maintained by the Municipal
Court in Prague, Section C, Entry 120574,
represented by xxx (“PRA”), an affiliate of
Pharm Research Associates (UK) Ltd.,
located at 500 Oak Way, Green Park,
Reading, Berkshire RG2 6 AD, United
Kingdom and with registred address at
Cannon Place, 78 Cannon Street, London,
EC4N 6AD, UK (,,PRA UK®), acting as an
independent  contractor  for  Avanir
Pharmaceuticals, Inc. located at 30
Enterprise, Suite 200, Aliso Viejo, California
92656, USA (the “Sponsor”)

Fakultni nemocnice Hradec Kralové
located at Sokolska 581, 500 05 Hradec
Kralové - Novy Hradec Kralové, Czech
Republic, ICO (Company ID): 00179906,
Tax ID: CZ00 179906, represented by prof.
MUDr. Vladimir Pali¢ka, CSc., dr.h.c.,
director (the “Provider”)

and

xxx, an employee of the Provider, acting
within the scope of his/her employment,
located at Fakultni nemocnice Hradec
Kralové, xxx, Sokolska 581, 500 05, Hradec

PROVEDEN{ KLINICKEHO
HODNOCENI (dile jen ,,Dodatek & 1 ke
Smlouve®) je uzaviena a nabyva ucinnosti dne,
kdy posledni ze stran ptipoji niZe sviij podpis a
smlouva bude uvefejnéna v registru smluv

v zakonném terminu (dale jen ,,Datum
udinnosti®‘), se uzavira mezi
spolecnosti Pharmaceutical Research

Associates CZ, s.r.0., se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Ceska
republika, IC: 27636852, spoletnosti s
ruenym omezenym fadné zapsanou v
Obchodnim  rejstiiku ~ Ceské  republiky
vedeném Méstskym soudem v Praze, oddil C,
vlozka 120574, zastoupenda xxx (dale jen
“PRA”), pobockou spole¢nosti  Pharm
Research Associates, (UK) Ltd., se sidlem 500
Oak Way, Green Park, Reading, Berkshire
RG2 6 AD, Spojené¢ kralovstvi, s registrovanou
adresou Cannon Place, 78 Cannon Street,
Londyn, ECAN 6AD, UK (dale jen ,,PRA
UK"), jednajici jako nezavisly dodavatel
spolecnosti Avanir Pharmaceuticals, Inc. se
sidlem 30 Enterprise, Suite 200, Aliso Vigjo,
California 92656, USA (dale jen ,,Zadavatel®)

Fakultni nemocnici Hradec Kralové se
sidlem Sokolska 581, 500 05 Hradec Kralové -
Novy Hradec Kralové, Ceska republika, ICO:
00179906, DIC: CZ00179906, zastoupend
prof. MUDr. Vladimirem Palickou, CSc., dr. h.
c., feditelem (dale jen ,,Poskytovatel),

a

XXX, zaméstnancem Poskytovatele, jednajiciho
v rozsahu jeho zaméstnani, se sidlem Fakulni
nemocnice Hradec Kralové, xxx, Sokolska
581, 500 05, Hradec Kralové, ktery bude
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Kralové, who shall serve as the principal
investigator (“Investigator™).

WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated June 7, 2019
(the “Agreement”) between and among the
parties, PRA retained the Provider and
Investigator to perform the research study
entitled “A Phase 3, Multicenter, Long-
term, Extension Study of the Safety and
Efficacy of AVP-786 (deuterated [d6]
dextromethorphan hydrobromide [d6-
DM]/quinidine sulfate [Q]) for the
Treatment of Agitation in Patients with
Dementia of the Alzheimer’s Type” (the
“Study”), bearing protocol number 15-AVP-
786-303, sponsored by Avanir
Pharmaceuticals, Inc. (the “Sponsor”), as
more particularly described in the Agreement;
and

WHEREAS, the parties hereto have
entered into certain additional agreements with
respect to modification of the Agreement, and
which they desire to memorialize in this
Contract Amendment #1;

NOW, THEREFORE, in consideration
of the premises and of the following mutual
promises, covenants and conditions hereinafter
set forth, the parties hereto agree as follows:

1. Sponsor’s address. The parties wish
to reflect the change of the Sponsor’s
address, which is defined in the
Preamble and section 16. Notices. The
new address reads as follows:

“30 Enterprise, Suite 200, Aliso Viejo,
California 92656, USA”.

2. Budget / Payment Schedule. To
account for changes to the services and
costs under the Agreement caused by
the Protocol Amendment 6, the parties

Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303

vystupovat jako hlavni zkouSejici (dale jen
,.Zkousejici®).

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zakladg
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 7. Cervna
2019 (dale jen ,,Smlouva”), spole¢nost PRA
zavazala Poskytovatele a Zkousejicitho k
provadéni klinické vyzkumné studie pod
nazvem »Multicentricka, dlouhodoba
prodlouZena studie faze 3 hodnotici
bezpecnost a snaSenlivost pripravku AVP-
786 (deuterovany [d6] dextrometorfan-
hydrobromid [d6-DM]/chinidin-sulfat [Q])
v 1écbé agitovanosti u pacientii s demenci
Alzheimerova typu.” (dale jen ,.Studie”), s
¢islem protokolu 15-AVP-786-303,
sponzorované firmou Avanir
Pharmaceuticals, Inc. (dale jen ,,Zadavatel),
jak je podrobnéji popsana ve Smlouve; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
Smlouvy, kterazto méa byt zaznamenana v
tomto Dodatku €. 1 ke Smlouvé,

SE TIMTO sohledem  na
predpoklady a nasledujici vzajemné piisliby,
dohody a podminky dale ustanovené smluvni
strany dohodly takto:

1. Adresa Zadavatele. Strany si pieji
zohlednit zménu adresy Zadavatele,
kterd je definovana v preambuli a v
sekei 16. Oznameni. Nova adresa zni
takto:

,,30 Enterprise, Suite 200, Aliso Viejo,
California 92656, USA“.

2. Rozpocet / Platebni podminky. Za
ucelem zohlednéni zmén ve sluzbach a
nakladech ve Smlouvé zplsobené
Dodatkem 6 Protokolu, strany
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4.

5.

agree that the Budget attached to the
Agreement as Exhibit B is hereby
stricken and replaced by the revised
Budget attached hereto as Appendix
A, effective as of July 14, 2021.

Expected maximum amount of the
total payment under this Amendment
#1 is CZK 1 450 000.

Ratification of  Balance of
Agreement. In all other respects, the
terms of the Agreement are hereby
ratified and affirmed by each of the
parties hereto.

Headings. The headings in this
Contract Amendment #1 are for
convenience of reference only and
shall not affect its interpretation.

Signature Page follows

Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303

souhlasi, Ze Rozpocet prilozeny ke
Smlouv¢ jako Priloha B se odstranuje
a je nahrazen revidovanym Rozpo¢tem
priloZenym nize jako Piiloha A, ktery
je ucinny od 14. Cervence 2021.

Maximalni pfedpokladana hodnota ve
znéni tohoto dodatku je 1 450 000 K¢.

Potvrzeni obsahu smlouvy. Smluvni
strany timto potvrzuji, Ze ve vSech
ostatnich  ustanovenich  zistava
Smlouva nezmeénéna.

Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 1 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli
vliv na vyklad Smlouvy.

Nasleduje podpisovda strana
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Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303

IN WITNESS WHEREOF, the parties NA DUKAZ TOHO tadn& zmocnéni zastupci
hereto, each by a duly authorized smluvnich stran podepsali tento Dodatek ¢. 1
representative, have executed this Contract ke Smlouvé k prvnimu datu podpisu nize.
Amendment #1 as of the date first signed

below.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: xxx
Title/Funkce: xxx

Date / Datum: 1.12.2021

FAKULTNI NEMOCNICE HRADEC KRALOVE

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: prof. MUDr. Vladimir Pali¢ka, CSc.. dr. h. c.

Title / Funkce: Director / Reditel

Date / Datum: 11. 12. 2021

By / Podepsal:

Name / Jméno: xxx
Title / Funkce: xxx

Date / Datum: 8. 12. 2021
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Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303

APPENDIX A / PlﬁLOHA A
REVISED BUDGET / REVIDOVANY ROZPOCET

XXX
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Fakultni nemocnice Hradec Kralové, xxx
15-AVP-786-303

REVISED BUDGET IN CZECH / REVIDOVANY ROZPOCET V CESKEM JAZYCE

XXX
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