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CONTRACT AMENDMENT #1

THIS CONTRACT AMENDMENT #1
(“Contract Amendment # 17) is effective on
the day of the publishing in accordance with
the Act no. 340/2015 Coll. On the Register of
Contracts (the “Effective Date”), by and
between

Pharmaceutical Research Associates CZ,

s.r.0., located at Prahva 7, Jankovcova
1569/2¢, 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 xxxxxxxxxx (“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 400, Aliso Viejo, California
92656, USA (the “Sponsor™),

Fakultni nemocnice u sv. Anny v Brné
located at Pekatska 53, 656 91 Brno, Czech
Republic, IC (Company ID): 00159816, DIC
(VAT ID): CZ00159816, represented by Ing.
Vlastimil Vajdak, director (the “Institution”)

and

XXXXXXXXX, with place of permanent
residence: xxxxxxxx, date of birth: xxxxxxxx

(“Investigator™).

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
17-AVP-786-305

DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI

Tento DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,Dodatek & 1 ke
Smlouvé™) nabyva ucinnosti dnem zvetejnéni
dle zakona ¢. 340/2015 Sb., o registru smluv
(déle jen ,,Datum 0¢innosti*), se uzavira mezi

spole¢nosti Pharmaceutical = Research
Associates CZ, s.r.o., se sidlem Praha 7,
Jankovcova 1569/2c, PSC 170 00, Ceska
republika, IC: 27636852, spoleCnosti s
ru¢enym omezenym fadn€ zapsanou Vv
Obchodnim  rejstitku ~ Ceské  republiky
vedeném M¢stskym soudem v Praze, oddil C,
vlozka 120574, zastoupena xxxxxxxxxx (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
spole¢nosti Avanir Pharmaceuticals, Inc. se
sidlem 30 Enterprise, Suite 400, Aliso Vigjo,
California 92656, USA (dale jen ,,Zadavatel®),

Fakultni nemocnici u sv. Anny v Brné se
sidlem Pekaiska 53, 656 91 Brno, Ceska
republika, IC: 00159816, DIC: CZ00159816,
zastoupena Ing. Vlastimilem Vajdakem,
teditelem (dale jen ,,Zdravotnické zatizeni),

a

XXXXXXXXX, bytem: XXXXXXXX,
xxxxxxxx (dale jen ,,Zkousejici“).

nar.:
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WITNESSETH:

WHEREAS, under the terms of a certain
Clinical Trial Agreement, dated 11 December,
2018, no. ¢. KHL/2018/015/Fo, and as
amended (the “Agreement”) between and
among the parties, PRA retained the
Institution and Investigator to perform the
research study entitled “A Phase 3,
multicenter, randomized, double-blind,
placebo-controlled, parallel-design study to
assess the efficacy, safety, and tolerability
of AVP-786 (deudextromethorphan
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
17-AVP-786-305, sponsored by Avanir
Pharmaceuticals, Inc., 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. Budget / Payment Schedule. To
account for changes to the services and costs
under the Agreement, the parties 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 of this
Contract Amendment #1.

2. 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.

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
17-AVP-786-305

UVODNI USTANOVENI:

VZHLEDEM K TOMU, ZE na zakladé
Smlouvy o provedeni klinického hodnoceni
mezi smluvnimi stranami ze dne 11. prosince
2018, ¢. KHL/2018/015/Fo, ve znéni jejich
dodatku (dale jen ,,Smlouva”), spole¢nost PRA
zavazala Zdravotnické zatizeni a Zkousejiciho
k provadéni klinické vyzkumné studie pod
nazvem ,,Multicentricka, randomizovana,
dvojité zaslepena, placebem kontrolovana
studie faze 3 s paralelnim usporiadanim,
hodnotici ucinnost, bezpecnost a
snaSenlivost pripravku AVP-786
(deudextrometorfan-hydrobromid [d6-
DM]/chinidin-sulfat [QD v 1é¢hé
agitovanosti u pacienti s demenci
Alzheimerova typu.” (dale jen ,,Studie®), s
Cislem protokolu 17-AVP-786-305,
sponzorované firmou Avanir Pharmaceuticals,
Inc., jak je podrobnéji popsana ve Smlouvé; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
Smlouvy, kteraZzto ma byt zaznamenana v
tomto Dodatku ¢. 1 ke Smlouvé;

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

1. Rozpocet / Platebni podminky. Za G¢elem
zohlednéni zmén ve sluzbach a nakladech ve
Smlouve strany souhlasi, Zze Rozpocet
prilozeny ke Smlouvé jako Pfiloha B se
odstrannuje a je nahrazen revidovanym
Rozpoctem pfilozenym nize jako Ptiloha A
tohoto Dodatku ¢. 1 ke Smlouvé.

2. Potvrzeni obsahu smlouvy. Smluvni strany
timto potvrzuji, Ze ve vSech ostatnich
ustanovenich zistava Smlouva nezménéna.
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3. Headings. The headings in this Contract
Amendment #1 are for convenience of
reference only and shall not affect its
interpretation.

4. PRA and Sponsor acknowledge and agree
that under Act No. 340/2015 Coll., on Register
of Contracts, the Institution is obligatory to
publish this Amendment in this Register. The
Business Secret of the Parties will not be
published. The Institution is responsible for the
publishing of this Amendment. If the
Institution will not publish this Amendment
within the deadline of thirty (30) days, the
Agreement can be published by PRA or
Sponsor

5. This Contract Amendment #1 is drawn up in
3 copies, each of which receives each one at a
time.

6. This Contract Amendment #1 is made in the
English and Czech language versions. In the
event of any discrepancy the Czech version
shall prevail provided that the English version
shall be sufficiently consulted to determine the
genuine intention of the Parties with respect to
the discrepancy.

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
17-AVP-786-305

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

4. PRA a Zadavatel berou na védomi, ze
s ohledem na zakon ¢. 340/2015 Sb., o registru
smluv, ve znéni pozd¢jSich predpist, je
Zdravotnické zatizeni povinno tento Dodatek €.
1 ke Smlouvé zvefejnit v registru smluv.
Takovémuto zvetejnéni nepodléhaji ty udaje,
které tvoii obchodni tajemstvi nékteré ze
smluvnich stran. Za zveifejnéni tohoto Dodatku
odpovidd Zdravotnické zafizeni. Pokud
Zdravotnické zafizeni nezvefejni tento Dodatek
v zakonné lhaté tficeti (30) dni, mlze byt
Dodatek zvetejnén PRA ¢i Zadavatelem.

5. Tento Dodatek ¢. 1 ke Smlouvé je
vypracovan ve 3 vyhotovenich, z nichz kazda
smluvni strana obdrzi po jednom.

6. Tento Dodatek €. 1 ke Smlouvé je vyhotoven
v anglickém a Ceském jazykovém znéni. V
ptipadé jakéhokoli rozporu bude rozhodujici
Ceska jazykova verze za predpokladu, Zze v
pfipadé  nesrovnalosti bude provedeno
dostate¢né porovnani s anglickou verzi k urceni
skute¢ného zdméru Smluvnich stran.
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Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
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IN WITNESS WHEREOF, the partics 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.

Amendment #1.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

15.4.2021
Date / Datum:

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: XXXXXXXXXXXXXXXXXXX

Title/Funkce: XXXXXXXXXXXXXXXXXXX

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

30.4.2021
Date/Datum:

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: Ing. Vlastimil Vajdak

Title/Funkce: Director / Reditel

XXXXXXXXXXXXXXX
21.4.2021

Date/Datum:

By/Podepsala:

Name/Jméno: XXXXXXXXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkousSejici
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Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
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APPENDIX A / PRILOHA A
REVISED BUDGET FOR INSTITUTION / REVIDOVANY ROZPOCET PRO
ZDRAVOTNICKE ZARIZENI

XXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXX
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Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXXXXXXX
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REVISED BUDGET FOR INVESTIGATOR / REVIDOVANY ROZPOCET PRO
ZKOUSEJICI

XXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXX
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