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CONTRACT AMENDMENT#2TO
CLINICAL TRIAL AGREEMENT

This CONTRACT AMENDMENT # 2 TO
CLINICAL TRIAL AGREEMENT
(“Contract Amendment # 2”), effective as of the
day of publishing in accordance with the Act
No. 340/2015 Coll. On the Register of Contracts
(the “Contract Amendment # 2 Effective
Date”), is by and between:

Krajskd zdravotni, as - Masarykova
nemocnice v Usti nad Labem, 0.z., located at
Socialni péée 3316/12A, Post code (PSC): 401
13 Usti nad Labem, Czech Republic, registered
in the Commercial Register maintained by the
Regional Court in Usti nad Labem, Section B,
Entry 1550, represented by MUDr. Petr Maly,
MBA, executive director (the “Institution”),
and

Pharm Research Associates (UK) Ltd.,
located at 500 Oak Way, Green Park, Reading,
Berkshire RG2 6 AD, United Kingdom and
with registered address at Cannon Place, 78
Cannon Street, London, EC4N 6AD, United
Kingdom (“PRA Assignee™); and

I o cmployee of

the Institution, acting within the scope of
his/her employment at the address of
Masarykova nemocnice v Usti nad Labem, 0.z.,
Intensive care dpt., located at Socialni péce
3316/12A, Post code (PSC): 401 13 Usti nad
Labem, Czech Republic, who shall serve as the
principal investigator (“Investigator”) for the
Study as defined below.

The Institution and the Investigator may be
collectively referred to as the “Site”.

Biotest / 995
DODATEK C. 2 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI

Tento DODATEK C. 2 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI (dale jen ,.Dodatek & 2 ke
Smlouvé”) ucinny ke dni uvefejnéni dle
zékona €. 340/2015 Sb., o registru smluv,
(dale jen ,,Datum ucinnosti Dodatku ¢. 2 ke

Smlouveé®), a je uzavien mezi:

Krajskou zdravotni, a.s. - Masarykova
nemocnice v Usti nad Labem, 0.z., se sidlem
Socialni péce 3316/12A, PSC: 401 13 Usti
nad Labem, Ceska republika, zapsanou v
Obchodnim rejstiiku  vedeném Krajskym
soudem v Usti nad Labem, oddil B, vlozka
1550, zastoupenou MUDr. Petrem Malym,
MBA, generalnim feditelem (dale jen
»Zdravotnické zafizeni®), a

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, EC4N 6AD,
Spojené Kralovstvi (dale jen ,,Nabyvajici
PRA%); a

I oméstnancem

Zdravotnického  zafizeni, jednajiciho v
rozsahu jeho zaméstnani vykonavajiciho na
adrese Masarykova nemocnice v Usti nad
Labem, odd. Intenzivni péée, se sidlem
Socidlni péte 3316/12A, PSC: 401 13 Usti
nad Labem, Ceskd republika, ktery bude
vystupovat jako hlavni zkousSejici (dale jen
»Zkousejici“) odpovidajici za Studii, jak je
definovano nize.

Zdravotnické zatizeni a Zkousejici mohou byt
dale spole¢né oznacovani jen jako ,,ReSitelské
centrum®.
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WITNESSETH:

WHEREAS, under the terms of a
certain Clinical Trial Agreement, dated
-, and as amended (the “Agreement™)
between and among the parties, PRA retained
the Institution and Investigator to perform the
research study entitled “A randomized, active-
controlled, multicenter, phase Ill study
investigating efficacy and safety of intra-
operative use of BT524 (human fibrinogen
concentrate) in subjects undergoing major
spinal or abdominal surgery (AdFIrst)” (the
“Study”), bearing protocol number 995,
sponsored by Biotest AG, 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 # 2;

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. Term, Termination. To account for
changes of the Study duration, the parties
agree that the provision in Article 10.
TERM; TERMINATION - point a) is
hereby removed and replaced by the
following text:

“This Agreement shall enter into force at the
date of last contractual party signature. The
effective date is the date of this Agreement
publication in the Register of Contracts, and
shall continue in force until the Study has
been completed at the Institution with an
approximate timeframe of May 2022.”

. Biotest / 995
NECHT JE STVRZENO:

VZHLEDEM K TOMU, ZE na
zakladé Smlouvy o provedeni klinického
hodnoceni mezi smluvnimi stranami uzaviené
dne , ve znéni pozdéjsich dodatkn
(dale jen ,Smlouva”), PRA zavazala
Zdravotnické zafizeni a Zkousejictho k
provadéni klinické vyzkumné studie pod

nazvem ,.Randomizovand, aktivné
kontrolovana multicentricka studie faze 111
hodnotici ucinnost a bezpecnost

intraoperacniho pouZiti pripravku BT524
(koncentrat lidského fibrinogenu) u pacientii
podstupujicich  velkou operaci padteie
(AdFIrst)“ (dale jen ,Studie”), s Ccislem
protokolu 995, sponzorované ze strany
spolecnosti Biotest AG, jak je podrobnéji
popsana ve Smlouve; a

VZHLEDEM K TOMU, ZE
smluvni strany se dohodly na zméné obsahu
Smlouvy, kterazto ma byt zaznamenana v
tomto dodatku ¢. 2 ke Smlouve;

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

1. Platnost Smlouvy, ukonceni Smlouvy.
Za ucelem zohlednéni zmén v dob¢ trvani
Studie, smluvni strany souhlasi s tim, Ze
ujedndni v ¢lanku  10. PLATNOST
SMLOUVY, UKONCENI SMLOUVY
—bod a) se timto odstratiuje a je nahrazen
nasledujicim znénim:

,, Tato Smlouva vstoupi v platnost k datu
podpisu posledni smluvni stranou. Datum
ucinnosti  je datum uverejnéni této
Smlouvy v Registru smiuv, a to plati az do
dokonceni Studie u Zadavatele v rémci
priblizného c¢asoveho ramce v trvani do
kvétna 2022.
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SIGNATURES
FOLLOWING PAGE

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.

Headings. The headings in this Contract
Amendment # 2 are for convenience of
reference only and shall not affect its
interpretation.

APPEAR ON

PODPISY  JSOU J
NASLEDUJICI STRANE

Biotest / 995

Potvrzeni obsahu Smlouvy. Ve vsech
ostatnich  ohledech  jsou podminky
Smlouvy schvaleny a potvrzeny kazdou
smluvni stranou této Smlouvy.

Nadpisy. Nadpisy uvedené v tomto
Dodatku ¢. 2 ke Smlouvé maji pouze
informativni vyznam a nemaji jakykoli
vliv na vyklad Smlouvy.

UVEDENY NA
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IN WITNESS WHEREOF, the parties NA DUKAZ TOHO fadné zmocnéni zastupci
hereto, each by a duly authorized smluvnich stran podepsali tento Dodatek ¢. 2
representative, have executed this Contract ke Smlouvé dne, jak je uvedeno dale, ale s
Amendment # 2 on the date(s) indicated below, u¢innosti pro vSechny ucely k datu ucinnosti
but effective for all purposes as of the Contract Dodatku ¢. 2 ke Smlouvé.
Amendment # 2 Effective Date.

PHARM RESEARCH ASSOCIATES (UK) Ltd.

By/Podepsal:
Authorised Signature / podpis zmocnéného zastupce

Name/Jméno: [
Title/Funkce: |

Date/Datum:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

By/Podepsal:
Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: MUDr. Petr Maly, MBA
Title/Funkce: Executive director / Generalni feditel

Date/Datum:

INVESTIGATOR / ZKOUSEJICI

By/Podepsal:

Name/Jméno: |

Title/Funkce: Investigator / ZkousSejici

Date/Datum:
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