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CLINICAL TRIAL AGREEMENT with
INSTITUTION

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI
S POSKYTOVATELEM
ZDRAVOTNICKYCH SLUZEB

(the “AGREEMENT?”)

(dale jen ,,smlouva“)

Investigational Medicinal Products (IMPs)":

Protocol Number: _
EudraCT Number: ||| | | |

Hodnocené 1écivé pripravky (HLP)':

Cislo protokolu: ||| GGG
Cislo EudraCT: ||

BETWEEN

MEZI

EVER Neuro Pharma GmbH
Oberburgau 3
4866 Unterach/Austria

Represented by [N

(hereinafter “SPONSOR”);

EVER Neuro Pharma GmbH
Oberburgau 3
4866 Unterach/Rakousko

zastoupen: [N

(dale jen ,ZADAVATEL")

AND

A

Fakultni nemocnice v Motole

having a place of business at VV Uvalu 84,

Praha 5, 150 06, Czech Repubilic,

Company Registration No.: || VAT

ID No.: duly represented by
by power

of attorney (hereinafter “INSTITUTION”);

Fakultni nemocnice v Motole
se sidlem na adrese V Uvalu 84, Praha 5,

150 06, Ceska republika, ICO: || Gz

DIC: zastoupena ||
v pIné moci (dale

jen “POSKYTOVATEL ZDRAVOTNICH
SLUZEB”)

individually a "PARTY" and together the
"PARTIES".

jednotlivé dale jen ,strana“ a spolecné
.strany”.

WHEREAS, the SPONSOR asked the
contracting partner to conduct a clinical trial
as defined in Art 2 (2) No. 2 of the
Regulation (EU) No 536/2014 on clinical
trials on medicinal products for human use,

VZHLEDEM K TOMU, Ze ZADAVATEL
pozadal smluvniho partnera, aby provedl
klinické hodnoceni podle definice Nafizeni
Evropského parlamentu a Rady (EU)
€. 536/2014 o klinickych hodnocenich

The Parties agreed to use already the term “Investigational Medicinal Products” as defined in Article 2 para
2 No 5 of the Clinical Trial Regulation in this Agreement, even if they know that until 315t of January 2025 the
meaning of the term is regulated by the Czech Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to some related Acts, as amended./ Smluvni strany se dohodly, Ze v této dohodé& budou jiz
pouzivat pojem "hodnocené 1éCivé pfipravky", jak je definovan v €l. 2 odst. 2 €. 5 nafizeni o klinickych
hodnocenich, i kdyZ védi, Ze do 31. ledna 2025 se vyznam tohoto pojmu fidi Eeskym zakonem €. 378/2007
Sb., o lé¢ivech a 0 zménach nékterych souvisejicich zakonu, ve znéni pozdéjSich predpist.
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Directive  2001/20/EC
TRIAL REGULATION”)

and repealing
(“CLINICAL

I (hereinatter called the “TRIAL IMPs”)
named - with the EudraCT number

B hcrcinafter referred to as

the “TRIAL”) as described in more detail in
the study protocol no. _which
will be provided to the INSTITUTION by the
SPONSOR and which may be from time to
time unilaterally updated by the SPONSOR
(hereinafter referred to as the PROTOCOL

involving the IMPs [

humannich lé€ivych pfipravkd a o zruseni
smérnice 2001/20/ES (dale jen ,NARIZENI
o KLINICKEM HODNOCENI")
s hodnocenym l€Civym pfipravkem
(spolecné dale

jen ,HLP) s nazvem s dislem
EudraCT (dale jen

,STUDIE®), blize

které je

v protokolu C. _ ktery bude

popsano

POSKYTOVATELI ZDRAVOTNICH
SLUZEB pfedan ZADAVATELEM a ktery
muze byt ¢as od casu ZADAVATELEM

will enter into, a separate agreement with
‘ " (the
“‘INVESTIGATOR”) who is employed by the
INSTITUTION and shall serve as the
INVESTIGATOR for the TRIAL, and which
relates to the performance of trial-related
tasks by the INVESTIGATOR and the
compensation of the INVESTIGATOR; the
INVESTIGATOR and members of the
STUDY PERSONNEL will be remunerated
under a separate agreement for the
activities carried out as part of this TRIAL;
and

[defined below]). jednostranné  doplfiovan  (dale  jen
,PROTOKOL").
WHEREAS, SPONSOR has entered into, or | VZHLEDEM K TOMU, zZe SPONZOR

uzaviel nebo uzavie samostatnou smlouvu
s I
(dale jen ,ZKOUSEJICI*), ktery je
zaméstnancem POSKYTOVATELE
ZDRAVOTNICH SLUZEB a bude vykonavat
ginnost ZKOUSEJICIHO ve STUDII, ktera
se tyka vykonavani Gkold ZKOUSEJICIHO
souvisejicich se studii a odmény
ZKOUSEJICIHO; ZKOUSEUJICI a é&lenové
STUDIINIHO PERSONALU budou za
¢innosti provadéné v ramci této STUDIE
odménovani na zakladé samostatné
smlouvy za ¢innosti provedené v ramci této
STUDIE a

WHEREAS, INSTITUTION desires to
participate in the TRIAL as described in this
AGREEMENT and to provide the services to
SPONSOR as agreed hereunder; and

VZHLEDEM K TOMU, Ze
POSKYTOVATEL ZDRAVOTNICH
SLUZEB ma zajem o ugast ve STUDII
zpUsobem popsanym v této SMLOUVE a
poskytovani sluzeb sjednanych v této
SMLOUVE ZADAVATELI; a

WHEREAS, INSTITUTION has reviewed
sufficient information regarding the TRIAL
IMPs and PROTOCOL to evaluate its
interest in participating in the TRIAL.

VZHLEDEM K TOMU, ze se

POSKYTOVATEL ZDRAVOTNICH
SLUZEB dostateéné seznamil
s informacemi  tykajicimi se HLP a

PROTOKOLU, aby dokazal posoudit zajem
o Ucast ve STUDII;

NOW, THEREFORE, the PARTIES,
intending to be legally bound, have entered

TIMTO STRANY, které maji v Umyslu
pravné se zavazat, uzaviraji tuto SMLOUVU
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into this AGREEMENT and specifically
agree as follows:

a konkrétné se dohodly takto:

1. CONDUCT OF THE STUDY

1. PROVADENI STUDIE

1.1 INSTITUTION warrants that the TRIAL
will be carried out in accordance with the

study protocol entitled, _

study
protocol no.

_ which forms an integral

part of this AGREEMENT and may be
amended from time to time, such
amendments also forming part of this
AGREEMENT (the “PROTOCOL”). The
PROTOCOL and Investigator's Brochure
have previously been provided to
INVESTIGATOR and the PROTOCOL fully
details the clinical research activities and
responsibilities to be undertaken with all due
diligence by INSTITUTION. In the event of
conflict between the terms of the
PROTOCOL and this AGREEMENT, the
PROTOCOL shall prevail with respect to the
medical  treatment of @ ENROLLED
SUBJECTS (defined below) and this
AGREEMENT shall prevail with respect to

all other matters. The final treatment
decision always rests  with the
INVESTIGATOR.

Parties agree that the English version is the

1.1 POSKYTOVATEL ZDRAVOTNICH
SLUZEB souhlasi s tim, Ze STUDIE bude
vykonavana v souladu s protokolem s
nazvem

bezpelnost

‘
)

studijni protokol &.

ktery je soucasti této
SMLOUVY a ktery mize byt pfilezitostné
doplnén formou dodatk(, které také tvori

soucast této SMLOUVY (dale jen
,PROTOKOL"). PROTOKOL a pfirucka
zkousejiciho jiz byly poskytnuty

ZKOUSEJICIMU a PROTOKOL podrobné
stanovi klinické vyzkumné Ccinnosti a
povinnosti, které musi byt pinény s fadnou
péci POSKYTOVATELEM ZDRAVOTNICH
SLUZEB. V pfipadé rozporu mezi
podminkami PROTOKOLU a této
SMLOUVY rozhoduje PROTOKOL
sohledem na lésbu ZARAZENYCH
SUBJEKTU (definovani nize), resp.
SMLOUVA s ohledem na vS8echny ostatni
zalezitosti. Konecné rozhodnuti o lécbé je
vzdy na ZKOUSEJICiM.

STRANY se dohodly, Zze pfi vykladu této

prevailing version for the interpretation of | SMLOUVY rozhoduje anglicka verze,
this AGREEMENT and its appendices. vcetné pfiloh.
1.2 INSTITUTION further agrees to: 1.2 POSKYTOVATEL ZDRAVOTNICH

SLUZEB dale souhlasi, Ze:

(a) and warrants to conduct this TRIAL in
strict compliance with the CLINICAL TRIAL
REGULATION to the extent applicable, with
Directive 2001/20/EC, all applicable internal
requirements of the INSTITUTION, any and

(a) a zaruCuje se provadét STUDII pfisné v
souladu s NARIZENIM O KLINICKYCH
HODNOCENICH a o zru$eni smérnice
2001/20/ES v pfislusném rozsahu, se vSemi
internimi  poZzadavky POSKYTOVATELE
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all applicable national laws, particularly Act
No. 378/2007 Coll., on Pharmaceuticals and
on Amendments to some related Acts, as
amended (the “Act on Pharmaceuticals”),
Act No. 372/2011 Coll., on Health Services
and conditions under which these are
provided, as amended, Decree No.
226/2008 Coll.,, on Good Clinical Practice
conditions of clinical trials of medicinal
products, as amended, Act No. 110/2019
Coll., on Personal Data Processing,
respectively the General Data Protection
Regulation 2016/679, for all applicable laws
always in the current applicable version, and
their potential replacements, and any and all
applicable directives, rules, regulations,
guidelines, professional standards, and
codes of practice applicable in the Czech
Republic (the “TERRITORY”), including
those relating to the preparation, use and
submission of data arising out of clinical
trials;

ZDRAVOTNICH SLUZEB a s veskerymi
platnymi  narodnimi zakony, zejména
zakonem ¢&. 378/2007 Sb. o lécivech a o
zménach nékterych souvisejicich zakond,
ve znéni pozdéjSich predpisti (dale jen
,zakon o |écCivech®), zakonem ¢&. 372/2011
Sb., o zdravotnich sluzbach a podminkach
jejich poskytovani, ve znéni pozdéjSich
predpisl, vyhlaskou ¢.226/2008 Sb. o
spravné Kklinické praxi a podminkach
klinického hodnoceni I€Civ, v platném znéni,
a zakonem ¢&. 110/2019 Sb., o zpracovani
osobnich udajd, resp. Obecnym nafizenim
o ochrané osobnich udaji 2016/679, vzdy
ve znéni pozdéjSich predpisi a jejich
pfipadnych nahrad, a s veSkerymi platnymi
smérnicemi, pravidly, pFedpisy, pokyny,
oborovymi normami a provadécimi pfedpisy
plathymi v Ceské republice (dale jen
LUZEMI*), a to véetn& t&ch, které se tykaji
pFipravy, pouzivani a predkladani udaju
vyplyvajicich z klinickych hodnoceni;

(b) (i) fulfill their obligations to the applicable
ethics committee (EC) in the TERRITORY
until the TRIAL is switched to the CLINICAL
TRIAL REGULATION or (ii) national law
does impose further reporting obligations
vis-a-vis the EC after the switch of the TRIAL
under the CLINICAL TRIAL REGULATION;

(b) (i) spIni své povinnosti vici prislusné
etické komisi (EK) na UZEMi do doby, kdy
dojde k prechodu na NARIZENIi O
KLINICKYCH HODNOCENICH, nebo (ii)
dal$i ohlasovaci povinnosti vici EK ulozené
narodnimi pravnimi predpisy po pfechodu
na NARIZENI O KLINICKYCH
HODNOCENICH;

(c) instruct INVESTIGATOR to submit all
data and information, and undertake all
activities so that the time schedules set forth
in the PROTOCOL and this AGREEMENT
are met;

(c) nafidi ZKOUSEJICIMU, aby pfedlozil
vedkeré udaje a informace a provadél
veSkeré cCinnosti potfebné k dodrzeni
¢asovych harmonogramu  stanovenych
PROTOKOLEM a touto SMLOUVOU,

(d) instruct INVESTIGATOR to return all
unused compounds, drugs, devices,
equipment, and related materials and all
copies of CONFIDENTIAL INFORMATION
(as defined in Article 6), including those
materials that incorporate or otherwise
record any intellectual property rights
relating to the TRIAL, to the SPONSOR
within thirty (30) days of termination or

(d) nafidi ZKOUSEJICIMU, aby vratil
ZADAVATELI vSechny nepouzité latky,
léky, zafizeni, vybaveni a souvisejici
materialy a v8echny kopie DUVERNYCH
INFORMACI (jak jsou definovany v élanku
6) vCetné materiall, které obsahuji nebo
jinak zahrnuji prava dusevniho vlastnictvi
tykajicich se STUDIE, ve Ihuté tficeti (30)
dnl ode dne prfed¢asného ukonéeni nebo
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completion of the TRIAL.

dokoncéeni STUDIE.

1.3 SPONSOR through their designee, shall
be responsible for the delivery of the TRIAL
IMP to the INSTITUTION, where it will be
received and examined by the STUDY
PERSONNEL (in the same manner as any
other shipment, i.e. whether the package is
unharmed, in case of specific requests for
the transportation, whether such
requirements have been duly followed, and
the receipt of shipment will be confirmed).
SPONSOR shall notify the INSTITUTION on
the date of delivery three working days in
advance at least. This notification shall be

1.3 ZADAVATEL zajisti prostfednictvim
zastupce distribuci zasilky HLP do 1ékarny
POSKYTOVATELE ZDRAVOTNICH
SLUZEB, kde ji PERSONAL STUDIE
pfevezme a zkontroluje (jako jiné zasilky —
tzn. zda neni posSkozena, zda byly fadné

dodrzeny pfipadné zvlastni pFepravni
pozadavky, pfiem zasilky potvrdi).
ZADAVATEL oznami POSKYTOVATELI

ZDRAVOTNICH SLUZEB datum dorugeni
nejméné tfi (3) pracovni dny pFedem.
Oznameni musi byt provedeno e-mailem
nebo telefonicky. Likvidaci nevyuZzitych HLP

done either by email or by phone.| provede ZADAVATEL.

Destruction of any unused TRIAL IMPs shall

be performed by SPONSOR.

2. WARRANTIES 2. ZARUKY

INSTITUTION represents and warrants that: | POSKYTOVATEL ZDRAVOTNICH

SLUZEB prohlasuje a zaruéuje, Ze:

2.1 INSTITUTION has the resources,
including but not limited to: (a) sufficient
personnel and equipment; and (b) sufficient
patients meeting enrollment criteria and not
being a screening failure (‘ENROLLED
SUBJECTS”) to efficiently and expeditiously
perform the TRIAL in a professional and
competent manner, and will dedicate the
necessary resources at all times to perform
the TRIAL in such a manner.
INVESTIGATOR will thoroughly familiarize
himself with the properties of the TRIAL
IMPs, PROTOCOL, obligations imposed by
the CLINICAL TRIAL REGULATION, to the
extent applicable, Directive 2001/20/EC as
long as in force, the latest version of the ICH-
GCP, and any other applicable laws,
regulations, and standard operating
procedures prior to beginning of the TRIAL,
and will ensure that the TRIAL is conducted
in compliance with the same.

2.1 POSKYTOVATEL ZDRAVOTNICH
SLUZEB ma prostfedky, které mimo jiné
zahrnuji: (a) dostatek personalu a vybaveni;
a (b) dostate¢ny pocet pacientd, ktefi splfiuji
kritéria pro zafazeni a prosli uspésné
screeningem (dale jen ,ZARAZENE
SUBJEKTY?*) pro rychlé a ucinné provedeni
STUDIE odbornym a kompetentnim
zpUsobem a vyhradi potfebné zdroje po
celou dobu provadéni STUDIE k provedeni
STUDIE timto zpisobem. ZKOUSEJICIi se
pred zahajenim STUDIE dukladné seznami
s vlastnostmi HLP, PROTOKOLEM,
povinnostmi ulozenymi NARIZENIM O
KLINICKYCH HODNOCENICH a o zruseni
smérnice 2001/20/ES v platném rozsahu,
smérnice 2001/20/ES po dobu jeji platnosti,
aktualni verzi ICH GCP a jinymi platnymi
zakony, predpisy a standardnimi
pracovnimi postupy a zajisti, Ze STUDIE
bude provadéna v souladu s témito zakony,
pfedpisy a standardnimi  pracovnimi
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2.2 INSTITUTION, INVESTIGATOR and
any other employee, agent or staff member
involved in the TRIAL under the
INSTITUTION’s direction (“STUDY
PERSONNEL”) have such current licenses
and permits as may be required to perform
clinical studies and if applicable, they are not
now nor in the past ever been debarred or
excluded from any national healthcare
program, nor are any of them currently under
investigation by the U.S. Food and Drug
Administration (FDA) for debarment action
or license debarred pursuant to the U.S.
Generic Drug Enforcement Act of 1992 (21
U.S.C. 301 et seq) and any other applicable
and effective legal regulations, and
INSTITUTION shall — immediately after
learning about it - notify SPONSOR in
accordance with the “Notices” article below
(Article 13) upon any inquiry concerning or
the commencement of any such proceeding

postupy.

2.2 POSKYTOVATEL ZDRAVOTNICH
SLUZEB ZKOUSEJICI a vsichni
zaméstnanci, zastupci nebo personal
provadéjici STUDII pod vedenim
POSKYTOVATELE ZDRAVOTNICH

SLUZEB (dale jen ,PERSONAL STUDIE")
maji platné licence a povoleni poZadované
k provadéni klinickych studii a, hodi-li se,
nikomu z nich neni ani nikdy nebyla
zakazana €innost nebo ucast v nékterém z
narodnich zdravotnickych program( ani
nejsou v  soucCasnosti  vySetfovani
americkym Ufadem pro kontrolu potravin a
l&Civ (U.S. Food and Drug Administration)
(FDA) ve veéci zakazu Ccinnosti nebo
odebrani licence na zakladé amerického
zakona o generikach (U.S. Generic Drug
Enforcement) z roku 1992 (§ 21 U.S.C. 301
a nasl.) a jinych platnych a d&innych
pravnich predpist, a POSKYTOVATEL
ZDRAVOTNICH SLUZEB bude

concerning any person performing the | ZADAVATELE v souladu s d&lankem o
TRIAL. oznamenich uvedenym nize informovat o
jakémkoliv Setfeni nebo zahajeni fizeni s
jakoukoliv osobou provadégjici STUDII
bezprostiedné poté, kdy se o tom dozvi.
2.3 SPONSOR acknowledges that | 2.3 ZADAVATEL bere na védomi, ze
INSTITUTION, INVESTIGATOR, and the | POSKYTOVATEL ZDRAVOTNICH

STUDY PERSONNEL may be conducting
other clinical studies. INSTITUTION agrees
that neither it nor any other STUDY
PERSONNEL is a party to any agreement
which would prevent them from fulfilling their
obligations under this AGREEMENT, and
that during the term of this AGREEMENT
they will not enter into any agreement which
would in any way restrict their ability to
conduct the TRIAL.

SLUZEB, ZKOUSEJICi a PERSONAL
STUDIE mohou provadét jina Klinicka
hodnoceni. POSKYTOVATEL
ZDRAVOTNICH SLUZEB souhlasi, Ze ani
POSKYTOVATEL ZDRAVOTNICH
SLUZEB, ani nikdo z PERSONALU STUDIE
nejsou smluvni stranou smlouvy, ktera by
jim branila v plnéni zavazkd podle této
SMLOUVY, a Ze v pribéhu smluvni doby
této SMLOUVY neuzaviou zadnou
smlouvu, ktera by jakymkoliv zplsobem
omezovala jejich schopnost provadét
STUDII.

2.4 INSTITUTION shall prepare, modify,
maintain, archive, retrieve and/or transmit

2.4 POSKYTOVATEL ZDRAVOTNICH
SLUZEB pfipravi, upravi, bude udrzovat,
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any records, including CRFs, medical
records, informed consents, test results, or
other source documents, in a manner
acceptable for the collection of data for
submission to, or review by, the EMA and
other regulatory or governmental authorities,
and in full compliance with the PROTOCOL
and all applicable laws, in particular with the
CLINICAL TRIAL REGULATION, to the
extent applicable. INSTITUTION will archive
the clinical trial master file under adequate
conditions to prevent their damage or
destruction for a period of twenty-five (25)
years of the completion of the TRIAL or as
stipulated in the PROTOCOL, whichever
period is longer ("ARCHIVING PERIOD").
INSTITUTION shall inform SPONSOR no
later than six months prior to the expiry of the
ARCHIVING PERIOD how these study
records and documents will be handled. In
the event that SPONSOR requests an
extension of the ARCHIVING PERIOD from
the INSTITUTION, the INSTITUTION shall
be entitled to request an appropriate
remuneration from the SPONSOR in
accordance with the price list valid at the time
of the  archiving extension. The
INVESTIGATOR shall contact the
responsible department at the INSTITUTION
prior to planned shredding to agree on
further proceedings with the SPONSOR.

archivovat, ziskavat a/nebo predavat
jakékoliv zaznamy v&etné CRF, Iékafskych
zaznamu, informovanych souhlasu,
vysledk(l testll nebo jiné zdrojové
dokumentace zpusobem pfijatelnym pro
zaznamenavani udajl, nebo predkladat
Udaje k predlozeni nebo ke kontrole FDA,
EMA a dalSich regulacnich nebo viladnich
organu v plném souladu s PROTOKOLEM

a vSemi platnymi zakony, zejména
NARIZENIM 0] KLINICKYCH
HODNOCENICH v platném rozsahu.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB  bude archivovat  studijni
dokumentaci (TMF) v odpovidajicich

podminkach zamezujicich poSkozeni nebo
zni€eni, a to po dobu dvacetipéti (25) let od
ukonceni klinického hodnoceni, nebo jak je
stanoveno v PROTOKOLU, podle toho,
ktera |hata je delsi (dale jen ,DOBA
ARCHIVACE"). POSKYTOVATEL
ZDRAVOTNICH SLUZEB bude informovat
ZADAVATELE nejpozdéji Sest mésicu pred
uplynutim DOBY ARCHIVACE o tom, jakym
zplUsobem bude se zaznamy a dokumenty
STUDIE nalozeno. Pokud si ZADAVATEL
na POSKYTOVATELI ZDRAVOTNICH
SLUZEB vyzada prodlouzeni DOBY
ARCHIVACE, POSKYTOVATEL
ZDRAVOTNICH SLUZEB bude opravnén
pozadovat po ZADAVATELI odpovidajici
odménu podle platného ceniku v dobé
prodlouzeni DOBY ARCHIVACE.
ZKOUSEUJICI je povinen obratit se pred
planovanou skartaci na pfislusné oddéleni
POSKYTOVATELE ZDRAVOTNICH
SLUZEB s zadosti o projednani dal$iho
postupu se ZADAVATELEM.

2.5 This AGREEMENT does not involve the
counseling or promotion of a business
arrangement that violates applicable law.

2.5 Tato SMLOUVA nezahrnuje
poradenstvi ani propagaci obchodniho
ujednani v rozporu s platnym pravem.

3. REPLACEMENT

3. NAHRADA ZKOUSEUJICiHO

3.1 In the event INVESTIGATOR becomes

3.1 Nebude-li ZKOUSEJICI nadale ochoten
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unwilling or unable to perform the duties
required by this AGREEMENT,
INSTITUTION will cooperate in good faith
and expeditiously to find a replacement
investigator with  similar  qualifications
acceptable to SPONSOR; however,
INVESTIGATOR shall continue to be bound
by all relevant obligations and conditions of
this AGREEMENT which by their nature or
intent should survive, including but not
limited to confidentiality, publication,
intellectual property, following any
replacement.

Ci schopen plnit povinnosti podle této
SMLOUVY, POSKYTOVATEL
ZDRAVOTNICH SLUZEB v dobré vife a bez
pritahll  zac¢ne  hledat  nahradniho
zkousejiciho s podobnou kvalifikaci, ktery
by byl pro ZADAVATELE pfijatelny;
ZKOUSEJICI bude ale i po nahrazeni
nadale vazan viemi pFislusnymi
povinnostmi a podminkami této SMLOUVY,
které ze své povahy nebo umyslu plati i
nadale, mimo jiné véetné divérnosti udajl,
zvefejiiovani a dusevniho vlastnictvi.

3.2 In the event a replacement investigator
acceptable to SPONSOR, and
INSTITUTION is not found within thirty (30)
days, this AGREEMENT may be terminated
in accordance with the “Termination” article

3.2 Nebude-li do ftficeti (30) dnu zajistén

nahradni  zkouSejici pfijatelny pro
ZADAVATELE i POSKYTOVATELE
ZDRAVOTNICH SLUZEB, Ize platnost

SMLOUVY ukondit v souladu s ¢lankem 9 o

below (Article 9). INSTITUTION’s | ukon&eni SMLOUVY. Soucinnost

cooperation in finding an acceptable | POSKYTOVATELE ZDRAVOTNICH

replacement does not release it from its | SLUZEB pfi hledani pfijatelného

obligations to perform this AGREEMENT up | nahradniho zkouSejiciho nezbavuje

to and including the effective date of | POSKYTOVATELE ZDRAVOTNICH

termination. SLUZEB povinnosti plnit SMLOUVU az do
dne (vCetné) ucinnosti ukonceni
SMLOUVY.

4. TERM 4. SMLUVNi DOBA

This AGREEMENT shall be effective as of | SMLOUVA  nabyva ucinnosti  dnem

the date of publication in the Register of
Contracts and the TRIAL shall start
thereafter and shall continue until TRIAL
close-out and completion of all obligations
herein of all ENROLLED SUBJECT data and
any corresponding queries in a form
acceptable to SPONSOR, or until
termination pursuant to “Termination” article
below (Article 9).

The estimated duration of the TRIAL is until
_ The estimated number of
ENROLLED SUBJECTs at the
INSTITUTION is . The PARTIES agree
that changes to these assumptions and
expectations will not necessitate the

uvefejnéni v Registru smluv a STUDIE ma
zacit ode publikace a plati do ukonCeni
STUDIE a splnéni vSech povinnosti ze
SMLOUVY pro v8echny ZARAZENE
SUBJEKTY a vyfeSeni vSech souvisejicich
pfipominek ve formé& pfijatelné pro
ZADAVATELE, pfipadné az do ukonceni
platnosti SMLOUVY v souladu s ¢lankem 9
o ukonceni SMLOUVY.

Predpokladana délka STUDIE je do

Predpokladany pocet
ZARAZENYCH SUBJEKTU u
POSKYTOVATELE ZDRAVOTNICH

SLUZEB je [} STRANY se dohodly, ze
zmény téchto predpokladd a pland
nevyZaduji uzavfeni dodatkl k této
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execution of amendments to this

AGREEMENT.

The Parties are aware that the TRIAL could
still be ongoing after the January 31%!, 2025.
The INSTITUTION ensures that
INSTITUTION will take all necessary steps
that the INSTITUTION switches and is
switched to the new regime at the latest by
31JAN2025 for ensuring compliance with the
CLINICAL TRIAL REGULATION.

SMLOUVE.

Strany berou na védomi, ze STUDIE muze
pokraCovat [ po 31.01.2025.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB zajisti, Ze ugini veskeré kroky
potfebné k vlastnimu pfevodu a prevede
POSKYTOVATELE ZDRAVOTNICH
SLUZEB na novy rezim nejpozd&ji ke
31.01.2025, aby byla zajisténa shoda
s NARIZENIM O KLINICKYCH
HODNOCENICH.

5. FEES AND PAYMENT

5. FAKTURACE A PLATBY

5.1 In consideration for performance of the
TRIAL in accordance with the PROTOCOL,
SPONSOR will compensate INSTITUTION
in accordance with the Payment Schedule in
Appendix 1 (“Payment Schedule and
Budget’) and the Budget included in
Attachment 1 of Appendix 1, all made a part
hereof (the “BUDGET”). INSTITUTION
and/or INVESTIGATOR agree to see
ENROLLED SUBJECTS only at the
INSTITUTION. The BUDGET may be
modified only upon the prior written consent
of the PARTIES. Likewise, non-emergency
additional tests or services (tests or services
not required by the PROTOCOL or
performed in excess of PROTOCOL
requirements) shall not be compensable
hereunder without the prior written consent
of SPONSOR. Payments shall be made in
accordance with the provisions set forth in
the BUDGET, with the last payment being
made after INSTITUTION completes all of its
obligations under this AGREEMENT.

5.1 ZADAVATEL zaplati POSKYTOVATELI
ZDRAVOTNICH SLUZEB platby podle
harmonogramu plateb v pfiloze 1
(Harmonogram plateb a rozpocet) a
rozpoctu uvedeného v doplriku 1 k pfiloze 1
(dale jen ,ROZPOCET") jako protipInéni za
provadéni STUDIE v souladu
s PROTOKOLEM,; pfiloha 1 i doplnék 1 tvofi
soucast této SMLOUVY. POSKYTOVATEL
ZDRAVOTNICH SLUZEB a/nebo
ZKOUSELJICi souhlasi s tim, Ze se navétévy
ZARAZENYCH SUBJEKTU budou konat
pouze u POSKYTOVATELE
ZDRAVOTNICH SLUZEB. ROZPOCET Ize
ménit pouze s pfedchozim pisemnym
souhlasem STRAN. Obdobné plati, ze
dodatec¢né testy nebo sluzby nevyzadované
urgentni situaci (napf. testy nebo sluzby,
které nejsou vyzadovany PROTOKOLEM
nebo se provadéji nad ramec pozadavki
PROTOKOLU) nebudou hrazeny podle této
SMLOUVY bez pfedchoziho pisemného
souhlasu ZADAVATELE. Platby budou
provadény v souladu s ustanovenimi
uvedenymi v ROZPOCTU s tim, Ze posledni
platba bude provedena po splnéni vSech

zavazk( POSKYTOVATELE
ZDRAVOTNICH SLUZEB podle této
SMLOUVY.

5.2 The PARTIES hereto agree that| 5.2 SMLUVNI STRANY souhlasi, ze
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compensation paid hereunder represents
the fair market value of services rendered
and, that no part of any consideration paid
pursuant to this AGREEMENT is a prohibited
payment for the recommending or arranging
for the referral of business, or the ordering of
items or services, nor are the payments
intended to induce illegal referrals of
business. The service fees shown in the
BUDGET do not include goods and services
tax (GST), Value Added Tax (VAT),
harmonized sales tax or other similar
commodity taxes, ("TAXES"). If such TAXES
are required under law, they should be
added to fees and shown on the invoice at
the local applicable rate.

odména vyplacena podle této SMLOUVY
predstavuje  objektivni  trzni  hodnotu
poskytnutych sluzeb a Ze 2adna cast
protipinéni podle této SMLOUVY neni
zakazanou platbou za doporuceni nebo
zprostfedkovani  doporuCeni  zakdazek,
objednani zbozi nebo sluzeb, ani ze se
nejedna o platby, které maji vyvolat
nezakonné doporu€eni zakazek. Platby
uvedené v ROZPOCTU nezahrnuji dar ze
zbozi a sluzeb (goods and services tax,
GST), dan z pfidané hodnoty (DPH),
harmonizované dané z prodeje ani podobné
komoditni dan& (dale jen ,DANE").
Vyzaduje-li tyto DANE zakon, musi byt
nauctovany k platbam a uvedeny s mistni
zdkonnou sazbou ve fakture.

5.3 INSTITUTION shall comply with all
obligations with respect to TAXES and social
security contributions, if applicable, which
relate to the subject matter of this
AGREEMENT.

53 POSKYTOVATEL ZDRAVOTNICH
SLUZEB splni v8echny zavazky tykajici se
DANi a (v relevantnich pfipadech)
pfispévky na socialni zabezpeceni, které se
tykaji pfedmétu této SMLOUVY.

5.4 INSTITUTION agrees that it will not bill
any third parties for any visits, services or
expenses incurred during the TRIAL for
which they have received compensation
from SPONSOR, which are not part of the
ordinary care they would normally provide for
the patient. Claims for services and/or
products in connection with the TRIAL that
INSTITUTION may submit for
reimbursement to the applicable third party
shall at all times be in compliance with
applicable laws including notices, issuances
and national and local coverage decisions. If
SPONSOR provides any products or items
for use in the TRIAL at no charge to
INSTITUTION, it agrees that it will not bill
any third party for such products or items.

54 POSKYTOVATEL ZDRAVOTNICH
SLUZEB se zavazuije, Ze nebude fakturovat
tfetim stranam zadné navstévy, sluzby ani
vydaje vzniklé v pruibéhu STUDIE, za které
obdrzi platbu od ZADAVATELE a které
nejsou soucasti standardni péce, ktera by
byla obvykle poskytnuta pacientovi.
Pohledavky za sluzby a/nebo produkty v
souvislosti se STUDI, které
POSKYTOVATEL ZDRAVOTNICH
SLUZEB mUze predkladat pFislusnym tretim
stranam, musi byt vzdy v souladu s platnymi
zakony, a to véetné oznameni,
dokumentace a narodnich a mistnich
rozhodnuti o pojisténi. Pokud ZADAVATEL

poskytuje POSKYTOVATELI
ZDRAVOTNICH SLUZEB jakékoliv
bezplatné produkty nebo polozky k pouziti
ve STUDII, POSKYTOVATEL

ZDRAVOTNICH SLUZEB se zavazuje, Ze je
nevyfakturuje Zadné jiné treti strané.

5.5 Due to legal requirements, including but

5.5 ZADAVATEL mulze byt v souladu se
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not limited to applicable professional
association codes (e.g. Codes of Practices
and the Disclosure Code of EFPIA and its
national member associations), SPONSOR
may be required to disclose certain
payments, gifts, and other transfers of value
that it provides to healthcare providers,
institutions and organizations. Accordingly,
and notwithstanding any provision to the
contrary, the compensation and other
information hereunder may be publicly
disclosed without notice by SPONSOR to
comply with its legal obligations, regardless
of whether such payment is remitted directly
to INSTITUTION or INVESTIGATOR.

zakonnymi pozadavky, mimo jiné kodexy
pfislusnych odbornych asociaci (napf.
zasady praxe a kodex zverejriovani prevodu
hodnot Evropské federace farmaceutickych
spoleCnosti a asociaci [EFPIA] a jejich
narodnich c¢lenskych asociaci), povinen
zvefejnit nékteré platby, dary a jiné pfevody
hodnot poskytovatelim zdravotni péce,
zdravotnickym zafizenim a organizacim.
ZADAVATEL proto muze bez ohledu na
jakékoliv opacné ustanoveni a bez
upozornéni zvefejnit informace o Uhradach
a dalSi informace ke splnéni zakonnych
povinnosti, a to bez ohledu na to, zda
takova platba byla poukazana pfimo
POSKYTOVATELI ZDRAVOTNICH
SLUZEB nebo ZKOUSEJICIMU.

5.6 The total estimated remuneration for the
performance of services under this
AGREEMENT for the maximum number of
ENROLLED SUBJECTS, who complete all
visits in accordance with the PROTOCOL, is

cz« I

5.6 Pfedpokladana celkova vySe odmény za

provedeni sluzeb podle této SMLOUVY za

maximalni podet ZARAZENYCH

SUBJEKTU, ktefi absolvuji vSechny

navstévy v souladu s PROTOKOLEM, &ini
- K&.

6. CONFIDENTIAL INFORMATION AND
NONDISCLOSURE

6. DUVERNE INFORMACE A UTAJENI
INFORMACI

6.1 All information supplied by SPONSOR to
the INSTITUTION or derived by the STUDY
PERSONNEL (including without limitation
the INVESTIGATOR), or otherwise
generated during the course of this
AGREEMENT, shall be deemed confidential
and proprietary information of SPONSOR
(“CONFIDENTIAL INFORMATION”).
CONFIDENTIAL INFORMATION shall not
be used for any purpose other than that of
the TRIAL, shall be maintained in strict
confidence and shall not be transferred or
disclosed to any third party other than the
STUDY PERSONNEL, provided such
STUDY PERSONNEL are bound by
confidentiality provisions no less stringent
than those of this “Confidential Information
and Nondisclosure Article”. CONFIDENTIAL

6.1 Veskeré informace pfedané
ZADAVATELEM POSKYTOVATELI
ZDRAVOTNICH SLUZEB nebo odvozené
PERSONALEM STUDIE (mimo jiné
ZKOUSEJICIM) nebo jinak vytvofené

bé&hem pInéni SMLOUVY jsou povazované
za davérné a vlastnické informace
ZADAVATELE (dale jen ,DUVERNE
INFORMACE®). DUVERNE INFORMACE
Ize pouzivat vyhradné pro ucely STUDIE,
budou spravovany pfisné duvérnym
zpusobem a nebudou pfedavany ani
sdélovany zadnym trfetim stranam kromé
PERSONALU STUDIE, ktery se musi Fidit
ustanovenimi o dlvérnosti informaci
nejméné tak pfisnymi, jako jsou ustanoveni
tohoto ¢lanku o davérnych informacich a
utajeni informaci. POSKYTOVATEL
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INFORMATION shall be kept confidential at
least 10 years after termination of this
AGREEMENT by INSTITUION and
INSTITUTION shall ensure the STUDY
PERSONNEL will also keep the information
confidential for this period.

ZDRAVOTNICH SLUZEB bude zachovavat
davérnost DUVERNYCH INFORMACI
nejméné 10 let po ukon&eni této SMLOUVY
a zaijisti, ze PERSONAL STUDIE bude
zachovavat  davérnost DUVERNYCH
INFORMACI po stejnou dobu.

6.2 The foregoing  obligation of
nondisclosure  shall not apply to
CONFIDENTIAL INFORMATION that:

6.2 VySe uvedena povinnost utajeni se
nevztahuje na DUVERNE INFORMACE,
které:

(a) is or becomes publicly available through
no fault of INSTITUTION and/or its STUDY
PERSONNEL (including without limitation
INVESTIGATOR);

(a) jsou nebo se stanou verejné dostupnymi

bez zavinéni POSKYTOVATELE
ZDRAVOTNICH SLUZEB a/nebo
PERSONALU STUDIE (mimo jiné

ZKOUSEJICIHO);

(b) is disclosed to INSTITUTION by a third
party entitled to disclose such information
not subject to any obligation of confidence;

(b) jsou zpfistupnény POSKYTOVATELI
ZDRAVOTNICH SLUZEB ftfeti stranou
opravnénou tyto informace zpfistupnit, ktera
neni vazana povinnosti mienlivosti;

(c) is already known by INSTITUTION prior
to disclosure hereunder, as shown by prior
written records;

(c) POSKYTOVATEL ZDRAVOTNICH
SLUZEB znal je$té pied sdélenim v ramci
SMLOUVY, jak mlze dolozit predchozimi
pisemnymi zaznamy;

(d) is necessary to obtain EC approval of the
TRIAL or that must be included in any
ENROLLED SUBJECT’s written informed
consent form;

(d) jsou nezbytné k zajisténi souhlasného
stanoviska EK ke STUDII nebo musi byt
uvedeny v pisemném informovaném
souhlasu ZARAZENEHO SUBJEKTU;

(e) is required by applicable law to be
disclosed to competent authorities, e.g. by
the Act No. 106/1999 Coll., On Free Access
to Information, as amended, on the basis of
which the INSTITUTION may be obliged to
disclose to a third party information, if such
third party requests so, provided however,
prior to making any such disclosure,
INSTITUTION shall provide SPONSOR with
(i) prior written notice of the proposed
disclosure in order to provide SPONSOR
with sufficient opportunity to seek a
protective order or other similar order
preventing or limiting the proposed
disclosure, and (i) with reasonable

(e) musi byt sdéleny opravnénym ufadim
podle pfislusného zakona, napf. zakona
€. 106/1999 Sb., o svobodném pfistupu
k informacim, ve znéni pozdéjsich predpisu,
na zakladé kterého je POSKYTOVATEL
ZDRAVOTNICH SLUZEB povinen sdélit
tfeti strané informace, pozada-li o to treti
strana, s tim ale, Ze POSKYTOVATEL

ZDRAVOTNICH SLUZEB musi pied
sdélenim poskytnout ZADAVATELI (i)
pisemné upozornéni na navrhované

sdéleni, aby mél ZADAVATEL dostate¢nou
moznost podat navrh na vydani ochranného
pfikazu nebo jiného podobného pfikazu,
kterym by zabranil nebo omezil navrhované
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assistance in SPONSOR’s efforts to obtain a
protective order or other similar order.

INSTITUTION shall disclose such
CONFIDENTIAL INFORMATION only to the
extent required in order to comply with the
applicable law, regulation or action;

sdéleni, a (ii) pfimé&Fenou soucinnost pfi usili
o ziskani ochranného pfikazu nebo
podobného pfikazu. POSKYTOVATEL
ZDRAVOTNICH SLUZEB sdéli DUVERNE
INFORMACE pouze Vv rozsahu
vyZadovaném pfislusnym zakonem,
pfedpisem nebo Zalobou;

(f) can be documented to have been
independently developed by a staff
member of the INSTITUTION not involved in
the TRIAL and not privy to the
CONFIDENTIAL INFORMATION;

(f) byly prokazatelné nezavisle vypracovany

personalem POSKYTOVATELE
ZDRAVOTNICH SLUZEB neprovadsjicim
STUDII, ktery nem& k DUVERNYM

INFORMACIM pfistup;

(g9) is published in accordance with Article 7
(“Publication and Release of Information”)
herein.

(g) byly zvefejnény v souladu s ¢lankem 7
této SMLOUVY (Zvefejnovani a uvolfiovani
informaci).

6.3 All PARTIES shall keep confidential all
information from individual ENROLLED
SUBJECTS and shall ensure that none could
be identified in any reports, submissions or
publications. The PARTIES further agree to
comply with the data protection
requirements set forth in Appendix 2 (“Data
Protection”. Any data furnished to
SPONSOR concerning INSTITUTION’s
patients will be furnished in a coded format

6.3 STRANY budou zachovavat duvérnost
vSech informaci o] jednotlivych
ZARAZENYCH SUBJEKTECH a zajisti, aby
nebylo mozné zjistit totoznost zadného z
nich v zadnych zpravach, podanich nebo
publikacich. STRANY dale souhlasi s tim,
Ze budou dodrzovat pozadavky na ochranu
osobnich udaju stanovené v priloze 2
(Ochrana osobnich udaju). VeSkeré udaje
pfedavané ZADAVATELI, které se tykaji

in accordance with the PROTOCOL. pacientu POSKYTOVATELE
ZDRAVOTNICH SLUZEB, budou predany v
kddované formé Vv souladu
s PROTOKOLEM.

6.4 SPONSOR’s ability to review the| 6.4 Schopnost ZADAVATELE

ENROLLED SUBJECT’s medical records
shall be subject to reasonable safeguards for
the protection of patient confidentiality.
INSTITUTION shall provide SPONSOR’s
monitor access to any ENROLLED
SUBJECT’s medical records or their
systems. INSTITUTION shall ensure that
only ENROLLED SUBJECT's medical
records are disclosed to SPONSOR’s
monitor and shall ensure there is no access
to non-ENROLLED SUBJECT’s records.
When this is not possible, INSTITUTION, as
applicable, shall ensure that paper copies

prezkoumavat zdravotni zaznamy pacientu
bude podminéna pfiméfenou ochranou

davérnych informaci pacient(.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB poskytne monitorovi
ZADAVATELE pfistup ke vSem zdravotnim
zdznamUm pacienta nebo ke svym
systémam. POSKYTOVATEL

ZDRAVOTNICH SLUZEB zajisti, Ze monitor
ZADAVATELE bude mit pfistup pouze ke
zdravotnim  zaznamdm ZARAZENYCH
SUBJEKTU, a zajisti, ze nebude umoznén
pfistup k zadznamOm  nezafrazenych
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certified by an authorized person of the
INSTITUTION are made available for
inspection and/or monitoring visit.

pacientq. Neni-li to mozneé,
POSKYTOVATEL ZDRAVOTNICH
SLUZEB podle konkrétniho pfipadu zajisti,
ze inspektor a/nebo monitor dostane
k dispozici  vytisky potvrzené osobou
opravnénou POSKYTOVATELEM
ZDRAVOTNICH SLUZEB.

7. PUBLICATION AND RELEASE OF
INFORMATION

7. ZVEREJNENI A UVOLNENI

INFORMACI

7.1 INSTITUTION shall recognize the
integrity of a multi-site TRIAL by not seeking
to publish data derived from such work until
the complete TRIAL has been reported in
full, or in the event that no such publication
occurs within twelve (12) months of the
completion of the TRIAL, INSTITUTION shall
be free to publish in accordance with the
provisions of this article.

7.1 POSKYTOVATEL ZDRAVOTNICH
SLUZEB zajisti integritu této multicentrické
STUDIE tim, Ze se nebude snazit
zvefejnovat udaje odvozené ze své prace,
dokud nedojde ke zvefejnéni zpravy o celé
STUDII; v pfipadé, ze Kk takovému
zvefejnéni nedojde do dvanacti (12) mésicu
od dokonéeni STUDIE, bude
POSKYTOVATEL ZDRAVOTNICH
SLUZEB opravnén provést zvefejnéni
v souladu s ustanovenimi tohoto ¢lanku.

7.2 INSTITUTION shall not publish or
otherwise disclose any findings resulting
from the TRIAL with respect to the TRIAL
IMPs or its development without
SPONSOR'’s prior review. For the purpose of
obtaining such review, INSTITUTION shall
submit to SPONSOR a copy of any proposed
abstract, manuscript, presentation or the like
at least ninety (90) days, or sixty (60) days
for abstracts, prior to the estimated date of
submission for publication or other
disclosure. If SPONSOR determines that the
proposed publication contains patentable
subject matter, SPONSOR may require
delay of publication or other disclosure for a
period of time being the earlier of eighteen
(18) months from the request to publish or
twelve (12) months from the end of the
TRIAL, for the purpose of filing patent
applications or taking other appropriate
action to protect its proprietary interests. If
SPONSOR determines that CONFIDENTIAL
INFORMATION is contained in such

7.2 POSKYTOVATEL ZDRAVOTNICH
SLUZEB nesmi bez predchozi kontroly
ZADAVATELEM zvefejnit ani jinak sdélit
zadné vysledky vyplyvajici ze STUDIE
tykajici se HLP nebo jeho vyvoje.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB musi za Ggelem této kontroly
predlozit ZADAVATELI kopii navrzeného
abstraktu, rukopisu, prezentace apod.
nejméné devadesat (90) dni, resp. Sedesat

(60) dni v pfipadé abstraktu, pfed
odhadovanym terminem podani ke
zvefejnéni nebo jinému sdéleni. Pokud
ZADAVATEL  zjisti, ze navrhovana
publikace obsahuje patentovatelny
predmét, mlze  pozadovat odklad

zverejnéni nebo jiného sdéleni o osmnact
(18) meésicu od Zadosti o zvefejnéni nebo
dvanacti (12) mésict od konce STUDIE za
ucelem podani patentove pfihlasky nebo
jiného vhodného opatfeni na ochranu
vlastnickych zajmi ZADAVATELE. Pokud
ZADAVATEL zjisti, ze rukopis nebo abstrakt
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manuscript or abstract, INSTITUTION
agrees to delete that information. For the
avoidance of doubt, if no response is
received by INSTITUTION from SPONSOR
within such review period, publication may
proceed. SPONSOR’s review of an abstract
does not constitute its review of a
subsequent manuscript, presentation or the
like which must be submitted to SPONSOR
for review in its own right. The participation
of SPONSOR shall be acknowledged in any
publication or presentation unless written
notice to the contrary is given.

obsahuje DUVERNE INFORMACE,
POSKYTOVATEL ZDRAVOTNICH
SLUZEB se zavazuje tyto informace

odstranit. Pro vylou€eni pochybnosti plati,
ze pokud POSKYTOVATEL
ZDRAVOTNICH SLUZEB b&hem Ihiity pro
kontrolu neobdrzi od ZADAVATELE Zadnou
odpovéd, mize k publikaci dojit. Kontrola
abstraktu ZADAVATELEM nepfedstavuje
kontrolu nasledného rukopisu, prezentace
apod., které musi byt ZADAVATELI
pfedlozeny k  samostatné  kontrole.
S vyjimkou opacného pisemného
vyrozumeéni plati, Zze kazda publikace nebo
prezentace musi uvadét zminku o
ZADAVATELI.

7.3 SPONSOR may use, refer to, and
disseminate reprints of scientific, medical,
and other published articles relating to the
TRIAL which disclose the name of the
INSTITUTION, consistent with relevant
copyright laws. INSTITUTION shall not use
SPONSOR’s name in connection with any
advertising or promotion of any product or
service without the prior written permission
of SPONSOR. Each PARTY agrees that it
will not disclose the terms of this
AGREEMENT to any outside party without
the permission of the other PARTIES, except
as required by applicable law.

7.3 ZADAVATEL smi pouzivat, citovat a Sifit
dotisky védeckych, zdravotnickych a
dal$ich publikovanych ¢lanku tykajicich se
STUDIE, které uvadeji nazev
POSKYTOVATELE ZDRAVOTNICH
SLUZEB, a to v souladu s pFislu§nymi
autorskymi  zakony. POSKYTOVATEL
ZDRAVOTNICH SLUZEB nesmi bez
pfedchoziho pisemného souhlasu
ZADAVATELE pouzit nazev ZADAVATELE
v souvislosti se Zadnou reklamou ani
propagaci zadného produktu nebo sluzby.
Jednotlivé STRANY souhlasi s tim, Ze bez
souhlasu  ostatnich STRAN  nesdéli
podminky této SMLOUVY zadné treti strané
s vyjimkou situaci, kdy je to vyzadovano
platnymi zakony.

8. INSPECTIONS 8. INSPEKCE

8.1 INSTITUTION shall notify SPONSOR | 8.1 POSKYTOVATEL ZDRAVOTNICH
immediately in writhg of any inquiries,| SLUZEB bude ZADAVATELE ihned
correspondence or communications with or | pisemné informovat v pfipadé jakychkoliv
from any governmental or regulatory| dotazd, korespondence, komunikace
authority, including SUKL (State Institute for | s jakymkoliv vidadnim nebo regulaénim
Drug Control). organem vcetné Statniho ustavu pro

kontrolu lé&iv (SUKL).

8.2 If any governmental or regulatory
authority, including SUKL, requests

8.2 Pokud kterykoliv vladni nebo regulacni
organ véetné SUKL pozada o povoleni
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permission to or does inspect
INSTITUTION’'S facilities or research
records relating to this TRIAL, INSTITUTION
will allow SPONSOR to attend such
inspections, and shall make all reasonable
efforts to coordinate any scheduling of such
inspections to permit SPONSOR to attend
such inspections.

kontroly nebo provede kontrolu prostor nebo
vyzkumnych zaznami POSKYTOVATELE
ZDRAVOTNICH SLUZEB v souvislosti se
STUDIi, POSKYTOVATEL ZDRAVOTNICH
SLUZEB umozni ZADAVATELI Géast na
kontrolach a vynalozi veskeré pfiméfené
usili ke koordinaci termin(i kontrol, aby se
jich mohl ZADAVATEL zucastnit.

8.3 Unless prohibited by law, SPONSOR
shall have the right themselves or through a
third party upon reasonable prior written
notice (no later than ten (10) business days)
and during normal business hours, to audit
the site(s) where the TRIAL is being
performed. The audit of the site(s) shall not

8.3 Nezakazuje-li to zakon, ZADAVATEL je
opravnén sam nebo prostiednictvim tfeti
strany na zakladé pfiméreného predchoziho
(alesport deset (10) pracovnich dn
pfedem) pisemného oznameni a bé&hem
obvyklé pracovni doby provést audit
pracovisté, kde se STUDIE provadi. Audit

disrupt the normal operation of the | pracovist€ nesmi narusit bézny chod

INSTITUTION. POSKYTOVATELE ZDRAVOTNICH
SLUZEB.

8.4 INSTITUTION will provide in writing to | 8.4 POSKYTOVATEL ZDRAVOTNICH

SPONSOR copies of all materials,
correspondence, statements, forms, and
records which [INSTITUTION receives,
obtains, or generates pursuant to any such
inspection or in connection with any
inquiries, communications or
correspondence from any governmental or
regulatory authorities including the EMA and
SUKL. INSTITUTION will make reasonable
efforts to segregate, and not disclose any
documents and materials that are not
required to be disclosed during such an
inspection, including financial data and
pricing information.

SLUZEB poskytne ZADAVATELI pisemné

kopie v8ech material(, korespondence,
vykaz(, tiskopisG a zaznamu, které
POSKYTOVATEL ZDRAVOTNICH

SLUZEB dostane, ziska nebo vytvofi na
zakladé takové kontroly nebo v souvislosti s
pfipadnymi  dotazy, sdélenimi nebo
korespondenci s jakymkoli vladnim nebo
regulaénim organem véetné EMA a SUKL.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB vynalozi pfiméfené usili, aby
oddélil a nezvefejnil zadné dokumenty a
materialy, které nejsou béhem kontroly
vyzadovany, a to véetné finanénich Udaju a
informaci o cenach.

9. TERMINATION

9. UKONCENi SMLOUVY

9.1 This AGREEMENT may be terminated,
in whole or in part, by the PARTIES prior to
the completion date on written notice if any
of the following conditions occur:

9.1 STRANY mohou z€asti nebo zcela
ukoncit platnost SMLOUVY pred terminem
dokon&eni stanovenym v Clanku o
nahradnim ZKOUSEJICIM, a to pisemnou
vypovédi v kterékoliv z nasledujicich situaci:

(a) By either PARTY, effective immediately,
if authorization to conduct the TRIAL is not

(a) kteroukoliv STRANOU s okamzitou
ucinnosti, pokud neni ziskano souhlasné
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obtained or is withdrawn by SUKL or any
other government, regulatory, ethics, or
competent authority or if the emergence of
any adverse reaction or side effect with the
TRIAL IMPs administered in the TRIAL is of
such magnitude or frequency in the opinion
of either the INVESTIGATOR or SPONSOR
to support termination;

stanovisko SUKL nebo jinych vladnich,
regulacnich, etickych nebo opravnénych
uradu k provedeni STUDIE nebo jestlize je
takové stanovisko zruSeno nebo pokud
dojde k vyskytu jakéhokoliv neZadouciho
uCinku HLP podavanych ve STUDIl v
rozsahu a s Cetnosti, které podle nazoru
ZKOUSEJICIHO nebo  ZADAVATELE
vyZzaduji ukonéeni SMLOUVY;

(b) By the SPONSOR, effective immediately
in accordance with Article 3 (“Replacement”)
hereof;

(b) ZADAVATELEM s okamzitou ucinnosti v
souladu s ¢lankem 3  (Nahrada
ZKOUSEUJICIHO) této SMLOUVY;

(c) By the SPONSOR, effective immediately,
if the INSTITUTION and/or INVESTIGATOR
fails to perform the TRIAL in accordance with
the terms of the PROTOCOL, the latest
version of ICH-GCP, this AGREEMENT, or
any other applicable and effective laws and
regulations or standard operating
procedures, or the INSTITUTION becomes
debarred or excluded from national
programs or becomes subject to a threat of
debarment or exclusion from national
programs;

(c) ZADAVATELEM s okamzitou ucinnosti,
pokud POSKYTOVATEL ZDRAVOTNICH
SLUZEB a/nebo ZKOUSEJICi nebudou
provadét STUDII v souladu s podminkami
PROTOKOLU, aktualni verzi ICH GCP, této
SMLOUVY nebo jinych platnych a u€innych
zakonl, predpist nebo standardnich
pracovnich postupl, pfipadné pokud bude
POSKYTOVATELI ZDRAVOTNICH
SLUZEB zakadzana ¢&innost nebo bude
vylouéen z narodnich program( nebo mu
bude takovy zakaz €i vylou€eni z narodnich
programu hrozit;

(d) By the SPONSOR, effective immediately,
if the INSTITUTION does not comply at the
latest by 31JAN2025 with the requirements
imposed by the CLINICAL TRIAL
REGULATION;

(d) ZADAVATELEM s okamzitou ucinnosti,
pokud POSKYTOVATEL ZDRAVOTNICH
SLUZEB nesplIni nejpozd&ji do 31.ledna
2025 pozadavky stanovené NARIZENIM
O KLINICKYCH HODNOCENICH;

(e) By the SPONSOR with cause, upon thirty
(30) days of the delivery of the written notice;

(e) ZADAVATELEM pisemnou vypovédi
s udanim divodu s vypovédni Ihdtou tficeti
(30) dni od doruceni pisemné vypovédi;

(f) By INSTITUTION upon thirty (30) days of
the delivery of the written notice if
INVESTIGATOR becomes unable to
perform or complete the TRIAL and only in
the event if no replacement was found by
INSTITUTION;

(f) POSKYTOVATELEM ZDRAVOTNICH
SLUZEB pisemnou vypovédi s vypovédni
Ihatou triceti (30) dni od doruceni pisemné
vypovédi, pokud nebude ZKOUSEJICI
schopny provadét nebo dokon¢it tuto
STUDIl, a to pouze tehdy, jestlize
POSKYTOVATEL ZDRAVOTNICH
SLUZEB nezajisti zadnou nahradu;
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(g) By INSTITUTION upon thirty (30) days of
the delivery of the written notice if there is a
material breach by SPONSOR of this
AGREEMENT and such breach is not cured
within thirty (30) days after SPONSOR'’s
receipt of notice of breach.

(g) POSKYTOVATELEM ZDRAVOTNICH
SLUZEB pisemnou vypovédi s vypovédni
Ihdtou tficeti (30) dni od doru€eni pisemné
vypovédi, pokud doSlo k podstatnému
poruseni této SMLOUVY ZADAVATELEM a
nebyla zajisténa naprava ve Ihuté tficeti (30)
dni od doru€eni vyzvy Kk napravé
ZADAVATELI.

9.2 In the event of termination of this
AGREEMENT prior to completion of the
TRIAL pursuant to any of the sub-
paragraphs of Article 9.1, SPONSOR shall
make a final payment for services actually
performed in accordance herewith and for
costs incurred through the date of
termination, subject to the obligation of
INSTITUTION to mitigate costs as far as
reasonably possible. SPONSOR will also
reimburse INSTITUTION for reasonable,
non-cancellable  commitments  properly
incurred prior to the date of termination
provided, however, that SPONSOR shall not
be obligated to pay for non-cancellable
commitments if this AGREEMENT is
terminated pursuant to Article 9.1 (c) and (d)
to the extent that the services were provided
in violation of Article 9.1 (c) and (d). In any of
the above situations in which SPONSOR has
the right to terminate this AGREEMENT, or
in which SPONSOR reasonably believes
that termination may be required,
SPONSOR shall have the right to suspend
enrollment under this AGREEMENT or
suspend performance of all or a part of the
TRIAL (subject to patient safety issues),
while they determine whether termination is
appropriate. Receipt of notice of termination
of the TRIAL by SPONSOR shall not release
INSTITUTION from their obligations to
perform this AGREEMENT up to and
including the effective.

9.2 V pfipadé ukonc&eni této SMLOUVY pred
dokoncenim STUDIE na zakladé nékterého
z bodl ¢lanku 9.1 provede ZADAVATEL
zavérecnou platbu za skutecné poskytnuté
sluzby v souladu se SMLOUVOU a za
naklady vzniklé ke dni ukonCeni s tim, ze je
povinnosti POSKYTOVATELE
ZDRAVOTNICH SLUZEB minimalizovat
naklady do té miry, do které je to pfiméfené
mozneé. ZADAVATEL rovnéz uhradi
POSKYTOVATELI ZDRAVOTNICH
SLUZEB naklady za pfiméfené, nezrusitelné
zavazky fadné vzniklé prede dnem
ukonCeni; ZADAVATEL ale neni povinen
uhradit nezrusitelné zavazky, je-li
SMLOUVA ukonena na zakladé bodu
9.1(c) v rozsahu, ve kterém byly sluzby
poskytnuty v rozporu s bodem 9.1(c).
ZADAVATEL ma ve kterékoliv z vySe
uvedenych situaci, v nichz ma ZADAVATEL
pravo ukoncit SMLOUVU nebo v nichz se
ZADAVATEL ddavodné domniva, ze lze

pozadovat ukonéeni, pravo pozastavit
zafazovani podle této SMLOUVY nebo
pozastavit provadéni celé nebo Casti
STUDIE (s ohledem na bezpecnost

pacientll) na dobu, béhem které se bude
rozhodovat, zda je ukonceni SMLOUVY

vhodné. Prevzeti oznameni o ukondeni
STUDIE ZADAVATELEM nezbavuje
POSKYTOVATELE ZDRAVOTNICH

SLUZEB povinnosti pInit SMLOUVU az do
dne (v€etné) ucinnosti ukonceni SMLOUVY.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVi

10.1 INSTITUTION agrees and

10.1 POSKYTOVATEL ZDRAVOTNICH
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acknowledges that SPONSOR owns all
rights in and to the TRIAL IMP ||| Gz
and any and all clinical data generated from
the TRIAL. INSTITUTION agrees to disclose
promptly to SPONSOR any and all
inventions, discoveries and improvements
conceived or made by INVESTIGATOR
and/or other STUDY PERSONNEL relating
to the TRIAL IMPs, which arise during the
TRIAL, and INSTITUTION agrees to assign,
respectively ensures that the
INVESTIGATOR and/or the STUDY
PERSONNEL will assign any and all rights to
SPONSOR unless prohibited under
applicable law.

SLUZEB souhlasi a bere na védomi, Ze
ZADAVATELI patfi vSechna prava k HLP

a k vesSkerym Klinickym
Gdajum vytvofenym na zakladé STUDIE.
POSKYTOVATEL ZDRAVOTNICH

SLUZEB souhlasi s tim, Ze bude
neprodlené informovat ZADAVATELE o
vesSkerych  vynalezech, objevech a

zlepSenich vymyslenych nebo vytvofenych
ZKOUSEJICIM  a/nebo jinym ¢&lenem
PERSONALU STUDIE, které se tykaji HLP
a které vznikly béhem STUDIE, a
POSKYTOVATEL ZDRAVOTNICH
SLUZEB souhlasi s postoupenim, resp. se
zajisténim postoupeni ze strany
ZKOUSEJICIHO a/nebo PERSONALU
STUDIE veSkerych prav ZADAVATELI,
pokud to platné pravo nezakazuje.

10.2 SPONSOR shall have the right, at its
sole discretion and expense to seek

protection for any such inventions,
discoveries and improvements, and
INSTITUTION shall reasonably assist

SPONSOR in such actions by executing and
delivering or having executed and delivered
any and all instruments necessary to make,
file and prosecute all such applications for
protection including but not limited to patent

applications and any divisions,
continuations, extensions, substitutions,
confirmations, registrations, revalidations,

additions or reissues thereof.

10.2 ZADAVATEL ma pravo podle svého
vyhradniho uvazeni a na své vyhradni
naklady usilovat o ochranu takovychto

vynalezl, objevi a zlepSeni a
POSKYTOVATEL ZDRAVOTNICH
SLUZEB poskytne ZADAVATELI

pfiméfenou soucinnost a podepiSe a doruci
veSkeré listiny potfebné k vyhotoveni,
podani a soudnimu vymahani vech zadosti
o ochranu, mimo jiné patentovych pfihlasek

a jakakoliv  rozdéleni, pokracovani,
prodlouzeni, nahrazovani, ovérovani,
registrace, revalidace, doplnéni nebo

opakovaného vydani téhoz.

10.3 INSTITUTION further acknowledges
SPONSOR'’s ownership of the PROTOCOL
and any CRF and other data and records
generated pursuant to the performance of
the TRIAL.

10.3 POSKYTOVATEL ZDRAVOTNICH
SLUZEB dale bere na védomi, ze
ZADAVATEL je majitelem PROTOKOLU a
vSech CRF a dalSich udaju a zaznamu
vytvofenych béhem provadéni STUDIE.

10.4 Other than grant of a limited license to
INSTITUTION solely to permit them to carry
out the TRIAL, this AGREEMENT does not
constitute any grant, option or license under
any intellectual property rights of
SPONSOR.

10.4 S vyjimkou udéleni omezené licence
POSKYTOVATELI ZDRAVOTNICH
SLUZEB vyluéné za ugelem provedeni
STUDIE podle této SMLOUVY tato
SMLOUVA nepfedstavuje Zzadné udéleni,
narok ani licenci k jakymkoliv pravim
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dusSevniho vlastnictvi ZADAVATELE.

11. INDEMNIFICATION

11. ODSKODNENI

11.1 INSTITUTION shall give SPONSOR
written notice of any claims involving the
TRIAL IMPs without undue delay and
SPONSOR shall be entitled to participate in
the defense of such claim (including
settlement negotiations) in its sole
discretion.  INSTITUTION  shall  fully
cooperate with SPONSOR in the defense
thereof, including but not limited to, allowing
SPONSOR complete access to all relevant
records. No settlement shall be binding upon
SPONSOR without SPONSOR'’s express
written consent.

11.1 POSKYTOVATEL ZDRAVOTNICH
SLUZEB bez zbytednych pratah pisemné
upozorni ZADAVATELE na jakékoliv naroky
tykajici se HLP a ZADAVATEL ma pravo
podle svého vyhradniho uvazeni podilet se
na obrané vuci takovému naroku (véetné
jednani o mimosoudnim  vyrovnani).
POSKYTOVATEL ZDRAVOTNICH
SLUZEB poskytne ZADAVATELI plnou
soucinnost pfi obrané vic¢i témto narokim,
mimo jiné plnym zpfistupnénim vSech
relevantnich zaznamu ZADAVATELI. Bez
vyslovného pisemného souhlasu
ZADAVATELE nebude Zadné mimosoudni
vyrovnani povazovano za zavazne.

11.2 SPONSOR shall indemnify and hold
harmless INSTITUTION, INVESTIGATOR
and the STUDY PERSONNEL in the conduct
of the TRIAL, from and against claims for
damages and liabilities imposed by law for
adverse drug experiences resulting in bodily
injury (including death) to the ENROLLED
SUBJECTS caused directly by the
administration of TRIAL IMPs or properly

11.2 ZADAVATEL odskodni
POSKYTOVATELE ZDRAVOTNICH
SLUZEB, ZKOUSEJICIHO a PERSONAL
STUDIE a zbavi je odpovédnosti pfi
provadéni STUDIE vuéi véem narokim na
odskodnéni a zakonnym zavazkim z titulu
nezadoucich G¢€inkd Iéku vedoucich k Gjmé
na zdravi (v&etné& umrti) ZARAZENYCH
SUBJEKTU pfimo zpUsobenych podanim

performed procedures required by the | HLP nebo fadné& provedenymi vykony
PROTOCOL. vyzadovanymi PROTOKOLEM.

11.3 SPONSOR'’s obligation of| 1.3 ZADAVATELOVA povinnost
indemnification is further contingent upon | odSkodnéni je dale podminéna:

the following:

(a) the terms of the PROTOCOL or any| (a) pfisnym  dodrZzenim podminek
written  instructions relative to the | PROTOKOLU nebo pisemnych pokynl
administration of the TRIAL IMPs were | tykajicich se podani HLP
strictly adhered to by INSTITUTION, by | POSKYTOVATELEM ZDRAVOTNICH

INVESTIGATOR and by any STUDY
PERSONNEL;

SLUZEB, ZKOUSEJICIM a PERSONALEM
STUDIE;

(b) INSTITUTION and/or INVESTIGATOR
used reasonable medical judgment in the
administration, or in the control of the

(b) pouzitim rozumného lékafského usudku
POSKYTOVATELEM ZDRAVOTNICH
SLUZEB a/nebo ZKOUSEJICIM  pfi
podavani nebo kontrole podavani HLP;
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administration of the TRIAL IMPs;

(c) INSTITUTION and/or INVESTIGATOR
complied with applicable national, state and
local laws, and conducted the TRIAL in
accordance with EU regulations and the
latest applicable ICH-GCP;

(c) dodrzenim platnych narodnich, statnich
a mistnich zakonid POSKYTOVATELEM
ZDRAVOTNICH SLUZEB a/nebo
ZKOUSEJICIM a provadénim STUDIE
v souladu s pfedpisy EU a aktualni verzi
ICH GCP;

(d) the damage is not attributable to the
negligent act, omission or willful misconduct
or breach of statutory duty on the part of
INSTITUTION, INVESTIGATOR or other
STUDY PERSONNEL,;

(d) tim, Ze Ujma nebyla zplsobena
nedbalosti, opomenutim nebo umyslnym
pochybenim nebo porusenim zakonné
povinnosti POSKYTOVATELE
ZDRAVOTNICH SLUZEB, ZKOUSEJIiCIiHO
nebo dal$ich ¢lenti PERSONALU STUDIE;

(e) INSTITUTION and/or INVESTIGATOR
shall have given the SPONSOR prompt
written notice of any claims involving the
TRIAL IMPs and shall have cooperated fully
with  SPONSOR in the defense thereof
including, but not limited to, allowing
SPONSOR complete access to all relevant
records; and

(e) okamzitym poskytnutim oznameni
ZADAVATELI POSKYTOVATELEM
ZDRAVOTNICH SLUZEB a/nebo
ZKOUSEJICIM o ptipadnych nérocich
tykajicich se HLP a plné soucinnosti se
ZADAVATELEM na obrané vic¢i nim, mimo
jiné  zpfistupnénim v8ech pfislusnych
zaznamU ZADAVATELI; a

(f) INSTITUTION shall ensure that no
admission or taking any other action (or
omitting to take any action) that could
prejudice the conduct of any action or claim,
provided that this provision shall not be
breached if INSTITUTION can demonstrate
that they have acted in accordance with its
internal complaint, accident reporting or
disciplinary procedures, or where any
statement or action is required by law.

() tim, Ze POSKYTOVATEL
ZDRAVOTNICH SLUZEB zajisti, Ze neugini
zadna doznani ani neprovede zadny jiny
Uukon (nebo opomenuti ukonu), ktera by
mohla nezadoucim zplsobem ovlivnit
provadéni jakékoliv Zaloby nebo naroku;
toto ustanoveni neni poru$eno, pokud
POSKYTOVATEL ZDRAVOTNICH
SLUZEB mUlze prokazat, ze jednal
v souladu se svym internim systémem
oznamovani  stiznosti, nehod nebo
kazenskych Fizeni, nebo pokud jsou
prohladeni nebo ¢&innost pozadovany
zakonem.

11.4 SPONSOR shall secure and maintain in
full force and effect throughout the
performance of the TRIAL a liability
insurance policy in accordance with Sec. 52
Clause 2) of the Act No. 378/2007 Coll., on
Pharmaceuticals or as required by any
applicable laws and regulations possibly

11.4 ZADAVATEL zajisti a bude udrzovat
vplné platnosti a u€innosti  béhem
provadéni STUDIE pojisténi odpovédnosti
za Skodu v souladu s ustanovenim § 52
odst. 2) zakona ¢&. 378/2007 Sb., o [éCivech,
nebo jak je vyzadovano jinymi platnymi
zakony a predpisy pfipadné nahrazujicimi
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superseding the mentioned Act.

uvedeny zakon.

11.5 SPONSOR shall secure and maintain in
full force for the duration of this TRIAL an
insurance sufficient to cover its obligations
under this AGREEMENT.

11.5 ZADAVATEL zajisti a bude udrzovat
vplné platnosti bé&hem celé doby
SMLOUVY dostateCnou pojistku k pokryti
svych zavazk( podle této SMLOUVY.

11.6 INSTITUTION shall indemnify and hold
SPONSOR harmless from any loss, claim or
demand arising from any (a) injuries or
damages incurred if they are the result of or
are alleged to be the result of negligence or
willful misconduct on the part of the
INSTITUTION, INVESTIGATOR, and/or
STUDY PERSONNEL; (b) research activities
contrary to the PROTOCOL or the terms of

this  AGREEMENT; (c) unauthorized
warranties made by INSTITUTION,
INVESTIGATOR, and/or STUDY

PERSONNEL concerning the product being
tested; or (d) in any case in which written
informed consent was not obtained for the
ENROLLED SUBJECT in accordance with
the PROTOCOL.

11.6 POSKYTOVATEL ZDRAVOTNICH
SLUZEB od$kodni a zbavi odpovédnosti
ZADAVATELE vG¢i jakymkoliv ztratam,
narokim nebo pozadavkim plynoucim (a)
Z jakékoliv zdravotni Ujmy nebo Skody
skute€né nebo udajné vzniklé v disledku
nedbalosti nebo UmysIiného pochybeni
POSKYTOVATELE ZDRAVOTNICH
SLUZEB, ZKOUSEJICIHO a/nebo
PERSONALU STUDIE; (b) z vyzkumné
¢innosti v rozporu s PROTOKOLEM nebo
podminkami této SMLOUVY;
(c) z neschvalené zaruky dané
POSKYTOVATELEM ZDRAVOTNICH
SLUZEB, ZKOUSEJiCiM a/nebo
PERSONALEM STUDIE tykajici se
hodnoceného pfipravku; nebo
(d) z kazdého pfipadu, kdy nebyl ziskan
informovany  souhlas ~ ZARAZENEHO
SUBJEKTU v souladu s PROTOKOLEM.

11.7 The INSTITUTION declares that in
accordance with Section 45(2)(n) of Act No.
372/2011 Coll., on Health Services, the
INSTITUTION has concluded liability
insurance for damages caused within the
delivery of health care. In accordance with
Section 45(2)(n) of Act No. 372/2011 Coll.,
the insurance must be concluded for the
entire period during which INSTITUTION
delivers health care services. The
INSTITUTION shall, upon request provide
SPONSOR with the certificate of such
insurance.

11.7 POSKYTOVATEL ZDRAVOTNICH
SLUZEB prohlasuje, Ze ma dle § 45 odst. 2
pism. n) zakona & 372/2011 Sb,,
0 zdravotnich sluzbach uzavienu pojistnou
smlouvu o pojisténi odpovédnosti za Skodu
zplUsobenou v souvislosti s poskytovanim
zdravotnich sluzeb. Dle § 45 odst. 2 pism.
n) zakona €. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu poskytovani
zdravotnich sluzeb POSKYTOVATELEM
ZDRAVOTNICH SLUZEB.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB na z&dost poskytne ZADAVATELI
pojistny certifikat.

11.8 For the avoidance of doubt, the
SPONSOR carries insurance for damage or
injury caused by the administration and use
of the TRIAL IMPs, in accordance with the

11.8 Pro vylouceni pochybnosti plati, ze
ZADAVATEL udrzuje pojisténi
odpovédnosti za Skody nebo Ujmu na zdravi
zplsobené podanim a pouzitim HLP
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PROTOCOL and applicable laws and
regulations. The SPONSOR is not obliged to
carry insurance for the INSTITUTION or the
INVESTIGATOR for injury or damage (i)
caused by INSTITUTION’S or
INVESTIGATOR'S willful misconduct or
gross negligence and/or (i) not directly
related to the TRIAL.

The SPONSOR shall reimburse the
INSTITUTION for reasonable and necessary
medical expenses, including diagnosis,
treatment, and hospitalization, for
impairment of the ENROLLED SUBJECTS'
health directly caused by the TRIAL IMP or
any properly performed non-standard care
procedure required by the PROTOCOL,
performed during the TRIAL in strict
accordance with the PROTOCOL and the
SPONSOR's written instructions.

vsouladu s PROTOKOLEM a platnymi
zakony a predpisy. ZADAVATEL neni
povinen udrZovat pojisténi pro
POSKYTOVATELE ZDRAVOTNICH
SLUZEB nebo ZKOUSEJICIHO za Gjmu na
zdravi nebo $kody (i) zplisobené umysinym
pochybenim nebo hrubou nedbalosti
POSKYTOVATELE ZDRAVOTNICH
SLUZEB a/nebo ZKOUSEJICIHO a/nebo (ii)
pFimo nesouvisejici se STUDII.

Zadavatel uhradi poskytovateli zdravotnich

sluzeb pfiméfené a nezbytné I|éCebné
vydaje, véetné diagnostiky, IléCby a
hospitalizace, za  poskozeni  zdravi
zafazenych  subjektl  studie  pfimo

zpUsobené studijnim Iékem nebo jakymkoliv
fadné provedenym vykonem nestandardni
péce vyzadovanym protokolem,
provedenym béhem studie v pfisném
souladu s protokolem a pisemnymi pokyny
zadavatele.

12. ENTIRE AGREEMENT

12. CELA DOHODA

12.1 The PARTIES agree that this
AGREEMENT including the amendments
and appendices hereto constitute the sole,
full, and complete AGREEMENT by and
between INSTITUTION and SPONSOR, and
supersede all other written and oral
agreements and representations between
INSTITUTION and SPONSOR with respect
to the TRIAL. No amendments, changes,
additions, deletions, or modifications to or of
this AGREEMENT shall be valid unless
reduced to writing and signed by the
PARTIES.

In case of any discrepancy between the
amendments/appendices and the
AGREEMENT, the terms of the
AGREEMENT shall prevail.

12.1 STRANY souhlasi stim, Ze tato
SMLOUVA véetné dodatkli a pfiloh
predstavuji vyluénou, celou a Uplnou
dohodu POSKYTOVATELE
ZDRAVOTNICH SLUZEB a ZADAVATELE
a nahrazuji vdechna ostatni pisemna nebo
ustni  ujednani a prohlaSeni mezi
POSKYTOVATELEM ZDRAVOTNICH
SLUZEB a ZADAVATELEM ve vztahu ke
STUDII. Zadné dodatky, zmény, doplnéni,
odstranéni ani upravy SMLOUVY nebudou
platné, pokud nebudou mit pisemnou
podobu s podpisem STRAN.

V pfipadé jakéhokoli rozporu mezi
dodatky/dodatky a SMLOUVOU maji
prfednost podminky SMLOUVY.

13. NOTICES

13. OZNAMENI

Any notices or communications concerning

Veskera oznameni nebo sdéleni tykajici se
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this AGREEMENT shall be in writing and
deemed effective upon the earlier of (i)
actual receipt; (ii) ten (10) days following
deposit with the postal service; or (iii) the
next business day following deposit with a
recognized overnight courier service, in each
case with delivery fees pre-paid and
addressed to the PARTY at the address set
forth below:

SMLOUVY musi byt v pisemné podobé
ama se za to, ze nabyvaji ucinnosti
(i) skute€nym prevzetim, (ii) deset (10) dnd
po uloZeni na posté nebo (iii) nasledujici
pracovni den po ulozeni u uznavané kuryrni
spole€nosti  doruc€ujici druhy den po
odeslani, v kazdém pfipadé s vyplacenymi
naklady na doruceni, podle toho, co nastane
dfive, a musi byt adresovana STRANE na
nasledujici adresu:

To SPONSOR:

EVER Neuro Pharma GmbH

o/o [

Oberburgau 3
4866 Unterach
Austria

email: [

Pro ZADAVATELE:

EVER Neuro Pharma GmbH

o/o

Oberburgau 3
4866 Unterach
Rakousko

e-mail: [

To INSTITUTION:

V Uvalu 84, 150 06 Praha 5
Ceska republika

email: [

Pro POSKYTOVATELE ZDRAVOTNICH
SLUZEB:

V Uvalu 84, 150 06 Praha 5
Ceska republika

e-mail: [

14. SURVIVAL

14. DALSi PLATNOST

This AGREEMENT shall be binding upon the
PARTIES, their legal representatives,
successors, and assigns. The obligations of
the PARTIES contained in the PROTOCOL
and Articles 6 (“Confidential Information and
Nondisclosure”), 7  (“Publication and
Release of Information”), 8 (“Inspections”),
10 (“Intellectual Property”), 11
(“Indemnification”), 14  (“Survival’), 15
(“Financial Disclosure”), and 16 (Disputes
and Governing Law) shall survive the
termination  or  expiration of this
AGREEMENT.

The Parties agree to the publication of this

SMLOUVA je zavazna pro STRANY, jejich
pravni zastupce, zakonné nastupce a
postupniky. Zavazky STRAN obsazené
v PROTOKOLU a v ¢lanku 6 (Duvérné
informace a utajeni informaci), 7 (Zvefejnéni
a uvolnéni informaci), 8 (Inspekce), 10
(DuSevni vlastnictvi), 11 (OdSkodnéni), 14
(Dalsi platnost), 15 (Finan¢ni pfiznani) a 16
(Spory a rozhodné pravo) plati nadale i po
ukongeni platnosti SMLOUVY.

STRANY souhlasi s uvefejnénim SMLOUVY
POSKYTOVATELEM ZDRAVOTNICH
SLUZEB za udéelem splnéni povinnosti
uloZenych mu platnou a ucinnou pravni
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AGREEMENT by the INSTITUTION in order
to fulfil the obligations imposed on it by the
valid and effective legislation, in particular
Act No. 340/2015 Coll., on the Register of
Contracts, as amended. The AGREEMENT
will not disclose personal data of natural
persons that are not publicly available in the
public register, confidential information
pursuant to this AGREEMENT, and trade
secrets that the contracting parties have
negotiated within the meaning of Section
504 of the Civil Code, as follows: protocol
and design of the TRIAL, detailed budget,
number of trial subjects of the evaluation and
their remuneration, duration of the TRIAL,
detailed information on the insurance of the
SPONSOR. For the purpose of publishing
this AGREEMENT in the meaning of this
paragraph, the SPONSOR / CRO shall
provide the INSTITUTION with a revised
version of the AGREEMENT in a machine-
readable format (ideally in .pdf). Publication
of the AGREEMENT in the register of
contracts shall be made by the
INSTITUTION and the SPONSOR shall be
informed of the publication by an email sent

to [N The

other PARTY acknowledges that the
INSTITUTION, as a state-funded
organisation, is obliged to provide

information upon request of a third party in
accordance with Act No. 106/1999 Caoll., on
free access to information, as amended.

upravou, a to zejména zakonem ¢&. 340/2015
Sb., o registru smluv, ve znéni pozdéjSich
predpisi. Ve  SMLOUVE  nebudou
zvefejnény osobni udaje fyzickych osob,
které nejsou vefejné dostupné ve vefejném
rejstfiku, davérné informace dle této
SMLOUVY, a dale pak obchodni tajemstvi,
které si STRANY sjednavajici ve smyslu
ustanoveni § 504 obdanského zakoniku
takto: PROTOKOL a design STUDIE,
detailni rozpocet, pocet subjektli hodnoceni
a jejich odménovani, délka trvani STUDIE,
detailni informace o pojisténi ZADAVATELE.
Za ucelem uvefejnéni této SMLOUVY ve
smyslu tohoto odstavce poskytne
ZADAVATEL / CRO POSKYTOVATELI
ZDRAVOTNICH SLUZEB revidovanou verzi
smlouvy ve strojové dCitelném formatu.
(idealné v .pdf). Uvefejnéni SMLOUVY v
registru smluv provede POSKYTOVATEL
ZDRAVOTNICH SLUZEB, a o uvefejnéni

bude ZADAVATELE informovat:
I Druha
STRANA bere na védomi, ze

POSKYTOVATEL ZDRAVOTNICH SLUZEB
jakozto statni pfispévkova organizace, je
povinna na dotaz tfeti osoby poskytnout
informace podle zakona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
pozdéjSich predpisu.

15. FINANCIAL DISCLOSURE

15. FINANCNi PRIZNANi

15.1 If needed, INSTITUTION agrees to
enable SPONSOR to obtain completed,
signed Financial Disclosure by Clinical
Investigators Forms for each
INVESTIGATOR and sub- investigator listed
on the FDA 1572 form or any analogous
national or device-related form or list one (1)
year after completion of the TRIAL, and to
assist in obtaining any information and
executing any documents necessary to fully

15.1 POSKYTOVATEL ZDRAVOTNICH
SLUZEB souhlasi s tim, Ze v pfipadé
potfeby umozni ZADAVATELI ziskat
vyplnéna a podepsana finanéni pfiznani
ZKOUSEJICIHO a kazdého
spoluzkousejiciho na formulafi FDA 1572
nebo na jiném obdobném narodnim nebo
analogickém formulafi ¢i seznamu jeden (1)
rok po dokonCeni STUDIE a poskytne
soucCinnost  pfi  zajiSténi  jakychkoliv
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comply with 21 CFR part 54, or any rules or
regulations thereunder, or similar national
regulations. INSTITUTION acknowledges
and agrees that the completed forms may be
subject to review by governmental or
regulatory agencies.

informaci a  vypracovani jakychkoliv
dokumentt potfebnych k Uplnému dodrzeni
zakona 21 CFR 54 nebo jakychkoliv
souvisejicich pravidel nebo predpist Ci
obdobnych narodnich predpisu.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB bere na védomi a souhlasi s tim,
Ze vyplnéné formuldfe mohou byt
pfedmétem kontroly viadnimi a regulaénimi
organy.

16. DISPUTES AND GOVERNING LAW

16. SPORY A ROZHODNE PRAVO

This AGREEMENT shall be construed and
governed by Czech law, excepting only its
conflict of laws principles and the competent
court of the Czech Republic shall have
exclusive jurisdiction to hear any dispute
arising out or in connection with this
AGREEMENT.

SMLOUVA se vyklada a fidi Ceskym
pravem s vyjimkou koliznich norem a
vyhradni  pravomoc k  projednavani
veskerych sport plynoucich ze SMLOUVY
nebo se SMLOUVOU souvisejicich ma
prislugny soud v Ceské republice.
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acting as
authorised representative of EVER
Neuro Pharma GmbH

I v postaveni

povéreného zastupce spole¢nosti EVER
Neuro Pharma GmbH

Signature / Podpis:

Name / Jméno: I

Title / Funkce: [

Date / Datum:

_ acting as authorised

representative of Fakultni nemocnice v
Motole

I v rostaveni
povéieného zastupce Fakultni
nemochice v Motole

Signature / Podpis:

Name / Jméno: I

Title / Funkce: Zastupce feditele

Date / Datum:

Protocol / Protokol:_
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I, the undersigning || G - /\'/EST/IGATOR, hereby
confirm that | have been properly made aware of this AGREEMENT and relevant study
documents and | undertake to comply with the obligations arising therefrom. Furthermore,
| undertake not to disclose information regarding the TRIAL without the prior written
consent of the SPONSOR, not to disclose any information provided, to treat such
information as confidential and to refrain from any other use of such information and
results than for the purposes of this TRIAL. As INVESTIGATOR, | agree that the
SPONSOR (and, if applicable, the CRO) will collect, use, process and disclose my
PERSONAL DATA, including the name, qualifications, and experience in the TRIAL, my
financial data concerning, among other things, remuneration and financial compensation
received and other personal data for TRIAL-related administrative purposes and to ethics
committees and government authorities, and | undertake to ensure this approval also
from the Co-Investigators and other members of the study team.

For information purposes only Na védomi

Name / Jmeno: [

Title / Funkce: INVESTIGATOR / ZKOUSEJICi

Date / Datum:
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APPENDIX 1 PRILOHA |

Payment Schedule and Budget Harmonogram plateb a rozpocet
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Appendix 1 - Attachment 1
Doplnék 1 k priloze 1

Budget for INSTITUTION i 5
Rozpocet pro POSKYTOVATELE ZDRAVOTNICH SLUZEB
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APPENDIX 2

Data Protection

PRILOHA 2

OCHRANA OSOBNICH UDAJU

1 The Parties agree to adhere to the
principles of medical confidentiality in
relation to subjects participating in the
TRIAL (“TRIAL SUBJECT(S)”) and to
comply with all applicable data protection
laws, including the General Data Protection
Regulation — EU 2016/679 (GDPR) and all
implementing legislation  within  the
European Economic Area.

1. STRANY souhlasi s tim, Ze budou
dodrzovat zasady zachovani lékafského

tajemstvi v souvislosti se subjekty
Uc¢astnicimi se STUDIE (dale jen
~SUBJEKT(Y) STUDIEY) a budou

dodrzovat vSechny platné pravni predpisy

o ochrané osobnich (daji véetné
obecného nafizeni (EU) 2016/679
a veskerych provadécich predpisu

v Evropském hospodaiském prostoru.

For the purpose of this Appendix 2
‘“PERSONAL DATA” shall mean any
information relating to an identified or
identifiable natural person. An identifiable
natural person is one who can be identified,
directly or indirectly, in particular by
reference to an identifier such as a name,
an identification number, location data, an
online identifier or to one or more factors
specific to the physical, physiological,
genetic, mental, economic, cultural or
social identity of that natural person.

Pro ugely této prilohy 2 se ,0SOBNIMI
UDAJI* rozumi ve$keré informace
o identifikované nebo identifikovatelné
fyzické osobé. Identifikovatelnou fyzickou
osobou je fyzicka osoba, kterou Ize pfimo
Ci nepfimo identifikovat, a to zejména
odkazem na urcity identifikator, jako je
jméno, identifikaéni Cislo, loka¢ni udaje,
sitovy identifikator, nebo na jeden &i vice
zvlastnich prvka fyzické, fyziologické,
genetické, psychické, ekonomické, kulturni
nebo spoleenské identity této fyzické
osoby.

‘“PROCESS(ING)” (and its cognates) shall
mean any operation or set of operations
which is performed on PERSONAL DATA,
whether or not by automatic means, such
as collection, recording, organization,
structuring,  storage, adaptation or
alteration, retrieval, consultation, use,
disclosure by transmission, dissemination
or otherwise making available, alignment
or combination, restriction, erasure or
destruction. INSTITUTION shall disclose to
SPONSOR any PERSONAL DATA of trial
subjects only in pseudonymized form,
unless access to uncoded PERSONAL
DATA is necessary to allow authorized
personnel (e.g. staff monitoring the study,
auditors) to verify that the information

,ZPRACOVANIM* (a souvisejicimi vyrazy)
se rozumi jakakoliv operace nebo soubor
operaci, které se provadéji s osobnimi
udaji pomoci Ci bez pomoci
automatizovanych  postupt, napfiklad
shromazdéni, zaznamenani, usporadani,
strukturovani, ulozZeni, pfizplsobeni nebo
pozménéni, vyhledani, nahlédnuti, pouZiti,
zpfistupnéni  pfenosem, Sifeni nebo
jakékoliv jiné zpfistupnéni, sefazeni ¢&i

zkombinovani, omezeni, vymaz nebo
zniéeni. POSKYTOVATEL
ZDRAVOTNICH SLUZEB preda
ZADAVATELI jakékoliv osobni udaje
SUBJEKTU STUDIE pouze

v pseudonymizované formé, pokud neni
zapotrebi umoznit pfistup k nekédovanym
OSOBNiIM  UDAJUM  opravnénému
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collected for the TRIAL is accurate.

personalu (napf. personalu monitorujicimu
studii, auditorm) ke kontrole presnosti
informaci zaznamenavanych pro STUDII.

2. SPONSOR and INSTITUTION are both
considered controllers, as defined in Article
4 subsection 7 of the GDPR, for the
processing of PERSONAL DATA in this
TRIAL and will both act in accordance with
applicable data protection laws (including
but not limited to the GDPR). SPONSOR
and INSTITUTION hereby determine their
respective responsibilities for compliance
with the obligations under the GDPR.

2. ZADAVATEL i POSKYTOVATEL
ZDRAVOTNICH SLUZEB jsou povazovani
za spravce podle definice v ¢l. 4 odst. 7
GDPR pro ugely zpracovani OSOBNICH
UDAJU ve STUDII aoba budou jednat
v souladu s platnymi zakony o ochrané
osobnich udaji (mimo jiné véetné GDPR).
ZADAVATEL a POSKYTOVATEL
ZDRAVOTNICH SLUZEB timto stanovi
své prislusné odpovédnosti za dodrzovani
povinnosti podle GDPR.

SPONSOR is in particular responsible for
the following data PROCESSING:

ZADAVATEL odpovida zejména za
nasledujici zpracovani udaju:

(a) the processing of pseudonymized
PERSONAL DATA of TRIAL SUBJECT(S)
that are reported or transferred by
INSTITUTION to SPONSOR collected in
accordance with this AGREEMENT and
the PROTOCOL.

(a) zpracovani pseudonymizovanych

OSOBNICH UDAJU SUBJEKTU
(SUBJEKTU) STUDIE, které
POSKYTOVATEL ZDRAVOTNICH
SLUZEB oznamuje nebo pfedava
ZADAVATELOVI a které jsou
zaznamenavany v souladu s touto

SMLOUVOU a PROTOKOLEM,;

(b) the PROCESSING of PERSONAL
DATA of INVESTIGATOR and STUDY
PERSONNEL collected and PROCESSED
in accordance with this AGREEMENT and
the PROTOCOL.

(b) zpracovani osobnich udajl
ZKOUSEJICIHO a PERSONALU STUDIE
zaznamenavanych a zpracovavanych
v souladu s touto SMLOUVOU
a PROTOKOLEM.

INSTITUTION is in particular responsible
for the following data processing:

POSKYTOVATEL ZDRAVOTNICH
SLUZEB odpovida zejména za nasledujici
zpracovani udaju:

(a) the collection, pseudonymization and
transmission of PERSONAL DATA from
TRIAL SUBJECT(S) in accordance with the
PROTOCOL;

(a) zaznamenavani, pseudonymizaci
a predavani OSOBNICH UDAJU
SUBJEKTU (SUBJEKTU) STUDIE
v souladu s PROTOKOLEM;

(b) medical records PROCESSED by
INSTITUTION with respect to source data
and/or disclosed by TRIAL SUBJECT(S) in
the course of the TRIAL, pursuant to

(b) zdravotnické zaznamy zpracovavané
POSKYTOVATELEM ZDRAVOTNICH
SLUZEB sohledem na zdrojové Udaje
a/nebo sdélené SUBJEKTEM
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medical standard of care and applicable
provisions;

(SUBJEKTY) STUDIE v priibéhu STUDIE
v souladu se standardy Iékarské péce
a platnymi pfedpisy;

(c) PERSONAL DATA collected or
generated in the course of the TRIAL for
the purpose of exercising independent
medical judgment in line with this
AGREEMENT and the PROTOCOL.

(c) osobni udaje zaznamenané nebo
vytvorené v prlibéhu STUDIE k vykonu
nezavislého lékafského usudku v souladu
s touto SMLOUVOU a PROTOKOLEM.

3. INSTITUTION will PROCESS certain
categories of PERSONAL DATA on behalf
of the SPONSOR. These PROCESSING
operations are expected to last for the
duration of this AGREEMENT. For this
purpose, INSTITUTION will PROCESS the
following categories of PERSONAL DATA:

3. POSKYTOVATEL ZDRAVOTNICH
SLUZEB bude jménem ZADAVATELE
ZPRACOVAVAT néktere kategorie
OSOBNICH UDAJU. Predpoklada se, ze
takové ZPRACOVANI bude probihat po
dobu trvani SMLOUVY. POSKYTOVATEL
ZDRAVOTNICH SLUZEB bude za timto
uCelem zpracovavat nasledujici kategorie
OSOBNICH UDAJU:

(a) about STUDY PERSONNEL: name,
title, date of birth, professional contact
information (address, email, phone
number, etc.) and curriculum vitae, and

(@) oPERSONALU STUDIE: jméno,
titul, datum narozeni, pracovni kontaktni
informace (adresa, e-mail, telefonni Cislo
atd.) a Zivotopis, a

(b) about TRIAL SUBJECT(S): key-
coded/pseudonymized health related data.

(b) o SUBJEKTU (SUBJEKTECH)
STUDIE: kédované/ pseudonymizované
zdravotni udaje.

INSTITUTION agrees at all times:

POSKYTOVATEL ZDRAVOTNICH
SLUZEB souhlasi s tim, Ze bude vzdy:

(a) to comply with their obligations under
applicable data protection laws, including
the obligation, if any, to appoint a data
protection officer;

(a) dodrzovat své povinnosti podle
platnych pravnich predpisi o ochrané
osobnich Gdajli véetné pfipadné povinnosti
jmenovat povérence pro ochranu osobnich
udaju;

(b) to PROCESS PERSONAL DATA only
as necessary to perform the TRIAL as set
out in this AGREEMENT following the
instructions of the SPONSOR as the data
controller; where INSTITUTION is of the
opinion that a data PROCESSING
instruction by SPONSOR is in violation of
applicable data protection laws,
INSTITUTION will immediately inform

(b) ZPRACOVAVAT OSOBNi UDAJE
pouze v rozsahu potfebném k provadéni
STUDIE, jak je uvedeno v této SMLOUVE,
podle pokynu ZADAVATELE jako spravce
Udaji; bude-li mit POSKYTOVATEL
ZDRAVOTNICH SLUZEB za to, Ze pokyn
ZADAVATELE ke ZPRACOVANI udaju
porusuje platné pravni pfedpisy o ochrané
osobnich udaju, POSKYTOVATEL
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SPONSOR,;

ZDRAVOTNICH SLUZEB to ihned oznami
ZADAVATELI;

(c) to respond promptly to all enquiries by
SPONSOR regarding the PROCESSING
of the PERSONAL DATA;

(c) reagovat na vSechny dotazy
ZADAVATELE ohledné ZPRACOVANI
OSOBNICH UDAJU;

(d) to PROCESS PERSONAL DATA solely
for purposes of performing the TRIAL and
in the manner specified by SPONSOR and
not to PROCESS such data further for any
other purpose or in any other manner,
except where such further PROCESSING
is required by any applicable provisions, in
which case INSTITUTION will inform
SPONSOR of this PROCESSING and the
applicable provisions concerned;

(d) ZPRACOVAVAT OSOBNi UDAJE
vyhradné pro ucéely provadéni STUDIE,
a to zplsobem uréenym ZADAVATELEM,
a nebude takoveé udaje dale
ZPRACOVAVAT pro zadné jiné Gcely ani
zadnym jinym zpUsobem kromé pfipadd,
kdy je takové dalsi ZPRACOVAVANI
vyZadovano platnymi pravnimi pfedpisy;
v takovém pfipadé bude POSKYTOVATEL
ZDRAVOTNICH SLUZEB o takovém
ZPRACOVANI a o pFislusnych platnych

the PERSONAL DATA pursuant to this
AGREEMENT to an appropriate
confidentiality obligation, which continues
to apply once the PROCESSING activities
have ended;

pravnich predpisech informovat
ZADAVATELE;
(e) to subject its staff who PROCESSES | (e) vyzada si od personalu, ktery

ZPRACOVAVA OSOBNi UDAJE podle
této SMLOUVY, odpovidajici zavazek
micenlivosti, ktery bude platit i po skonceni
ZPRACOVANI;

(f) not to disclose or transfer PERSONAL
DATA to any third party without the prior
permission in writing of SPONSOR, except
where such disclosure or transfer is
allowed under Section 4 or required by any
applicable provisions, in which case
INSTITUTION will, wherever possible,
notify SPONSOR promptly prior to
complying with any such request for
disclosure and shall comply with all
reasonable directions of SPONSOR with
respect to such disclosure or transfer.

(f) nesdéli ani neptedd OSOBNI UDAJE
zadné ftfeti strané bez pfedchoziho
pisemného souhlasu ZADAVATELE kromé
pfipadl, kdy je sdéleni nebo predani
povoleno podle ustanoveni3 nebo je
vyZadovano platnymi pravnimi pfedpisy;

v takovém pfipadé POSKYTOVATEL
ZDRAVOTNICH SLUZEB bude pokud
mozZno neprodlené informovat

ZADAVATELE dfive, nez zadosti o sdéleni
vyhovi, a dodrzi vSechny pfiméfené
pokyny ZADAVATELE tykajici se takového
sdéleni nebo predani;

(g) to provide reasonable assistance to

SPONSOR in meeting its data
transparency obligations towards
individuals, in particular where

INSTITUTION is better placed to provide

(9) poskytne ZADAVATELI pfiméfenou
soucinnost pfi pinéni zavazku
transparentnosti  udaji  ve  vztahu

k fyzickym osobam, zejména pokud ma
POSKYTOVATEL ZDRAVOTNICH

Page / Strana 41 of / z(e) 50
Protocol / Protokol: | EEE  FPrinciple investigator / Hiavni zkousejici: || | | | | EEEEIEI conNFiDENTIAL / DUVERNE



Version 1.0 130CT2023 / Verze 1.0 13 rijen 2023

the relevant information; SPONSOR is| SLUZEB lepsi moznost poskytnout

responsible for providing the relevant| relevantni informace; ZADAVATEL

notices to INSTITUTION; odpovidd za poskytnuti  pfFislusnych
oznameni POSKYTOVATELI
ZDRAVOTNICH SLUZEB;

(h) to ensure that SPONSOR is notified | (h) zajisti, Z2e  ZADAVATEL  bude

promptly of any communication received | neprodlené informovan o veskeré

from any individual relating to that
individual’s rights to access, modify or
correct the PERSONAL DATA or to restrict,
erase, or oppose its PROCESSING and to
comply with all reasonable instructions of
SPONSOR in responding to such
communications;

komunikaci s fyzickymi osobami, ktera se
tyka prav dané osoby na pfistup, upravu
nebo opravu OSOBNICH UDAJU nebo
omezeni, vymaz nebo namitku vuci
ZPRACOVANI, abude pfi takové
komunikaci dodrzovat vSechny pfiméfené
pokyny ZADAVATELE;

(i) to ensure that technical and
organizational measures are adopted to
protect PERSONAL DATA against
accidental or unlawful destruction or
accidental loss or damage, alteration,
unauthorized disclosure or access and
against all other unauthorized or unlawful
forms of PROCESSING, and as required
by any applicable data protection law;

(i) zajisti pfijeti technickych a organiza¢nich
opatieni na ochranu OSOBNICH UDAJU
pfed nahodnym nebo protipravnim
zni€enim nebo nahodnou ztratou nebo
poskozenim, pozménénim, neopravnénym
sdélenim nebo zpfistupnénim a vici véem
dalSim formam neopravnéného nebo
protipravniho ~ ZPRACOVANI  véetné
opatifeni poZadovanych platnymi pravnimi
predpisy o ochrané osobnich udaj(;

(j) to inform SPONSOR and SPONSOR'’s
data protection officer in writing within one
(1) business day of any accidental or
unlawful destruction or accidental loss or
damage, alteration, unauthorized
disclosure or access to the PERSONAL
DATA and to assist SPONSOR with its
obligation, in accordance with applicable
laws, to notify a security breach to
competent supervisory authorities and
individuals, to the extent that
INSTITUTION has relevant information for
SPONSOR to meet its notification
obligations or are better placed to inform
relevant authorities or individuals.

(j) pisemné informovat povéfence
ZADAVATELE pro ochranu osobnich udajl
do jednoho (1) pracovniho dne
o jakémkoliv nahodném nebo protipravnim
zniCeni nebo nahodné ztraté nebo
poSkozeni, pozménéni, neopravnéném
sdéleni nebo zpfistupnéni OSOBNICH
UDAJU av souladu s platnymi pravnimi

predpisy poskytne ZADAVATELI
soucinnost pfi plnéni zavazku oznamit
poruseni bezpecnosti pFislusnym

dozorovym uUradim a fyzickym osobam do
té miry, vjaké ma POSKYTOVATEL
ZDRAVOTNICH  SLUZEB relevantni
informace pro ZADAVATELE, aby mohl
splnit oznamovaci povinnosti, nebo v jaké
ma lepSi predpoklady k tomu, aby
informoval prislusné urady nebo fyzické
osoby.

Page / Strana 42 of / z(e) 50
Protocol / Protokol: || B Frinciple investigator / Hiavni zkousejici: ||| | |  EEJEIII conNFiDENTIAL / DUVERNE



Version 1.0 130CT2023 / Verze 1.0 13 rijen 2023

Contact details:

Data protection officer:

Email:
Mobile:

Kontaktni udaje:

Poveérenec pro ochranu osobnich udaj:
E-mail:
Mobil:

Sponsor: ZADAVATEL:
email: [ | -
k) to implement without undue delay| (k)po dohodé se ZADAVATELEM

appropriate  security and  mitigating
measures, in agreement with SPONSOR,
to limit the potential adverse effects of a
security breach;

neprodlené zavede vhodna bezpecnostni

a zmirfujici opatfeni, aby se omezily
mozné nezadouci nasledky poruseni
bezpelnosti;

) to assist SPONSOR in performing
privacy impact assessments and preparing

() poskytne ZADAVATELI soucinnost pfi
hodnoceni dopadu na ochranu osobnich

consultations with supervisory authorities, | udaja  a  pfi  pfipravé  konzultaci

where INSTITUTION holds essential | s dozorovymi Urady, pokud ma

information for SPONSOR to meet its | POSKYTOVATEL ZDRAVOTNICH

obligations under applicable laws; SLUZEB zasadni informace pro
ZADAVATELE k tomu, aby mohl splnit
povinnosti podle  platnych  pravnich
predpis(;

m) to train staff responsible for| (m)vyskoli personal odpovédny za

PROCESSING the PERSONAL DATA | ZPRACOVANI OSOBNICH UDAJU

regarding the obligations set forth in this
AGREEMENT and to discipline staff for

v souvislosti s povinnostmi stanovenymi
vtéto SMLOUVE a pfi nepinéni téchto

failing to comply with those obligations; and | povinnosti  zajisti  kazensky  postih
personalu; a

n) that SPONSOR may inspect and audit, | (n) ZADAVATEL muUze na zakladé

with reasonable notice, their | oznameni s dostateCnym pfedstihem

PROCESSING of PERSONAL DATA to
confirm that INSTITUTION has complied
with their obligations set forth in this
AGREEMENT. INSTITUTION will furnish
SPONSOR with all materials necessary for
SPONSOR to prepare such inspection or
audit.

provést kontrolu a audit ke zjisténi, zda
POSKYTOVATEL ZDRAVOTNICH
SLUZEB pii ZPRACOVAN|i OSOBNICH
UDAJU dodrzuje povinnosti stanovené
vtéto SMLOUVE. POSKYTOVATEL
ZDRAVOTNICH SLUZEB pfeda
ZADAVATELI veSkeré materidly potfebné
k pfipravé kontroly nebo auditu
ZADAVATELEM.

4 INSTITUTION shall not subcontract any
of its PROCESSING operations performed
on behalf of SPONSOR as data controller

4. POSKYTOVATEL ZDRAVOTNICH
SLUZEB nesmi bez pitedchoziho
pisemného souhlasu ZADAVATELE pouzit
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without the prior written consent of
SPONSOR. Where INSTITUTION
subcontract their obligations under the
AGREEMENT, with the consent of
SPONSOR, they shall do so only by way
of a written agreement with the sub-
processor which imposes the same
obligations on the sub-processor as are
imposed on INSTITUTION under this
AGREEMENT. Where the sub-processor
fails to fulfil its data protection obligations
under such written agreement,
INSTITUTION shall remain fully liable to
SPONSOR for the performance of their
obligations under such agreement. Upon
request, INSTITUTION will provide
SPONSOR with all relevant information on
the obligations of sub-contractors in
relation to this paragraph.

subdodavatele ke ZPRACOVANI
provadéného jménem ZADAVATELE
jakozto spravce udaju. Pokud
POSKYTOVATEL ZDRAVOTNICH

SLUZEB pouzije subdodavatele k plnéni
svych povinnosti podle SMLOUVY se
souhlasem ZADAVATELE, musi tak udinit
vyhradné formou pisemné smlouvy
s diléim zpracovatelem, ktera dil¢imu
zpracovateli uklada stejné povinnosti, jaké
jsou ulozeny POSKYTOVATELI
ZDRAVOTNICH SLUZEB podle této
SMLOUVY. Pokud dil¢i zpracovatel neplni
povinnosti tykajici se ochrany osobnich
Udaju podle takové pisemné smlouvy,
zustava POSKYTOVATEL
ZDRAVOTNICH SLUZEB nadale plné
odpovédny vici ZADAVATELI za plnéni
svych povinnosti podle takové smlouvy.
POSKYTOVATEL ZDRAVOTNICH
SLUZEB poskytne ZADAVATELI na
Zadost veskeré relevantni informace
o povinnostech dil€ich zpracovatelu
Vv souvislosti s timto odstavcem.

5 INSTITUTION represents and warrants
that nothing in any applicable data
protection legislation (or any other
applicable regulations) prevents them from
fulfiling their obligations under this
AGREEMENT and undertakes and agrees
that, in the event of a change in any such
laws that is likely to have a material
adverse effect on INSTITUTION’s
compliance with this Agreement or in the
event INSTITUTION otherwise cannot
comply with this Section 5 for whatever
reason(s), INSTITUTION shall notify
SPONSOR within fifteen (15) days.

5. POSKYTOVATEL ZDRAVOTNICH
SLUZEB prohladuje a zaruduje, Zze mu
zadné ustanoveni platnych pravnich
predpist o ochrané'sobnl’ch udaju (ani
jinych platnych pravnich predpist) nebrani
v plnéni povinnosti podle této SMLOUVY,
a zavazuje se a souhlasi s tim, Ze v pfipadé
zmény jakychkoliv takovych pravnich
predpisl, ktera by pravdépodobné méla
zasadni nezadouci ucinek na dodrzovani
této SMLOUVY POSKYTOVATELEM
ZDRAVOTNICH SLUZEB, nebo v pfipads,
7e POSKYTOVATEL ZDRAVOTNICH
SLUZEB nemuze zjakéhokoliv diivodu
jinak  dodrzet  ustanoveni 5, bude
informovat ZADAVATELE do patnacti (15)
dnu.

6 In addition, INSTITUTION represents
that the STUDY PERSONNEL has been
informed about and consented to the
PROCESSING of their PERSONAL DATA

6. POSKYTOVATEL ZDRAVOTNICH
SLUZEB dale prohlasuje, ze PERSONAL
STUDIE byl informovan o ZPRACOVANI
OSOBNICH UDAJU asouhlasi se
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by SPONSOR in accordance with the
applicable data protection laws among
others, but not limited to, for the purpose of
complying with clinical practice regulations;
for answering requests from any relevant
authority, agency or ethics committee; and
for general trial management and
monitoring purposes by SPONSOR and its
representatives. PERSONAL DATA may
be transferred to, held, and PROCESSED
by SPONSOR and selected third party
service suppliers anywhere in the world for
these purposes and will be retained as long
as necessary under the applicable
regulations and for a minimum of twenty-
five (25) years from the end of the TRIAL.
Whenever PERSONAL DATA of STUDY
PERSONNEL is transferred to entities
established outside of the European
Economic Area, SPONSOR takes
measures to ensure that the PERSONAL
DATA will be appropriately protected in
accordance with data privacy laws.

ZPRACOVANIM OSOBNICH UDAJU
ZADAVATELEM v souladu s platnymi
pravnimi pfedpisy o ochrané& osobnich
Gdaju, mimo jiné pro Uucely dodrzeni
predpisi o Kklinické praxi; pro ucely
odpovédi na zadosti pFislusnych urada,
agentur nebo etické komise; a pro obecné
uCely Fizeni a monitorovani STUDIE
ZADAVATELEM a jeho zastupci. OSOBNI
UDAJE mohou byt pro tyto ugely pfedany
ZADAVATELI a jeho zastupcim. OSOBNI
UDAJE mohou byt predany ZADAVATELI,
vedeny ZADAVATELEM
a ZPRACOVAVANY ZADAVATELEM
a vybranymi externimi poskytovateli sluzeb
kdekoliv na svété a budou uchovavany,
dokud to bude potfebné podle platnych
pravnich predpisl, a to nejméné po dobu
dvaceti péti (25) let od konce STUDIE.
Budou-li OSOBNi UDAJE PERSONALU
STUDIE pfedany subjektim se sidlem
mimo Evropsky hospodaisky prostor,
ZADAVATEL pfijme opatfeni k zajisténi
Fadné ochrany OSOBNICH UDAJU
v souladu s pravnimi pfedpisy o ochrané
osobnich udaju.

PERSONAL DATA may also be shared
with competent authorities as required by
applicable provisions. To view, query,
block, delete, port or modify their
PERSONAL DATA on file with SPONSOR,
to oppose SPONSOR’s use of the
PERSONAL DATA, or to file a complaint,
each STUDY PERSONNEL member may
at any time contact SPONSOR’s data
protection officer. If a STUDY
PERSONNEL member believes that
his/her complaint has not been addressed
appropriately by SPONSOR, the member
has also the right to lodge a complaint to
his/her data protection authority.

OSOBNI UDAJE mohou byt také predany
prisluSnym Ufadim podle pozadavku
platnych pravnich predpisti. PERSONAL
STUDIE se muze kdykoliv obratit na
povéfence ZADAVATELE pro ochranu
osobnich udaji za U¢elem nahlédnuti,
dotazovani, zablokovani, vymazani,
pFeneseni nebo Upravy svych OSOBNICH
UDAJU uchovavanych ZADAVATELEM,
za UCelem namitky va¢i  pouzivani
OSOBNICH UDAJU ZADAVATELEM nebo
podani stiznosti. Ma-li nékdo
zPERSONALU STUDIE za to, ze
ZADAVATEL jeho stiznost nalezité nefesil,
ma zarovenn pravo podat stiZnost
u pfislusného ufadu pro ochranu osobnich
udajl.
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APPENDIX 3
PRILOHA 3

Division of responsibilities (QAA) between SPONSOR and laboratories (Biochemistry, Hematology)
Rozdéleni odpovédnosti (dohoda o zajisténi kvality) mezi ZADAVATELE a laboratore (biochemie, hematologie)

. . SPONSOR Laboratories
Responsibility Odpovédnost ZADAVATEL Laboratore
1 Compliance responsibilities 1. Odpovédnost za dodrZovani predpisu
Determination of the scope of testing Ur¢it rozsah vySetreni X
Hold the necessary test laboratory authorizations in order to carry out | Disponovat potfebnymi opravnénimi zku$ebnich laboratofi k provadéni X
the activities contracted smluvnich &innosti
Specify laboratory tests in Attachment 1 ‘Standard laboratory tests for | Stanovit laboratorni vySetfeni v pfiloze 1,Standardni laboratorni vy$etreni pro X
safety evaluation’ hodnoceni bezpecnosti“
Use the standard laboratory values of the Motol laboratories Pouzivat standardni laboratorni hodnoty motolskych laboratori X
Provide the other Party' with all the |nf9rmat|on necessar'y to carry out Poskytnout druhé STRANE veskeré informace nezbytné k spravnému
the contracted operations correctly in accordance with any legal . s . . L X X
. provedeni smluvnich ¢innosti v souladu se vdemi pravnimi poZadavky
requirements
2 Facilities and apparatus, materials and reagents 2. Zarizeni a pristroje, materialy a Cinidla
Enslu re that .a sufficient . number o.f qualified personnel, Zajistit dostatecny pocet kvalifikovanych pracovnik(, zafizeni/ prostor
equipment/premises and materials are available for the timely and e . . i P X
. a material(i k véasnému a fadnému provedeni vySetreni
proper conduct of the testing
Ensm.Jre that eqU|pmer.1t/prem|ses are avaﬂable for the use and are (.july Zajistit nalezité zpusobilé vybaveni / prostory k pouzivani véetné pravidelné
qualified for use, calibrated at regular intervals and that appropriate . R e X
. kalibrace a plnéni prislusnych plant udrzby
maintenance plans are performed
Keep records of qualification, calibration, maintenance- and repair | Vést zaznamy o zpusobilosti, kalibraci, Udrzbé a opravach zarizeni
operations for equipment and storage areas as applicable, including | a pfipadné skladovacich prostor, ato vcetné terminu a identifikace X
dates and identify of operators that carried out the activities pracovnikd, které ¢innosti provedli
Ensure that appropriate and technically valid SOPs are established and | Zajistit vypracovani a dodrzovani vhodnych a technicky platnych SOP X

followed, and approve all original SOPs

a schvalit vsechny puvodni SOP
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. . SPONSOR Laboratories

Responsibility Odpovédnost ZADAVATEL L aboratore
Ensure computerized systems are suitable for their intended purpose, | Zajistit vhodnost pocitacovych systémi k zamyslenému Gcelu a validaci, X
and are validated, operated and maintained. provozovani a udrzbu téchto systémd
Ensure materials and chemical reagents including kits are properly | Zajistit fadné oznaceni a uchovavani material a chemickych ¢&inidel véetné
labelled and stored at appropriate temperatures and labels indicate | souprav pfi vhodnych teplotach s uvedenim zdroje, koncentrace a/nebo X
source, concentration and/or other pertinent information dalSich relevantnich informaci na Stitcich
Ensure use of materials, reagents including kits during defined expiry | Zajistit pouzivani materiald, cinidel véetné souprav béhem stanovené doby X
date pouZitelnosti
Have a security system in place, to ensure that access is restricted to | Disponovat bezpecénostnim systémem, ktery omezuje pristup pouze na X
authorized personnel only opravnéné pracovniky
Ensure appropriate cleaning procedures and pest control are in place Zajistit vhodné postupy ¢isténi a ochrany proti Sktidctim X
Ensure storage conditions that minimize the risk of fire, flood, etc. Zajistit skladovaci podminky, které minimalizuji riziko poZaru, povodni apod. X
3 Test systems 3. Zkusebni systémy
Ensure that reference standards used are appropriately characterized | Zajistit, Ze pouZité referencni standardy maji odpovidajici vlastnosti a nebyla X
and have not exceeded their retest date u nich prekrocena lhita pro prezkouseni
Ensure proper storage of test and reference substances Zajistit spravné uchovavani zkusebnich a referencnich latek X
Recording of test procedure Zaznamenat postup pfi vySetfeni X
4 Performance and reporting of the testing results 4. Provedeni vysetreni a hlaseni vysledku vysetreni
Ensure correct sampling handling at the testing site Zajistit spravné nakladani se vzorky v misté vySetreni X
Ensure labelling check of the samples at the testing site Zajistit kontrolu oznaceni vzorki v misté vysetreni X
Ensure the storage according to the specification in the defined time limit | Zajistit uchovavani podle specifikace ve stanoveném ¢asovém terminu pred X
before testing at the testing site vySetfenim v misté vySetreni
Ensure written standard operating procedures of method of testing Zajistit pisemné standardni operacni postupy pro metody vySetfeni X
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. . SPONSOR Laboratories
Responsibility Odpovédnost ZADAVATEL L aboratore

Ensure testing including verified recording and analyzing according to g . , e

e Zajistit vySetreni vcetné ovéreného zaznamu a analyzy podle specifikaci X
the specifications
Performance of quality control tests Provadét zkousky kontroly kvality X
Compilation of final test record including confirmation of the test results | Sestavit zavérecny zaznam o vySetieni véetné potvrzeni vysledki vysetieni X
Archiving the final test record (including raw data), analyses reports, | Archivovat zavérecny zaznam o vySetieni (véetné zdrojovych Gdaja),
calibration and validation data available for a period of twenty-five (25) | protokolt o analyzach, kalibracnich a validac¢nich tdaji po dobu dvaceti péti X
years (25) let
Ensure the documentation of the validation records of test methods if | Zajistit dokumentaci protokolti o validaci zkuSebnich metod, pokud je to X
applicable relevantni
5 Deviations and out of specification (OOS) 5. Odchylky od specifikace
Notify any deviations to the current Laboratory Manuals (Department of | Co nejdfive oznamit ZADAVATELI priipadné odchylky od platnych
Clinical Haematology and Department of Clinical Biochemistry) or | laboratornich priruéek (oddéleni klinické hematologie a oddéleni klinické X X
services covered by this QAA, which have an impact on the test results | biochemie) nebo sluzeb, na které se vztahuje tato dohoda o zajisténi kvality,
as soon as possible to SPONSOR. které maji dopad na vysledky vysetreni
Ensure investigation and root cause analysis of laboratory mistakes | Zajistit pfezkum a rozbor hlavnich pric¢in laboratornich chyb tykajicich se
concerning OOS results or significant atypical trends. odchylek od specifikace nebo vyznamnych atypickych trendd X
OOS when laboratory mistake is excluded: Information incl. report in | Odchylky od specifikace v pfipadé vylouceni laboratorni chyby: véasné
timely manner oznameni vcetné zpravy
6 Change control 6. Rizeni zmén
Inform the other Party about any changes that may affect the contracted | Pisemné informovat druhou STRANU o vdech zménach, které mohou ovlivnit X X
activities in written form prior to implementation smluvni &innosti, a to pfed jejich provedenim
Inform about changes (e.g. additional tests) to testing in a reasonable | Informovat o zménach (napf. dodatecnych vySetfenich) vySetfeni X
time frame v pfiméfeném ¢asovém ramci
Review of changes to testing in a timely manner VEasné prezkoumani zmén vySetreni X

7 Inspection and Audits

7. Inspekce a audity
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SPONSOR Laboratories

Responsibility Odpovédnost ZADAVATEL L aboratore
Inform the other Party of any regulatory inspections and outcome, when | Informovat druhou stranu o vSech regulaénich inspekcich a jejich vysledcich, X X
affecting services covered by this QAA pokud maji vliv na sluzby, na které se vztahuje tato dohoda o zajisténi kvality

Allow EVER insight into the examination documents and the associated Na zédost umoznit ZADAVATELI nahlédnout do dokumentii o pfezkoumani

d tati i t d tati dat heet o X
. ocumgn ation  (equipmen ocumentation, - raw aa  sheess, a souvisejici dokumentace (dokumentace k zafizeni, zdrojové tdaje, pokyny)

instructions) on request

Allow the competent authorities to perform the required inspections | UmozZnit pfislusnym organim provadét poZadované inspekce nezbytné X

necessary in connection with the services covered by this QAA v souvislosti se sluzbami, na které se vztahuje tato dohoda o zajisténi kvality
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Appendix 3 - Attachment 1
Dodatek 1 k priloze 3

Standard laboratory tests for safety evaluation
Standardni laboratorni vysetieni k hodnoceni bezpecnosti

Haematology Coagulation Urinalysis
Hematologie Koagulace Rozbor moci
WBC APTT Specific gravity
WwBC APTT Spec. hmotnost
RBC APTT normal pH
RBC APTT normal pH
HGB APTT-RATIO White blood cells
HGB APTT-RATIO Leukocyty
HCT Prothrombin time Nitrites
HCT Protrombinovy ¢as Nitrity
MCV Prothrombin time, normal Protein
MCV Protrombinovy éas normal Bilkovina
MCH Prothrombin time, INR Glucose
MCH Protrombinovy éas INR Glukéza
MCHC Prothrombin time, ratio Ketone bodies
MCHC Protrombinovy ¢as-RATIO Ketolatky
RDW D-Dimer quantitative (feu) Urobilinogen
RDW D Dimer kvantitativné FEU Urobilinogen
PLT Bilirubin
PLT Bilirubin
MPV Biochemistry Colour
MpPv Biochemie Barva
PCT Na, Sodium Clarity
PCT Na, Sodny kation Zakal
PDW K, Potassium Blood
PDW K, Draselny kation Krev
NRBC Cl, Chlorides Red blood cells
NRBC Cl, Chloridy Erytrocyty
NRBC# Total Ca White blood cells
NRBCH# Ca celkovy Leukocyty
Lymphocytes AST Squamous epithelial cells
Lymfocyty AST Dlazdicové epitelie
Monocytes ALT
Monocyty ALT
Neutrophils GGT (GMT)
Neutrofily GGT (GMT)
Eosinophils Total bilirubin
Eozinofily Bilirubin celkovy
Basophils Urea
Bazofily Mocovina
Lymphocytes# Creatinine
Lymfocyty# Kreatinin
Monocytes# eGFR by creatinine (CKD-EPI)
Monocyty# eGFR-krea-(CKD-EPI)
Neutrophils# eGFR by cystatin C (Grubb)
Neutrofily# eGFR-cyst. C (Grubb)
Eosinophils# Myoglobin
Eozinofily# Myoglobin
Basophils# Total protein
Bazofily# Celkova bilkovina
IG# CRP-HS
IG# CRP-HS
P-LCR
P-LCR
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