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STUDY AGREEMENT

and between

Claudia Steiner (“HiPP”)
and

CFO & COO (“HungaroTrial” - CRO)
and

(hereinafter “Institution™)
and

Department of the Hospital Strakonice, a.s.
(hereinafter “Investigator™)

“Party” and jointly as “Parties*.

PREAMBLE

functions and activities related to

Provider”).

This study agreement (“Agreement™) is entered by

HiPP GmbH & Co Vertrieb KG, Georg-HiPP-Str. 7,
85276 Pfaffenhofen, Germany, represented by Dr.

HungaroTrial Inc, Abraham Geza utca 63, 1204
Budapest, Hungary, represented by Gabor Kucserka,

Hospital Strakonice, a.s., Radomyslska 336,
Strakonice I, 386 29 Strakonice, Czech Republic,
ID No.: 260 95181, VAT No.: CZ699005400,
represented by MUDr., Bc. Toma$ Fiala, MBA.,
Chairman of the Board and Ing. Jifi Svec, member of
the Board, entered in the Commercial Register at the
Regional Court in Ceské Bud&jovice, file no. B1465

MUDr. Martin Gregora, Head of the Children’s

HiPP, HungaroTrial and the Institution and MUDr.
Martin Gregora are hereinafter each referred to as

WHEREAS, HiPP is a company that develops,
manufactures, markets and sells premium baby food
and baby care products and intends to conduct a study
entitled “Safety and suitability of an infant formula
manufactured from extensively hydrolysed protein for
the particular nutritional use in infants” (“Study”).
HiPP is responsible for the initiation, organisation and
financing of the Study. HiPP may contract service
providers to perform on HiPP’s behalf some of the

responsibilities for this Study (“Authorized Service

SMLOUVA O KLINICKEM HODNOCENI

Tuto smlouvu o klinickém hodnoceni (dile jen
»Smlouva“) uzaviraji tyto smluvni strany:

spolecnost HiPP GmbH & Co Vertrieb KG, Georg-
HiPP-Str. 7, 85276 Pfaffenhofen, Némecko, kterou
zastupuje pani Dr. Claudia Steiner (dale jen ,,HiPP*),
a

spole¢nost HungaroTrial Inc, Abraham Geza utca 63,
1204 Budapest, Madarsko, kterou zastupuje pan
Gabor Kucserka, financni a provozni feditel (dale jen
wHungaroTrial“— CRO),

a

Nemocnice Strakonice, a.s., Radomyslska 336,
Strakonice I, 386 29 Strakonice, Ceska Republika, IC
260 95181, DIC CZ699005400, kterou zastupuje
MUDr. Be. Toma§ Fiala, MBA, piedseda
predstavenstva, a Ing. Jifi Svec, &len predstavenstva,
zaps. v obchodnim rejstfiku u Krajského soudu v
Ceskych Budg&jovicich, sp. zn. B1465 (dale jen
~Zdravotnické zatizeni®)

a

MUDr. Martin Gregora, priméai détského oddéleni
Nemocnice Strakonice, a.s.
(dale jen “Zkousejici™)

spole¢nosti HiPP a HungaroTrial a Zdravotnické
zatizeni a MUDr. Martin Gregora déle jednotlivé jen
jako ,,Smluvni strana“ a spoleéné jako ,,Smluvni
strany®,

UVODNI USTANOVENI

VZHLEDEM K TOMU, ZE spoleénost HiPP vyviji,
vyrabi, uvadi na trh a prodava prémiovou kojeneckou
vyZivu a vyrobky pro pé¢i o dit¢ a ma v umyslu
provést hodnoceni s ndzvem ,,Bezpe€nost a vhodnost
pocatecni kojenecké vyzivy vyrobené z vysoce
hydrolyzované bilkovinné slozky u zdravych kojencti”
(dale jen ,,Hodnoceni). Spole¢nost HiPP odpovida za
zahajeni, organizaci a financovani Hodnoceni.
Spoleénost HiPP je opravnéna smluvné sjednat
poskytovatele sluZeb, aby jejim jménem vykonavali
nékteré funkce a Cinnosti souvisejici s povinnostmi
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WHEREAS, HungaroTrial is a service provider and
notably a contract research organization “CRO”
providing research and clinical services to companies
taking the initiative of doing clinical study or trial.
WHEREAS Institution has sufficient resources
regarding time, adequate personnel, facilities and
other resources for the proper and safe performance of
the Study and wishes the Study to be conducted at its
study site.

Now, therefore, the Parties agree as follows:

§1 SCOPE OF WORK

The Institution will enable the Investigator to conduct
the Study at the Institution and shall enable that they
and their employees, agents and staff conduct the
Study set forth in Protocol No. HASI 508917-2 dated
29 Dec 2020 which is attached hereto as Annex 1
(“Protocol”) in accordance with this Agreement and
the Protocol as amended.

§2 STUDY PROTOCOL

2.1 A copy of the Protocol will be provided to the
Investigator. The Parties agree that the Protocol,
including any subsequent amendments and the
Annexes form an integral part of this Agreement and
will always be provided to the Investigator.

2.2 Institution agrees to use their best efforts to
ensure that the Investigator performs the Study in
accordance with the Protocol, all applicable legal and
regulatory requirements, the identified timelines and
the terms and conditions of this Agreement. The
Investigator is not authorized to start the Study in the
Institution without the prior approval of the ethics
committee and/or the competent authority, if
applicable. Before making an amendment to the
Protocol, whether or not substantial to the ethics
committee and/or the competent authority, a written
agreement between Hipp and the Investigator is
required.

spolenosti HiPP v ramci Hodnoceni (dale jen
»Autorizovany poskytovatel sluzeb*).
VZHLEDEM K TOMU, ZE spole¢nost HungaroTrial
je poskytovatelem sluzeb a zejména smluvni
vyzkumnou  organizaci  (comntract  research
organization; dale jen ,,CRO%), kterd spolecnostem
provadéjicim klinickou studii nebo klinické hodnoceni
poskytuje klinické sluzby a sluzby v oblasti vyzkumu.
VZHLEDEM K TOMU, ZE Zdravotnické zatizeni ma
dostate¢né prostiedky, pokud jde o ¢as, odpovidajici
persondl, zat{zeni a dali zdroje potiebné k fadnému a
bezpecnému provedeni Hodnoceni, 2 ma zajem, aby
bylo Hodnoceni provadéno na jeho pracovisti.

Proto se nyni Smluvni strany dohodly takto:

§1 ROZSAH CINNOSTI

Zdravotnické  zafizeni umoZni ZkouSejicimu
provedeni Hodnoceni ve Zdravotnickém zafizeni a
umozni, aby Zdravotnické =zafizeni a jeho
zaméstnanci, zastupci a pracovnici provadéli
Hodnoceni uvedené v Protokolu ¢. HASI 508917-2 ze
dne 29. prosince 2020, ktery tvofi pFilohu €. 1 této
Smlouvy (dale jen ,,Protokol”), v souladu s touto
Smlouvou a Protokolem v platném znéni.

§2 PROTOKOL KLINICKEHO
HODNOCENT{

2.1 Kopii Protokolu poskytne HiPP ZkouSejicimu .
Smluvni strany se dohodly, Ze Protokol, vCetné
piipadnych naslednych dodatkii a pfiloh, tvofi
nedilnou soucast této Smlouvy a bude vzdy poskytnut
Zkousejicimu.

2.2 Zdravotnické zafizeni se zavazuje vynaloZzit
veSkeré usili, aby ZkousSejici provedl Hodnoceni v
souladu s Protokolem, veskerymi platnymi pravnimi a
spravnimi  poZadavky, stanovenymi lhitami a
podminkami této Smlouvy. Zkousejici neni opravnén
zahdjit ve Zdravotnickém zafizeni Hodnoceni bez
predchoziho schvaleni ze strany etické komise a/nebo
piislusného organu, je-li relevantni. Pfed provedenim
zmény Protokolu, bez ohledu na to, zda je pro etickou
komisi a/nebo pfislusny organ podstatna ¢i nikoli, se
vyzaduje pisemna dohoda mezi HiPP a ZkouSejicim.
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2.3 In the event of any inconsistency between this
Agreement and the Protocol, the terms of the Protocol
shall prevail with respect to the conduct of the Study
and the treatment of study subjects in connection
therewith; in all other respects, the terms of this
Agreement shall prevail.

§ 3 DURATION OF THE STUDY

The Study shall commence immediately after the
signing of this contract by all Contracting Parties,
provided that the requirements of Section 9
(Approvals) have been met prior to this date. The
Institution and the Invesigator shall work together and
use their best efforts to complete the Study and to
perform its obligations under this Agreement by
31/Mar/2022.

§4 TERM OF THIS AGREEMENT

4.1 This Agreement shall enter into force upon the
last signature of all Parties and shall be effective on
the date of its publication in the Register of Contracts
of the Institution. It shall expire upon receipt and
acceptance by HiPP of the services and tasks specified
in the Protocol, unless terminated earlier pursuant to
the provisions of this Agreement.

4.2  The following provisions shall survive the
termination or expiry of this Agreement: Section 12
(Ownership and Intellectual Property), Section 13
(Publication and Publicity) and Section 14
(Confidentiality), as well as any other provisions
which by their terms are understood to survive the
termination or expiry of this Agreement.

43 In the event that the Investigator conducting the
Study becomes no longer affiliated with the
Institution, Investigator shall provide written notice to
HiPP as soon as possible and at the latest within one
(1) month of such departure. HiPP shall have the right
to approve any new investigator if designated by

2.3 'V ptipad¢ jakéhokoli rozporu mezi touto
Smlouvou a Protokolem maji v souvislosti s
provadénim Hodnoceni a podéavanim Hodnoceného
ptipravku ucastnikiim v ramci Hodnoceni pfednost
ustanoveni Protokolu; ve vSech ostatnich ohledech
maji pfednost ustanoveni této Smlouvy.

§3 DOBA TRVANI HODNOCENI

Hodnoceni bude zahijeno neprodlené po podpisech
této smlouvy vSemi Smluvnimi stranami za
pfedpokladu, Ze byly pifed timto datem splnény
pozadavky ¢lanku 9 (Souhlasy). Zdravotnické zafizeni
a ZkousSejici budou spolupracovat a vynaloZi veskeré
usili na dokonceni Hodnoceni a splnéni svych
povinnosti podle této Smlouvy do 31. bfezna 2022.

§4 DOBA TRVANIi SMLOUVY

4.1 Tato Smlouva nabyva platnosti okamzikem
jejiho podpisu posledni Smluvni stranou a uéinnosti
dnem uvetejnéni v registru smluv. Zanika okamzikem,
kdy spolecnost HiPP obdrzi a pfijme sluzby a ukoly
uvedené v Protokolu, nebude-li ukonéena dfive podle
ustanoveni této Smlouvy.

4.2 Nasledujici ustanoveni této Smlouvy ziistavaji
v platnosti i po jejim ukonceni ¢i uplynuti doby jeji
platnosti: § 12 (Vlastnictvi a prava dusevniho
vlastnictvi), § 13 (Zvefejiiovani a publikace) a § 14
(Duvérnost informaci) a jakdkoli dalsi ustanoveni, z
jejichz podminek vyplyva, Ze ziistavaji v platnosti i po
ukonceni nebo uplynuti doby platnosti této Smlouvy.

43 V pfipadé, Ze bude ukoncena spoluprice
Zdravotnického zatizeni a ZkouSejiciho, ktery
Hodnoceni provadi, zasle Zkousejici spole¢nosti HiPP
pisemné ozniameni co nejdfive, avSak nejpozdéji do
jednoho (1) meésice od ukondeni spoluprace.
Jakéhokoli nového zkousejiciho, pokud by ho uréilo
Zdravotnické zafizeni, musi spolec¢nost HiPP schvalit.
Novy zkouSejici je povinen souhlasit s podminkami
této Smlouvy. V piipadé, Ze spole¢nost HiPP nového
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Institution. The new investigator shall be required to
agree to the terms and conditions of this Agreement.
In the event HiPP does not approve such new
investigator, HiPP may terminate this Agreement in
accordance with Section 11.2 below.

§5 COMPLIANCE WITH LAWS,
STANDARDS AND GUIDELINES

5.1 The Investigatorshall carry out the Study in
accordance with

(a)  the Protocol and any of its amendments;

(b) all generally accepted principles of Good
Clinical Practice (ICH-GCP), as far as they apply for
HiPP studies

(c) the Declaration of Helsinki;

any applicable direction received from a competent
authority and/or an ethics committee with jurisdiction
over the Study;

d) any applicable laws, rules, regulations, practices,
operating procedures, codes and guidelines, including
but not limited to, such as appropriate to infant
formula;

any applicable rules and codes of professional and
business ethics and

(g) the provisions of this Agreement.

5.2 The Institution will enable it’s employees and
collaborators involved in the Study to comply with
these principles, laws and regulations.

§ 6 RESPONSIBILITIES OF INSTITUTION

6.0 Should the undersigned Investigator leave the
Institution for any reason, the Institution shall propose
a suitable investigator as successor for him to HiPP.
HiPP shall then inform institution whether HiPP
accepts such proposal. In case HiPP accepts the
proposal the investigator shall be appointed as the
investigator conducting the Study (the “Investigator™).
In case HiPP does not accept the proposal Institution
shall propose further persons until HiPP accepts the
proposal. Institution is responsible and liable for the
conduct of the Study by the Investigator and shall

zkouSejiciho neschvali, je opravnéna tuto Smlouvu
ukon¢it v souladu s ¢l. 11.2 niZe.

§5 DODRZOVANI PRAVNICH PREDPISU,
NOREM A POKYNU

5.1 ZkouSejici provede Hodnoceni v souladu s

a)  Protokolem a jakymikoli jeho dodatky,
veSkerymi obecné uznavanymi zisadami spravné
klinické praxe (ICH-GCP), pokud se vztahuji na
hodnoceni spole¢nosti HiPP,

c¢)  Helsinskou deklaraci,

platnymi pokyny pfislusného organu a/nebo etické
komise pfislu§né pro Hodnoceni,

veskerymi platnymi pravnimi a spravnimi ptedpisy, d)
pravidly, postupy, provoznimi zasadami, kodexy a
pokyny, zejména pokud se tykaji suSeného
kojeneckého mléka,

veSkerymi platnymi pravidly a kodexy profesni a
obchodni etiky a

g)  ustanovenimi této Smlouvy.

5.2 Zdravotnické zafizeni umozni, aby jeho
zaméstnanci a spolupracovnici podilejici se na
Hodnoceni mohli dodrzovat uvedené zasady a pravni
a spravni pfedpisy.

§6 POVINNOSTI ZDRAVOTNICKEHO
ZARIZEN}

6.0 Pokud niZe podepsany Zkousejici z jakéhokoli
divodu inStituci opusti, Zdravotnické zafizeni
navrhne vhodného ZkouSejictho jako nastupce
spoleénosti  HiPP  Spolefnost HiPP  poté
Zdravotnickému zafizeni oznami, zda takovy navrh
piijima. Pokud spole¢nost HiPP navrh pfijme, bude
zkou$ejici jmenovan do funkce zkouSejiciho
provadéjictho Hodnoceni (dale jen ,,ZkouSejici®).
Pokud spole¢nost HiPP navrh nepfijme, navrhne
Zdravotnické zatizeni dal$i osoby, dokud spoleénost
HiPP navrh nepfijme. Zdravotnické zatizeni odpovida
za provedeni Hodnoceni ZkousSejicim a zavazuje jej k
odpovédnosti a plnéni povinnosti vyplyvajicich z této
Smlouvy.
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oblige the Investigator to fulfil the responsibilities and
obligations resulting from this agreement.

6.1 Investigator shall be responsible for the
performance of the Study and care for the wellbeing
of study subjects. Investigator may appoint individuals
and investigational staff as they may deem appropriate
as sub-investigator to assist in the conduct of the
Study. All sub-investigators and investigational staff
will be adequately qualified and trained, timely
appointed and an updated list will be maintained.
Investigator shall be responsible for leading such team
of sub-investigators and investigational staff, who in
all respect shall be bound by the same terms and
conditions as the Investigator under this Agreement.
The Investigator shall be responsible for the conduct
of the Study in its entirety according to the Protocol
and undertake in particular to have it executed by
competent persons. The Institution shall ensure that
sufficient resources with regard to time, personnel,
facilities and other resources are allocated for the
proper and safe performance of the Study and shall
continue to be allocated and made available to
Investigator and Institution’s employees to allow the
dedicated, proper and punctual performance of the
Study in accordance with the Protocol requirements
and the terms of this Agreement.

6.2  Investigator shall

(a) ensure the safe receipt, handling, storage, and
use of the investigational product (“IP”) and take all
reasonable measures to ensure that they are kept
secure;

(b) not permit IP to be used for any purpose other
than the conduct of the Study;

(© keep full and accurate records of who dispenses
the IP, the quantity dispensed, and the quantity
returned; and

(d) on any termination of this Agreement, at HiPP's
expense, return any remaining quantities of the IP to
HiPP, if required according to the protocol or local
regulations.

6.3  Before entering a study subject into the Study
the Investigator shall

6.1 ZkousSejici odpovida za provedeni Hodnoceni a

péci o zdravi ucastnikii Hodnoceni. ZkouSejici je
opravnén dle svého uvaZeni jmenovat fyzické osoby a
vyzkumné pracovniky spoluzkousejicimi, ktefi se
budou podilet na provadéni Hodnoceni. VSsichni
spoluzkousejici a vyzkumni pracovnici budou
dostate¢né kvalifikovani a vySkoleni, budou
jmenovani v¢as a bude o nich veden aktualizovany
seznam. ZkouSejici odpovida za vedeni takového
tymu spoluzkousejicich a vyzkumnych pracovniki,
kteft{i budou ve vSech ohledech vazani stejnymi
podminkami jako Zkousejici podle této Smlouvy.
Zkousejici odpovida za provedeni Hodnoceni v celém
rozsahu dle Protokolu a zejména se zavazuje, Ze
zajisti, aby Hodnoceni provadély zptisobilé osoby.
Zdravotnické zafizeni zajisti, aby byly pro fadné a
bezpetné provadéni Hodnoceni vy¢lenény dostatecné
zdroje, pokud jde o Cas, personal, zafizeni a dalsi
zdroje, a aby byly i nadile ZkouSejicimu a
zaméstnancim Zdravotnického zafizeni pfidélovany a
zpfistupfiovany tak, aby bylo umoZnéno odborné,
fadné a vcasné provedeni Hodnoceni v souladu s
pozadavky Protokolu a podminkami této Smlouvy.

6.2 Zkousejici je povinen

(a) zajistit bezpecné pievzeti, skladovani a pouzivani
hodnoceného piipravku (dale jen ,,Hodnoceny
pFipravek) a manipulaci s nim a pfijmout veskera
pfiméfena opatfeni, aby byla =zajisténa jeho
bezpeénost,

(b) neumoznit pouziti Hodnoceného ptipravku k
Zadnému jinému ucelu nez k provadéni Hodnocend,
(c) veést uplné a piesné zdznamy o tom, kdo
Hodnoceny pfipravek vydavd, a o vydaném a
vraceném mnozstvi a

(d) pfi jakémkoli ukonCeni této Smlouvy vratit
spolecnosti HiPP na jeji naklady veSkera zbyvajici
mnoZstvi Hodnoceného piipravku, je-li to vyZzadovano
podle Protokolu nebo mistnich predpisi.

6.3 Pifed zapojenim ucastnika do Hodnoceni je
Zkousejici povinen

(a) provést nezavislé 1ékaiské posouzeni kazdého
potencidlniho tcastnika Hodnoceni s cilem uréit, zda
splituje poZadavky Protokolu,

(b) informovat spole¢nost HiPP o vSech pfipadech,
kdy podle nazoru ZkouSejiciho existuji jakékoli
pochybnosti ohledné vhodnosti potencidlniho
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with the requirements of the Protocol;

subject;

implications, and risks of the Study;

Form” is attached hereto as Annex 2;

obligations are complied with;

Protocol in relation to each study subject.

the Investigator shall

(a) exercise independent medical judgement as to
the compatibility of each prospective study subject

(b) advise HiPP of all instances in which, in the
Investigator's judgement, there is any question as to
any prospective study subject's suitability for
participation in the Study, and abide by HiPP's
decision as to whether or not to enrol that study

(c) ensure that, before their participation in the
Study, the study subjects or the legal representatives
of the study subjects (if applicable) are duly informed
about all aspects of the Study that are relevant to them,
including the purpose, duration, nature, significance,

(d) ensure that, before his or her participation in the
Study, the study subjects or the legal representatives
of the study subjects (if applicable) have given their
Informed Consent by signing a consent form in
accordance with the Protocol. An “Informed Consent

(e) acknowledge that the use of the Informed
Consent Form does not release the Investigator from
his or her legal and contractual obligations relating to
Informed Consent, and that it remains
Investigator's responsibility to ensure that those

® comply with the procedures described in the

6.4 The Investigator shall keep full, accurate, and
up-to-date records on all study subjects and shall allow
HiPP’s authorized representatives (e.g., monitor),
competent authorities and ethics committees, if
applicable, to arrange in advance, during business
hours, to examine and inspect the Institution's
facilities which are used to perform the Study. Further

(a) inspect and copy all necessary data and
documents relating to the Study including the
source data relating to the individual and
identifiable study subjects. Copies of source data
may only be made in pseudonymized form;

(b) maintain adequate records, in any form
(including, but not limited to, written, electronic,
magnetic, and optical records, and scans, x-rays, and
electrocardiograms) that describe or record the

uCastnika pro ucast na Hodnoceni, a fidit se
rozhodnutim spolecnosti HiPP o tom, zda ti¢astnika do
Hodnoceni zapojit, ¢i nikoli,

(c) zajistit, aby pred zapojenim do Hodnoceni byli
Ucastnici, pfipadné jejich pravni zastupci, fadné
informovani o vSech aspektech Hodnoceni, které jsou
pro né relevantni, véetné€ ucelu, doby trvani, povahy,
vyznamu a ddsledkiit Hodnoceni a rizik spojenych s
Hodnocenim,

(d) =zajistit, aby pted svou ti¢asti na Hodnoceni udélili
ucastnici, pfipadné jejich pravni zastupci, v souladu s
Protokolem sviij Informovany souhlas podpisem
formulafe souhlasu. ,Formuldaf informovaného
souhlasu“ tvof ptilohu ¢. 2 této Smlouvy,

(e) vzit na védomi, Ze pouZiti Formulafe
informovaného souhlasu nezprostuje Zkousejiciho
jeho zakonnych a smluvnich povinnosti souvisejicich
s Informovanym souhlasem a Ze ziistiva odpovédnosti
Zkousejiciho zajistit splnéni téchto povinnosti,

(f) ve vztahu ke kazdému viéastnikovi Hodnoceni
dodrzovat postupy popsané v Protokolu.

6.4  Zkousejici bude vést uplné, pfesné a aktuélni
zaznamy o vSech ucastnicich Hodnoceni a umozni
opravnénym zastupcim spolecnosti HiPP (napf.
monitorovi), pfislusnym organtim a ptipadné etickym
komisim, aby v pracovni dobé piedem zajistili
kontrolu vybaveni Zdravotnického zafizeni, které
bude pro provadéni Hodnoceni vyuzivano. Zkousejici
ma dale povinnost

a) veskeré nezbytné idaje a dokumenty tykajici

se Hodnoceni a pofizovat jejich kopie véetné
zdrojovych 1daji, na jejichz zdkladé je moZné
identifikovat konkrétni ucastniky Hodnoceni. Kopie
zdrojovych Gdaji  lze pofizovat pouze v
pseudonymizované podobg,
b)  vést odpovidajici zdznamy, které popisuji nebo
zaznamenavaji metody, postupy a/nebo vysledky
Hodnoceni, faktory ovliviiujici Hodnoceni a pfijatd
opatfeni, a to v jakékoli podobé (zejména pisemné,
elektronické, magnetické a optické zaznamy a skeny,
rentgeny a elektrokardiogramy),

c)  vyplnit pro kazdého ucastnika Hodnoceni po
jeho vySetfeni lékafem Formulaf zdznamu o
ucastnikovi (Case Report Form) v souladu s postupem
uvedenym v Protokolu,

HASI 508917-2_Smlouva o klinickém hodnoceni — Zdravotnické zafizeni,

Verze 2.0, 13. ledna 2021
Cesky preklad
Prelozila: Mgr. Barbora Vodickovd, 18 Jan2021

Zkontrolovala: Brigita Lengyelovd Paulovicsovd, 20 Jan2021




DocuSign Envelope ID: 9977349F-FCE8-439E-9352-535547B0F4D9

methods, conduct, and/or results of the Study, the
factors affecting the Study, and the actions taken;

(© complete a Case Report Form for each study
subject in accordance with the procedure set out in the
Protocol after the medical examination of that study
subject;

(d) review each of the Case Report Forms to ensure
their accuracy and completeness;

(e) sign each of the Case Report Forms to confirm
that they accurately reflect the data collected during
the Study;

® promptly within five (5) working days submit
the Case Report Forms to HiPP following their
completion and promptly resolving any data queries,
errors, corrections or other requests in relation to the
study documents, in accordance with the procedure set
out in the Protocol;

(2) cooperate with HiPP in all their efforts to
monitor the Study;

(h) maintain all documents and other records
generated in the Study in safe keeping for such period
as is required by any applicable regulations, and in any
event for 15 years following termination of the Study;

1) ensure the records of study subjects are kept
safely in a known location accessible for authorised
persons during the period referred to in Section 6.4 (h);

Q) make all records referred to in Section 6.4 (h)
and 6.4 (i) available to HiPP or its Authorized Service
Provider promptly upon request for auditing purposes;
and

9] if applicable, promptly inform HiPP of any
request received from any ethics committee and/or
competent authority to inspect or otherwise gain
access to study documents or other information, data
or materials pertaining to the Study.

6.5  The Investigator shall, or shall ensure that any
sub-investigator involved in the conduct of the Study
shall, on reasonable notice

(a) meet a representative of HiPP or its Authorized
Service Provider at least once every 4-8 weeks to
discuss the progress of the Study;

d) Zkontrolovat kazdy Formulaf zaznamu o
ucastnikovi, aby byla zajisténa jeho spravnost a
uplnost,

e¢) svym podpisem ptipojenym ke kazdému
Formulafi zaznamu o fiéastnikovi potvrdit, Ze pfesné

odpovida 0dajim shromaZzdénym v priibéhu
Hodnoceni,
) neprodlené do péti (5) pracovnich dni od

jejich vyplnéni piedlozit Formuldfe zdznamu o
ucdastnikovi spole¢nosti HiPP a neprodlené vyfesit
jakékoli dotazy, chyby a opravy tykajici se iidaji nebo
jiné zadosti souvisejici s dokumentaci Hodnoceni v
souladu s postupem stanovenym v Protokolu,

2) byt spole¢nosti HiPP ndpomocny se vSemi
kroky, které spolecnost HiPP podnikd v ramci
monitoringu Hodnoceni,
h) bezpedné uchovavat veskeré dokumenty a jiné
zaznamy vytvoiené v ramci Hodnoceni po dobu
vyzadovanou platnymi pravnimi pfedpisy a v kazdém
pfipadé po dobu 15 let od ukonceni Hodnoceni,

i)  zajistit bezpetné uchovavani zaznami o
ucastnicich Hodnoceni na znamém mist€ dostupném
opravnénym osobam po dobu uvedenou v €l. 6.4 pism.
h),

7 na pozadani neprodlené zpfistupnit vSechny
zaznamy uvedené v ¢l. 6.4 pism. h) a i) spole¢nosti
HiPP nebo jejimu Autorizovanému poskytovateli
sluzeb pro ucely auditu a

k) neprodlené informovat spoleénost HiPP, je-li
to relevantni, o jakékoli zadosti etické komise a/nebo
pfislusného organu o prezkoumani dokumentace
Hodnoceni nebo jinych informaci, Gdaji ¢i materiala
tykajicich se Hodnoceni ¢i o ud€leni pfistupu k témto
materialim.

6.5 Na ziklad€ oznameni zaslaného v
piim¢feném predstihu Zkousejici ucini niZe uvedena
jednani nebo zajisti, aby je wucinil jakykoli
spoluzkousejici, ktery se ucCastni provadéni
Hodnoceni:
a) setkat se nejméné jednou za kazdé 4 az 8
tydni se zastupcem spole¢nosti HiPP nebo jejim
Autorizovanym poskytovatelem sluzeb za tcelem
projednani postupu Hodnoceni,

b) zptistupnit zdznamy a Formulafe zdznamu o
ucastnikovi  kazdého  tucastnika  Hodnoceni
opravnénym zastupciim spolecnosti HiPP nebo jejimu
Autorizovanému poskytovateli sluzeb pro ucely
ovéfeni zdrojovych tidajii nebo pro Géely auditu,
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Provider;

multiple users.

accordance with the Protocol;

specified in the Protocol; and

Study.

HiPP
7.1 HiPP shall

amendments;

(b) make the records and Case Report Forms for
each study subject available for source data
verification or auditing purposes by authorized
representatives of HiPP or its Authorized Service

(c) on discovering any significant violations of the
Protocol, the Investigator shall notify HiPP or its
Authorized Service Provider immediately; and

(d) not delegate any investigator responsibilities to
HiPP’s monitor and/or share any individual user
names / passwords of electronic systems among

6.6  If applicable, the Investigator shall, and shall
ensure that any co-Investigator or other study team
member involved in the conduct of the Study shall

(a) report immediately to HiPP or its Authorized
Service Provider according to the procedure set
out in the Protocol, any serious adverse event or
serious adverse reaction affecting any study
subjects. The Investigator shall follow up any
immediate reports by detailed written reports to
HiPP or its Authorized Service Provider in

(b)  report to HiPP or its Authorized Service Provider
all adverse events, adverse reactions, unexpected
adverse reactions, and laboratory abnormalities
identified in the Protocol as critical to safety
cvaluations in accordance with the reporting
requirements and within the time periods

(© cooperate with and supply any further
information required by HiPP or its Authorized
Service Provider and/or any relevant ethics committee
and/or competent authority with jurisdiction over the

§ 7 RESPONSIBILITIES AND LIABILITY OF

(a) obtain all necessary approvals from the relevant
regulatory authority and/or the relevant ethics
committee for the conduct of the Study including any

c) pfi zjisténi jakéhokoli podstatného poruseni
Protokolu o této skutecnosti neprodlené informovat
spoleCnost HiPP nebo jejiho Autorizovaného
poskytovatele sluzeb a

d) zadné povinnosti zkousSejictho na monitora
spolecnosti HiPP a nebude sdilet jakakoli individualni
uZzivatelska jména / hesla k elektronickym systémim s
vice uZivateli.

6.6 Je-li to relevantni, je ZkouSejici povinen
ulinit nize uvedena jednani a zajistit, Ze je ulinf i
jakykoli spoluzkouSejici nebo jiny ¢len tymu
klinického hodnoceni, ktery se provadéni Hodnoceni
ucastni:

a) postupem uvedenym v Protokolu ihned
nahlasit spole¢nosti HiPP nebo Autorizovanému
poskytovateli sluzeb jakoukoli zavaZznou neZzadouci
pithodu nebo zivaZzné neZadouci tcinky postihujici
jakéhokoli ucastnika Hodnoceni. Zkousejici doplni
jakékoli bezprostfedni hlaseni prostfednictvim
podrobnych  pisemnych  zprav  pfedlozenych
spolecnosti HiPP nebo Autorizovanému poskytovateli
sluzeb v souladu s Protokolem,

b) oznamit spolecnosti HiPP nebo
Autorizovanému  poskytovateli sluZzeb veskeré
nezadouci piihody, neZadouci ucinky, neofekavané
nezadouci U€inky a laboratorni abnormality oznacené
v Protokolu jako kritické pro hodnoceni bezpeénosti,
a to v souladu s pozadavky na ohla$ovani a ve lhiitach
stanovenych v Protokolu, a

c) spolupracovat se spolecnosti HiPP nebo
Autorizovanym  poskytovatelem sluzeb a/nebo
jakoukoli ptislusnou etickou komisi a/nebo organem
piislusnym pro Hodnoceni a poskytovat jim jakékoli
dalsi informace, které si vyzadaji.

§7 POVINNOSTIA ODPOVEDNOST
SPOLECNOSTI HiPP

7.1 Spole¢nost HiPP je povinna

a) ziskat veskeré nezbytné souhlasy pfislusného
regulaéniho organu a/nebo pfislusné etické komise
potiebné ke schvileni provedeni Hodnoceni, véetné
jakychkoli dodatkd,

b) s vyhradou povinnosti a odpovédnosti
Zdravotnického zatizeni vyplyvajicich z této Smlouvy

8
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~
o

) subject to Imstitution’s obligations and
responsibilities under this Agreement and applicable
laws and requirements, be responsible for and handle
all necessary safety and serious adverse event
reporting to competent authorities and/or competent
cthics committee as well as keep Investigator
informed of any such reporting;

~

c) register the Study in a trial registry and publish
the results as required by applicable laws and
requirements.

e
e
(D
]
@ D G
]
(N

a platnych pravnich a spravnich pfedpisi a pozadavki
odpovidat za veSkerd nezbytnd hlaseni tykajici se
bezpe€nosti a zavaznych neZadoucich ptihod
piislu§nym organiim a/nebo pfislusné etické komisi,
vyfizovat takova hlaSeni a informovat o nich
Zkousejiciho,

c) zapsat Hodnoceni do registru klinickych
hodnoceni a vysledky zvetejnit v souladu s platnymi
pravnimi piedpisy a pozadavky.

) |
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INSURANCE

§8
G

§9 APPROVALS

9.1 HiPP shall be responsible for obtaining and
maintaining the necessary approvals for the Study and
substantial amendments to the Protocol. The Study
shall not commence until all the necessary approvals
of the relevant competent authority and/or the
competent ethics committee have been obtained in
writing by HiPP.

9.2  In the event of any substantial amendments
being made to the Protocol, the amendments shall be
implemented by the study team members as required
by HiPP after approval of the amendments by the
competent authority and/or competent ethics com-
mittee, if applicable.

§ 10 COMPENSATION

§8 POJISTENI

§9 SCHVALENI

Spoleénost HiPP je povinna ziskat a udrZovat v
platnosti souhlasy nezbytné ke schvaleni Hodnoceni a
podstatnych zmé&n Protokolu. Hodnoceni bude
zahajeno az poté, co spoleénost HiPP obdrzi pisemné
veskeré souhlasy pfislu$ného organu a/nebo pfislusné
etické komise nezbytné ke schvaleni.

Dojde-li k jakymkoli podstatnym zménam Protokolu,
provedou je ¢lenové tymu klinického hodnoceni dle
pozadavkid spoleénosti HiPP poté, co zmény schvali
pfislusny organ a/nebo pfipadné etickd komise.

§ 10 ODMENA
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10.3  Inconsideration for the Institution’s satisfactory
performance of the Study according to this Agreement
and the Protocol, the Institution agrees to a maximum
paymen (o study subject
excluding VAT and inclusive of procedures required
by the Protocol and in accordance with the Payment
Schedule attached hereto as Annex 3. These amounts
include without limitation all the costs of labour,
materials, travel, all the expenses incurred by the
Institution in performing the Study including any
overhead costs. The Institution agrees that any
payments to be executed under this Agreement may be
withheld for failure to complete any of their
obligations under this Agreement.

10.3 Za uspokojivé provedeni Hodnoceni podle této
Smlouvy a Protokolu Zdravotnické zatizeni souhlasi s
odménou v maximalni (G - - 2
DPH za kazdého ti¢astnika Hodnoceni, v niZ jsou
zahrnuty postupy vyZadované Protokolem a ktera je v
souladu s Harmonogramem plateb, ktery tvoii piilohu
€. 3 této Smlouvy. Tyto Castky zahrnuji zejména
veskeré naklady na pracovni silu, materialy, cestovné,
veskeré vydaje vynaloZené Zdravotnickym zaf{zenim
pii provadéni Hodnoceni, véetné jakychkoli rezijnich
nakladi. Zdravotnické zafizeni souhlasi s tim, Ze
jakékoli platby, které maji byt provedeny podle této
Smlouvy, mohou byt zadrzeny z divodu nesplnéni
kterékoli z jeho povinnosti vyplyvajicich z této
Smlouvy.
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10.5 HiPP reserves the right to terminate the
Agreement immediately if no study subjects have been
recruited at the study site within two months after
initiation visit.

10.6  Subjects not completing the Study will be paid
for on a prorated basis according to the number of
completed visits. All payments will be made for study
subject visits according to the above Payment
Schedule attached as Annex 3. No payments will be
made for any study subject excluded from analysis
because of Protocol violations that were within the
Investigator’s control. Reimbursement for expenses
related to screening failures will be made according to
the Payment Schedule in Annex 3. HiPP shall make
the last payment after the Institution has appropriately
answered all data clarification requests and has
performed a closeout visit to the study site.

§ 11 TERMINATION

11.1  Either Party may terminate this Agreement for
any safety and/or efficacy concerns or other ethical
grounds by giving written notice to the other Parties
with immediate effect. In case of early termination

10. 5 Spole¢nost HiPP si vyhrazuje pravo Smlouvu
okamzit¢ ukonéit, pokud nebudou do dvou mésici od
iniciaéni navStévy na pracoviS§ti ureném pro
vykonani klinického hodnoceni pfijati do Hodnoceni

z4dni (¢astnici.

10.6 Odména =za Wdastniky, ktefi Hodnoceni
nedokonc¢i, bude uhrazena v pomeérné vysi podle poctu
uskutecnénych navstév. Veskeré platby za navstévy
uéastnikd Hodnoceni budou provedeny v souladu s
vy$e uvedenym Harmonogramem plateb, ktery tvofi
prilohu & 3. Za tdastnika, ktery byl z Hodnoceni
vyloucen z divodu poruseni Protokolu, které bylo v
moci Zkousejiciho, nebudou provedeny Zadné platby.
Vydaje souvisejici s potencidlnimi ucastniky, ktefi
nepros§li  screeningovym  vySetfenim,  budou

proplaceny podle Harmonogramu plateb uvedeného v
priloze ¢&. 3. Spoleénost HiPP provede posledni platbu
poté, co Zdravotnické zafizeni fadn€ odpovi na
veSkeré 7adosti o vysvétleni 0idaji a provede
zavéreCnou navstévu na pracovisti, kde klinické
hodnoceni probéhlo.

§ 11 UKONCENI SMLOUVY

11.1 Kterakoli ze Smluvnich stran je opravnéna
ukonéit tuto Smlouvu s okamZitou ud€innosti na
zakladé pochyb o bezpecnosti a/nebo u€innosti nebo z
jinych etickych divodid podanim pisemné vypovédi

12
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HiPP shall notify the competent authority and/or the
ethics committee within the statutory time periods as
appropriate and as specified in the Protocol.

11.2 HiPP may terminate this Agreement for any
reason upon fourteen (14) calendar days prior written
notice to the other Parties.

11.3  If HiPP terminates this Agreement, HiPP shall
have no obligations under this Agreement except to
reimburse the Institution for its reasonable costs and
non-cancellable  obligations incurred in the
performance of the Study prior to receiving notice of
termination. If the Institution has already received
payments in excess of the actual pro-rated amounts
due, then any overpayment shall be promptly
reimbursed to HiPP.

11.4 The termination or expiry of this Agreement
shall not affect the rights and obligations of the Parties
which accrued prior to the date of termination. In
particular, the Investigator shall provide all
outstanding Case Report Forms to HiPP and return to
HiPP all documents, IP and equipment provided by
HiPP under this Agreement.

§ 12 OWNERSHIP AND INTELLECTUAL
PROPERTY

ostatnim Smluvnim stranam. V ptipadé ptedcasného
ukonceni informuje spolecnost HiPP pfislusny organ
a/nebo etickou komisi v odpovidajicich zakonnych
lhiitach a v souladu s Protokolem.

11.2 Spolecnost HiPP je opravnéna tuto Smlouvu
ukonéit z jakéhokoli divodu podanim pisemné
vypovédi ostatnim Smluvnim stranam s vypovédni
lhiitou ¢trnacti (14) kalendainich dnil.

11.3 Ukonéi-li spole€nost HiPP tuto Smlouvu,
nebude mit podle této Smlouvy ziadné povinnosti, s
vyjimkou povinnosti nahradit Zdravotnickému
zatizeni ptfiméfené naklady a nezru$itelné zavazky
vzniklé pfi provadéni Hodnoceni pied dorucenim
vypovédi. Pokud jiz Zdravotnické zafizeni obdrzelo
platby ptresahujici skuteénou pomérnou vysi splatné
¢astky, budou veskeré preplatky bezodkladné vraceny
spole¢nosti HiPP.

11. 4 Ukonéenim nebo uplynutim doby platnosti této
Smlouvy nejsou dotéena prava a povinnosti
Smluvnich stran, jez jim vznikla pted datem ukonéeni
¢i uplynuti doby platnosti. ZkouSejici zejména
poskytne spolecnosti HiPP veskeré nevyfizené
Formuléfe zdznamu o ucastnikovi a vrati spolecnosti
HiPP veskeré dokumenty, Hodnocené ptipravky a
vybaveni poskytnuté spoleénosti HiPP podle této
Smlouvy.

§ 12 VLASTNICTVi A PRAVA DUSEVNIHO
VLASTNICTV{
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§ 13 PUBLICATION AND PUBLICITY

§ 13 ZVEREJNOVANI A PUBLIKACE

[
%3]
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14 CONFIDENTIALITY

§
-

§ 14 DUVERNOST INFORMACH

[
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§ 15 USE OF IP

§ 16 DATA PROTECTION

16.1 The Parties shall comply, and shall ensure that
any employee, subcontractor or other third party
involved in the conduct of the Study complies with
Regulation (EU) 2016/679 (General Data Protection
Regulation — “GDPR”), applicable national data
protection and confidentiality laws and any
professional confidentiality and secrecy obligations.

§15 POUZIVANI HODNOCENEHO
PRIPRAVKU

§ 16 OCHRANA OSOBNICH UDAJU

16.1 Smluvni strany budou dodrzovat — a zajisti, aby

vSichni zaméstnanci, subdodavatelé nebo jiné treti
osoby podilejici se na provadéni Hodnoceni
dodrzovali — nafizeni (EU) 2016/679 (obecné natizeni
o ochrang osobnich udaji, dale jen ,,GDPR*), platné
vnitrostatni pravni pfedpisy o ochrané osobnich udajii
a zachovani divérnosti a jakékoli povinnosti
zachovani profesni diivérnosti a mléenlivosti.

[N
o]
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16.7 The Investigator is responsible to ensure that
written consent to the data processing is provided prior
to any collection and processing of personal data.
Therefore, each Data Protection Information and
Consent Form shall be signed by both the study
subject (or its legal representative(s)) and the
Investigator. The original signed Data Protection
Information and Consent Form shall be kept with the
other study material at the study site. Both HiPP and
the Investigator share responsibility for the
completeness and accuracy of the Data Protection
Information and Consent Form.

16.7 ZkouSejici je povinen zajistit, aby pied
shromaZd’ovanim a zpracovanim osobnich udaji byl
udélen pisemny souhlas se zpracovanim udaji. Kazdy
Formulaf souhlasu a Informace o ochrané osobnich
udaju tak musi vZzdy podepsat jak ti€astnik Hodnoceni
(nebo jeho zakonny zastupce (zdkonni zastupci)), tak
Zkousejici. Podepsany original Formuléfe souhlasu a
Informaci o ochrané osobnich nidajii bude uchovavan
spolu s ostatnimi materidly tykajicimi se Hodnoceni
na pracovisti, kde klinické hodnoceni probiha.
Spoleénost HiPP i ZkouSejici odpovidaji za tGplnost a
pfesnost Informaci o ochrané osobnich udaji a
Formulafe souhlasu.
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§17 NOTICES

Any notice given in connection with this Agreement
shall, unless otherwise provided herein, be in writing
and shall be delivered personally, or sent by registered
mail or facsimile to the person at the address set forth
below or to such other person/address as may have
notified to the other Parties in writing.

If to HiPP, to: (N

§ 17 DORUCOVANI OZNAMENI]

Neni-li v této Smlouvé uvedeno jinak, musi byt
jakékoli oznameni v souvislosti s touto Smlouvou
udinéno pisemné a doru€eno osobné nebo zaslano
doporucenou postou nebo faxem dané osob€ na nize
uvedenou adresu nebo jiné osob&/na jinou adresu,
kterdA byla pfipadné pisemné oznamena ostatnim
Smluvnim stranam.

Oznameni urcena spoleénosti HiPP: (S EEEGD
Gl G

Oznameni uréena spole¢nosti HungaroTrial:

Oznameni uréend Zdravotnickému zafizeni:

N
=
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G
G
§18 ASSIGNMENT

§ 19 SUBCONTRACTING

of any subcontractor.

§ 20 SEVERABILITY

any omission.

If to Hungarotrial, to: (D
(.
G

If to Institution, to: (HEEEEEG
(N

Neither Party may assign its rights and obligations
under this Agreement without the other Parties® prior
written consent, except that HiPP may (i) assign its
rights and obligations under this Agreement or any
part hereof to one or more of'its Affiliates or (i1) assign
this Agreement in its entirety to a successor to all or
substantially all of its business or assets to which this
Agreement relates. Any permitted assignee will
assume all obligations of its assignor under this
Agreement (or related to the assigned portion in case
of a partial assignment). Any attempted assignment in
contravention of the foregoing will be void. Subject to
the terms of this Agreement, this Agreement will be
binding upon and inure to the benefit of the Parties and
their respective successors and permitted assigns.

The Institution shall not retain any subcontractor to
perform any of its obligations under this Agreement
without the prior written consent of HiPP. Any such
consent shall not relieve the Institution of its
obligations hereunder. The Institution will promptly
inform HiPP as soon as it considers the involvement

If any provision of this Agreement is or becomes
ineffective or impracticable in part or in whole, it shall
not affect the effectiveness of the remaining
provisions of this Agreement. In place of any
ineffective or impracticable provision a reasonable
provision shall apply which, insofar as legally
possible, most clearly reflects that which the Parties
would have sought. The same shall apply in case of

§ 18 POSTOUPENI

Z4dnd ze Smluvnich stran neni bez predchoziho
pisemného souhlasu druhé Smluvni strany opravnéna
postoupit prava a povinnosti podle této Smiouvy,
avSak s tim, Ze spole¢nost HiPP je opravnéna i)
postoupit sva prava a povinnosti podle této Smlouvy
nebo jejich cast jedné ¢&i nékolika spfiznénym
spolenostem nebo ii) postoupit tuto Smlouvu v celém
rozsahu nastupci vSech nebo podstatné Casti svého
podniku nebo majetku, na ktery se tato Smlouva
vztahuje. P¥ipustny postupnik piebira veskeré zavazky
postupitele vyplyvajici z této Smlouvy (nebo v pfipadé
castecného postoupeni souvisejici postoupenou cast).
Jakykoliv pokus o postoupeni v rozporu s vyse
uvedenym bude neplatny. Za podminek této Smlouvy
se tato Smlouva uzavira ve prospéch Smluvnich stran
a jejich pravnich nastupcii a pfipustnych postupniki a
je pro tyto osoby zavazna.

§ 19 VYUZITI SUBDODAVATELU
Zdravotnickeé zafizeni plnénim svych povinnosti podle
této Smlouvy nepoveéii zadného subdodavatele bez
pfedchoziho pisemného souhlasu spolecnosti HiPP.
Zadny takovy souhlas nezproituje Zdravotnické
zatizeni jeho povinnosti podle této Smlouvy.
Zdravotnické  zafizeni neprodlené¢ informuje
spoleénost HiPP, bude-li uvaZovat o zapojeni
jakéhokoli subdodavatele.

§20 ODDELITELNOST

Je-li nebo stane-li se kterékoli ustanoveni této
Smlouvy zcela nebo zEasti neuCinnym nebo
nevymahatelnym, nebude tim dotCena ucinnost
ostatnich ustanoveni této Smlouvy. Namisto
jakéhokoli neuc¢inného nebo nevymahatelného
ustanoveni se pouzije pfiméfené ustanoveni, které
bude v pravné ptipustném rozsahu nejvice odpovidat
zaméru Smluvnich stran. Totéz plati v pfipadé
opomenuti ve Smlouvé.

§21 VZDANI SE PRAV
Vzdani se naroku vyplyvajictho zjakéhokoli
ustanoveni ¢i podminky této Smlouvy, bez ohledu na
to, zda imyslné ¢i jiné, v jednom nebo vice pfipadech
se nepovazuje za vzdani se dalS$iho nebo trvajiciho
naroku vyplyvajictho zuvedeného ustanoveni C¢i
podminky nebo jakéhokoli jiného ustanoveni ¢&i
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§21 WAIVER
No waiver of any term, provision or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of any such
term, provision or condition, or of any other term,
provision or condition of this Agreement.

§ 22 ENTIRE AGREEMENT

This Agreement (including the Protocol) represents
the entire understanding between the Parties with
respect to the subject matter hereof. No amendment to
this Agreement will be effective or binding unless it is
in writing signed by all Parties and refers to this
Agreement. This shall also apply to a change or
revocation of the written form clause itself.

§23 DEBARMENT

Neither the Institution, nor any person employed
thereby nor any collaborator who is involved in the
performance of the Study has been debarred and no
debarred person will in the future be employed or
engaged by the Institution in connection with any
work to be performed for or on behalf of HiPP. If at
any time after the execution of this Agreement, the
Institution becomes aware that the Institution or any
person employed or engaged thereby is debarred, or is
in the process of being debarred, the Institution hereby
certifies that the Institution will so notify HiPP at once.

§24 JURISDICTION AND APPLICABLE
LAW

This Agreement shall be governed by and construed in
accordance with the laws of Czech Republic. The
Contracting Parties hereby agree  on the local

podminky této Smlouvy ani nelze timto zplisobem
vykladat.

§ 22 UPLNE UJEDNANI

Tato Smlouva (véetné Protokolu) pfedstavuje veskeré
ujednani mezi Smluvnimi stranami ve vztahu k jejimu
predmétu. Jakykoli dodatek k této Smlouvé bude
ucinny a zavazny, pouze pokud bude vyhotoven
pisemné a podepsan viemi Smluvnimi stranami a bude
odkazovat na tuto Smlouvu. TotéZ plati pro zménu
nebo zruSeni tohoto ustanoveni o pozadavku pisemné
podoby.

§23 VYLOUCENE OSOBY

Zdravotnické zafizeni ani Zadny jeho zaméstnanec ¢i
spolupracovnik, ktery se podili na provadéni
Hodnoceni, nejsou vylouéenou osobou (debarred
person) a Zdravotnické zatizeni nebude v budoucnu
zadné takové vyloucené osoby zaméstnavat, ani s nimi
spolupracovat, v souvislosti s jakymikoli ¢innostmi,
které maji byt vykonany pro spole€nost HiPP nebo
jejim jménem. Zdravotnické zafizeni timto potvrzuje,
Ze pokud se kdykoli po podpisu této Smlouvy dozvi,
7ze se Zdravotnické zafizeni nebo jakakoli osoba,
kterou zaméstnava nebo se kterou spolupracuje, staly
vylou€enou osobou, nebo Zze byl proces jejich
vyloudéeni zahajen, neprodleng tuto skute¢nost oznami
spoleénosti HiPP.

§ 24 SOUDNI PRISLUSNOST A ROZHODNE
PRAVO

Tato Smlouva se fidi a vyklada v souladu s pravnim
tadem Ceské republiky. Smluvni strany timto pro
piipad vzajemného sporu sjednavaji mistni pfisluSnost
Okresniho soudu ve Strakonicich v Ceské Republice,
aniZ by tim bylo dotéeno pravo na odvolani.

NA DUKAZ CEHOZ Smluvni strany podepsaly tuto
Smlouvu prostfednictvim svych fadn€ opravnénych
zastupcd s tmyslem byt touto Smlouvou pravné
vazany.

23

HASI 508917-2_Smlouva o klinickém hodnoceni — Zdravotnické zafizeni,

Verze 2.0, 13. ledna 2021
Cesky preklad
Prelozila: Mgr. Barbora Vodickovd, 18 Jan2021

Zkontrolovala: Brigita Lengyelovd Paulovicsovd, 20 Jan2021




DocuSign Envelope ID: 9977349F-FCE8-439E-9352-535547B0F4D9

jurisdiction of the District Court in Strakonice, Czech
Republic, without restricting any right of appeal.

IN WITNESS WHEREOQF, the Parties intending to be
bound have caused this Agreement to be executed by
their duly authorized representatives.
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