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Laboratorna zmluva

Tato laboratorna zmluva (,.zmluva®) u¢inna odo
diia posledného podpisu (,,ddtum wcinnosti®) je
pre sluzby a naklady na tieto sluzby v klinickom
skuSani stvisiacom s laboratoriom uzavreta
medzi

PPD Slovak Republic, s.r.o.,

so sidlom: Bratislavska cesta 100/D, 931 01
Samorin, Slovenskd Republika, zastupovana
panom Christopherom Davidom Neildom,
registrovand na Okresnom sude v Trnave, oddiel
Sro, vlozka 26142/T

1CO: 35900784

DIC: SK2021891795

Bankové spojenie: ING, a.s.

¢.0.: 9000032396/7300

IBAN: SK71 7300 0000 0090 0003 2396
SWIFT/BIC: INGBSKBX

(dalej len “PPD”)

a

Jessenmiova Lekdrska Fakulta Univerzity
Komenského

So sidlom na Malda Hora 10701/4A, 036
01Martin, Slovenskéd republika, zastipena prof.
MUDr. Jan Danko, CSc., dekanom

ICQ: 00397865
DIC: 2020845332

(d'alej len ako ~laboratérium®)
(stihrne oznatované ako ,.zmluvné strany*).

1. Sluzby

1.1 Laboratérium sa zavdzuje vykonat

laboratérme sluzby spojené s klinickym
skufanim  podla  protokolu  &islo
D4280C0001 $ nazvom
..Randomizované, multicentrické,
dvojito zaslepené, dvojito maskované
kiinické skaSanie vo fize III na
stanovenie ucinnosti, bezpefnosti a
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Laboratory Agreement

This Laboratory Agreement (“Agreement™) is
made- as of the date of the last signature
(“Effective Date”) for the Laboratory-related
services and costs of such services in a clinical
trial, by and between

PPD Slovak Repubilic, s.r.o.,

registered address Bratislavska cesta 100/D, 931
01 Samorin, Slovak Republic, represented by
Christopher David Neild, and registered in the
Commercial Register at the District Court in
Trmava, Section Sro, Insert 26142/T

Company ID no.: 63671077

Tax ID no.: CZ63671077

Bank information: ING, a.s.

Acct. no.: 9000032396/7300

IBAN: SK71 7300 0000 0090 0003 2396
SWIFT: INGBSKBX

(hereafter referred to as “PPD”)

and

Jesseniova Lekarska Fakulta Univerzity
Komenskeho

With principal place of business at Mala Hora
10701/4A, 036 01 Martin, Slovak Republic,
represented by prof. MUDr. Jan Danko, CSc.,
dean

Company ID: 00397865
Tax ID: 2020845332

(hereafter referred to as the “Laboratory™)
(collectively the “Parties”).

1. Services

1.1 The Laboratory agrees to carry out
Laboratory services related to a clinical
study with protocol number
D4280C0001 and protocol title “A
Phase III, Randomized, Multicenter,
Double-Blind, Double-Dummy,
Parallel-Group, Comparative Study
to Determine the Efficacy, Safety, and
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tolerancie paralelnych skupin
ceftazidimu a avibaktamu (CAZ104)
s metronidazolom pri lie€be
komplikovanych intraabdominalnych
infekecii (cIAI) u hospitalizovanych
dospelych pacientov v  porovnani
s meropenémom* (d’alej oznacované ako
klinické skusanie®).

Klinické skusanie prebicha v Univerzitnej
nemocnici Martin, Kolldrova 2, 036 59 Martin,

Slovensky  republika (..zdravotnicke
zariadenie®)
1.2 Zadavatel'om klinického hodnotenia je

AstraZeneca AB (d'alej oznacovana ako
zadavatel™).

-~

1.3 Laboratérium bude poskytovat urdité

laboratérne sluzby spojené s vykonavanim

klinického sku$ania a stanovené v
protokole, ktory je neoddelitel'nou
su¢astou tejto zmluvy (dalej len

Lsluzby*). Sluzby musia byt poskytované
v stlade s podmienkami tejto zmluvy,
protokolom (v zneni  prileZitostne
upravenom  spoloénostou PPD a
zadavatefom), v shGladu so vetkymi
platnymi zakonmi, predpismi a
nariadeniami, avSak za predpokladu, Ze
protokol bol schvaleny PPD, zadavatel'om
a prislusnou etickou komisiou (.L,EC*) a v
sulade s pokynmi skusajuceho klinického
skisania. Laboratorium bude vykonavat
sluzby v presnom sulade s protokolom a
touto zmluvou. Pokial' existuje nejaky
rozpor alebo nestlad medzi podmienkami
uvedenymi v protokole a touto zmluvou,
potom su rozhodujiice podmienky
uvedené v protokole.

Laboratorium sa zavdzuje vykonavat
sluzby v sulade s ,,pokynmi pre Spravnu
klinicku prax“ (,.GCP*™)
~Medziniarodnej Konferencii 0
Harmonizacii® (ICH) vychéadzajucej z
,,Technickych poziadaviek pre
registraciu lie¢ivych pripravkov pre

1.4

Approved for signature TK 19Sep2013
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Tolerability of Ceftazidime
Avibactam (CAZ104) Plus
Metronidazole Versus Meropenem in
the Treatment of Complicated Intra-

Abdominal Infections (cIAIs) in
Hospitalized Adultst” (the “Study™).
The Study is conducted at Univerzitna

nemocnica Martin, Kollarova 2, 036 59 Martin,
Slovak Republic (“Institution™)

1:2 The Sponsor of the Study is

AstraZeneca AB (the “Sponsor™).

1.3 The Laboratory shall provide certain
laboratory services related to the conduct
of the Study and set forth in the protocol,
which protocol is made a part of this
Agreement and incorporated by reference
herein (“Services”). The Services shall
be provided in accordance with the terms
of this Agreement, the protocol (as
amended by PPD and Sponsor from time
to time), and all applicable laws, rules
and regulations; provided, however that
such protocol has been approved by PPD,
Sponsor, and the appropriate Ethics
Committee (“EC”), and instructions from
the Study Investigator. The Laboratory
will conduct the Services in strict
accordance with the protocol and this
Agreement. If there is any discrepancy or
conflict between the terms contained in
the protocol and this Agreement, the
terms of the protocol shall govern and
control.

1.4 The Laboratory agrees to carry out the
Services in accordance with the
“Guidelines for Good Clinical
Practice” (“GCP”) of the “International
Conference on Harmonisation” (ICH)
of “Techmnical Requirements for the
Registration of Pharmaceuticals for
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1.6

2.

2.1

humsanne pouzitie“, a v suladu s d’al§imi
vieobecne uznavanymi ,.Pokynmi ICH"
a pokynmi ,,Eurépskeho spolocenstva®.

Laboratérium sa zavizuje informovat
skisajuceho klinického skisania, PPD,
pripadne EC, 0 akychkol'vek
neo¢akavanych a zavaznych neZiaducich
uginkoch hodnoteného lieciva zadavatel'a
alebo kontrolného lie¢iva a d'alej stihlasi s
tym, 2Ze sa bude riadit postupmi
stanovenymi v protokole a v stladu s
platnymi zakonmi.

Laboratérium  potvrdzuje, Ze jeho
zamestnanci ani iné osoby, ktoré st
poverené poskytovanim sluZieb podla
tejto zmluvy: (i) nie st v sucasnosti
vyliceni ani vo&i nim nebol zagaty proces
na vylucenie alebo inak obmedzeni podl'a
daldich pravnych predpisov platnych pre
klinické skusanie;

(ii) nie st predmetom vySetrovania pre
vylucovaciu Zalobu podla [FDA] alebo
inych vladnych a spravnych organov,
vratane nezavislej etické komisie, do
pbsobnosti ktorej spada predmet daného
klinického sku$ania (sihrnne oznacované
ako ,.Regula¢né drady*) alebo (iii) nie je
ohl'adom nich vedené konanie o zakaze
posobenia ani im nebol taky zdkaz
ulozeny [FDA] alebo ich ustanovenym
nastupcom (iv) nemaju zruSenu ani
pozastavent lekarsku licenciu alebo
osvedcenie Ziadnym regulaénym uradom,
ani iné obmedzenia, nemaji zakaz
psobenia ani nie su vylucéeni =z
vykondvania klinickych hodnoteni, a ani
(v) sa nevenuju Ziadnej ¢innosti, ktora by
mohla viest k niektorému z vy3Sie
uvedenych vyluceni, zakazu pdsobenia,
zrudenia alebo pozastavenia ¢innosti.

Platba
Laboratérium berie na vedomie a sthlasi s

tym, ze platby podla tejto zmluvy st
preberané  spolotnostou  PPD  od

Approved for signature TK 19Sep2013
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Human Use” and with other generally
accepted applicable “Guidelines of the
ICH” or the “European Community”.

The Laboratory agrees to notify the
Study investigator, PPD, and EC, if
applicable, of any unanticipated or
serious adverse reactions to the Sponsor
test drug or control drug, and
furthermore agrees to follow the
procedures set forth in the protocol and
in accordance with applicable laws.

The Laboratory confirms that its/his/her
employees or any other person retained
by it to perform the Services pursuant to
this Agreement: (i) is not presently
debarred or proposed for debarment or
otherwise under restrictions pursuant to
any other laws and regulations
applicable to the Study; (ii) is not under
investigation for debarment action by
[FDA] or any other governmental or
regulatory authorities, including
independent ethics committees, having
jurisdiction over the subject matter of
the particular Study (collectively,
“Regulatory Authority”) or, (iii) does
not have a disqualification hearing
pending or has been disqualified by the
[FDA] or its successor provisions, (iv)
does not have a revoked or suspended
medical license or  applicable
certification by any regulatory authority
or any other restrictions, disqualifications
or suspensions from performing a clinical
study, and (v) has not engaged in any
conduct or activity which could lead to
any of the above mentioned debarment,
disqualification, revocation or
suspension actions.

Payment
Laboratory hereby acknowledges and

agrees that payments due under this
Agreement are pass-through payments

Page 3 of 12
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zadavatel'a, a taktie?, Ye spoloénost PPD
nebude povinna  realizovat’  platby
laboratoriu skér, neZ tieto platby budl od
zadavatel'a obdrzané. PPD vvkona vietky
dostupné opatrenia, aby zaistilo, Ze tieto
platby budu obdrZené od zadavatel'a véas.

Vietky faktary musia byt adresované
spoloénosti PPD Slovak Republie, s.r.o.,
Bratislavska cesta 100/D, 931 01
Samorin, Siovenska republika, DIC:
SK2021891795. Platby sa uskutoéniuji
Stvitfroéne v Eurach. Pre zaistenic platieb
musia byt vietky naklady fakturované do
jedného mesiaca od ukonéenia terminu, a
po  dokonceni  vietkvch  &innost
klinického skdgania,

Tato  zmluva sa vztahuje na Ulohy a
dohodnuté odmeny podla prilohy &. 1.

Zadavatel' prostrednictvom PPD musi
vhradit’ laboratoriu sluzby v stlade s
rozpotom podla &lanku 23 a 24
vystie; aviak za predpokladu, Ze sluZby
boli riadne vykonané v sulade s
proiokolom a touto zmluvou. Strany sa
dohodli, Zze dhrada predstavuje trZnu
hodnotu skutoéne poskytnutych stuZieb.
Laboratorium berie na vedomie, Zze za
dokonéené sluZby, ktoré ale nie su
uvedené v protokole ani zahrnuié do
rozpotty, neohdrzi Ziadne daldie platby
od spoloénosti PPIY v mene zadavatela.
Okrem toho, laboratorium bolo vybraté,
aby vykonalo lkiinické skiSanie na
zakiade svojich skisenosti, znalosti a
zdrojov, ale v Ziadnom pripade nie ako
podnet alebo vymenou za minule,
sigasné alebo budice predpisovanie,
nakup, odporudenie, uZivanie, ani za

ziskanie prednostng) pozicie alebo za

vydaj akéhokol'vek produktu zadavatel'a.
Laboratérium nebude fakturovat’
poistovniam ant inym tretim stranam -

Approved for signaturc TK 195ep2013
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from the Sponsor and that PPD shall
have no payment obligations hereunder
until such time as said payments are
received by PPD from Sponsor. PPD
shall exercise reasonable and diligent
efforts to ensure timely receipt and
payment of pass-through payments from
Sponsor.

All invoices should be addressed to PPD
Slovak Republic, sr.o., Bratislavska
cesta 100/D, 931 01 Samorin, Slovak
Republic, DIC: SK2021891795.
Payments shall be made on quarterly
basts in EURQ. All costs should be
invoiced within a month of termination,
of the term, and at completion of all
clinical study activities, to ensure
payment.

This Agreement covers the tasks and
agreed reimbursements as stated in
Appendix no. 1. :

Sponsor, through PPD, shall compensate
Laboratory for the services in accordance
with the budget under Sections 2.3 and
2.4 above; provided, however, that the
services have been properly performed in
accordance with the protocol and this
Agreement. The pariles agree the
compensation constitutes  fair market
value for services actually provided. The
Laboratory understands that there will be
no other payments made by PPD on
behalf of Sponsor for services completed
that are not contemplated by the protocol
and included in the budget. In addition,
the Laboratory has been selected to
conduct the Study because of its
experience, expertise and resources and
not, in any way, as an inducement io, or
in return for, past, present or future-
prescribing, purchasing, recommending,
using, obtaining preferential formulary
status for or dispensing any Sponsor
product. Laboratory will not bill
msurance companies or other third party

Pave 4 0f 12
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platitefom {vratane vlady) za naklady
hradené laboratoriu za poskytnuté
stuzby alebo postupy vyZadované
protokolom.

Doba platnosti a ukondenie

Doba platnost tejto zmiuvy zadina diom
posledného  podpisu a trva az do
dokoncenia sluZieb alebo ukonéenia
jednou zo stran v silade s tymto ¢lankom.

Tato zmluva a poskytovanie sluZieb podla
tejto  zmluvy mdZe byl ukonéena
ktordkolvek zo stran v nasiedujicich
pripadech;

1. Druha strana sa dostane do
platobnej neschopnosti alebo
hlfadd ochranu. dobrovolne, &
nedobrovolne, na zaklade prav
chladne bankrotu alebo platobnej
neschopnosti, aiebo

ii Druha strana je v omeikani
akéhokol'vek  ustanovenia 1ejto
zmiuvy a toto predlienie nebolo
napravené do desiatich (10) dni od
jeho oznamenia.

V pripade ukonéenia podla tohto Elanku
dokonéi laboratérium  vietky svoje
zavizky a bude plne spolupracovat’ pri
uzatvaran{ vietkych zatatych sluZieb.

4. Dibvernost’

V pricbchu klinického skifania a po dobu
desiatich {10) rokov po ukonceni alebo vypriani
platnosti tejto zmluvy mézu byt laboratdriu
poskytnuté  uréité  doéverné informacie a
materidly. Tieto informacie, okrem tych, kioré sa
stani vergjne zname prostrednictvom inych
prostriedkov, neZ je neopravnene vyzradenie

Approved for signature TK 195ep2013
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payors {including government) for costs
paid to Laboratory for services provided
or procedures required by the protocol.

Term and termination

L2
—_

The term of this Agreement shall begin
on the date of the last signature, and will
continue until completion of the
services or termination by either party in
accordance with this Article.

32 This Agreement and the performance of
the services hereunder may be
terminated by either party upon the
occwrrence of one or more of the
following;

i The other party becomes
mselvent or seeks protection,
voluntarily or involuntarily,
under any bankmuptcy or
insolvency laws; or

it The other party is in default of
any provision of this Agreement
and such default has not been
cured within ten (10) days after
notice thereof is given.
33 In the event of termination, pursuant to
this section, the Laboratory will
compiete any and all obligations
undertaken, and shall cooperate fully in
the closure of any portion of services
begun.

4, Confidentiality

During the course of the Study, and for a period of
ten (10 years) following termination or expiration
thereof, certain confidential information and
materials may be provided to the Laboratory.
This information, except that which becomes
public knowledge through means other than the
unauthorised exposure by Laboratory, constitute

Page Sof 12
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laboratériom, st vlastnictvom spolo¢nosti PPD a
/ alebo zadavatela, a laboratérium nebude
vyuzivat' ani nevyzradi také informacie, s
vynimkou zdkonnych poZziadaviek a poZiadaviek
vyzadovanych touto zmluvou alebo protokolom,
behom alebo po ukonéeni klinického skuidania,
bez predchadzajiceho pisomného sthlasu PPD
alebo zadavatel'a.

5. Nezavisli dodavatelia
V ¢innostiach stvisiacich so sluzbami sa
zmluvné strany dohodli, Ze budu posobit’ ako
nezavisli dodavatelia bez moznosti pravne sa
zavizovat.
6. Poistenie
Laboratorium musi na vlastné naklady zaistit' a
udrzovat’ zodpovedajuce odborné zdravotné
poistenie zodpovednosti za Skodu.
7. Zaverecné ustanovenia
7.1 Laboratérium berie na vedomie a suhlasi s
tym, Ze nema pravo na publikovanie, a preto
laboratéorium a / alebo zdravotnicke
zariadenie nesmie zverejfiovat  Ziadny
material suvisiaci s klinickym skusanim.
7.2 Laboratérium suhlasi s tym, ze zadavatel
vlastni vietky prava a titul na vSetky
vynalezv a dalSie hodnotené lieciva
zadavatel'a. ,,Vynalezy ” (definované ako
véetky vyndlezy tykajiice sa hodnoteného
liediva  zadavatea, menovite nové
indikacie alebo ich pouzitie, ktoré su
koncipované, vytvorené alebo inym
spbsobom vyrobené laboratériom,
zdravotnickym  zariadenim, skU3ajiucim
alebo zamestnancami rieSitel'ského centra
(okrem zadavatel'a), ¢i uz samostatne alebo
spoloéne s ostatnymi na zdklade alebo v
suvislosti s klinickym skuSanim). Pre
vylicenie pochybnosti vynalezy tykajuci sa
hodnoteného lieciva zadavatel'a zahriuji aj
vietky  vyndlezy  stvisiace s (a)

Approved for signature TK 19Sep2013
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the property of PPD and/or Sponsor and
Laboratory will not use or disclose such
information, except for compliance with legal
requirements or with requirements demanded by
this Agreement or the protocol, during or after the
Term of the Study without prior written consent
by PPD or the Sponsor.

5. Independent Contractors

In the activities in connection with the services,
the Parties agree that they will act as independent
contractors, without the capacity to legally bind
each other.

6. Insurance

Laboratory shall, at its own expense, carry and
maintain adequate professional medical liability
insurance.

7. Miscellaneous

71 The Laboratory acknowledges and agrees
that it has no right of publication, and
therefore the Laboratory and/or the
Institution shall not publish any Study
related material whatsoever.

7.2 The Laboratory agrees that the Sponsor
own all rights and title in and to all
inventions or other Sponsor IP.
“Inventions” (defined as all inventions
relating to the Sponsor test drug
including, without limitation, new
indications or uses thereof, that are
conceived, generated or otherwise made
by the Laboratory, institution, or the
investigator or any study site staff (other
than Sponsor) whether solely or jointly
with others under or in connection with,
the Study). For the avoidance of doubt,
Sponsor test drug inventions also
include any inventions relating (a) to
the Sponsor test drug’s metabolic
activity, pharmacological activity, side
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7.3

7.4

7.5

7.6

aktivitou  hodnoteného
farmakologickymi

metabolickou
lie¢iva  zadavatela,
a&inkami, neziaducimi uéinkami,
metabolizmom lieku, mechanizmom
ucinku, bezpeénosti a liekovou interakeii,
alebo (b) biomarkery, testy, diagnostickymi
metodami a  diagnostickymi  produktmi,
ktoré moéZu byt pouZité pre predpoved
reakcii pacienta alebo odporu  vodi
hodnotenému liec¢ivu zadavatela alebo pri
vybere pacientov pre liecbu pomocou
hodnoteného liediva zadavatel'a.

Laboratdorium musi jednat' a poZadovat,
ahy vietky fyzické a pravnické osoby
vykondvajice sluzby jeho menom jednali
v sulade s a dodrZovali vietky platné
zakony a protokol klinického hodnotenia,
pravidla, smernice a predpisy, ktoré by
mohli mat” dopad na alebo sa vztahuju k
vykonavaniv  klinickych  hodnoteni,
bezpetnosti, stkromia (napr. HIPAA;
Smernice 95/46/EC, zakony o suhlase so
zasielanim faxovej komunikdcie. privna

uprava o ochrane udajov vramci EU),
finanénym informacidm a  konflikte
zaujmov,  protikorupénym  zdkonom.
SUKL / ¢&innosti etické  komisie,

bezpeénosti pacientov a GCP.

Tato zmluva je zavdzna pre obe strany, ich
zakonnych zastupcov, nastupcov; nesmie

byt zmenend inak nez pisomnym
dokumentom podpisanym  zmluvnymi
stranami; a  nahradzuje  vietky

predchadzajiice pisomné a Ustne zmluvy a
vyjadrenia medzi zmluvnymi stranami s
ohlTadom na zileZitosti pacienta tgjto
zmiuvy.

Vietky zavizky obsiahnuté v tomle
dokumente, ktorych vykondvanie je nutne
a] po ukondéeni platnosti trvaji  po
ukonceni platnosti.

Tato zmluva sa riadi a bude vykiadana v
sulade so zakonmi Slovenskej republiky.
Je  vyslovene  odsithlasené  medzi
zmluvaymi stranami, Ze v3etky sudne

Approved for signature TK 195ep2013
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effects, drug metabolism, mechanism of
action, safety, or drug interactions, or
{b) to biomarkers, assays, diagnostic
methods or diagnostic products, which
may be used to predict patient response
or resistance io the Sponsor test drug or
be used in any way to select patients for
treatment with the Sponsor test drug.

The Laboratory shall act, and shall require
any persons or entities performing the
Services on its/his‘her behalf to act, in
accordance and compliance with any
and all applicable laws and the Study
protocol, rules, guidelines  and
regulations which could impact or relate
to the conduct of clinical trials, safety
reporting, privacy (eg, HIPAA;
Directive 95/46/EC: laws on consent to
receive fax communications; European
Data  Protection laws), financial
disclosure and conflict of interest, anti-
kickback, IRB/ethics committee
activities, patient safety and GCP.

This Agreement shall be binding upon the
Parties, their legal representatives,
successors and assignees; may not be
amended except by written instrument
signed by the Parties; and supersedes all
prior writlen and oral agreements and
representations between the Parties with
respect to the patient matter hereof.

All obligations contained herein as to
which performance 1s required after
termination shall survive termination. |

This Agreement shall be governed by
and construed in accordance with the
laws of Slovak Republic. It is expressly
admitted between the Parties that all
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spory o vyklade alebo platnosti tejto
zmluvy budi pod vyluénou jurisdikciou
Slovenskej republiky.

Laboratérium nema pravo postipit’ svoje
zavizky vyplyvajuce z tejto zmluvy bez
predchadzajiceho pisomného sthlasu
PPD na inti osobu.

Kazdd zmluvna strana tejto zmluvy je
zodpovedna za svoju vlastni nedbalost,
umyselné a dalSie jednanie alebo
opomenutie.

Strany tejto zmluvy sa dohodli, ze
zadavate a jeho partneri su tretou
stranou, ktorej tato zmluva svedéi a mézu
sa domahat' svojich prav podla tejto
zmluvy ako tretia strana, ktorej tato
zmluva svedéi a maju opravnenie
vymahat' zavizky ktorejkol'vek strany
alebo vykonavat prava ktorejkolvek
strany podl'a tejto zmluvy.

NA DOKAZ TOHO zmluvné strany tito

zmluvu

podpisali s 0€innostou  k datumu

podpisu.

(Podpisy nasleduji na dalsi strané.)

Approved for signature TK 19Sep2013
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litigation for the interpretation or
execution of the present Agreement will
be under the exclusive jurisdiction of
Slovak Republic.

The Laboratory shall have no right to
assign its obligations under this
Agreement to any other party, without
the prior written consent of PPD.

Each party to this Agreement shall be
responsible for its own negligence,
willful misconduct and other actions or
omissions.

The parties to this Agreement agree that
Sponsor and its affiliates are third party
beneficiaries to this Agreement and may
enforce their rights hereunder as a third
party beneficiary and shall have an
independent right to enforce any parties
obligations or exercise any parties
rights under this Agreement.

IN WITNESS WHEREOF, the parties hereto
have caused this Agreement to be executed as of
the Effective Date.

(Signatures to follow on the next page.)
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For PPD / za PPD:

Mgr. Michal Lérinc
CLINICAL MANAGER

Name / meno:

Title / funkcia:

PPD Slovak Republic, s.r.o., )
so sidlom Bratislavska cesta 100/D, 931 01 Samorin, Slovenska republika

Date/datum: 26 5=
Signature/podpis: /

A
For the Laboratory / za laboratorium:

Name / meno: prof. MUDr. Jan Danko, CSc.
Title / funkcia: dean / dekan

Address / adresa: Mal4 Hora 4A, 036 01 Martin, Slovenska republika / Slovak Republic

Date / datum: 25 . ’/0 20 f&

Signature / podpis: -
Zoznam Priloh tejto zmluvy: List of Exhibits to this Agreement:
Priloha 1 - Rozpocet Exhibit 1 - Budget
Priloha 2 — Formulér opraviiujuci na Ghradu Exhibit 2 - Payment Authorization Form
platby
Priloha 4 - Protokol (priloZeny osobitne) Exhibit 4 - Protocol (bound separately)

Approved for signature TK 19Sep2013
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Priloha 1 - Rozpodet
K zmluve medzi:

Zadavatel: AstraZeneca AB
PPD Slovak Repubilic, s.r.o

Laboraioérium: Jesseniova Lekarska Fakulta
Univerzity Komenského

Protokol # D4280C0001

Uhrada platieb: Ghrada sa ma vykonat' podla
nasledovnych platobnych udajov:

Déverné / Confidential
Exhibit 1 - Budget
io the Agreement between:
Sponsor: AstraZeneca AB
PPD Slovak Republic, s.r.o.

Laboratory: Jessemiova Lekarska Fakulta
Untverzity Komenskeho

Protocol D4280C0001

Payments: Payment shouid be made to the

following

Meno / Name: DU EUR JLF UK MT UK BA (besny titet)
Adresa/ Address: Mald Hora 10701/4A, 036 01 Martin, Slovenska republika

DIC/ Tax ID Number: 2020845332

Nézov a adresa banky / Bank name and address: Statna pokladnica, Radlinského

Cislo aétu / Acct. no: 7000244103/8180
IBAN: SK1081800000007000244103
SWIFT: SUBASKBX

Faktary: Poglite prosim originaly spravnych a
podla poloZiek Specifikovanych faktur s
uvedenim &isla protokolu klinického skufania
na nasledujlicu adresu:

PPD Slovak Republic. s.r.o.
Bratislavska cesta 100/D
931 01 Samorin

Slovak Republic

Vietky faktary na tihradu platieb suvisiacich s
klinickym skdfanim ako su uvedené v tomto
rozpodtte — Priloha 1, sa musia doruéit PPD do
90 dni od =zavercénej navtevy klinického
skidania v zdravotnickom zariadeni. Faktiry,
ktoré budi dorudené po tomto datume, nebudil
uhiradené. Splatnost” faktir je Sest'desiat (60} dni
odo diia vystavenia faktiry prijemcom platieb.

Klinické skiifanie sa odmenuje nasledovne:

Niklady za vySetrenie:. Uhrady sa budu

Approved for signature TK 195ep2013

"

Invoices: Please scnd orginal, comrect and
itemized invoices referencing the Study
Protocol number to the following address:

All invoices for Study payments as outiined in
this Exhibit 1 - Budget must be submitted to
PPD within 90 days of the Laboralory’s study
close-out visit. Invoices recerved after this tune
will not be reimbursed. The invoice due date is
sixty (60) days from the day the invoice 1s
issued by Payee.

The Study shall be payable as follows:

Cost per procedure: Payments will be made on

-Page 10 of 12



uskutocilovat’ Stvitroéne v Eurach a budd
vychadzat z uskutoénenych navitev, ktoré
kontroloval monitor klinického  skt$ania
(-,CRA*) podla elektronickych zaznamovych
formularov Uastnikov klinického skusania
(..,CRF*). Odmeny predstavuji skuto¢nu trhovi
hodnotu poskytnutych sluZieb. Za uskutocnenie
klinického sktSania sa nebudl vyplacat’ Ziadne
d'al§ie platby ani odmeny.

Porusenie protokolu: Platby nebudil uhradené
v pripade, Ze pacienti su zaradeni do klinického
skugania v rozpore s protokolom, ktory
spbsobila chyba na strane zdravotnickeho
zariadenia alebo hlavného sktsajiceho.

Koncova platba: Koncova platba, ktora zahrma
aj nevyplatenych péitnast’ (15) percent, je splatna
po dokonleni zdverefnej navitevy a po prijati
nasledovného: (i) kompletnej dokumenticie
klinického  sk®Sania, (ii) na  vlastnu
zodpovednost  prepocitaného  poctu  baleni
nepouZitého skufaného lieCivo, (iii) vietkych
vyplnenych a spravnych Z4zZnamov
CRF/namietok, (iv) vSetkych Ziadosti o
objasnenie, o ktoré poziadal zadavatel/PPD
ohl'adom adajov alebo zdznamov klinického
sktsania, (V) dodania zavereCnej spravy
klinického skid3ania etickej komisii a/alebo,
podl'a poZiadaviek, inej kontrolnej instittcii.

Do uvahy sa bez predchddzajiceho pisomného
suhlasu zaddvatel'a alebo PPD nebudu brar
Ziadne d'alSie Ziadosti o financovanie. Vietky
whrady musia byt’ uvedené v tejto zmluve.

Daoverné / Confidential

a quarterly basis in EURO and will be based on
completed visits monitored by the PPD Clinical
Research Associate (“CRA”) in the subject
electronic case report forms (“eCRFs™).
Compensation constitutes fair market value of
services provided. There will be no other
payments or inducements to conduct Study.
Unused amounts are to be refunded to
Sponsor/PPD.

Protocol Violations: No payment will be
provided in the event subjects are enrolled in
violation of the Protocol due to the fault of
Institution or Principal Investigator.

Final Payment: The final payment to include
the fifteen percent (15%) withholding will be
payable upon completion of the close-out visit
and upon receipt of the following: (i) all Study
documentation, (ii) the accountability of all
unused Study Drug, (iii) all completed and
correct eCRFs/queries (iv) any clarification
requests made by Sponsor/PPD regarding Study
data or records, (v) submission of final study
report to EC and/or other Institution review
committee as required.

Neo other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD. All payments must be
documented in this Agreement.

Tabul’ka platieb / Table of payments

Popis procediir / procedure
description

Amount per
procedure in
Euro100% /
Suma za
vySetrenie v
eursch 100 %

Amount per Amount per
procedure in procedure in
Euro 85% Euro 15%

(payable (payable at
during the the end of the
Study) / Suma | Study) / Suma

Approved for signature TK 19Sep2013
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za vySetrenie v
eurach 85 %
(splatna pocas
trvania
klinického
skiifania)

za vySetrenie
v eurach 15
% (splatna na
konci
klinického
skiiSania)

Blood culture / Hemokultira

15

3

Culture from site of abdominal
infection, anaerobic / Kultivacia z
miesta abdomindlnej infekcie —
anaerdbna

15

Culture from site of abdominal
infection, aerobic / Kultivacia z
miesta abdominalnej infekcie —
aerdbna

18,-

15

Storage of bacterial isolates for
up to 3 months at -20°C or -
70°C (cost per 3 months) (costs
for three (3) months) /
Skladovanie bakterialnych
izolatov az do 3 mesiacov v -
20°C az -70°C (suma za tri (3)
mesiace)

15.-

13,-

Shipments of isolates to
Covance Central Lab /
Preprava izolatov do
centralneho laboratoria
Covance

10,-

Microbiology  analyses:  gram
stains, culture (aerobic and
anaerobic), pathogen ID and
susceptibility testing by disk
diffusion with the study drug, as
well as routine laboratory panel /
Mikrobiologicka analyza  —
kultivacia (aerébnych a
anaerébbnych vzoriek) a farbenie
podla  Grama, identifikdacia
patgenu a suspektne testovanie
diskovou difuziou so Studijnou
latkou ako aj rutinny laboratorny
panel

18,-

15,-

Approved for signature TK 19Sep2013
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