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This agreement (“Supply Agreement’) is made
between:

(1)

@)

AstraZeneca Czech Republic s.r.o.,
having its registered seat at the address
U Trezorky 921/2, Jinonice, 158 00
Praha 5, registered in the Commercial
Register administered by the Municipal
Court in Prague, Section C, Record
38105, Business ID No.: 639 84 482,
Tax IN No.: CZ83984482, bank account
No.: CITIBANK Europe Plc,

Bucharova 264/14, 158 02 Praha 5 ¢.
Gctu 204 164 0206/2600, represented by
Kuuno Vaher, executive
("AstraZeneca’); and

Fakultni nemocnice Ostrava, having its
registered seat at the address 17.
listopadu 1790/5, 70852 Ostrava-
Poruba, iCo 00843989, DIC:
CZ00843989, bank account kept with
Ceska narodni banka, account No.:
66332761/0710, Articles of Incorporation
of the Ministry of Health of the Czech
Republic of November 25, 1990, No. OP-
054-25.11.90, represented by MUDr. Jifi
Havrlant, MHA, feditel (the
“Purchaser”),

(each a “Party”, and collectively the “Parties”).

INTRODUCTION

A)

(B)

(C)

AstraZeneca is actively pursuing the
clinical development of the Product in
order to file for and secure the
Regulatory Approval before the
Licensing Authority.

The Purchaser wishes to engage the
services of AstraZeneca to Manufacture
and supply the Product in accordance
with the Purchaser's requirements
pursuant to this Supply Agreement.

AstraZeneca is wiling and able to
undertake the Development and
Manufacture of the Products for the
Purchaser in accordance with the terms
and conditions of this Supply Agreement.

Tato

smilouva

(dadle jen ,Smlouva o

dodavkach") se uzavira mezi spolecnostmi:

(1)

@)

AstraZeneca Czech Republic s.r.0., se
sidlem U Trezorky 921/2, Jinonice, 158
00 Praha 5, zapsana v OR vedeném u
MS v Praze pod zn. C 38105, IC: 639
84 482, DIC: CZ63984482, bankovni
spojeni: CITIBANK Europe Ple,
Bucharova 264/14, 158 02 Praha 5 ¢.
uctu 204 164 0206/2600, zastoupena:
Kuuno Vaherem, jednatelem spoleénosti
(déle jen ,AstraZeneca"); a

Fakuitni nemocnice Ostrava, se
sidlem 17. listopadu 1790/5, 708 52
Ostrava-Poruba, ICO 00843989, DIC:
CZ00843989, bankovni spojeni: Ceska
narodni banka, €. U. 66332761/0710,
zfizovaci listina MZ CR ze dne 25.
listopadu 1990, &. j. OP-054-25.11.90,
zastoupena: MUDr. Jifi Havrlant, MHA,
feditel (dale jen ,Kupujici*),

(kazda jednotlivé déale jako ,Smluvni strana“ a
spoleéné jako ,Smluvni strany").

UVODNi USTANOVENI

(A)

(B)

(©

(D)

Spole€nost AstraZeneca se aktivné
zasazuje o klinicky vyvoj Pfipravku za
Uéelem podani 2adosti o Regulaéni
schvaleni a jeho ziskani u Povolujiciho
organu.

Kupyjici  hodla  vyuzivat  sluzeb
spolenosti AstraZeneca spocivajicich
ve Vyrobé a dodavkach Pripravku
v souladu s poZzadavky Kupujiciho podle
této Smlouvy o dodavkach.

Spoleénost AstraZeneca je pfipravena a
schopna provadétVyvoj a Vyrobu
Piipravku pro Kupujiciho v souladu
s podminkami této  Smlouvy o
dodavkach.

Smilouva o dodavkach je uzavirdna na
zakladé vysledku zadavaciho (fizeni
.Dodavky -  neregistrovany  lék
EVUSHELD* (Z2022-

JRbU-02/22),  realizovaného podlé




D)

The Supply Agreement is concluded on
the basis of the result of the tender
procedure “Supplies - unregistered
medicine EVUSHELD” (Z2022 -

, JRbU-02/22), carried out in
accordance with Act No. 134/2016 Coll.
on public procurement, as amended.

IT IS AGREED that:

1.

1.1

DEFINITIONS

In this Supply Agreement, the following
words and expressions shall have the
following meanings:

"Administering Entity" means any body

administering the Product;

"Advice Note" means a note containing

the following information:

(a) a description of the Product
using the AstraZeneca’s brand

name and/or generic drug name;

(b) the quantity in the package;

(c) special directions for storage (if
any);

(d) expiry date for the Product in the
package;

(e) batch number;

)] name of supplier;

() the Certificate of Analysis; and

(h) any other information required
by the Licensing Authority to be
provided;

“Affiliate” means, with respect to (a)
AstraZeneca or any Third Party, any
Person that Controls, is Controlied by or
is under common Control with
AstraZeneca from time to time; and (b)
Purchaser means any Authorised Agent
or Administering Entity;

zakona €. 134/2016 Sb. o zadavani
vefejnych zakazek, ve znéni pozdéjsich
pfedpisl.

UJEDNAVA SE nasledujici:
1. DEFINICE
1.1 Vitéto Smlouvé o dodavkach maiji

nasledujici pojmy a vyrazy nasledujici
vyznam:

.Subjekt povéfeny spravou” znamena
jakykoli  subjekt povéfeny spravou
Pripravku;

.Souhrn informaci® znamena zpravu
obsahuijici nasledujici informace:

(a) popis  Pfipravku s pouZitim
obchodniho nazvu spolecnosti
AstraZeneca a/nebo

generického nazvu lééiva;
(b) mnozstvi v baleni;

(c) zvlastni pokyny pro uchovavani
(pokud existuji);

(d) datum expirace Pfipravku v
baleni;

(e) Cislo sarze;

4] néazev dodavatele;

(9) Osvédceni o analyze a

(h) jakékoli dalsi informace
pozadované Povolujicim
organem;

.PfidruZena osoba“ znamena v pfipadé
(a) spolecnosti AstraZeneca nebo Tieti
osoby jakoukoli osobu, ktera spoleénost
AstraZeneca v pfisiusné dobé ovlads, je
ji ovlddana nebo je s ni pod spoleénou
kontrolou; a v pfipadé (b) Kupujiciho

znamena  jakéhokoli  Opravnéného
zastupce nebo Subjekt povéieny
spravou;

.Platné pravni pfedpisy’ znamenaji
zakony, normy, vyhlagky, podzakonné
pfedpisy, nafizeni nebo podobné
zékonné piedpisy, vynosy, mezinarodni
smlouvy, smérnice, spravni vyklady,




“Applicable Laws” means laws, rules,

orders, bye-laws, instruments,
regulations or similar  statutes,
ordinances, treaties, directives,

administrative interpretations, including
rules of national stock exchanges and
any other rules or regulations
promulgated by or otherwise having the
force of law of any Governmental
Authority, Data Protection Laws and all
applicable Good Manufacturing Practice
requirements and other GxP
requirements and guidelines, in each
case in any geographical area and/or
over any class of Persons or the Product,
that are applicable to the activities
contemplated by this Supply Agreement;

“Authorised Agent” means any
authorised agent located in the Territory
appointed by the Purchaser as notified to
AstraZeneca in writing;

“Breaching Party” has the meaning
given in clause 20.5.1;

“Business Day" means any day that is
not a Saturday or Sunday or a public
holiday in the Czech Republic;

“Certificate of Analysis” means the
certificate of analysis to accompany the
Product delivered to the Purchaser,
which certifies that the Product has been
Manufactured, tested and released in
compliance with its Specification, GMP
and Applicable Laws;

“Commercially Reasonable Efforts”
means with respect to the efforts to be
expended by a Party to achieve any
objective, the reasonable, diligent efforts
to accomplish such objective as a
similarly situated party would normally
use to accomplish a similar objective in
its own interests under similar
circumstances; and, in the case of
AstraZeneca, the level of efforts and
resources normally applied by similarly
situated companies for products of
similar commercial potential in a similar
stage in their product life, taking into
account all relevant factors including
issues of safety and efficacy, product
profile, difficulty in developing or
manufacturing such product,

v&etné pravidel narodnich burz cennych
papirh a jakychkoli jinych pravidel nebo
predpisti vyhlasenych jakymkoli Statni
organem nebo jinak majici tutéZ pravni
silu, Pravni pfedpisy na ochranu udajti a
veSkeré pfislusné pozadavky na
Spravnou vyrobni praxi a dalsi
pozadavky a pokyny voblasti GxP
(v kazdém pfipadé v jakékoli zemépisné
oblasti a/nebo ve vztahu k jakékoli
skupin& Osob nebo Pfipravku), které se
vztahuji na ginnosti pfedpokladané touto
Smlouvou o dodavkach;

.Lopravnény  zastupce® znamena
jakéhokoli opravnéného =zastupce se
sidlem na daném Uzemi, jehoZ jmenuje
Kupujici a o némZz bude spolednost
AstraZeneca pisemné informovana;

,Porudujici strana® ma vyznam
uvedeny v odst. 20.5.1;

,Pracovni den* znamena jakykoli den,
ktery neni sobotou, nedéli ani statnim
svatkem v Ceské republice;

,LOsvédCeni o analyze* znamena
osvédéeni o analyze pfilozené
k Pfipravku  dodanému  Kupujicimu
osvédEujici, ze Pripravek byl Vyroben,
testovan a uvolnén do obé&hu v souladu
se svoji Specifikaci, GMP a Platnymi
pravnimi pfedpisy;

,Obchodné pfiméfené Gsili* znamena
ve vztahu Kk Usili, které méa Smluvni
strana vynalozit k dosaZeni jakéhokoli
cile, pfiméfené, vytrvalé usili k dosaZeni
takového cile, které by strana
v ohdobném postaveni obvykle
vynalozila k dosazeni podobného cile ve
svém vlastnim zédjmu za obdobnych
okolnosti; a vpfipadé spoleénosti
AstraZeneca Uroven Usili a zdrojh, které
spoleénosti v obdobném  postaveni
obvykle wvynakladaji na pfipravky
s podobnym komerénim potencidlem
v podobné fazi jejich Zivotniho cykiu,
s pfihlédnutim ke vSem relevantnim
faktorlim, véetné otazek bezpetnosti a
udinnosti, profilu pfipravku, obtiZnosti
vyvoje nebo vyroby takového pfipravku,
konkurenceschopnosti alternativnich
vyrobkli a pfislusnych regulatornich
pozadavkd;




competitiveness of alternative products,
and the regulatory requirements
involved;

“Confidential Information” has the
meaning given in clause 15.1;

“Conforming Product’ means Product
that has been Manufactured in
accordance with and meets the
requirements of clauses 2.4 and 2.5;

“Control’ means: (a) to possess, directly
or indirectly, the power to direct the
management or policies of a Person,
whether through ownership of voting
securities or by contract relating to voting
rights or corporate governance, or (b) to
own, directly or indirectly, fitty percent
(50%) or more of the outstanding voting
securities or other ownership interest of
such Person, or (c) in the case of a
partnership, control of the general
partner, and “Controls” and
‘Controlled” shall be construed
accordingly;

“Cure Period” has the meaning given in
clause 20.5.1;

“‘Data Protection Laws” means all
applicable local, state, national, and
foreign laws and regulations regarding
the processing, use, disclosure, and
protection of personal information or
personal data;

‘Data Subject Requests” has the
meaning given in clause 22.5;

‘Defect’” or “Defective” means, in
respect of a Product, that it is not
compliant with the Specification,
Regulatory Approvals for the Product,
Documentation, Minimum Shelf Life
(subject to clause 2.5) or Applicable
Laws, in each case as such term is
interpreted consistently with the term
“‘defective” under Article 6 of the EU
Product Liability Directive 85/374/EEC;

‘Delivery” has the meaning given in
clause 5.2.1;

‘Delivery Location” means the
Pharmacy of Fakultni nemocnice

,DUvérné informace’ maji vyznam
uvedeny v odst. 15.1;

.Vyhovujici  p¥ipravek" znamena
Pfipravek, ktery byl vyroben v souladu s
poZadavky uvedenymi v odst. 0 a 2.5 a
spliuje je;

-Ovladat’ znamena: (a) mit pfimo &
nepfimo pravomoc ovliviiovat Fizeni
nebo interni pfedpisy Osoby, at jiz
prostfednictvim  vlastnictvi cennych
papirl s hlasovacimi pravy, nebo
prostfednictvim  smlouvy  upravujici
hlasovaci prava nebo fizeni a spravu
spolecnosti, nebo (b) pfimo &i nepifmo
viastnit cenné papiry v ob&hu spojené
s hlasovacimi pravy nebo jiny podii
v takové Osobé, a to ve vy§i padesati
procent (50 %) nebo vice nebo (¢)
v pfipadé obchodni spolegnosti typu
partnership, ovladat hlavniho partnera, a
pojmy ,ovlada® a ,ovladand* se
vykladaji obdobné;

,Lhita pro napravu® mé vyznam
uvedeny v odst. 20.5.1;

.Pravni pfedpisy na ochranu udaji*
znamenaji vSechny mistni, vnitrostatni a
cizi zakony a pravni pfedpisy upravujici
Zzpracovani, pouzivani, sdélovani a
ochranu osobnich udaji nebo informaci:

,Zadosti subjekt udaji* maji vyznam
uvedeny v odst. 22.5;

.vada“ nebo ,Vadny® znamena ve
vztahu k Pfipravku, Ze tento neni
vsouladu se Specifikaci, Regula&nimi
schvalenimi Pfipravku, Dokumentaci,
Miniméini dobou pouZitelnosti (s
vyhradou podminek odst.2.5) nebo
Platnymi pravnimi pfedpisy, vkaZdém
pfipadé tak, jak je tento pojem vykladan
vsouladu s pojmem ,vadny‘ dle &l. 8
smérnice Evropské unie ¢ odpovédnosti
Za vadné vyrobky 85/374/EHS;
,Dodani* ma vyznam uvedeny v odst.
5.2.1;

,Misto dodani* znamena Lékarna
Fakultni nemocnice Ostrava;




Ostrava;

“Delivery Schedule” has the meaning
given in clause 5.1;

“‘Development” means any and all
research, discovery, characterisation,
preclinical, clinical and regulatory activity
with respect to the Product (including the
submission of filings with applicable
Regulatory Authorities to support such
preclinical and clinical activities and seek
the Regulatory Approval), including
undertaking any clinical studies
necessary to establish reimbursement
and including clinical trials conducted
after the Product receives a Regulatory
Approval in order to (a) maintain the
existing Reguiatory Approvai; or (b)
convert a conditional approval (for
example, an approval by the European
Commission pursuant to Article 14a of
Regulation (EC) No 726/2004 that allows
the Product to be placed on the market
in the Territory) into an unconditional
Regulatory Approval where necessary;

‘Disclosing Party’ has the meaning
given in clause 15.1.2;

‘Documentation” has the meaning
given in clause 5.5;

‘Donate” has the meaning given in
clause 5.6;

‘Dose” means three hundred (300)
milligrams, presented as a cocktail of two
fong acting antibodies (LAABS),
tixagevimab (AZD8895) and cilgavimab
(AZD1061) of one hundred fifty (150)
milligrams each.

“Effective Date” means the date on
which this Supply Agreement (as signed
by both Parties), is made public in the
Register of Contracts under Act No.
340/2015 Coll. on Register of Contracts,
as amended,;

‘EMA” means European Medicines
Agency;

“Emergency Supply”’ means any supply
of the Product under this Supply
Agreement pursuant to an Emergency
Use Authorisation;

,Harmonogram dodavek® ma vyznam
uvedeny v odst. 5.1;

,Vyvoj* znamena veskery vyzkum,
objevy, charakterizaci, predklinické,
klinické a regulaéni &innosti tykajici se
Piipravku (vCetneé podavani
dokumentace k pfislusnym Regulaénim
organtm na podporu téchto
predkiinickych a klinickych ¢innosti a za
ucelem ziskani Regulaéniho schvaleni),
véetné provadéni klinickych  studii
nezbytnych pro stanoveni uhrady a
véetné klinickych zkouSek poté, co
Piipravek obdrzi Regulaéni schvaleni,
za Uucelem (a) zachovani platnosti
stavajiciho Regulaéniho schvaleni; nebo
(b) prfemény podminéného schvaleni
(napf. schvaieni Evropskou komisi podle
¢l. 14a nafizeni (ES) €. 726/2004, které
umoziuje uvedeni Pfipravku na trh na
daném Uzemi) na nepodminéné
Regulaéni schvaleni, je-li to nezbytné;

.Strana zpfistupfujici informace* ma
vyznam uvedeny v odst. 15.1.2;

.Dokumentace’ ma vyznam uvedeny
v odst. 5.5;

,Darovat’ ma vyznam uvedeny v odst. 0;

,Davka“ znamena tfi sta (300) miligram0
podanych ve formé smési dvou druhl
dlouhodobé pUsobicich protilatek
(LAAB), tixagevimabu (AZD8895) a
cilgavimabu (AZD1061), kazdy po sto
padesati (150) miligramech.

,Datum uGdéinnosti® znamena datum,
k némuz je tato Smlouva o dodavkach,
jak byla podepsana ob&ma Smluvnimi
stranami, zvefejnéna v Registru smiuv
v souladu se zakonem &. 340/2015 Sb.,
0 registru smluv, ve znéni pozdéjSich
predpis(;

,EMA® znamena Evropskou agenturu
pro lé€ivé pfipravky;

,Dodavka na zakladé schvaéleni pro
podminecné pouziti* znamena
jakoukoli dodavku Pfipravku podie této
Smiouvy o dodavkach na zakladé
Schvaleni pro podmine&né pouZziti;




‘Emergency Use  Authorisation”
means any emergency use approval
issued pursuant  to legislation
implementing Article 5(2) of Directive
2001/83/EC in the Territory (or any
replacement or superseding
legisiation);!

“Facilities” means each and all of the
facilties used in respect of the
Manufacturing of the Product to be
supplied pursuant to this Supply
Agreement;

"Field" means the prophylaxis to and
treatment of an infection caused by
SARS-CoV-2 in humans; provided, for
clarity, prophylaxis requires the use of
one (1) Dose of Product and therapeutic
use (treatment) requires the use of two
(2) Doses of Product

“Force Majeure” means any
circumstances beyond a Parly's
reasonable control, subject to that Party
having taken all reasonable steps (both
anticipatory and reactionary) to avoid or
mitigate such risks, such as labour
disturbances or labour disputes of any
kind, accidents, failure of any
governmental approval required for full
performance, civil disorders or
commotions, war, acts of terrorism, acts
of God, energy or other conservation
measures, explosions, failure of utilities,
mechanical  breakdowns,  material
shortages, default of suppliers or
subcontractors, theft, or  other
occurrences. For the avoidance of doubt,
the pandemic declared in respect of
SARs-CoV-2 is a foreseeable risk and
shall not be deemed an event of Force
Majeure;

“‘Good Manufacturing Practice” means
the then-current  principles and
guidelines of good manufacturing
practice and general biologics products
standards contained in Applicable Laws
and Guidance which apply to the Product
in the Territory from time to time, which

.Schvaleni pro podmineéné pouziti“
znamena schvaleni pro podminec¢né
pouziti vydané podle pravnich pfedpist,
jimiz se na Uzemi provadi &l. 5 odst. 2
smeérnice 2001/83/ES (nebo pravnich
predpis(, které tyto nahrazuiji);?

JZarizeni znamena v8echna zafizeni
vyuzivana pii Vyrobé Pfipravku, ktery
ma byt dodan podle této Smilouvy o
dodavkach;

,Oblast* znamena profylaxi a [é&bu
infekce zplisobené virem SARS-CoV-2 u
lidi; pro upfesnéni, profylaxe vyZaduje
pouziti jedné (1) davky pfipravku a
terapeutické pouziti (Ié€ba) vyZaduje
pouziti dvou (2) Davek Pfipravku;

i

Vy88i moci® se rozumi jakékoli
okolnosti, které jsou mimo pfiméfenou
kontrolu Smluvni strany, za predpokladu,
ze tato Smluvni strana ucinila veskeré
pfiméfené kroky (pfedbézné i nasledné),
aby takovym rizikim pfedes$la nebo je
zmirnila, véetné pracovnich nepokoji
nebo pracovnich sporl jakékoli povahy,
nehod, nevydani jakéhokoli schvaleni na
Grovni vlady potfebného k fadnému
plnéni, obéanskych nepokojli nebo
vytrznosti, valek, teroristickych ¢&ind,
zasahl vy$§8i moci, energetickych nebo
jinych daspornych opatfeni, vybuch,

vypadku vefejnych sluzeb,
mechanickych  poruch, nedostatku
materialu, neplnéni povinnosti

dodavateli nebo subdodavateli, kradezi
nebo jinych udalosti. Pro wvylougeni
pochybnosti plati, 2e pandemie
vyhléSena v souvislosti s virem SARs-
CoV-2 je predvidatelnym rizikem a
nepovazuje se za udalost Vy§§i moci;

.,Spravna vyrobni praxe‘ znamena
aktudlné platné zasady a pokyny
spravné vyrobni praxe a obecné normy
pro Dbiologické produkty obsaZené
v Platnych pravnich piedpisech a
Pokynech, kieré se na Pfipravek




may include: (a) EC Directive
2003/94/EC laying down the principles
and guidelines of good manufacturing
practice in respect of medicinal products
for human use and investigational
medicinal products for human use, (b)
EC Directive 2001/83/EC laying down
the principles and guidelines of good
manufacturing practice for medicinal
products; (c) further guidance as
published by the European Commission
in Volume IV of “The Rules Governing
Medical Products in the European
Community” and (d) ICH Q7 Guideline,
The Rules Governing Medicinal
Products in the European Union, Volume
4, Part ll, in each case as may be
amended from time to time;

“Governmental Authority” means any
government, supra-national, regional,
regulatory or administrative body,
authority, board, commission or agency,
including any corresponding foreign
agency or any instrumentality or officer
acting in an official capacity of any of the
foregoing, including any court, tribunal or
judicial or arbitral body, or any committee
exercising any executive, legislative,
regulatory or administrative functions of
government, whether local or national,
including the Regulatory Authorities;

"Group” means in relation to either
Party, that Party and the Persons that
Party Controls or that Control that Party;

‘Guidance” means any applicable
guidance, direction or determination and
any policies, advice or industry aleris
which apply to the Product or medicinal
products in the Territory, to the extent
that the same are published and publicly
available by any of the Purchaser, the
EMA or the European Commission
and/or any other regulator or competent
body;

“‘GxP” means, collectively all relevant
internationally recognised good practice
quality guidelines and regulations,
including Good Manufacturing Practice.

v piislusné dobé& na daném Uzemi
vztahuji, coz mlZe zahrnovat (a)
smérnici Komise 2003/94/ES, kterou se
stanovi zasady a pokyny pro spravnou
vyrobni praxi pro humanni [&Civé
pfipravky a hodnocené humanni lééivé
pfipravky, (b) smérnice Evropského
parlamentu a Rady 2001/83/ES, kterou
se stanovi zasady a pokyny pro
spravnou vyrobni praxi pro humanni
lé¢ivé pfiipravky; (¢) daldi pokyny
uverejnéné Evropskou komisi ve svazku
IV ,Pravidel pro [édivé piipravky
v Evropské unii“ a (d) Pokyny ICH Q7,
Pravidla pro 1é¢ivé pfipravky v Evropské
unii, svazek 4, &ast Il, a to vidy
v plathém znéni;

.Statni organ® znamena jakykoli statnl,
nadnarodni, regionalni, regulaéni nebo
spravni organ, Gfad, radu, komisi nebo
agenturu, véetné odpovidajici zahraniéni
agentury nebo subjektu nebo
pracovnika jednajiciho v ufedni funkgi
kteréhokoli z vy$e uvedenych organt,
véetné jakéhokoli soudu, soudniho dvora
nebo soudniho nebo rozhod€&iho organu
nebo jakéhokoli vyboru vykonavajiciho
vykonné, zakonodameé, regulacni nebo
spravni funkce viady, at uz na mistni
urovni, nebo na Urovni statu, véetné
Regulaénich organd;

~Skupina® znamena ve vztahu k jedné
ze Smiuvnich stran tuto Smiuvni stranu
a Osoby, které tato Smluvni strana
ovlada nebo jimiz je ovladana;

.Pokyny* znamenaji veSkeré platné
pokyny, smérnice nebo rozhodnuti a
veskeré zdasady, doporuéeni nebo
upozornéni vramci daného odvétvi,
které se vztahuji na Pfipravek nebo
lé&ivé pripravky na daném Uzemi, pokud
jsou tyto zvefejnény nebo zpfiistupnény
vefejnosti Kupujicim, agenturou EMA
nebo Evropskou komisi a/nebo jakymkoli
jinym regulaénim nebo pfisluSnym
organem;

,GXP* znamena souhrnné vSechny
pfislusné mezinarodné  uznavané
pokyny a piedpisy pro spravnou praxi
v oblasti jakosti, véetné Spravné vyrobni
praxe;




‘In-Scope Personal Data” has the
meaning given in clause 22.1;

‘Indemnifying Party” has the meaning
given in clause 16.4;

“Indemnitee” has the meaning given in
clause 16.4;

‘Indemnity Claim” has the meaning
given in clause 16.4;

“Indirect Tax” means value added,
sales, consumption, goods and services
taxes or other similar taxes required by
Applicable Law to be disclosed as a
separate item on the relevant invoice
including, for the avoidance of doubt, any
tax imposed in compliance with the
Council Directive of 28 November 2006
on the common system of value added
tax (EC Directive 2006/112);

“Initial Term” has the meaning given in
clause 20.1;

“Intellectual Property Rights’ means
all patent rights, supplemental protection
certificates and patent term extensions,
trademarks, copyrights, design rights,
database rights, domain names, rights in
inventions, confidential  information,
know-how, trade names, business
names, get-up, logos and trade dress,
and all other rights in the nature of
intellectual property rights (whether
registered or unregistered) and all
applications and rights to apply for the
above, anywhere in the world in each
case for their full term and any extension
thereto;

‘Labelling” means all labels, package
inserts (including patient information
leaflets), carton imprints and ali other
markings on packaging for the Product
that are defined as labels or labelling
under the Specifications or otherwise
required under Applicable Laws to
market or commercialise the Product for
use;

"Licensing Authority” means the
European Commission acting on the

.Pfedmétné osobni udaje* maji
vyznam uvedeny v odst. 22.1;

.OdSkodniujici strana“® ma vyznam
uvedeny v odst. 16.4;

.Od8kodriovana strana® ma vyznam
uvedeny v odst. 16.4;

.Narok na odskodnéni‘ ma vyznam
uvedeny v odst. 16.4;

.Nepfima dai" znamena dan z pfidané
hodnoty, dan z prodeje, spotiebni dar,
dafi ze zbozi a sluzeb nebo jiné podobné
dané, které musi byt dle Platnych prévni
pfedpisi uvedeny jako samostatna
poloZzka na pfislusné faktufe, pro
vyloudeni pochybnosti v&etn& jakékoli
dané uloZené vsouladu se smérnici
Rady ze dne 28. listopadu 2006 o
spoleném systému dané z pfidané
hodnoty (smérnice 2006/112/ES);

.Prava dusevniho vlastnictvi”
znamenaji veSkera patentova prava,
doplfikovd ochranna osvédéeni a
prodlouzeni doby platnosti patentd,
ochranné znamky, autorska prava, prava
k primyslovym vzorim, prava
k databdzim, doménovym jménim,
prava k vynaleziim, dlvérné informace,
know-how, obchodni nazvy, prava ke
vzhledu vyrobk(, loga a vizuani podobé
a veSkerd dal8i prdva majici povahu
dudevniho vlastnictvi (at uz jsou
registrovana, nebo neregistrovana) a
veskeré Zadosti a prava Zadat o vyse
uvedené, a to kdekoli na svété a
v kazdém pripadé po celou dobu jejich
platnosti a piipadného prodiouZeni
téhoz;

~Oznadeni* znamena vSechny etikety,
pfibalové informace (v&etné pfibalovych
letdkl pro pacienty), potisky kartont a
veSkera dalSi oznaceni na obalech
Pfipravku, kterd jsou dle Specifikace
definovana jako etikety nebo oznadeni
nebo jsou jinak vyZadovana podle
Platnych pravnich pfedpisti pro uvedeni
Pfipravku na trh nebo pro jeho komeréni
Vyuziti;

.Povolujici organ“ znamena Evropskou
komisi jednajici na zakladé hodnoceni
agentury EMA (nebo jakékoli jeji




evaluation of the EMA (or any successor
agency thereto);

“Losses” means any and all damages
and liabilities, and necessary legal costs
relating to, resulting from or associated
with claims for death, physical, mental,
or emotional injury, illness, disability, or
condition, fear of the foregoing, property
loss or damage, and business
interruption of the injured party or a
Related Person of such injured person;

‘Manufacture’, “Manufactured” or
‘Manufacturing” means all activities
involved in or relating to the
manufacturing, quality control testing
(including in-process, release and
stability testing), processing, Labeliing,
releasing, packaging, storage and
transport of the Product immediately
prior to supply to the Purchaser
hereunder;

“Marketing Authorisation” means the
Regulatory Approval required under
Applicable Laws in the Territory to place
the Product on the market for human use
outside of clinical trials, including any
conditional use approval or any approval
issued pursuant to Directive 2001/83/EC
(or any replacement or superseding
legislation), but excluding any pricing or
reimbursement approvals;

“‘Minimum Shelf Life" means three (3)
months at the time of Delivery or such
longer period of time as AstraZeneca
may notify the Purchaser from time to
time based on stability data generated;

“Person” means an individual, sole
proprietorship,  partnership, limited
partnership, limited liability partnership,
corporation, limited liability company,
business trust, joint stock company,
trust, incorporated association, joint
venture, Governmentai Authority, or
similar entity, institution, body or
organization, including a Regulatory
Authority;

nastupnické agentury);

JZtraty* znamenaji veSkeré nahrady
8kody a zavazky a nezbytné naklady
pravniho zastoupeni, které se tykaji
narokli na nahradu Skody v pfipadé
smrti, fyzické, duSevni nebo emociondini
ajmy, nemoci, invalidity nebo stavu, obav
zvySe uvedeného, zirdty nebo
poskozeni majetku a  prerudeni
podnikani poskozené strany nebo Osoby
blizké poskozené strany nebo které
z téhoz vyplyvaiji nebo s tim souvisi;

vyrabét‘, Vyrobeny‘ nebo ,Vyroba“
znamena veskeré ¢innosti souvisejici s
vyrobou, testovanim kontroly jakosti
(véetné testovani v prabéhu vyrobniho
procesu, uvoliiovani do obéhu a
testovani stability), zpracovanim,
oznaéovanim, uvolfiovanim do obé&hu,
balenim, skladovanim a piepravou
Pripravku bezprostfedné& pied jeho
dodanim Kupujicimu podle této Smlouvy
o dodavkach;

,Registrace  pripravku® znamena
Regulaéni schvaleni vyZzadované podle
Platnych pravnich piedpisll na daném
Uzemi k uvedeni Pfipravku na trh pro
humanni pouziti mimo Klinické studie,
véetné  jakéhokoli podmineéného
schvaleni k pouziti nebo jakéhokoli
schvaleni vydaného podle smérnice
2001/83/EC (nebo jakychkoli pravnich
pfedpist, které ji nahrazuji), avSak
s vyjimkou jakychkoli schvaleni
tykajicich se cen nebo thrad;

.Minimalni doba pouzitelnosti*
znamena devét (9) mésicll v dobé
Dodani nebo takovou delsi dobu, kterou
spole¢nost AstraZeneca mulze
Kupujicimu prilezitostné oznamit na
zékladé ziskanych udajl o stabilité;

,LOsobou" se rozumi fyzickd osoba,
podnikatelsky subjekt s jedinym
vlastnikem (sole proprietor), obchodni
spoleénost (partnership), komanditni
spoleénost (limited partnership),
sdruzeni (limited liability partnership),
korporace, spoleénost s ruéenim
omezenym, svéfensky fond (business
frust), akciovd spoleénost, fond,
sdruzeni zapsané v obchodnim rejstifiku,
spoleény podnik, Statni organ nebo
podobny subjekt, instituce, organ nebo




‘Personnel’ means the employees,
officers, agents and contractors of a
Party or (where, the context requires,
those of a Party’s Affiliates);

“Price” has the meaning given in clause
10.1;

‘Product" means the monocional
antibodies Tixagevimab, Cilgavimab
150mg/1,6ml cocktail in two separate
i.m. injections known as AZD7442 or
Evusheld undergoing clinical trials as of
the Effective Date sponsored by
AstraZeneca and/or its Affiliates,
presented in final formulated, labelled
and finished form, intended for use in the
Field, and which shall be supplied to the
Purchaser under this Supply Agreement
on a per Dose basis;

“Proposed Delivery Schedule” has the
meaning given in clause 5.1;

‘Receiving Party” has the meaning
given in clause 15.1.2;

“Recipient’ has the meaning given in
clause 5.6;

‘Regulatory Approval’ means all
technical, medical and scientific
licenses, registrations, authorisations
and approvals, supplements and
amendments, pre- and post- approvals
and labelling approvals issued by any
Regulatory  Authority, which are
necessary or useful for the use,
Development, Manufacture, and
commercialisation of a pharmaceutical
or Dbiopharmaceutical product in a
country or regulatory jurisdiction,
including Emergency Use Authorisations
and Marketing Authorisations;

‘Regulatory Authority” means any
Governmental  Authority that s
concerned with the safety, efficacy,
reliability, Manufacture, investigation,
sale or marketing of the Product;

organizace, vEetné Regulaéniho organu;

,2Pracovnici‘ znamenaji zaméstnance,
vedouci pracovniky, zéstupce a
dodavatele Smiluvni strany nebo (pokud
to kontext vyZaduje, vySe uvedenych
Pfidruzenych osob Smiluvni strany);

.Cena" ma vyznam uvedeny v odst.
10.1;

~PFipravek" Zhamena kombinaci
monoklonalnich protilatek Tixagevimab,
Cilgavimab 150mg/1,5ml ve dvou
samostatnych i.m. injekcich, znamou
pod ndzvem AZD7442 nebo Evusheld,
ktera je kDatu G&innosti predmétem
klinickych ~ zkouSek  financovanych
spole¢nosti AstraZeneca a/nebo jejimi
Pfidruzenymi spolenostmi, predklada
se v dokonéené podobé s kone&nym
sloZzenim a oznaenim, je uréena
k pouZiti vdané Oblasti a ktera bude
dodavana Kupujicimu podle této
Smilouvy o dodéavkach v prepodtu na
Davku;

.Navrhovany harmonogram dodavek“
ma vyznam uvedeny v odst. 5.1;

»Prijimajici strana“ ma vyznam uvedeny
vodst. 15.1.2;

.PFijemce" ma vyznam uvedeny v odst.
0;

+Regulacni  schvaleni znamena
v8echna opravnéni, registrace, povoleni
a schvaleni technického, |ékafského a
védeckého charakteru, doplnéni a
Upravy, pfedbé&ind a nasledna
schvaleni, schvéleni etiket vydana
jakymkoli Regulaénim orgéanem, ktera
jsou nezbytna nebo potiebna pro pousiti,
Vyvoj, Vyrobu a komeréni vyuZiti
farmaceutického nebc
biofarmaceutického pfipravku v kterékoli
zemi nebo regulatorni jurisdikei, véetné
Schvéleni pro podmineéné pouziti a
Registrace;

-Regulaéni organ“ znamena jakykoli
Statni organ, ktery se zabyva
bezpeénosti, uéinnosti, spolehlivost,
Vyrobou, zkoumanim, prodejem nebo
uvadénim Pfipravku na trh;
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‘Related Persons” means spouses,
heirs, children (whether natural or
adopted), descendants, successors and
assigns, estates, or legal
representatives, executors,
administrators or any other Person
representing the rights of the injured
person or any of the foregoing;

“‘Representation” has the meaning
given in clause 24.9;

“Specification” means the written
specifications for the manufacture,
processing, packaging, Labelling, testing
and testing procedures, shipping,
storage and supply of the Product,
including characteristics, quality and
processing of the Product as set out in
schedule 1, and as set forth with respect
to such Product in the Regulatory
Approval (or, in the case of Emergency
Supply, in the pending application for a
Regulatory Approval for the Territory), as
such specifications may be amended or
replaced from time to time as permitted
under this Supply Agreement;

“Subcontractor’ has the meaning given
in clause 24.7.1;

“Term” has the meaning given in
clause 20.1;

“Terminating Party” has the meaning
given in clause 20.5;

"Territory" means the Czech Republic;

“Third Party” means any Person other
than AstraZeneca, the Purchaser and
their respective Affiliates and permitted
successors and assigns;

“VAT® means any Indirect Tax
chargeable under or pursuant to Council
Directive 2006/112/EC of the European
Union; and

“Wilful Misconduct” shall mean an act
or omission taken (a) intentionally to
achieve a wrongful purpose; (b)
knowingly without legal or factual
justification; and (c¢) in disregard of a
known or obvious risk that makes it

.LO0sobami blizkymi* se rozumi
manzelé, dédicové, déti (at jiz viastni,
nebo adoptované), potomci, nastupci a
postupnici, spravci pozustalosti nebo
pravni zéstupci, vykonavatelé zavéti a
spravci a dal$i Osoby zastupujici prava
poskozené osoby nebo kohokoli z vyse
uvedenych;

.Prohlaseni*
v odst. 24.9;

ma vyznam uvedeny

.Opecifikace® znamena pisemnou
specifikaci pro vyrobu, zpracovani,
baleni, oznadovani, testovani a postupy
testovani, pfepravu, skladovani a
dodavani Pfipravku, véetné vlastnosti,
jakosti a zpracovani Pfipravku, jak je
uvedeno v schedule 1 a jak je pro takovy
Pfipravek  uvedeno v Regulachim
schvéleni (nebo pokud jde o Dodavky na
zékladé schvéleni pro podmineéné
pouziti, v podané Zadosti o Regulaéni
schvaleni pro dané Uzemi), pficemz tyto
specifikace mohou byt pfilezitostné
upravovany nebo nahrazovany, jak
umoziiuje tato Smlouva o dodavkach;

Subdodavatel' ma vyznam uvedeny
v odst. 24.7.1;

.Doba platnosti ma vyznam uvedeny
v odst. 20.1;

.Strana ukoncujici smlouvu® ma
vyznam uvedeny v odst. 20.5;

,Uzemi" znamena Ceska republika;

LJreti osoba“ znamena jakoukoli Osobu

kromé spolecnosti AstraZeneca,
Kupujiciho a jejich  pfislusnych
Piidruzenych osob a povolenych

nastupcl a postupniki;

,DPH* znamena jakoukeli Nepfimou
dan, kterda mizZe byt vyméfena podle
smérnice Rady Evropské  unie
2006/112/ES nebo na jejim zékladé; a

,UmysIné pochybeni‘ znamena jednani
nebo opomenuti uéinéné (a) umysiné za
u&elem dosaZeni nekalého zaméru; (b)
védomé& bez pravniho nebo vécného
opodstatnénf; a (¢) bez ohledu na znamé
nebo zjevné riziko vedouci k diivodné
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1.2

reasonably  probable that harm
associated with the risk will arise.

In this Supply Agreement the following
rules of interpretation shall apply:

1.2.1 the words "hereof”, “herein”’,
‘hereto” and ‘“hereunder”
and words of similar import,
when used in this Supply
Agreement, shall refer to this
Supply Agreement as a whole
and not to any particular
provision of this Supply
Agreement;

1.2.2 when a reference is made in
this Supply Agreement to a
clause or schedule, such
reference is to a clause of or
a schedule to this Supply
Agreement respectively, and
all schedules to this Supply
Agreement form a part hereof
for all purposes;

123 the table of contents and
headings of this Supply
Agreement are for

convenience only and shall
not affect the construction of
this Supply Agreement;

124 any reference to the Czech
Law statutory provision or
Czech legal term for any
action, remedy, method of
judicial proceeding,
document, legal status, court,
official or any other legal
concept or thing or Applicable
Law shall in respect of any
Jurisdiction other than Czech
be deemed to include what
most nearly approximates in
that jurisdiction to the Czech
statutory provision or Czech
legal term;

1.2.5 any reference to a Party or
the Parties is to a party or the
parties (as the case may be)
to this Supply Agreement and

1.2

pravdépodobnosti, Ze dojde ke vzniku
$kody spojené s uvedenym rizikem.

V této Smilouvé o dodavkach se uplatni
nasledujici pravidla pro vyklad:

121 jsou-li slovni spojeni ,této
Smlouvy o dodavkach®, ,v
této Smilouvé o
dodavkach®, K této

Smlouvé o dodavkach* a
.podle této Smlouvy o
dodavkach* a vyrazy
podobného vyznamu pouZity
v této smlouvé o dodavkach,
vztahuji se na tuto Smlouvu o
dodavkach jako celek, nikoli
na jeji konkrétni ustanoveni;

1.2.2 pokud je vtéto Smilouvé o
dodavkach uveden odkaz na
odstavec nebo pfilohu, jedna
se o0 odkaz na odstavec, resp.
pfilohu této Smlouvy o
dodavkach a viechny pilohy
této Smlouvy o dodavkach
tvofi pro vSechny ugely jeji
soucast;

1.2.3 obsah a nadpisy této
Smilouvy o dodavkach jsou
uvedeny pouze pro snazsi
orientaci a nemaji vliv na jeji
vyklad,;

1.24 jakykoli odkaz na zakonné
ustanoveni ceského prava
nebo pravni termin deského
prava vztahujici se na jakykoli
dkon, prostiedek népravy,
zpisob  soudniho Ffizeni,
dokument, pravni postaveni,
soudni, Ufedni nebo jakykoli
jiny pravni pojem nebo véc
nebo Platny pravni predpis se
ve vztahu k jiné jurisdikci nez
¢eské povazuje za odkaz na
pojem, ktery se vdané
jurisdikci co nejvice Dblizi
pfisluénému zékonnému
ustanoveni ¢&eského prava
nebo pravnimu  terminu
&eskeého prava;

1.2.5 jakykoli odkaz na Smluvni
stranu nebo Smluvni strany
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1.2.6

127

128

129

1.2.10

shall include legal successors
and/or any permitted
assignees of a Party;

any use of the masculine,
feminine or neuter gender
respectively includes the
other genders and any
reference to the singular
includes the plural (and vice
versa);

the words “other”, “include’,
“‘including”, “such as” and
“in particular’ (and similar
expressions) do not connote
limitation in any way and will
be deemed to be followed by
the phrase "without
limitation";

any reference to a “month”
means a calendar month, any
reference to a “day” means a
calendar day;

any reference to a statute or
statutory provision includes
any successor legislation
thereto in the Territory,
regulations promulgated
thereunder, any consolidation
or re-enactment, modification
or replacement thereof, any
statute or statutory provision
of which it is a consolidation,
re-enactment, modification or
replacement and any
subordinate legislation in
force under any of the same
from time to time;

provisions that require that a
Party, the Parties or any
committee  hereunder to
“agree’, “‘consent’ or
“approve’ or the like will
require that such agreement,

consent or approval be
specific and in  writing,
whether by written

agreement, letter, approved

1.2.6

127

128

1.2.9

1.2.10

je odkazem na smiuvni stranu
nebo (pfipadn&) smiluvni
strany této Smilouvy o
dodavkach a zahrnuje jeji
pravni  nastupce a/nebo
jakékoli jeii pfipustné
postupniky;

jakékoli pouziti muzského,
Zenského nebo stfedniho
rodu zahrnuje i ostatni rody a
jakykoli odkaz na jednotné
€islo zahrnuje i &islo mnozné
(a naopak);

pojmy ,jiné*, ,zahrnuje",
,véetn&*,  napfiklad® a
.Zejména‘ (a  podobné

vyrazy) nenesou Vv Zadném
ohledu vyznam omezeni a
bude se mit za to, Ze po nich
nasleduje slovni spojeni ,bez
omezeni*;

&

jakykoli odkaz na ,mésic
znamena kalendaini mésic,
jakykoli odkaz na ,den"
znamena kalendarni den;

jakykoli odkaz na zakon nebo
zakonné ustanoveni
zahrnuje ve$keré nasledné
pravni predpisy na daném
Uzemi, predpisy vydané na
jejich zakladé, jakékoli jejich
konsolidované, novelizované
a upravené znéni nebo znéni
tyto nahrazujici, jakykoli
zékon nebo zakonné
ustanoveni, jehoZ jsou tyto
konsolidovanym,
novelizovanym, upravenym
znénim nebo znénim tyto
nahrazujici, a  veskeré
podzakonné pravni predpisy
platné v pfislusné dobé na
zakladé kteréhokoli z nich;

ustanoveni vyZadujici, aby
Smluvni strana, Smluvni
strany nebo jakakoli komise
podle této smlouvy
.Souhlasily“, ,odsouhlasily*
nebo  ,schvalily nebo
podobné, vyZaduji, aby
takovy souhlas, odsouhlaseni

13




1.3

2.1

minutes or otherwise
(excluding e-mail or instant
messaging, but a signed PDF
document being acceptable);

1.2.11 where a statement,
representation, or warranty is
qualified by a Pary's
knowledge, a Party shall be
deemed to have made
commercially reasonable
enquiries to confirm the
accuracy of the statement,
representation, or warranty;
1212 the term “or” and “and/or” will
be interpreted in the inclusive
sense commonly associated
with the term “and/or”;

1.2.13 the words ‘“notify” and
“notification” in this Supply
Agreement shall, when
referring to notifications as
between the Parties to this
Supply Agreement (or their
representatives), mean notify
or notification in writing in
accordance with clause 24.1
of this Supply Agreement;
and

1.2.14 any reference to “writing” or
“written” shall include any
modes of reproducing words
in a legible and non-transitory
form (including e-mail, but
excluding SMS or temporary
messages).

In case of a conflict between the
provisions of any schedule and the
provisions of the main body of this
Supply Agreement, the provisions of the
main body of this Supply Agreement
shall prevail.

MANUFACTURE AND SUPPLY OF
PRODUCT

AstraZeneca agrees to supply the
Product to the Purchaser following the
granting of Regulatory Approval and in
accordance with the terms and

1.3

nebo schvaleni bylo konkrétni
a vyhotovené pisemné, at uz
formou pisemné dohody,
dopisu, schvaleného zapisu,
nebo jinak (vyjma e-mailu
nebo okamzZitého zasilani
zprav, pfiem2z podepsany
dokument ve formatu PDF je
viak prijatelny);
1.2.11 pokud je sdéleni, prohlageni
nebo zaruka podminéna
védomim Smiluvni strany, ma
se za to, Ze Smluvni strana
provedla obchodné
pfiméfena $etfeni ktomu,
aby spravnost sdéleni,
prohlaSeni nebo  ujiténi
potvrdila;
1.2.12 pojmy ,nebo* a ,a/nebo” se
vykladaji ve sluéovacim
vyznamu, ktery je obvykle
spojovan S vyrazem
~ainebo’;
1.2.13 pokud se pojmy ,0znamit‘ a
,0Znameni‘ v této Smlouvé o
dodavkach tykaji oznameni
mezi  jejimi Smluvnimi
stranami {nebo jejich
zastupci), pak znamenaji
pisemné oznamit nebo
pisemné oznameni v souladu
s odst. 24.1 této Smlouvy o
dodavkach; a

1.2.14 jakykoli odkaz na vyrazy
.pisemné" nebo ,pisemny*
zahrnuje veskeré zplsoby

reprodukce slov v &itelné, a

nikoli prechodné podobé
(véetné  e-mailu, aviak
$ vyjimkou SMsS nebo

docasnych zprav).

V pfipadé rozporu mezi ustanovenimi
kterékoli pfilohy a ustanovenimi hlavniho
textu této Smilouvy o dodavkach maji
pfednost ustanoveni jejiho hlavniho
textu.

14




2.2

2.3

24

2.5

conditions of this Supply Agreement; the
Purchaser agrees to pay the price for the
Product in accordance with the terms
and conditions of this Supply Agreement.

AstraZeneca shall ensure that the
volume of Product that is the subject of
the Order shall be supplied to the
Purchaser in accordance with the
obligations under clause 5.

AstraZeneca shall procure that it, its
Affiliates and Subcontractors shall
exercise the same level of effort,
diligence and care in the Manufacture
and supply of the Product to the
Purchaser hereunder as AstraZeneca
would exercise in carrying out the same
or substantially similar services itself.

AstraZeneca shall procure that the
Product supplied under this Supply
Agreement has been Manufactured
(including being released) in compliance
with Applicabie Laws, Good
Manufacturing Practice, Guidance, and
the applicable Regulatory Approval(s).

AstraZeneca shall ensure that all
Product supplied to the Purchaser (or its
agent or designee) under this Supply
Agreement shall, at the time of Delivery:

251 be free of any identifiable
Defects and be
unadulterated;

252 has, subject to AstraZeneca
using Commercially
Reasonable Efforts, a
remaining shelf life that is no
less than the Minimum Shelf

Life; and

253 be new and have not (i)
previously left the control of
AstraZeneca; (i) been
rejected or returned by any
other entity, or (iii) been
reprocessed or reworked; in
each case of (i), (i) and (iii)
prior to their supply to the
Purchaser under this Supply
Agreement.

2.1

22

2.3

24

25

VYROBA A DODAVKY PRIPRAVKU

Spoleénost AstraZeneca se zavazuje
dodavat Pfipravek Kupujicimu po
udéleni Regulaéniho schvéleni a v
souladu s podminkami této Smlouvy o
dodavkach, a Kupujici se zavazuje platit
za Pfipravek cenu v souladu s
podminkami této Smlouvy o dodavkach.

Spoleénost AstraZeneca zajisti, aby
objem Pfipravku, kiery je piedmétem
Objednavky, byl Kupujicimu dodan
v souladu s povinnostmi podle &lanku 5.

Spolecnost AstraZeneca zajisti, aby ona,
jeji Pridruzené spolecnosti a
Subdodavatelé vynakladali pfi Vyrobé a
dodavkach Pfipravku Kupujicimu podle
této Smlouvy o dodavkach stejnou miru
usili, pozornosti a péde, jakou by pfi
provadéni stejnych nebo v podstaté
obdobnych sluzeb vynalozila sama.

Spolecnost AstraZeneca zajisti, aby byl
Pripravek dodavany podle této Smiouvy
o dodavkach Vyroben (v&etné uvolnéni
do ob&hu) v souladu s Platnymi pravnimi
pfedpisy, Spravnou vyrobni praxi,
Pokyny a pfislusnym(i} Regulagnim(i)
schvalenim(i).

Spoleénost AstraZeneca zajisti, aby
vdob& Dodani vSechny Pfipravky
dodavané Kupujicimu (nebo jeho

zastupci nebo povérené osobé) podle
této Smlouvy o dodavkach:

2.51 byly prosté jakychkoli
zjistitelnych Vad a necistot;

252 mély pri vynaloZeni
Obchodné pfiméfeného usili
ze strany spoleénosti
AstraZeneca zbyvajici dobu
pouzitelnosti, kterd neni
krat§i nez Minimalni doba
pouzitelnosti; a

253 byly nové a nebyly (i) pfedtim
vyfazeny z kontroly

spoleénosti AstraZeneca; (ii)

15




26

27

2.8

3.1

AstraZeneca shall be solely responsible
for the Manufacturing of the Product, and
its supply of Product to the Purchaser
hereunder. Such responsibilities shall
include undertaking and coordinating all
Manufacturing  activities  (including
procuring all raw materials, equipment
and services for the same), bulk holding
stability studies, undertaking and
validating manufacturing trials, validation
activities (including, but not limited to,
method, process and equipment
cleaning validation), raw material and in-
process testing, bulk finished product
and stability (chemical and/or microbial)

tests, and all other tests and
certifications required by the
Specification, Guidance, applicable

Regulatory Approval(s) and Applicable
Laws.

Where and insofar as expressly stated in
writing by the Purchaser to AstraZeneca,
the Purchaser may appoint one or more
Authorised Agents to act on the
Purchaser's behalf in relation to part or
all of this- Supply Agreement, including to
receive one or more Deliveries of any
Product (or part thereof). AstraZeneca
shall work and co-operate reasonably
with each Authorised Agent appointed by
the Purchaser upon such notification.

Nothing in this Supply Agreement shall
amount to an exclusive purchasing
obligation on the Purchaser or preclude
or restrict the Purchaser from purchasing
any products whatsoever from Third
Parties, including any products that are
complementary to, competitive to,
equivalent to, or substitutable for the
Product or that are indicated for use in
the Field.

MANUFACTURING FACILITIES AND
MATERIALS

AstraZeneca either owns or operates the
Facilities or has or will have a legally
binding agreement in place at the time of
Manufacture, in each case in order to
use, or have used, the Facilities for the

26

2.7

2.8

odmitnuty nebo vraceny
jinym subjektem ani nebyly
(iiiy opakované zpracovany
nebo upraveny, a to
v kazdém pfipadé (i), (ii) a (iii)
pfed jejich dodanim
Kupujicimu podle  této
Smilouvy o dodavkach.

Spoleénost AstraZeneca nese vyhradni
odpovédnost za Vyrobu Pfipravku a jeho
dodavani  Kupujicimu podle této
Smlouvy o] dodavkach. Tato
odpovédnost zahrnuje provadéni a
koordinaci vSech Vyrobnich &innosti
(v€etné obstaravani vsech surovin,
zafizeni a sluzeb pro tyto éely), studie
stability pro uchovavani nerozplné&ného
pfipravku, provadéni a validaci
vyrobnich zkousek, valida¢nich &innosti
(mimo jiné vcetné validace metod,
procestl a Ci§téni zafizeni), zkousek
surovin a zkousek v pribé&hu vyrobniho

procesu, zkousek hotového
nerozpinéného pfipravku a stabilitnich
zkou$ek (chemickych a/nebo

mikrobidlnich) a véech dal$ich zkou$ek a

certifikaci pozadovanych Specifikaci,
Pokyny, pfislusnym(i) Regulaénim(i)
schvalenim(i)a  Platnymi  pravnimi
predpisy.

Pokud to  Kupujici  spole¢nosti
AstraZeneca vyslovné oznami
v pisemné formé, je opravnén jmenovat
Jednoho nebo vice Opravnénych
zastupcl, ktefi budou jednat jeho

jménem v souvislosti s touto Smlouvou o
dodavkach nebo jeji ¢&asti, vietné
pfevzeti jedné nebo vice Dodavek
Pfipravku (nebo jejich ¢asti). Spoleénost
AstraZeneca je na zakladé takového
oznameni povinna s kazdym
Opravnénym zastupcem jmenovanym
Kupujicim pfiméfené spolupracovat.

Zadné ustanoveni této Smiouvy o
dodavkach nepfedstavuje pro
Kupujiciho zavazek vyhradniho nékupu

ani nebrani Kupujicimu, ani ho
neomezuje v hakupu jakychkoli
pfipravki od Tietich osob, véetné
jakychkoli pFipravkl, které jsou ve
vztahu k Pfipravku doplrikové,
konkurencni, ekvivalentni nebo

zastupitelné nebo které jsou indikovany
pro pouZziti v dané Oblasti.

16




3.2

41

4.2

purposes of Manufacturing Product
pursuant to this Supply Agreement and
to ensure the supply and Delivery of
Product in accordance with its terms.
AstraZeneca represents to the
Purchaser that, fo AstraZeneca's
knowiedge as at the Effective Date, the
Facilities will be appropriate and
sufficient for the Manufacture and
Delivery of Conforming Product in the
volumes that are the subject of the Order
and in accordance with the terms of this
Supply Agreement.

AstraZeneca shall:

3.21 keep, or procure the keeping
of the Faciiities in a state and
condition that meets GMP,
and is suitable and necessary
for the successful
Manufacture of the Product to
enable  AstraZeneca to
comply with its obligations to
supply the Product to the
Purchaser in accordance with
this Supply Agreement; and
3.22 ensure that the Facilities have
and will throughout the Term
continue to hold all necessary
Regulatory  Approvals to
operate and Manufacture
Product for supply and
Delivery under and in
accordance with this Supply
Agreement.

ORDERING

After the Effective Date, the Purchaser
shall at any time as necessary submit to
AstraZeneca a written order for
demanded number of Doses of the
Product (the “Order”), together with the
Purchaser’'s order number, VAT number,
and invoice address.

AstraZeneca shall accept the Order in
writing, and the confirmed Order shal! be
binding upon the Parties and subject to
the terms and conditions set out in this
Supply Agreement. All other terms and
conditions (including any terms and
conditions which the Purchaser purports

31

3.2

41

VYROBNI ZARIZENI A MATERIALY

Spoletnost AstraZeneca vlastni nebo
provozuje Zarizeni nebo ma &i bude mit
vdobé Vyroby uzavienou pravné
zavaznou smiouvu, a to vkazdém
piipadé proto, aby mohla pouzivat nebo
aby pouzivala Zafizeni pro uéely Vyroby
Pfipravku podle této Smlouvy o
dodavkach a mohla zajistit dodavky a
Dodani Pripravku v souladu s jejimi
podminkami. Spoleénost AstraZeneca
ve vztahu ke Kupujicimu prohladuje, ze
podle jejiho védomi k Datu uginnosti
budou Zafizeni vhodna a dostateéna pro
Vyrobu a Dodani Vyhowvujiciho pfipravku
v objemech, které jsou pifedmétem
Objednavky a v souladu s podminkami
této Smiouvy o dodavkach.

Spoleénost AstraZeneca je povinna:

3.21 udrzovat nebo zajistit
udrzovani Zarizeni ve stavu,
ktery odpovidd GMP a je
vhodny a nezbytny pro
uspésnou Vyrobu Pfipravku,
aby mohla pinit své
povinnosti spocivajici
v dodavani Pfipravku
Kupujicimu v souladu s touto
Smlouvou o dodavkach a

322 zajistit, aby Zafizeni méla
véechna Regulaéni schvaleni
nezbytna k provozu a
k Vyrob&  Pfipravku  pro
dodavky a Dodavani podle
této Smiouvy o dodavkach a
v souladu s ni, a to po celou
Dobu platnosti Smlouvy o©

dodavkach.

OBJEDNAVKY

Kupujici bude spoleénosti AstraZeneca
kdykoliv podle své potifeby po Datu
ucinnosti predkladat pisemné
objednavky na pozadovany po&et Davek
Pripravku (dale jen ,Objednavka®)
s uvedenim gisla objednavky

17




4.3

5.1

5.2

to apply under any order, specification or
other document attached to any order
form) are hereby excluded. A written
Order also means an order delivered by

post, fax or electronically, ie. in
particular by e-mail to the
distribuce@astrazeneca.com.  Orders

can also be placed by phone, but must
be confirmed immediately (i.e. no later
than the next day) by e-mail.

The estimated annual consumption of
the Product is indicative only and in no
way obliges the Purchaser to purchase
the Product. The Purchaser is entitled
(but not obliged) to purchase the Product
under this Supply Agreement.

DELIVERY

Within thirty (30) days of receipt of
Regulatory Approval, AstraZeneca shall
provide Purchaser with a  delivery
schedule, setting forth the quantities and
timing of Delivery of the Product, (the
"Proposed Delivery Schedule") which
shall be based on the expected
consumption. AstraZeneca undertakes
that it shall promptly update and refine
such Proposed Delivery Schedule, from
time to time, and notify the Purchaser of
the same, to provide Purchaser its most
accurate estimate, to AstraZeneca’s
knowledge, of anticipated quantities and
timing but in doing so shall use
Commercially Reasonable Efforts to
keep as close to the original version of
the Proposed Delivery Schedule
provided pursuant to this clause 5.1.
Using Commercially Reasonable Efforts
to deliver the same as soon as
reasonably possible, and in any event
not later than thirty (30) days prior to
each anticipated Delivery, AstraZeneca
shall provide a firm and final delivery
schedule for each instalment ("Delivery
Schedule") setting forth the quantities of
Product for delivery in that instalment
and the possible date for delivery of that
instalment of Product within the Order.

AstraZeneca shall:

4.2

4.3

5.1

Kupujiciho, DIC a fakturaéni adresy.
Pisemnou Objednavkou se rozumi téz
objednavka doruéend postou, faxem
nebo elektronicky, tedy zejména
elektronickou postou na adresu
distribuce@astrazeneca.com.
Objednévky mohou byt zadavany téz
telefonicky, pfiéemz tyto musi byt
bezodkladné (tj. nejpozdsji nasledujici
den) potvrzeny elektronickou postou.

Spole¢nost AstraZeneca Objednévku
pisemné piijme, potvrzena Objednévka
je pro Smluvni strany zavazna a fidi se
podminkami stanovenymi v této
Smlouvé o dodavkéach. Vsechny dalsi
podminky (véetn& podminek, které se
dle Kupujiciho maji uplatnit na zaklad&
jakékoli objednavky, specifikace nebo
jiného dokumentu pfilozeného
k jakémukoli objednavkovému formulafi)
se timto vyluujji.

Pfedpokladana roéni spotfeba Pripravku
je pouze orientaéni a v 24dném pripadé
nezavazuje Kupujiciho k odbéru
Pfipravkd. Kupujici je na zakladé této
Smlouvy o dodavkach opravnén (nikoli
véak povinen) odebirat Pfipravek.

DODANI

Do ftficeti (30) dni poté, co obdrsi
Regulaéni schvéleni, spole¢nost
AstraZeneca  predlozi  Kupujicimu

harmonogram dodavek, ktery stanovi
mnoZstvi a &asovwy plan Dodani
Pripravku (ddle jen ,Navrhovany
harmonogram dodavek*), ktery bude
vychazet z pfedpokladané spotieby.
Spole¢nost AstraZeneca se zavazuje
Navrhovany harmonogram dodavek
bezodkladné aktualizovat a zpFesfiovat a
informovat o tom Kupujiciho tak, aby mu
poskytla co nejpfesnéj§i odhad
pfedpokladaného mnozstvi a éasového
planu, které  jsou spoleénosti
AstraZeneca znémy, vynaloZi pfi tom
véak Obchodné pfiméfené usili, aby se
co nejvice pfiblizila pivodni verzi
Navrhovaného harmonogramu dodavek
poskytnutého podle tohoto odst. 5.1.
S vynalozenim Obchodné piimé&Feného
usili k dodani téhoz v nejkrat$i mozné
piiméfené Ihité¢ a vkazdém pripadé
nejpozdéji tficet (30) dni pfed kazdym
predpokladanym Dodanim, poskytne

18




5.3

5.2.1 deliver the Product FCA
(Incoterms 2020) at the
Delivery Location
("Delivery") with Delivery
being complete upon the
Product being handed over to
the Purchaser at the Delivery
Location by AstraZeneca;
and

522 use Commercially

Reasonable Efforts to ensure
that the total volume of units
set forth in the Order shall be
delivered; it being understood

that the Order may be
delivered in multiple
instalments.

AstraZeneca shall not be in breach of its
obligation to comply with the Delivery
Schedule if:

5.31 there is a material delay in
AstraZeneca securing the
Regulatory Approval for the
Product in the Territory
provided that (i) AstraZeneca,
its Affiliates and
Subcontractors used
Commercially Reasonable
Efforts in their respective
activities to file for and secure
the grant or issuance of the
same; and (ii) delay was not
caused by the breach of this
Supply Agreement, or the
negligence of, AstraZeneca,
its Affiliates or
Subcontractors;

circumstances outside of
AstraZeneca's  reasonable
control materially affect the
Manufacture of the Product;

5.3.3 there is any minor variance of
dates of Delivery compared to
the Delivery Schedule of up to
five (5) Business Days due to
the unpredictable nature of

52

5.3

spolecnost AstraZeneca pevny a
konecny harmonogram dodavek pro
kazdou dil¢i dodavku (,Harmonogram
dodavek®), vnémz budou uvedena
mnozZstvi Pripravku urtena k dodani
vramci dané diléi dodavky a mozné
datum dodani takové diléi dodavky
Pfipravku v ramci Objednavky.
Spoleénost AstraZeneca:

5.2.1 doda Pripravek dle dodacich
podminek FCA (Incoterms
2020) do Mista dodani
(.Dodani"), pficemz Dodani
je dokonéeno vokamZiku,
kdy spoleCnost AstraZeneca
Pripravek v Misté dodani
pfeda Kupujicimu; a

522 vyhalozi Obchodné
pfiméfené Usili, aby zajistila
dodani celkového objemu
jednotek uvedenych
v Objednavce; rozumi se, ze
Objednavka muiZe byt
dodana ve vice &astech.

Spole¢nost AstraZeneca neporusuje
svou povinnost dodrzet Harmonogram
dodavek, pokud:

5.31 dojde k podstatnému
zpozdéni pfi  zajitovani
Regulacniho schvaleni
Pripravku ze strany
spole¢nosti AstraZeneca na
daném Uzemi za

pFedpokladu, Ze ()
spole€nost AstraZeneca, jeji
Pfidruzené spole¢nosti a
Subdodavatelé vynalozZili pfi
svych ¢innostech Obchodné
pfiméfené Usili  k podani
Zadosti o Regulaéni
schvadleni a zajisténi jeho
udéleni nebo vydani; a (ii)
zpozdéni nebylo zpiisobeno
porusenim této Smlouvy o
dodavkach ani nedbalosti na
strané spoleénosti
AstraZeneca, jejich
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54

the Manufacturing of the
Products, so long as such
variance is notified to
Purchaser as soon as
reasonably practicable; or

534 the Parties agree by mutual
consent to vary the Delivery

Schedule,

provided however that AstraZeneca has
and shall continue to use Commercially
Reasonable Efforts to procure supply
and Delivery of Conforming Product in
accordance with the Delivery Schedule
and failing that as soon as possible
outside of the timelines set forth in the
Delivery Schedule.

AstraZeneca shall arrange for its
nominated carrier to deliver the Product
to the Delivery Location and shall give
the Purchaser no less than five (5)
Business Days' advance notice of the
date of Delivery of the Product; provided,
however, that such Delivery date shall
not be earlier than the applicable date in
the Delivery Schedule without the prior
written consent of the Purchaser.
Delivery shall be deemed complete
when the Product has been handed over
to the Purchaser at the Delivery
Location. If the Purchaser cannot receive
the Product within five (5) Business Days
of AstraZeneca's written notice, the
Purchaser shall notify AstraZeneca of
the same and then prior to making a later
Delivery AstraZeneca shall keep and
store the same in accordance with the
applicable storage guidelines and
requirements for up to five (5) Business
Days following the notified Delivery date
at the Purchasers sole cost and
expense (including the cost of any
amounts required to insure the Product
during such period). After such ten (10
Business Day period, AstraZeneca may
continue to store such Product at the
Purchaser’s cost if the Purchaser agrees
to this. To the extent that either Party
does not agree to continue to store the
Product, AstraZeneca may sell the
applicable Doses to a Third Party or
destroy the applicable Doses at the cost
of the Purchaser. The Purchaser shall
reimburse AstraZeneca for all costs

54

Pfidruzenych spolec¢nosti

nebo Subdodavatel(;
5.3.2 na Vyrobu Pfipravku maji
podstatny viiv okolnosti mimo
piiméfenou kontrolu
spole¢nosti AstraZeneca;
53.3 dojde k jakymkoli drobnym
odchylkam termind Dodani
oproti Harmonogramu
dodavek v délce do péti (5)
Pracovnich dn( =z ddvodu
nepfedvidatelné povahy
Vyroby Pfipravku, pokud je
takova odchylka Kupujicimu
oznamena v nejkrat$i mozné
pfiméfené ihité& nebo
5.3.4 Smluvni strany po vzajemné
dohodé ujednaji zménu
Harmonogramu dodavek,

avsak za predpokladu, Ze spolednost
AstraZeneca vynalozila a bude nadale
vynakladat Obchodné piiméiené Usili
k zajisténi dodavek a Dodani
Vyhovujiciho  pfipravku v souladu
s Harmonogramem dodavek, a pokud se
to nepodaii, pak co nejdifive mimo
terminy v ném stanovené.

SpoleCnost AstraZeneca zajisti, aby ji
uréeny dopravce doruéil Pfipravek do
Mista dodani, a oznami Kupujicimu
datum Dodani Piipravku nejméné pét (5)
Pracovnich dnii pfedem; avéak s tim, ze
toto datum Dodani nesmi bez
pfedchoziho  pisemného  souhlasu
Kupujiciho pfedchazet piislugnému datu
uvedenému v Harmonogramu dodavek.
Dodani se povazuje za dokong&ené,
jakmile je Pfipravek v Misté dodani
piedan Kupujicimu. Pokud Kupujici neni
schopen Pfipravek prevzit do péti (5)
Pracovnich dni od  pisemného
oznameni spolegnosti AstraZeneca, tuto
skutecnost ji sdéli a nasledné spole&nost
AstraZeneca pfed provedenim
pozdéjsiho Dodani Pfipravek uschova a
bude ho skladovat v souladu s platnymi
pokyny a poZadavky na skladovani po
dobu az péti (5) Pracovnich dni po
oznameném datu Dodani vyluéné na
naklady Kupujiciho (véetné nakladd na
veskeré cCastky potiebné k pojisténi
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6.1

associated with distribution, storage, and
destruction of the Product within sixty
(60) days of being invoiced therefor
provided that AstraZeneca provides to
the Purchaser specific evidence for such
costs.

All Deliveries of the Product supplied
hereunder shall, at the time of Delivery or
reasonably in advance of the Delivery of
the Product, be accompanied by the
documentation specified in Schedule 2
(the "Documentation™).

Purchaser may, with AstraZeneca’s prior
written consent and upon entry into a
separate donation agreement, donate or
transfer (‘Donate”), at no profit to
Purchaser, Product Delivered to the
Purchaser that is in excess of its
requirements to other countries,
governments and charitable
organisations (“Recipients”). Purchaser
and Recipient shall be solely responsible
for, at their sole cost and expense,
obtaining any Regulatory Approvals,
activities, consents or other
requirements of any Governmental
Authority which are necessary in
connection with any Donation, as well as
taking any actions required in connection
with the foregoing. Purchaser shall
ensure that any Donation is permitted by,
and in compliance with, all Applicable
Laws. AstraZeneca shall not be
responsible for taking any action, and
hereby disclaims any liability, in
connection with, any Donation, and
Purchaser hereby waives any claims or
potential claims against AstraZeneca in
connection with any Donation.

RISK AND TITLE

Risk of loss or damage and titie to
Products supplied under this Supply
Agreement shall pass to the Purchaser
upon Delivery of the Product to the
Purchaser pursuant to clause 5.

5.5

5.6

Piipravku b&hem tohoto obdobi). Po
uplynuti této Ihity v délce deseti (10)
Pracovnich dnGi mize spole¢nost
AstraZeneca i nadale takovy Pfipravek
skladovat na naklady Kupujiciho, pokud
s tim Kupujici souhlasi. Pokud nékterd
ze Smluvnich stran s dal§im
skladovanim Pfipravku nesouhlasi, je
spoleCnost AstraZeneca opravnéna
pfislusné Davky prodat Treti osobé& nebo
je na naklady Kupujiciho znicit. Kupujici
uhradi spole¢nosti AstraZeneca veskeré
naklady spojené s distribuci,
skladovanim a zniéenim Pfipravku do
$edesati (60) dnl od vystaveni pfislusné
faktury za predpokladu, 2e spoleénost
AstraZeneca poskytne  Kupujicimu
konkrétni doklady o t&chto nakladech.

Spolu s kazdym Dodanim Pfipravku
podle této Smiouvy o dodavkach musi
byt v okamziku Dodani Pfipravku nebo
v pfiméfeném  pfedstihu pifed tim
poskytnuta dokumentace uvedena
v Pfiloze 2 (dale jen ,Dokumentace”).

Kupujici je opravnén s pifedchozim
pisemnym  souhlasem  spole€nosti
AstraZeneca a po uzavieni samostatné
darovaci smlouvy darovat nebo
bezlplatné prevést (,Darovat) jemu
Dodany Pripravek pievySujici jeho
pozadavky jinym zemim, vladam a
charitativnim organizacim (dale jen
.PFijemci’). Kupujici a Pfijemce nesou
vyhradni odpovédnost za to, ze vyluéné
na své naklady zajisti veSkerd Reguladni
schvaleni, ¢innosti, souhlasy nebo jiné
pozadavky jakéhokoli Statniho organu,
které jsou nezbytné v souvislosti
s Darovanim, jakoz i za to, Ze provedou
vesSkeré uUkony potiebné v souvislosti
s vySe uvedenym. Kupujici je povinen
zajistit, aby jakékoli Darovani bylo
pfipustné podle veSkerych Platnych
pravnich predpisti a bylo v souladu
$ nimi. Spole¢nost AstraZeneca
neodpovida za pfijeti Z&dnych opatieni a
timto se zfika veskeré odpovédnosti
v scuvislosti s jakymkoli Darovanim a
Kupujici se timto vzdava veskerych
narokli nebo potencialnich narokd vici
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INSPECTION AND REJECTION OF
PRODUCT

Upon the later of Delivery of the Product
and receipt of the Documentation, the
Purchaser will inspect the Product and
review the Documentation. The
Purchaser is obliged to confirm the
delivery of the Product by imprinting a
stamp and signing the delivery note by a
person authorized to do so. By
confirming the delivery note, the
Purchaser confirms that the Product has
been delivered in the quantity and type
stated on the delivery note. The
Purchaser is obliged to inspect the
goods upon receipt. The Purchaser is
obliged to notify AstraZeneca of obvious
defects (especially quantity defects)
immediately upon receipt and mark them
on the delivery note. The Purchaser shall
notify AstraZeneca in writing (within thirty
(30) days of the Delivery of the Product
and receipt of the Documentation) if it
rejects the Product ("Rejected
Product’) due to any Defect.
AstraZeneca agrees that Purchaser may
reject the portion, or if applicable, the
whole, of any Delivery batch that would
reasonably be expected to be Defective
based on a reasonable sample of the
Products taken indiscriminately from that
Delivery batch that is found to have a
Defect. Notwithstanding the above:

7.11 if a Defect in the Product was
not reasonably ascertainable
from a visual inspection of the
Product and review of the
accompanying
Documentation; or

712 any Defect was a latent or

hidden defect;

then such thirty (30) day period shall not
apply, provided that the Purchaser
notifies AstraZeneca in writing of its
subsequent detection of the Defect prior
to expiration of the shelf life and within
twenty (20) Business Days of the time
the Purchaser first becomes aware of a
Defect in the applicable Product {which
may be prior to conducting root cause
analysis) whereupon such Product shall

6.1

7.1

spole¢nosti AstraZeneca v souvislosti
s timtéz.

RIZIKO A VLASTNICKE PRAVO

Riziko ztraty nebo poskozeni Pfipravkii
dodavanych podle této Smlouvy o
dodavkach a viastnické pravo k nim
pfechdzi na Kupujiciho okamzikem
Dodani Pfipravku Kupujicimu podle
¢lanku 5.
KONTROLA A ODMITNUTI
PRIPRAVKU

Pfi Dodani Pfipravku nebo prevzeti
Dokumentace, a to podle toho, k éemu
dojde pozdé&ji, Kupujici provede kontrolu
Pfipravku a prezkouma Dokumentaci.
Dodani Pripravku je Kupujici povinen
potvrdit otiskem razitka a podpisem
dodaciho listu osobou k tomu
opravnénou. Potvrzenim dodaciho listu
Kupujici potvrzuje, Ze Pfipravek byl
dodan v mnozstvi a druhu uvedeném na
dodacim listu. Kupujici je povinen
zboZi pii pfevzeti prohiédnout. Zjevné
vady (zejména mnozstevni) je Kupuijici
povinen spoleénosti  AstraZeneca
oznamit ihned pfi prevzeti a vyznagit je
na dodacim listu. Kupujici pisemné
vyrozumi spole¢nost AstraZeneca (do
triceti (30) dnd od Dodani Pifpravku a
prevzeti Dokumentace), pokud
Pfipravek pro jakoukoli Vadu odmitne
(-Odmitnuty pFipravek’). Spolednost
AstraZeneca ujednava, 2e Kupujici je
opravnén odmitnout tu &ast jakékoli
Dodané $arze, pfipadné celou Dodanou
SarZi, u niz Ize divodné odekavat, e
bude Vadnad, a to na zaklade
piimé&feného vzorku Pfipravk(l nahodné&
odebraného z této Dodané Sarze, u niz
byla zji$téna Vada. Bez ohledu na vyse
uvedené:
7.1.1 pokud Vada Pfipravku nebyla
piiméfené zjistitelna jeho
vizualni  kontrolou  nebo
pfezkoumanim pfilozené
Dokumentace nebo

se jednalo o latentni nebo
skrytou Vadu;
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7.2

8.1

8.2

be deemed a Rejected Product. Should
the Purchaser notify AstraZeneca
pursuant to this clause 7.1, Purchaser
shall make available samples of the
Rejected Product to AstraZeneca (or its
nominated agent) for collection and
testing.

In the event of a disagreement
concerning whether Product has any
Defect or is Conforming Product,
AstraZeneca shall notify the Purchaser
within fourteen (14) days of its receipt of
the Purchaser’s notice of such Rejected
Products. AstraZeneca and the
Purchaser shall use their respective
reasonable endeavours to resolve such
disagreement as premptly as possible.
Either Party may submit a sample of the
allegedly Defective Product for testing to
an independent testing laboratory of
recognised standing in the industry (to
be mutually agreed and approved by the
Parties acting in good faith)
(“‘Laboratory”), to determine whether or
not such Product was Defective or
Conforming Product at the time of
Delivery. The findings of the Laboratory
shall be final and binding on the Parties
other than in the event of manifest error.
The cost of the testing and evaluation by
the Laboratory shall be borne by the
Party against whom the Laboratory’s
decision is given.

REMEDIES AND MITIGATION OF
LOSSES

AstraZeneca acknowledges the critical
importance that the Purchaser places on
ensuring that Products are delivered free
of Defect, in conformance with clauses
2.4 and 2.5, and in accordance with the
Delivery Schedule.

In respect of any Rejected Product for
which the Parties are in agreement that
the Product is Defective or the
Laboratory has found to be Defective,
provided that the Purchaser notifies
AstraZeneca of such Defect in
accordance with clause 7.1:

8.2.1 AstraZeneca shall replace the
Rejected Product with an
identical quantity of
Conforming Product at no
additional cost to the

7.2

8.1

8.2

pak se tato fticetidenni (30) Ihita
neuplatni za predpokladu, Ze Kupujici
pisemné oznami spoleénosti
AstraZeneca své nasledné zjisténi Vady
pfed uplynutim doby pouZitelnosti a do
dvaceti (20) Pracovnich dnl od
okamziku, kdy se poprvé dozvédél o
Vadé pfislu$ného Pripravku (coz mize
byt pfed provedenim analyzy hlavnich
pficin), nacez se takovy Pfipravek
povazuje za Odmitnuty pfipravek. Pokud
Kupujici vyrozumi spole¢nost
AstraZeneca podle tohoto odst. 7.1,
poskytne spolecnosti AstraZeneca (nebo
jejimu  uréenému zastupci) vzorky
Odmitnutého pfipravku  kodb&ru a
testovani.

V pfipadé neshody ohledné toho, zda
Pripravek trpi Vadou nebo zda se jedna
o Vyhovujici pfipravek, spoleénost
AstraZeneca vyrozumi Kupujiciho do
étrnacti (14) dndl poté, co obdrzi jeho
oznameni o Odmitnutych pfipravcich.
Spole¢nost AstraZeneca a Kupujici
vynalozi pfiméfené usili k co
nejrychlejsimu vyfeSeni takové neshody.
Kazda Smluvni strana muize piedlozit
vzorek udajné Vadného Pripravku ke
zkousce  vrenomované  nezavislé
zkugebni laboratofi plsobici v daném
oboru (na niz se Smluvni strany
dohodnou a kterou schvali jednajice
v dobré viie) (,Laboratoi) k uréeni, zda
byl pfedmétny Pfipravek v dobé& Dodani
Vadnym nebo Vyhovujicim pfipravkem,
¢i nikoli. Zavéry Laboratofe jsou pro
Smluvni strany konetné a zavazné
s vyjimkou pfipadl zjevného omylu.
Naklady na testovani a vyhodnoceni
Laboratofi nese Smluvni strana, v jejiz
neprospéch bylo rozhodnuti Laboratofe
vydano.

PROSTREDKY NAPRAVY A SNIZENi
ZTRAT

Spoleénost AstraZeneca si je védoma
zasadniho vyznamu, ktery Kupujici
pfiklada zajisténi toho, aby Dbyly
Pripravky dodany prosté Vad, v souladu

sodst 0 a 25 a vsouladu
s Harmonogramem dodavek.
Pokud jde o jakykoli Odmitnuty

pfipravek, u néhoZz se Smluvni strany
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9.1

9.2

Purchaser, upon the Parties
agreeing on the Delivery
Schedule for such
replacement Product, which
AstraZeneca  shall use
Commercially Reasonable
Efforts to deliver on an
expedited basis; and
8.2.2 the Rejected Product shall be
made available for collection
and disposal by AstraZeneca,
which  AstraZeneca shall
collect in accordance with
Applicable Law. AstraZeneca
shall be responsible for (i) the
cost of collection and disposal
of Rejected Product and (i)
any of Purchaser's
reasonable, and direct, out-
of-pocket expenses actually
incurred by Purchaser in
connection with the storage,
transportation and
distribution of such Rejected
Product  after  Delivery,
provided that Purchaser shall
use Commercially
Reasonable Efforts to
mitigate any such costs.

DEVELOPMENT AND INFORMATION
REQUIREMENTS

AstraZeneca shall itself and through its
Affiliates be responsible at its sole cost
and risk for the Development of the
Product and for fiing with and
prosecuting to grant or issuance a
Regulatory Approval for the Product in
the Territory from the Licensing Authority
for an indication in the Field.
AstraZeneca shall ensure, and shall
procure, the Development of the Product
is undertaken (i) promptly, competently
and in accordance with professional
scientific standards; and (i) using
Commercially Reasonable Efforts to
develop the Product to be a licensed
medicine within the Territory for the
Field.

AstraZeneca shall inform the Purchaser
in writing if it knows there to be any delay
to, rejection of, or other issue
jeopardising its grant or renewal of any

9.1

shodnou na tom, Ze je Vadny nebo jehoz
shledd  Vadnym  Laboratof, za
predpokladu, Ze Kupujici oznami
spolegnosti AstraZeneca takovou Vadu
v souladu s odst. 7.1:

8.2.1 spolecnost AstraZeneca
nahradi Odmitnuty pfipravek
identickym mnoZstvim
Vyhovujictho pfipravku bez
dodatecnych nédklad na
strané Kupuijiciho poté, co se
Smluvni strany dohodnou na
Harmonogramu dodavek
takového nahradniho
Pfipravku, ktery spole&nost
AstraZeneca doda urychlené
s vynalozenim Obchodné
pfiméfeného (silf; a

8.2.2 Odmitnuty pfipravek bude
dan kdispozici spoleénosti
AstraZeneca kodb&u a
likvidaci a tato jej odebere
v souladu s Platnymi
pravnimi pfedpisy.
Spolecnost AstraZeneca
ponese (i) naklady na odbér a
likvidaci Odmitnutého
pfipravku a (i) veskeré
pfiméfené a pfimé finanéni
vydaje Kupujiciho, které mu
skute¢né vzniknou
v souvislosti se skladovanim,
pfepravou a distribuci
takového Odmitnutého
pfipravku po Dodani, pficemz
Kupujicl vynalozi Obchodné
piiméfené (sili ke snizeni
jakychkoli takovych nakladi.

VYVOJ A  POZADAVKY NA

INFORMACE

Spolecnost AstraZeneca je na vlastni
naklady a riziko odpov&dna sama o sobé
a prostfednictvim svych Pfidruzenych
spoleCnosti za Vyvoj Pfipravku a za
podani Zadosti a zahdjeni fizeni o
udéleni nebo vydani Regulacniho
schvaleni Pfipravku na daném Uzemi ze
strany Povolujiciho organu pro indikaci
v dané Oblasti. Spoleénost AstraZeneca
zajisti, aby Vyvoj Pfipravku probihal (i)
rychle, kvalifkované a v souladu
s odbornymi védeckymi standardy a (ji)
s vynaloZzenim Obchodné& pfim&feného
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10.

101

10.2

10.3

11.

11.1

Regulatory Approval required for or
applicable to the Product in the Territory.

PRICE AND CHARGES

The price of the Product as agreed by the
Contracting Parties in accordance with
the wording of Act No. 526/1990 Coll., on
prices, as amended, is specified in
Schedule 3 - the Pricelist hereto (the
“Price”). The Parties acknowledge and
agree that the Price applies to this
Supply Agreement only and shall not
impact the supply price for Product under
any other supply arrangement.

The Price is the highest allowable price
and includes all AstraZeneca's costs
arising under this Supply Agreement
(including any costs of delivery of the
Product to the place of delivery). Price
increase is only possible in the case of
legislative changes that have a
demonstrable effect on the purchase
price in relation to VAT, and on the basis
of a written proposal from AstraZeneca,
which must be approved by the
Purchaser in writing. In the event that
prices are reduced on the basis of price
regulation according to the Ministry of
Health of the Czech Republic, which will
apply to the Price, the Price will be
automatically reduced. It is not
necessary to conclude an addendum to
the contract about these changes. For
the avoidance of doubt, this procedure
may in no case exceed the price quoted
in Schedule 3 - Pricelist.

For clarity, the pricing set forth in clause
10.1 is on a per-Dose basis, and is not
based on the Field of use. Prophylactic
uses require one (1) Dose of Product and
therapeutic uses require two (2) Doses
of Product.

INVOICING AND PAYMENT

AstraZeneca shall invoice the Purchaser
in Czech Crowns for the Product
supplied under this Supply Agreement

9.2

10.

101

10.2

10.3

asili k vyvoji Pripravku tak, aby se stal
schvalenym  léCivym pripravkem na
daném Uzemi pro danou Oblast.

Spoleénost AstraZeneca je povinna
pisemné informovat Kupujiciho, pokud je
ji. znamo, Ze doslo k jakémukoli
zpozdéni, zamitnuti nebo jinému
problému ohrozujicimu udéleni nebo
prodlouzeni jakéhokoli Regulag&niho
schvaleni, které je pro Pfipravek na
daném Uzemi pozadovano nebo se néj
vztahuje.

CENA A POPLATKY

Cena za Pripravek, jak se smluvni strany
dohodly v souladu se znénim zdkona &.
526/1990 Sb., o cenach, ve znéni
pozdéj§ich pfedpisll, je uvedena
v Pfiloze &. 3 této Smlouvy o dodavkach
— Cenik (dale jen ,Cena®). Smluvni
strany berou na védomi a ujednéavaji, Zze
Cena se vztahuje pouze na tuto Smilouvu
o0 dodavkach a nema vliv na cenu za
dodani Pripravku na zakladé jakékoli jiné
smlouvy o dodavkach.

Cena je cenou nejvyde piipustnou a
obsahuje veskeré naklady spolecnosti
AstraZeneca plynouci z této Smlouvy o
dodavkach (véetné veskerych nakladl
na dodani Pfipravku do mista dodani).
Navyseni Ceny je mozné pouze v
pfipadé legislativnich zmén, které maji
prokazatelny vliv na vysi kupni ceny ve
vztahu k DPH, a na zékladé pisemného
néavrhu AstraZeneca, ktery musi kupujici
pisemné odsouhlasit. V pfipadé, Ze
dojde ke sniZzeni cen na zakladé cenovée
regulace dle vyméru Ministerstva
zdravotnictvi CR, ktery se na Cenu bude
vztahovat, bude Cena automaticky
shizena. O téchto zmé&nach neni nutno
uzavirat dodatek ke smlouvé. Pro
zamezeni vSech pochybnosti se
stanovuje, Ze timto postupem nemiZe v
Zadném pfipadé dojit k pfekrodeni ceny
uvedené v Pfiloze €. 3 - Ceniku.

Pro upfesnéni se uvadi, 2e cena
specifikovana v odst. 10.1 je stanovena
na zakladé jedné Davky a neni zaloZena
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11.2

11.3

11.4

on delivery at the Price (plus VAT) for
each Order separately. The invoice must
contain the requisites of a tax document
pursuant to Act No. 235/2004 Coll., on
Value Added Tax, as amended, and the
purchase number of the relevant Order.
A copy of the confirmed delivery note will
be attached to the invoice.

The Purchaser shall pay each invoice
properly submitted in accordance with
this Supply Agreement and the invoice
schedule within sixty (60) days after the
delivery date of the applicable invoice to
the Purchaser.

All payments due to AstraZeneca under
this Supply Agreement:

11.3.1 are exclusive of any VAT
which may be chargeable,
which if properly chargeable
the Purchaser shall pay in
addition at the rate and in the
manner for the time being
prescribed by Applicable Law
and subject to AstraZeneca
providing a valid and accurate

VAT invoice;

11.3.2 shall be made by the
Purchaser in Czech crowns
by wire transfer of
immediately available funds
in the requisite amount to
such bank accounts as
AstraZeneca may from time
to time notify in writing to the
Purchaser; and

11.3.3 shall be made in full and
cleared funds, subject to any
deduction or withholding
which must be made under
Applicable Laws.

In the event that the invoice contains
incorrect or incomplete details, the
Purchaser is entitled to return it to
AstraZeneca until its due date. Where
Purchaser raises a query with respect to

1.

11.2

na Oblasti pouziti. K profylaktickému
pouziti je nezbytna jedna (1) Davka a
k terapeutickému pouziti dvé (2) Davky.

FAKTURACE A PLATBY

Spolec¢nost AstraZeneca vystavi
Kupujicimu fakturu za Pfipravek dodany
podle této Smlouvy o dodavkach pfi jeho
dodani, a to na &astku v korunach
Ceskych odpovidajici Cené& (navy$enou
pouze o souvisejici DPH) pro kazdou
Objednavku  zvl&st. Faktura musi
obsahovat naleZitosti dafiového dokladu
dle zékona ¢. 235/2004 Sb., o dani z
pfidané hodnoty, ve znéni pozdéjSich
predpisl a cislo pfislusné Objednavky.
Pfilohou faktury bude kopie potvrzeného
dodaciho listu.

Kupujici uhradi kazdou fakturu fadné
pfedloZenou v souladu s touto Smlouvou
o] dodavkach a fakturaénim
harmonogramem do $edeséti (60) dni
ode dne doruceni pfislu§né faktury
Kupujicimu.

Veskeré platby, které maji byt
spole¢nosti AstraZeneca uhrazeny podle
této Smilouvy o dodavkach:

11.3.1 nezahrnuji pfipadné DPH,
které mize byt vyméreno a
které v pfipadé jeho fadného
vyméfeni  Kupujici  uhradf
navic vsazbé a zplsobem,
které jsou v daném okamziku
stanoveny Platnymi pravnimi
pfedpisy, a to za
pfedpokladu, Ze spolednost
AstraZeneca pfedloZi platnou
a pfesnou fakturu s uvedenim
DPH;

11.3.2 Kupujici
korunéach
pfevodem
dostupnych finanénich
prostiedkd v pozadované
vy8i na bankovni ugty, které
mizZe spole¢nost
AstraZeneca Kupujicimu dle
potieby pisemné sdélit, a

uhradi v éeskych
bezhotovostnim
okamzité
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121

an invoice, the Parties shall liaise with
each other and agree a resolution to
such query within thirty (30) days, of the
query being raised. Upon agreement,
AstraZeneca will correct the invoice or
issue a new one. For this new or
corrected invoice, a new due date runs
from its delivery to the Purchaser. If the
Parties are unable to agree a resolution
within thirty (30) days, the query shall be
referred to dispute resolution in
accordance with the dispute resolution
procedure prescribed in this Supply
Agreement. For the avoidance of doubt,
the Purchaser shall not be in breach of
any of any of its payment obligations
under this Supply Agreement in relation
to any queried or disputed invoice sums
unless the process referred to in this
clause 11.4 has been followed and it has
been determined that the queried or
disputed invoice amount is properly due
to AstraZeneca and the Purchaser has
then failed to pay such sum within sixty
(60) days following such determination.

If the Purchaser fails to pay any amount
payable under this Supply Agreement by
the due date for payment, then without
prejudice to any other rights or remedies
that AstraZeneca may have interest shall
accrue on that amount in accordance
with the Applicable Laws

WARRANTY AND UNDERTAKINGS

AstraZeneca warrants and undertakes to
the Purchaser that, at the time of
Delivery:
12.1.1 the Products shall have been
Manufactured, packaged,
labelled, handled, stored and
transported in accordance
with, and comply in ali
respects with, (i) the
Specifications; (i) the
Documentation and any
Certificate of Analysis, (iii) the
applicable Regulatory
Approval; and (iv) Applicable
Laws including Good
Manufacturing Practices
(including record and sample
keeping, deviation reporting,
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121

11.3.3 budou provedeny v piné vysi
a zultovany, s vyhradou
jakychkoli odpoétd  nebo
srazek, které musi byt
provedeny podie Platnych
pravnich predpisi.

V pfipadé, ze faktura bude obsahovat
nespravné nebo nelpiné naleZitosti, je
Kupujici opravnén ji do doby jeji
splatnosti vratit spole¢nosti
AstraZeneca. Pokud Kupujici vznese
dotaz tykajici se faktury, Smluvni strany
se spoji a dohodnou se na ieSeni
takového dotazu do tficeti (30) dnli od
jeho vzneseni. Po dohodé& AstraZeneca
fakturu opravi nebo vystavi novou. U této
nové nebo opravené faktury bézi nova
Ihita splatnosti od jejiho doruceni
Kupujicimu. Pokud se Smluvni strany
na fedeni dotazu do ftficeti (30) dnd
nedohodnou, bude postoupen k rfeSeni
v souladu s postupem pro feSeni spor(i
stanovenym  vtéto  Smiouvé o
dodavkach. Pro vylou€eni pochybnosti
plati, Zze Kupujici neporusuje zadne své
platebni povinnosti podle této Smiouvy o
dodavkach ve vztahu kjakymikoli
fakturovanym ¢&astkam, na které byl
vznesen dotaz nebo které jsou
pfedmétem sporu, ledaZze byl dodrzen
postup uvedeny v tomto odst. 11.4 abylo
uréeno, Ze fakturovana ¢astka, na kterou
byl vznesen dotaz nebo kiera je
pfedmétem sporu, ma byt spoleénosti
AstraZeneca Fadné uhrazena a Kupujici
poté tuto castku nezaplati do Sedesati
(60) dni1 od takového uréeni.

Pokud Kupujici nezaplati jakoukoli
¢éastku splathou podle této Smlouvy o
dodavkach do data splatnosti, pak z této
c¢astky naristaji Udroky v souladu
s Platnymi pravnimi pfedpisy, aniz by
byla dotéena jakakoli jind prava nebo

prostredky napravy spolecnosti
AstraZeneca.
ZARUKA A ZAVAZKY

Spole¢nost AstraZeneca ve vztahu ke
Kupujicimu zaruCuje a zavazné uvadi,
ze v okamziku Dodani:

1211 budou Pripravky Vyrobeny,
zabaleny, oznadeny, bude
s nimi nakladano, budou
skladovany a pfepravovany
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121.2

12.1.3

testing and quality
requirements);

subject to clause 5.4, the
Products shall at the time of
Delivery (or, in the event that
Purchaser notifies
AstraZeneca that Purchaser
cannot receive the Product
within ten (10) Business Days
of AstraZeneca's written
notice pursuant to clause 5.4,
then as of the date of Delivery
originally notified by
AstraZeneca to Purchaser
pursuant to clause 5.4) meet
the Minimum Shelf Life
requirement;

AstraZeneca shall, in fulfilling
its obligations hereunder and
supplying Product to the
Purchaser, comply with (and
ensure the Products comply
with) the regulatory
requirements required by
Applicable Laws in the
Territory, including relevant
provisions of:

(a) Directive 2001/83,;

(b) Title 1l of Regulation
(EC) No 726/2004 of
the European
Parliament and of the
Council of 31 March
2004 laying down
European
Community
procedures for the
authorisation and
supervision of
medicinal products
for human and
veterinary use and

121.2

12.1.3

ve vSech ohledech v souladu
se (i) Specifikacemi, (ii)
Dokumentaci a jakymkoli
Osvédéenim o analyze, (iii)
prislusnym Regulagnim
schvélenim a (iv) Platnymi
pravnimi pfedpisy, vcetné
Spravné  vyrobni  praxe
(véetné  pozadavkil na
evidenci zaznam( a vzork(,
hlaeni odchylek, testovani a
jakost);

s vyhradou ustanoveni odst.
54 budou Pfipravky
vokamziku Dodani (nebo
v pfipadé&, Ze Kupujici oznami
spoleénosti AstraZeneca, Ze
neni schopen Pfipravek
pfevzit do deseti (10)

Pracovnich dnl od
pisemného oznameni
spolecnosti AstraZeneca

podle ustanoveni odst. 5.4,
pak k datu Dodani plivodné
oznamenému spoleénosti
AstraZeneca Kupujicimu
podle ustanoveni odst. 5.4)
spliovat  poZadavek na
Minimalni dobu pouzitelnosti;

pfi pinéni svych povinnosti
podle této Smlouvy o
dodavkach a pfii dodavani
Pfipravku Kupujicimu bude

spole¢nost AstraZeneca
dodrzovat (a =zajisti, aby
Pfipravky spliiovaly)
regulaéni pozadavky

stanovené Platnymi pravnimi
predpisy na daném Uzemi,
véetné piislusnych
ustanoveni:

(a) Smérnice 2001/83,;

(b) Hlavy Il  nafizeni
Evropského

parlamentu a Rady

establishing a (ES) &. 726/2004 ze
European Medicines dne 31. biezna 2004,
Agency; kterym se stanovi
postupy Evropského

(c) all Applicable Laws, spoledenstvi pro
regulations and registraci humannich
guidelines within the a veterinarnich
Territory légivych pfipravkil a
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implementing the
legislation referred to
in clause 12.1.3(a)
and 12.1.3(b) above;
and

(d) any Guidance or
directions or like
documents that may
be published during
the Term of this
Supply Agreement by
the EMA or national
competent
authorities and are
applicable to the
Product at the time of

dozor nad nimi a
kterym se zfizuje
Evropskd agentura
pro légivé pfipravky;

(c) viech Platnych
pravnich  predpis(,
nafizeni a pokynl na
daném Uzemi,
kterymi se provadéji
pravni piedpisy
uvedené v bodé
12.1.3(a) a 12.1.3(b)
vySe a

(d) veskerych  Pokyni

nebo instrukci nebo

Manufacture; podobnych
dokumentt, které
mohou byt

12.1.4 it and its Affiliates have, and it zvefgjnény  b&hem
will use Commercially Doby platnosti této
Reasonable Efforts to ensure Smiouvy o]
that its Subcontractors have, dodavkéach
Manufacturing and agenturou EMA nebo
warehousing capacity and pfislusnymi
facilities that are, to narodnimi organy a
AstraZeneca’s  knowledge, které se vztahuji na
sufficient to Manufacture Pfipravek v okamziku
Products compliant with the jeho Vyroby;
requirements under this
Supply Agreement; 12.1.4 spoleénost AstraZeneca a jeji

PridruZzené spole¢nosti maji
Vyrobni a skladovaci kapacity

12.1.5 to the extent required by a zafizeni, ktera jsou podle
clause 4.4, it will ensure that védomi spole€nosti
it procures and maintains AstraZeneca dostateéna
sufficient levels of raw k Vyrobé Pfipravkii v souladu
materials, consumables and s pozadavky podle této
other materials required to Smlouvy © dodavkach, a
Manufacture the  Order vynalozi Obchodné
volumes in accordance with pfiméfené Usili k tomu, aby
its obligations under this zajistila, Zze tato maji i jeji
Supply Agreement; and Subdodavatelé;

12.1.6 it has and shall maintain a 12.1.5 v rozsahu poZadovanem
properly documented system vodst. 4.4 zajisti, Ze bude
of quality controls and obstarano a  udrZovano
processes  covering all dostateéné mnozstvi surovin,
aspects of its obligations spotiebniho  materialu  a
under this Supply Agreement daldich materialll potfebnych
(including those it may k Vyrob& objemi uvedenych
subcontract to others) and v Objednavce, a to v souladu
shall at all times comply with se svymi povinnostmi podie
such quality controls and této Smlouvy o dodavkach a
processes.

1216 disponuje fadné
zdokumentovanym

29




12.2

AstraZeneca

further warrants and

undertakes to the Purchaser that:

12.21

1222

12.2.3

12.2.4

1225

12.2.6

as at the Effective Date it has
the right and authority to enter
into this Supply Agreement
and that it has the capability
and capacity to fulfil its
obligations under this Supply
Agreement;

as at the Effective Date, this
Supply Agreement has been
duly executed and, assuming
due executon by the
Purchaser, is a legal, valid
and binding obligation on it,
enforceable against it in
accordance with its terms:

as at the Effective Date it is a
properly constituted limited
liability company and that it is
fully empowered by the terms
of its constitutional
documents to enter into and
to carry out its obligations
under this Supply Agreement
and the documents referred
to therein;

as at the Effective Date there
are no pending or threatened
actions or proceedings before
any court or administrative
agency which would
materially adversely affect the
financial condition, business
or operations of AstraZeneca;

as at the Effective Date there
are no material agreements
existing to which
AstraZeneca is a party which
prevent AstraZeneca from
entering into this Supply
Agreement;

as at the Effective Date all
necessary actions to
authorise the execution of
and performance of its
obligations under this Supply

12.2

systémem kontrol a postuput
voblasti jakosti zahrnujicim

v8echny  aspekty jejich
povinnosti podle této
Smlouvy o  dodavkach

(véetné téch, které moze
zadat jinym subdodavatel(im)
a bude ho udrzovat a bude
vidy jednat v souladu
s uvedenymi kontrolami a
postupy v oblasti jakosti.

Spole¢nost AstraZeneca dale ve vztahu
ke Kupujicimu zaruéuje a zavazné

uvadi, Ze:

12.2.1

1222

12.2.3

1224

12.2.5

k Datu uéinnosti je opravnéna
uzaviit tuto Smlouvu o
dodavkach a Ze je schopna a
zplsobild plnit své zavazky
Z ni vyplyvajici;

k Datu uginnosti byla tato
Smilouva o dodéavkach fadné
uzaviena a za pfedpokiadu
jejiho  fadného  uzavieni
Kupujicim pro ni pfedstavuje
prévni, platné a zavazné
povinnosti, které jsou vadi ni
vymahatelné v souladu
s jejimi podminkami;

kDatu uéinnosti je radné
zalozenou spole¢nosti
s ruéenim omezenym a Ze je
v souladu se svymi
zakladatelskymi  dokumenty
piné opravnéna piijimat a
plnit své povinnosti z této
Smlouvy o dodavkach a
dokumentl, na které se v ni
odkazuje;

k Datu Gcinnosti neprobihaiji
ani nehrozi zadné Zaloby ani
fizeni pfed jakymkoli soudem
nebo spravnim organem,
které by meély podstatny
nepfiznivy vliv na finanéni
situaci, podnikani  nebo
¢innosti spolecnosti
AstraZeneca;

k Datu ucinnosti neexistuji
Zzadné podstatné dohody,
jichz je spoleénost |
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12.3

1227

12.2.8

12.2.9

The Purchaser warrants and undertakes
to AstraZeneca that:

12.31

12.3.2

Agreement have been taken
before such execution;

it shall: (i) comply with all
Applicable Law and Guidance
to ensure that there is no
slavery or human trafficking in
its supply chains; and (ii)
notify the Purchaser
immediately if it becomes
aware of any actual or
suspected incidents  of
slavery or human trafficking in
its supply chains;

at the time of their Delivery,
title to the Product supplied
under this Supply Agreement
will pass to the Purchaser as
provided in this Supply
Agreement free and clear of
any security interest, lien,
charge or other
encumbrance; and

it shall immediately inform the
Purchaser about detected
defects of the delivered
Product.

as at the Effective Date it has
the right and authority to enter
into this Supply Agreement
and that it has the capability
and capacity to fulfil its
obligations under this Supply
Agreement;

as at the Effective Date, this
Supply Agreement has been
duly executed and, assuming
due execution by
AstraZeneca, is a legal, valid
and binding obligation on it,
enforceable against it in
accordance with its terms;

123

12.2.6

12.2.7

12.2.8

12.2.9

Kupujici

AstraZeneca smluvni stranou
a které by ji branily v uzavreni
této Smilouvy o dodavkach;

k Datu acinnosti byly pfed
uzavienim této Smlouvy o
dodavkach uginény v8echny
nezbytné tkony ke schvaleni
jejiho uzavfeni a pInéni jejich
povinnosti podle této
Smiouvy o dodavkach;

se zavazuje: (i) dodrzovat

véechny  Platné  pravni
predpisy a Pokyny, aby
zajistila, ze v jejich
dodavatelskych fetézcich
nedochazi k otroctvi nebo
obchodovani s lidmi a (ii)
neprodlené informovat
Kupujiciho, pokud se dozvi o
jakychkoli skuteénych
pfipadech  otroctvi  nebo
obchodovani s lidmi nebo

podezfeni na né& ve svych
dodavatelskych fetézcich;,

v okamziku jeho Dodani
pfejde  vlastnické pravo
k Pfipravku dodanému podle
této Smlouvy o dodavkach na
Kupujiciho, jak je uvedeno
v této Smilouvé o dodavkach,
bez jakychkoli zastavnich
prav, prav tretich osob nebo
jiného zatiZeni a

bude neprodlené informovat

Kupujictho o  zjisténych
vadach dodavaného
Pfipravku.

ve vztahu ke spoleCnosti

AstraZeneca zarucuje a zavazné uvadi,

ze:

12.3.1

12.3.2

k Datu G&innosti je opravnén
uzaviit tuto Smlouvu o
dodavkach a Ze je schopny a
zpUsobily plnit své zavazky
vyplyvajici z této Smlouvy o
dodavkach;

k Datu uéinnosti byla tato
Smiouva o dodavkach fadné
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12.4

12.3.3 as at the Effective Date it is a
properly constituted state-
funded organization and that
it is fully empowered by the
terms of its constitutional
documents to enter into and
to carry out its obligations
under this Supply Agreement
and the documents referred
to therein;

as at the Effective Date there
are no material agreements
existing to which the
Purchaser is a party which
prevent the Purchaser from
entering into this Supply
Agreement;

12.34

12.3.5 as at the Effective Date all
necessary actions to
authorise the execution of
and performance of its
obligations under this Supply
Agreement have been taken

before such execution; and

12.3.6 it shall comply with all
Applicable Law and Guidance
that are applicable to each of
its activities and operations
under this Supply Agreement.

Records

AstraZeneca shall (and shall procure
that its Affiliates shall) maintain all
records and reports with respect to the
Manufacture and supply of the Product
(and in relation to the provision of any
other services) under this Supply
Agreement as required by Applicable
Laws and in any event for a minimum
period of five (5) years following the
termination or expiry of this Supply
Agreement.

Product Recall

AstraZeneca shall be responsible for all
costs of any recall or market withdrawal
of the Product in the Territory, including
reasonable, itemized, direct out-of-
pocket costs and expenses actually
incurred by or on behalf of the Purchaser
and its Affiliates, except to the extent

12.4

uzaviena a za piedpokladu
jejiho  fadného  uzavfeni
spoleénosti AstraZeneca pro
néj pfedstavuje pravni, platné
a zavazné povinnosti, které
jsou viéi nému vymahatelné
v souladu S jejimi
podminkami;
12.3.3 k Datu Gcinnosti je fadné
ZaloZenou statni
pfisp&vkovou organizaci a ze
je vsouladu se svymi
zakladatelskymi  dokumenty
piné opravnén piijimat a plnit
SVé povinnosti z této Smiouvy
0 dodavkach a dokument(,
na které se v ni odkazuje;

12.3.4 k Datu Gcinnosti neexistuji
Zadné podstatné dohody,
jichz je Kupujici smluvni
stranou a které by mu bréanily
v uzavieni této Smiouvy o

dodavkach;

12.35 k Datu Gé&innosti byly pred
uzavienim této Smiouvy o
dodavkach uéinény vechny
nezbytné dkony ke schvaleni
iejiho uzavfeni a pinéni jeho
zévazki ztéto Smiouvy o
dodavkach a

12.3.6 se zavazuje  dodrZovat
véechny  Platné  pravni
piedpisy a Pokyny, které se
vztahuji na kazdou jeho
¢innost a operace podle této
Smiouvy o dodavkach.

Zéznamy

Spoleénost AstraZeneca je povinna
uchovavat (a zajisti, aby jeji Pfidruzené
spolecnosti uchovavaly) veskeré
zaznamy a zpravy tykajici se Vyroby a

dodavek Pfipravku (v  souvislosti
s poskytovanim  jakychkoli  dalsich
sluzeb) podle této Smlouvy o

dodévkach, jak to vyZaduiji Platné pravni
piedpisy, a to v kaZdém piipadé po dobu
nejméné péti (5) let po ukondeni nebo
uplynuti doby platnosti této Smiouvy o
dodavkach.
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13.

13.1

13.2

13.3

such recall or market withdrawal is
related to a breach of this Supply
Agreement by, or negligence or Wilful
Misconduct on the part of, the Purchaser
and/or any of its Affiliates or any of their
respective Personnel in which case
Purchaser shall be responsible for all
costs of such recall or market
withdrawal. Each Party shall use
Commercially Reasonable Efforts to
minimise the impact on the other Party of
any recall or market withdrawal.

PRODUCT SECURITY

The Purchaser shall be responsibie for
destruction of all Conforming Product in
its possession for which the shelf life has
expired.  AstraZeneca  shall be
responsible for destruction of all
Defective Products. In complying with its
respective destruction obligations, the
applicable Party shall undertake such
destruction within mutually acceptable
timelines, and prior to the destruction the
applicable Party possessing the
applicable Product shall hold the same
securely pending destruction. Each
Party shall keep a record of any
destruction it undertakes and shall
promptly issue certificates of destruction
to the other Party upon request. Such
records shall be kept for a period of at
least five (5) years.

The Purchaser shall comply with all
Applicable Laws relating to the
traceability of pharmaceutical products in
accordance with AstraZeneca’s
Specifications, standards, strategy and
instructions applied by AstraZeneca to
all of its distributors of medicinal
products from time to time. Any
amendment to such Specifications,
standards, strategy or instructions shall
only be implemented by the Purchaser
after a reasonable timeline agreed
between AstraZeneca and the
Purchaser.

The Purchaser warrants and undertakes
that it will not alter or modify any Product
in any way (including Labelling and
packaging but excluding any

12.5

13.

131

13.2

Stazeni Pfipravku z trhu

Spole¢nost AstraZeneca nese veSkeré
naklady na jakékoli staZeni Pfipravku
z ob&hu nebo z trhu na daném Uzemi,
véetné pfimé&fenych, podrobné
rozepsanych, pfimych  finangnich
nakladl a vydaju skutecéné vynalozenych
Kupujicim nebo jeho Pridruzenymi
spoleénostmi  nebo jejich jménem,
s vyjimkou piipadd, kdy takové staZeni
z obéhu nebo z trhu souvisi s poruSenim
této Smilouvy o dodavkach Kupujicim
a/nebo jeho PfidruZzenymi spoleénostmi
nebo jejich pfislusnymi Pracovniky nebo
souvisi sjejich nedbalosti nebo
Umysinym pochybenim, v kterémzto
pfipadé nese veskeré naklady na takové
stazeni z obéhu nebo ztrhu Kupujici.
Kazda ze Smluvnich stran vynaloZi
Obchodné  piiméfené  usili, aby
minimalizovala dopady  jakéhokoli
stazeni z obé&hu nebo z trhu na druhou
Smluvni stranu.

ZABEZPECENI PRIPRAVKU

Kupujici odpovida za likvidaci vsech
Vyhovujicich  pfipravkli, které ma
vdrZzeni a u nichz uplynula doba
pouzitelnosti. Spole¢nost AstraZeneca
odpovida za likvidaci v8ech Vadnych
piipravkl. Pii plnéni svych pfislusnych

povinnosti  tykajicich se likvidace
pfislusnd Smluvni strana provede
likvidaci  Pfipravku ve  vzéjemné

piijatelnych Ihitach a pfed jeho zni¢enim
piisluina Smluvni strana majici
Pripravek vdrzeni tento bezpeéné
uschova az do jeho likvidace. KaZda
Smluvni strana povede zéznamy o

kazdé ji provedené likvidaci a na
pozadani neprodlené vyda druhé
Smluvni strané potvrzeni o jejim

provedeni. Tyto zaznamy se uchovavaji
po dobu nejméné péti (5) let.

Kupujici je povinen dodrzovat veskeré
Platné pravni predpisy tykajici se
vysledovatelnosti  1égivych  pfipravki
v souladu se Specifikacemi, standardy,
strategii a  pokyny  spolednosti
AstraZeneca, které tato v pfislusné dobé
uplatfiuje vaéi véem svym distributorim
légivych piipravkl. Jakékoli zmény
téchto Specifikaci, standardl, strategie
nebo pokynt Kupujici provede az po
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13.4

14,

14.1

14.2

14.3

18.

15.1

transportation packaging) after delivery
to the Delivery Locations.

After Delivery, all Products shall be: (i)
stored securely by the Purchaser, and (ji)
delivered, shipped and distributed by the
Purchaser in a secure manner
appropriate to the transportation route
and destination, in each case (i) and (ji)
to guard against and deter theft,
diversion, tampering or substitution
(with, for example, counterfeits).

INTELLECTUAL PROPERTY

Neither Party will gain any rights of
ownership to or use of any property or
Intellectual Property Rights owned by the
other (whether by virtue of this Supply
Agreement, by implication or otherwise).

AstraZeneca warrants, represents and
undertakes to the Purchaser that either it
is the sole proprietor and legal and
beneficial owner of all Intellectual
Property Rights in the Product or it is
licensed by the relevant owners to
Manufacture and supply the Product in
accordance with this Supply Agreement
and shall use Commercially Reasonable
Efforts to ensure that it remains the
owner and/or licensee (as applicable) of
the Intellectual Property Rights in the
Product throughout the Term of this
Supply Agreement.

AstraZeneca warrants and represents to
Purchaser that, to AstraZeneca's
knowledge, any receipt, keeping, sale
and use of the Product by the Purchaser,
Authorised Agent, any Administering
Entity in accordance with this Supply
Agreement shall not infringe any
Intellectual Property Rights of any Third
Party.

CONFIDENTIALITY

In this Supply Agreement, “Confidential
Information” shall, subject to clause
15.2, mean:

15.1.1 know-how,

algorithms,

any and all
software,
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13.4

14.

14.1

14.2

14.3

uplynuti pfiméfené Ihity ujednané mezi
spole¢nosti AstraZeneca a Kupujicim.

Kupujici zaruéuje a zavazuje se, Ze po
dodani do Mist dodani nebude 2adny
Pfipravek (v&etné Oznaéeni a obalu,
avsak s vyjimkou jakéhokoli pfepravniho
obalu) Zadnym zplisobem ménit ani
upravovat.

Po Dodéni musi byt vSechny Pfipravky:
(i) Kupujicim bezpetné skladovéany a (ii)
jim  doru¢ovany, pfepravovany a
distribuovany bezpeénym zpisobem
odpovidajicim pfepravni trase a mistu
ureni, a to v kazdém pfipadé (i) a (ii)
tak, aby byla zaji§téna ochrana pred
kradezi, zneuzitim, neopravnénou
manipulaci nebo zaménou (napfiklad za
padélky).

DUSEVNi VLASTNICTVi

Z&dna ze Smluvni stran neziska Zadna
vlastnickd ani uzivaci prava k majetku
ani Pravim dusevniho viastnictvi, které
viastni druha Smluvni strana (at’ uz na
zakladé této Smlouvy o dodavkach,
implicitné, nebo jinak).

Spole¢nost AstraZeneca ve vztahu ke
Kupujicimu  zaru€uje, prohlaguje a
zavazné uvadi, Ze je bud vyhradnim
majitelem a zadkonnym a skutednym
viastnikem vSech Prav dusevniho
viastnictvi k Pfipravku, nebo Ze ziskala
od pfislusnych viastniki licenci k Vyrobé
a dodavkam Pfipravku v souladu s touto
Smlouvou o dodavkach a vynalozi
Obchodné pfiméfené Usili k zajisténi
toho, Ze zlstane vlastnikem a/nebo
drzitelem licence (podle okolnosti)
k vykonu Prav du$evniho vlastnictvi
k Pfipravku po celou Dobu platnosti této
Smiouvy o dodavkach.

Spole¢nost AstraZeneca ve vztahu ke
Kupujicimu zaruguje a prohlasuje, Ze

podie jejiho védomi 2adné prijeti,
uchovavani, prodej a pouzivani
Pripravku  Kupujicim,  Opravnénym
zastupcem,  Subjektem  povéfenym

spravou v souladu s touto Smiouvou o
dodavkach neporu$uje 2adna Prava
duSevniho vlastnictvi Tretich osob.
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16.2

designs, plans, forecasts,
analyses, evaluations,
research, business
information, financial
information, business plans,
strategies, customer lists,
marketing plans, or other

information whether oral, in

writing, in electronic form, or

in any other form; and
16.1.2 any physical items,
compounds, components,
samples or other materials;
disclosed by or on behalf of a
Party or any of that Party’s
Affiliates (the “Disclosing
Party”) to the other Party or
any of the other Party's
Affiliates (the “Receiving
Party”) before, on or after the
Effective Date.

The unite price of the Product is
considered by both parties to be a
Confidential Information and both Parties
acknowledge that it is business secret of
AstraZeneca.

In this Supply Agreement, Confidential
Information shall not include any
information or materials, for which the
Receiving Party can prove:

15.2.1 is or becomes public
knowledge  through  no
improper conduct on the part
of the Receiving Party, the
Receiving Party’s Affiliates
and/or  their  respective
representatives;

15.2.2 is already lawfully pcssessed

by the Receiving Party and/or

the Receiving Party’'s

Affiliates without any

obligations of confidentiality

or restrictions on use prior to
first receiving it from the

Disclosing Party;

15.

15.1

15.2

DUVERNOST

Vieto Smlouvé o dodavkach se
,Duvérnymi informacemi” s vyhradou
ustanoveni odst. 15.2, rozumi:

15.1.1 veskeré know-how, software,
algoritmy, navrhy, plény,
prognézy, analyzy,
hodnoceni, vyzkum,
obchodni informace, finanéni
informace, obchodni plany,
strategie, seznamy
zakaznika, marketingové
plany nebo jiné informace, at
uz v Gstni, pisemné,
elektronické, nebo jakékoli
jiné formé a

16.1.2 jakékoli fyzické predméty,
smési, soucasti, vzorky a jiné
materialy zpiistupnéné
Smiluvni stranou nebo jejim
jménem nebo  kteroukoli
z jejich Pridruzenych
spoleénosti  nebo  jejich
jménem (dale jen ,Sdélujici
strana®) druhé  Smluvni
strané nebo kterékoli z jejich
Piidruzenych spoleénosti
(dale jen ,Pfijimajici strana“)
pied Datem Géinnosti,
k témuz datu nebo po ném.

Jednotkovou cenu za Produkt povaZuji
obé smluvni strany za Davérné
informace obou Smiuvnich stran a berou
na védomi, Ze jde o obchodni tajemstvi
AstraZeneca.

Dlvérné informace vtéto Smlouvé o
dodavkach nezahrnuji Zadné informace
ani materidly, u nichz mlze Pfijimajici
strana prokazat, ze

15.2.1 jsou nebo se stanou verejné
znamymi bez nepatfitného
jednani  Pfijimajici  strany,
jejich Pfidruzenych
spole€nosti a/nebo  jejich
pfisluSnych zastupc;
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15.3

15.4

15.2.3 is obtained subsequently by
the Receiving Party and/or
the Receiving Party’s
Affiliates from a Third Party
without any obligations of
confidentiality and such Third
Party is in lawful possession
of such information or
materials and not in violation
of any contractual or legai
obligation to maintain the
confidentiality of such
information or materials; or
16.2.4 the Disclosing Party agreed
to release the Receiving
Party from the confidentiality
obligation earlier.

The Receiving Party and/or the
Receiving Party's Affiliates may disclose
Confidential Information to the extent
required by law or regulation or by legal,
judicial, regulatory or administrative
process or pursuant to an audit or
examination by a regulator or self-
regulatory organization subject to
compliance with this clause. If the
Receiving Parly is so compelled to
disclose any Confidential Information,
the Receiving Party will provide the
Disclosing Party with prompt written
notice thereof so that the Disclosing
Party may seek a protective order or
other appropriate remedy. Subject to its
obligations to comply with such
subpoenas, court processes or
directions, the Receiving Party will
reasonably  cooperate  with the
Disclosing Party’s counsel in their efforts
to obtain a protective order or other
similar remedy to accord some form of
confidential treatment to any such
Confidential  Information of the
Disclosing Party.

The Receiving Party shall treat all
Confidential Information as secret and
confidential and shall not use, copy or
disclose to any Third Party any
Confidential  Information of the
Disclosing Party (whether before, on or
after the Effective Date) except as set out
in clause 15.5 below.

16.3

15.2.2 je Priijimajici strana a/nebo
jeji Pfidruzené spole&nosti jiz
opravnéné viastnily bez
jakychkoli zavazk(
zachovavat ddvérnost nebo
omezeni pouziti pfedtim, neZ
je poprvé obdrzely od
Sdélujici strany;

15.2.3 je Piijimajici strana a/nebo
jeji Pfidruzené spoleénosti
nasledné ziskaly od Treti
osoby bez jakychkoli zavazka
zachovavat divérnost a tato
Treti osoba tyto informace a
materialy opravnéné viastni a
neporuuje Zadnou smiuvni
ani zakonnou povinnost
zachovavat dlvérnost t&chto
informaci nebo  material
nebo

15.2.4 Sdélujici strana souhlasila
stim, Ze Piijimajici stranu
zprosti povinnosti zachovavat

M wa

davérnost k dfivéj§imu datu.

Pfijimaci strana a/nebo jeji Pfidruzené
spole¢nosti mohou zpfistupnit Davérné
informace  vrozsahu pozadovaném
zakonem nebo jinym pravnim predpisem
nebo na zakladé pravniho, soudniho,
regulaéniho nebo spravniho postupu
nebo na zékladé auditu nebo kontroly
provadéné regulaénim subjektem nebo
samoreguiaéni organizaci za podminky
dodrZzeni ustanoveni tohoto ¢&lanku.
Pokud je Piijimajici strana takto nucena
zpfistupnit jakékoli Davémné informace,
neprodlené o tom pisemné vyrozumi
Sdélujici stranu, aby tato mohia pozadat
o ochranny piikaz nebo jiny vhodny
prostiedek napravy. S vyhradou svych
povinnosti vyhovét takovym
pfedvolanim, soudnim postupdm nebo
pokynim bude Piijimajici strana
piiméfené spolupracovat s pravnim
zéstupcem Sdélujici strany pfi jejich asili
0 ziskani ochranného pfikazu nebo
jineho obdobného prostfedku napravy
k zgjisténi  uréité formy ddvérného
zachazeni  stakovymi  Davémymi
informacemi Sdélujici strany.
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15.5

The Receiving Party may:

15.5.1

15.5.2

15.5.3

ensure the protection of
Confidential Information or
documents with the same
level of protection as its own
confidential information or
documents and in any case
with due diligence;

use and disclose Confidential
Information of the Disclosing
Party solely to the extent
necessary to enable the
Receiving Party to exploit the
rights granted under this
Supply Agreement and/or to
perform its obligations under
this Supply Agreement;
provided, that where any
disclosure is required to Third
Parties the Receiving Party
shall: (i) only disclose
Confidential Information to
Third Parties that have
entered into appropriate and
legally binding confidentiality
and non-use obligations in
respect of the Confidential
Information disclosed; and (i}

procure that such Third
Parties do not further disclose
or use Confidential
Information. For the

avoidance of doubt, the
Receiving Party shall not use
the Confidential Information
with respect to or for any
other program or project other
than the Product and the
express objectives set forth
herein;

disclose Confidential
Information of the Disciosing
Party to those of the
Receiving Party's Affiliates,
officers and employees to
whom such disclosure is
necessary (and only disclose
that part of the Confidential
Information which is
necessary) to enable the
Receiving Party to exploit the

15.4

156.5

Pfijimajici strana je povinna se viemi
Davérnymi informacemi nakladat jako
s utajovanymi a divérnymi a nesmi

zadné Davérné

informace Sdélujici

strany pouzivat, kopirovat ani sdélovat
zadné Treti osobé (at uz pfed Datem
acinnosti, k témuz datu, nebo po ném),
s vyjimkou pfipadii uvedenych v odst.

15.5 nize.

Piijimajici strana mize:

16.5.1

16.5.2

15.5.3

zajistit ochranu Ddavérnych
informaci nebo dokumenti se
stejnou arovni ochrany, jakou
maji jeji vlastni Dlvérné
informace nebo dokumenty, a
to v kazdém pfipadé
s nalezitou pédi;

pouzivat a sdélovat Divérné

informace Sdélujici strany
vyhradné v rozsahu
nezbytném ktomu, aby
Pfijimajici strana mohla

vyuzivat prava udélend touto
Smlouvou o dodavkach
a/nebo plnit své povinnosti
zni vyplyvajici stim, Ze
pokud je vyzadovano
zpfistupnéni Tretim osobam,
Pfijimajici strana: (i)
zpfistupni Divérné informace
pouze Tietim osobam, které
pfijaly vhodné a pravné

zavazné povinnosti
zachovavat davérny
charakter sdélenych

Davérnych informaci a tyto
nepouzivat a (ii) zajisti, aby
tyto Tieti osoby Dilvérné
informace daie
nezpfiistupfiovaly a
nepouzivaly. Pro vylouceni
pochybnosti plati, Ze
Pijimajici  strana  nesmi
pouzivat Davérné informace
ve vztahu k jinému programu
nebo projektu nez ve vztahu
k Pripravku a cilim vyslovné
uvedenym v této Smiouvé o
dodavkach;

Duvérné
strany

zpfistupnit
informace Sdélujici
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15.6

rights granted under this
Supply Agreement and/or to
perform its obligations under
this Supply Agreement and
provided that the Receiving
Party shall remain
responsible for procuring that
the Receiving Party’s
Affiliates, officers and
employees do not further
disclose and/or use the
Confidential Information for
any other purpose; and
15.5.4 after giving written notice to
the Disclosing Party, disclose
any part of the Confidential
Information of the Disclosing
Party solely to the extent that
it is legally required to do so
pursuant to an order of a
court of competent
jurisdiction or other
Governmental Authority or
otherwise as required by
Applicable Law including the
laws and reguiations applying
to any public listing authority,
provided that the Receiving
Party shall use reasonable
endeavors to limit such
disclosure and to provide the
Disclosing Party with an
opportunity to make
representations to the
relevant court or other
Governmental Authority,
Regulatory Authority, or allied
authority or listing authority.

The Receiving Party shall at all times
maintain documents, materials and other
items (including items in electronic form)
containing Confidential Information of
the Disclosing Party and any copies
thereof, in a secure fashion by taking
reasonable measures to protect them
from theft and unauthorized use and
disclosure. Without prejudice to the
foregoing, the Receiving Party shall
exercise at least the same degree of care
to prevent theft and unauthorized
disclosure and/or use of the Disclosing
Party’s Confidential Information as the
Receiving Party exercises in respect of

15.6

tém PFidruzenym
spole€nostem, vedoucim
pracovnik(im a
zaméstnancim  Piijimaijici

strany, pro néz je takové
zpfistupnéni  nezbytné (a
Zpfistupnit pouze tu &ast
Davérnych informaci, ktera je
nezbytnd), aby Pfijimajici
strana mohla vyuzivat prava
udélena podle této Smiouvy o
dodavkach a/nebo pinit své
povinnosti z ni vyplyvajici, a
za piedpokiadu, Ze Pfijimajici
strana zstava odpovédna za
zajisténi  toho, aby jeji
Pfidruzené osoby, vedouci
pracovnici a zaméstnanci
dale nezpfistupiiovali a/nebo
nepouzivali Dlivérné
informace k Zadnym jinym
Gcelim a
156.5.4 po pisemném informovani
Sdélujici  strany  zvefejnit
jakoukoli  &ast Divérnych
informaci  Sdélujici  strany
pouze vrozsahu, vjakém je
ktomu povinna na zakladé
pravniho pozadavku z titulu
rozhodnuti pfislu§ného soudu
nebo jiného Statniho organu
nebo jinak dle Platnych
pravnich predpist, véetné
zakon{l a pfedpish
vztahujicich se na jakykoli
organ pro kotaci, =za
pfedpokiadu, Ze Pfijimajici
strana vynalozi pfiméfené
usili ktomu, aby takové
zverejnéni omezila, a
poskytne Sdalujici strané
mozZnost uéinit prohlageni u
pfislusného soudu nebo
jiného  Statniho  orgénu,
Regulaéniho organu nebo
spolupracujiciho organu nebo
organu pro kotaci.

Plijimajici strana je povinna vzdy
uchovavat dokumenty, materialy a jiné
poloZzky (véetné poloZek v elektronické
podobé&) obsahujici Divérné informace
Sdélujici strany a jejich kopie
bezpeénym zplsobem a pfijmout
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15.7

15.8

15.9

its own confidential material of like
importance.

The Receiving Party shall notify the
Disclosing Party immediately if the
Receiving Party becomes aware of any
unauthorized use or disclosure of, or any
unauthorized access to or of any theft or
loss of any copies of any Confidential
Information of the Disclosing Party.

The provisions of this clause 15 shall
commence on the Effective Date and
shall continue for so long as either Party
has knowledge of any Confidential
Information received or derived from the
other Party and shall survive termination
or expiry of this Supply Agreement for a
period of five (5) years in respect of all
Confidential Information.

In accordance with Act No. 340/2015
Coll.,, on the Register of Contracts, as
amended, AstraZeneca agrees to the
publication of the wording of this Supply
Agreement, including all their
amendments and supplements, in the
Register of Contracts. In case this
Supply Agreement shall be published in
the Registry of Contracts, the Purchaser
is obliged to secure the publishing in the
Registry of Contracts without the
Confidential Information. With regard to
the fact that the information contained in
the Pricelist is subject to trade secret
protection or could affect competition, it
is considered part of Confidential
Information and the Purchaser in
accordance with the provisions of
Section 218 (3) of Act No. 134/2016
Coll., on pubic procurement, as
amended, will not publish this Schedule
3 - Pricelist. In addition to the above, if
subject hereof is or becomes the subject
of a contractual arrangement between
AstraZeneca and a health insurance
company on the basis of risk-sharing or
cost-sharing schemes, and if this does
not conflict with valid legislation of the
Czech Republic, the Parties agree that
the unit prices of the Product specified in
Schedule 3 - Pricelist will not be
published in accordance with Act No.
340/2015 Coll., on the Register of
Contracts, as amended. The Parties

16.7

15.8

15.9

pfiméfena opatfeni na jejich ochranu
pfed kradezi a neopravnénym pouzitim a
zvefgjnénim. Aniz je dotéeno vy3e
uvedené, Piijimajici strana musi
k zamezeni kradeZe a neopravnéného
zveiejnéni a/nebo pouziti Dlvérnych
informaci Sdélujici strany vynaloZit
pfingjmensim  stejnou  pédi, jakou
vynaklada ve vztahu ke svym vlastnim
divérnym  materidlim  podobného
vyznamul.

Pfijimajici strana neprodlené vyrozumi
Sdélujici stranu, pokud se dozvi o
jakémkoli neopravnéném pouziti nebo
zpfistupnéni  DOvérnych  informaci
Sdélujici strany nebo ¢ neopravnéném
pfistupu k jakymkoli jejich kopiim nebo o
jejich odcizeni ¢i ztraté.

Ustanoveni tohoto &lanku 15 vstupuji v
platnost k Datu Géinnosti a jsou platné po
dobu, po kterou jsou kterékoli Smluvni
strané znamy Davérné informace pfijaté
nebo ziskané od druhé Smiuvni strany, a
zustavaiji v platnosti i po ukon&eni nebo
uplynuti doby platnosti této Smiouvy o
dodavkach po dobu péti (5) let, a to ve
vztahu ke véem Davérnym informacim.

V souladu se zakonem &. 340/2015 Sb.,
o registru smiuv, v platném znéni,
AstraZeneca souhlasi s uverejnénim
znéni této Smiouvy o dodavkach, véetné
véech jejich zmén a dodatk(, v registru
smiuv. V pfipadé, Ze tato Smlouva o
dodavkach bude uvefejnéna v registru
smiluv, je Kupujici povinen zajistit jeji
uveiejnéni tamtéz bez Dlvérnych
informaci. Sohledem na to, zZe
informace uvedené v Ceniku podléhaji
ochrané obchodniho tajemstvi nebo by
mohly ovlivnit hospodafskou soutéz,
povazuji se za soucast Divérnych
informaci a Kupujici v souladu s ust. §
218 odst. 3 zakona ¢&. 134/2016 Sb., o
zadavani vefejnych zakazek, ve znéni
pozdéj$ich predpisti, nebude tuto
Pfilohu €. 3 - Cenik zvefejiiovat. Kromé
vySe uvedeného se Smluvni strany
dohodly, Ze v pfipadé, Ze pfedmét pinéni
dle této Smilouvy o dodavkach je nebo se
stane pfedmétem smluvniho ujednani
mezi  AstraZeneca a  zdravotni
pojistovnou na bazi risk-sharingovych i
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16.

16.1

16.2

16.3

acknowledge and agree that in such a
case the Purchaser is entitled to
communicate the data contained in
Schedule 3 - Pricelist hereof to the
Ministry of Health of the Czech Republic
and to persons designated by it.

INDEMNITIES

Subject to the provisions of this clause
16, AstraZeneca will indemnify and hold
the Purchaser and its Affiliates harmless
from and against all Losses arising from
any claims from Third Parties as a result
of, or arising out of or in connection with:
16.1.1 any actual or alleged death,
personal injury or damage to
property arising out the use,
storage, transport or
administration of the Product
supplied under this Supply
Agreement; or

16.1.2 a claim that a Third Party's
Intellectual Property Rights
have been infringed as a
result of the Manufacture or
supply of the Product under
this Supply Agreement or the
keeping, sale, or use of the

Product.

The indemnity at clause 16.1 shall only
be in respect of Product supplied to the
Purchaser under this Supply Agreement.

AstraZeneca will not be liable under the
indemnity in clause 16.1 to the extent the
liability arises as a result of:

16.3.1 the administration by the
Purchaser, its Affiliates or
their respective Personnei or
licensees of Product which at
the time of administration has
obvious visual Defects, or

whose shelf life has expired:;

16.3.2 the use, storage, transport or

administration of the Product

16.

16.1

16.2

16.3

cost-sharingovych schémat, a pokud to
neni v rozporu s platnou legislativou
Ceské republiky, jednotkové ceny
Piipravku uvedené v Pfiloze & 3 -
Ceniku nebudou zvefejnény die zakona
¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjsich prepisi. Smluvni
strany berou na védomi a souhlasi, ze
Kupujjici je v takovém pfipadé opravnén
sdélit idaje obsazené v Pfiloze &. 3 -
Ceniku Ministerstvu zdravotnictvi CR a
osobam jim uréenym.

ODSKODNENI

S vyhradou ustanoveni tohoto &lanku 16
spoleénost AstraZeneca odskodni a
zprosti odpovédnosti Kupujiciho a jeho
Pridruzené spolecnosti za veskeré ztraty
vyplyvajici z jakychkoli narokd Tfetich
osob vzniklych v disledku, na zakladé
nebo v souvislosti se:

16.1.1 smrti, Ujmou na zdravi nebo
8kodou na majetku, k nimz
skute€né nebo (dajné doslo
v dasledku pouzivani,
skladovani, pfepravy nebo
podavani Pfipravku
dodaného podle této Smiouvy
o dodéavkach nebo

16.1.2 tvrzenim, Ze byla porusena
Prava dusevniho vlastnictvi
Tietich osob v dUsledku
Vyroby  nebo dodavek
Pfipravku podle této Smlouvy
o dodavkach nebo v disledku
jeho uchovavani, prodeje
nebo pouzivani,

Ods$kodnéni podle odst. 16.1 se vztahuje
pouze na Pfipravek dodany Kupujicimu
podle této Smlouvy o dodéavkach.

Spoleénost  AstraZeneca nebude
odpovédna za odskodnéni podie odst.
16.1 vrozsahu, vjakém odpovédnost
vznikne v dlsledku:

16.3.1 spravy Pfipravku ze strany
Kupujiciho, jeho
Pfidruzenych spoleénosti
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16.4

16.5

in any activities carried out by
or on behalf of the Purchaser,
its Affiliates or their respective
Personnel or licensees
following Delivery contrary to
any storage or administration
requirements set out by
AstraZeneca including as set
out in the Documentation; or

16.3.3 any defect or fault in the
Product which is caused by
any act or omission of the
Purchaser, its Affiliates or by
their respective Personnel or
licensees, or by any damage
or event inflicted on the
Product (including its
packaging and the product
information) whilst it is in the
possession or control of the
Purchaser, its Affiliates or
their respective Personnel or
licensees.

As soon as the Purchaser (the
"Indemnitee") becomes aware of any
matter which may result in making a
claim under an indemnity at clause 16.1
(an "Indemnity Claim"), against
AstraZeneca (the “Indemnifying
Party"), the Indemnitee shall give the
Indemnifying Party notice of such matter
as soon as reasonably practicable on
becoming aware of it.

Subject to clause 16.6, AstraZeneca
shall, unless it elects not to do so, have
the opportunity to participate in the
defence and negotiation of any
settlement of any Indemnity Claim for
which an Indemnitee seeks indemnity
hereunder. Irrespective of the Party
controlling the conduct of any Indemnity

16.4

nebo jejich  pfislusnych
Pracovnikii nebo drZiteld
licence, kteryzto Pfipravek
ma vdobé spravy zjevné
vizuaini Vady nebo jeho doba
pouzitelnosti uplynula;

16.3.2 pouzivani, skladovani,
pfepravy nebo spravy
Pfipravku  pfi  jakychkoli
¢innostech provadénych
Kupujicim, jeho Pridruzenymi
spole€nostmi  nebo jejich
pfisluénymi Pracovniky nebo
drziteli licence nebo jejich
jménem po Dodani v rozporu
s jakymikoli poZadavky na
skladovani nebo spravu
stanovenymi spoleénosti
AstraZeneca, véetné
pozadavki uvedenych
v Dokumentaci nebo

16.3.3 jakékoli vady nebo

nedostatku Pfipravku, kieré
jsou zplsobeny jakymkoli
jednanim nebo opomenutim
Kupujiciho, jeho
Pfidruzenych spolegnosti
nebo  jejich  pfislusnych
Pracovniki nebo drZitell
licence, nebo jakymkoli
poskozenim nebo udalosti
zplsobenou na Pfipravku
(véetné jeho obalu a
informaci o0 ném) v dobé, kdy
je vdrzeni nebo pod
kontrolou Kupujiciho, jeho
Pridruzenych spoleénosti
nebo jejich  pfisluSnych
Pracovnikii nebo drzitell
licence.

Jakmile se Kupujici (dale jen
,LOdskodiovana strana“) dozvi o©
jakékoli zaleZitosti, kter& mize vést
k uplatnéni naroku na od$kodnéni podle
odst. 16.1 (dale jen ,Narok na
odskodnéni®), vUgi spolegnosti
AstraZeneca (dale jen ,Odskodnujici
strana‘), je Odskodifiovana strana
povinna oznamit tuto skuteénost
Odskodriujici stran& v nejkrat§i mozné
pfimérené Ihité poté, co se o ni dozvi.
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16.6

Claim, the other Party shall act in
accordance with controlling Party’s
reasonable instructions, and give the
controlling Party such assistance as it
may reasonably require in the conduct of
any such defence, negotiation or
settlement, and each Party shall act in
good faith at all times towards the other
Party.

In respect of any Indemnity Claims, each
Party shall:

16.6.1 not, at any time, admit liability
or otherwise settle or
compromise, or attempt to
seitle or compromise, any
matter (or any aspect of it)
without the other Party's
express written consent
(which shall not to be
unreasonably withheld,

conditioned or delayed);

16.6.2 consult with the other Party
and take on board and
implement its reasonable
requests and directions as to
in the conduct of such
defence and negotiation of
any settlement concerning
such Indemnity Claim
(including the selection of
lawyers and counsel);

16.6.3 take reasonable steps to
update the other Party on a
regular basis on all matters in
respect of the Indemnity
Claim, including strategy,
costs incurred to date, and

anticipated costs;

16.6.4 take all reasonable steps to
protect the reputation of the
other Party in its

representation, conduct and

16.5

16.6

S vyhradou ustanoveni odst. 16.6 bude
spoleénost AstraZeneca (pokud se
nerozhodne tak necinit) mit prileZitost
podilet se na obhajob& a jednani o

vypofadani jakéhokoli Naroku na
od$kodnéni, za ktery Od&kodfovany
pozaduje odskodnéni podie této

Smlouvy o dodavkach. Bez ohledu na to,
kterd ze Smluvnich stran ma kontrolu
nad vedenim ve vztahu k jakémukoli
Néroku na odskodnéni, druha Smluvni
strana jedna v souladu s pfiméfenymi
pokyny Smiuvni strany majici kontrolu a
poskytne ji takovou asistenci, ktera
mdze byt pfi vedeni jakékoli takové
obhajoby, jednani nebo vypofadani
pfiméfené pozZadovana, a kazda
Smluvni strana jedna vii&i druhé Smluvni
strané vzdy v dobré vife.

V souvislosti s veSkerymi Naroky na
odskodnéni Smiuvni strana:

16.6.1 nikdy nesmi bez vyslovného
pisemného souhlasu druhé
Smiluvni strany (ktery nebude
bezdlvodné odepfien,
podminén ani odloZen) uznat
odpovédnost  ani  jinak
narovnat Zadnou zaleZitost
(ani zadny jeji aspekt), ani
vsouvislosti sni uzavfit
kompromis, ani se o to

pokusit;

16.6.2 je  povinna  konzultovat
s druhou Smiluvni stranou a
piijmout a provést jeji
piiméfené pozadavky a
pokyny  ohledné vedeni
takové  obhajoby nebo
jednani o] narovnani
tykajiciho  se  takového
Naroku na  od$kodnéni
(véetné  vybéru pravnich
peoradcll a zastupci);

16.6.3 pfijme veskeré pfiméfené

kroky ktomu, aby druhou

Smluvni stranu pravideln&

informovala o viech

zalezitostech tykajicich se

Naroku na  odskodnéni,

vietné strategie, dosud
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17.

171

172

settlement of such Indemnity

Claim; and
16.6.5 take all reasonable steps to
mitigate any Losses for which
the Indemnifying Party may
be responsible hereunder.
LIABILITY

Except to the extent set out expressly in
this Supply Agreement, all conditions,
warranties or other terms which might
have effect between the Parties or be
implied or incorporated into this Supply
Agreement (whether by statute or
otherwise) are hereby excluded to the
fullest extent permitted by Applicable
Laws. Without prejudice to the general
nature of the previous sentence, unless
this Supply Agreement specifically states
otherwise, neither Party makes any
representations or warranties with
respect to the Product, including any
warranties as to non-infringement or
fitness for a particular purpose.

In no circumstances shall either Party be
liable to the other Party, whether arising
in tort (including negligence), contract or
otherwise, for:

17.2.1 any indirect, special or
consequential loss (whether
or not reasonably foreseeable
and even if the first Party had
been advised of the
possibility of the other Party
incurring such loss or type of

loss);

17.2.2 any loss of profits, revenue,
anticipated savings,
contracts, business  or
goodwill or loss or corruption
of data (in each case whether

direct or indirect); or

17.

17.1

17.2

vynaloZenych a

pfedpokladanych nakladu;
16.6.4 pfijme veskeré piiméfené
kroky k ochrané dobrého
jména druhé Smluvni strany
pfi jejim zastupovani, jednani
a narovnani takového Naroku
na odskodnéni; a
16.6.5 piijme veskeré pfiméfené
kroky ke sniZzeni jakychkoli
Ztrat, za které mlze byt
Odskodriujici strana podle
této Smilouvy o dodavkach
odpovédna.

ODPOVEDNOST

S vyjimkou pfipadll vyslovné uvedenych
vitéto Smlouvé o dodavkach se timto
v plném rozsahu povoleném Platnymi
pravnimi predpisy vyluéuji vSechny
zaruky a dalsi podminky, které by mohly
byt mezi Smiuvnimi stranami u&inné
nebo implikované nebo by mohly byt do
této Smlouvy o dodavkach zadlenény (at
uz na zakladé zakona, nebo jinak). Aniz
je dotéena obecna povaha pfedchozi
véty, zadna ze Smluvnich stran
neposkytuje ve vztahu k Pfipravku
Zadna prohladeni ani zaruky, véetné
zaruk, Ze nedoslo k Zadnému poruseni,
nebo zaruk pouzitelnosti pro konkrétni
ucel, pokud tato Smlouva o dodavkéach

‘nestanovi vyslovné jinak.

Zadna ze Smiuvnich stran nenese za
Zéadnych okolnosti odpovédnost vigi
druhé Smluvni strané, at uz ztitulu

ob¢anskopravniho  deliktu  (v&etné
nedbalosti), smlouvy, nebo z jiného
divodu, za:

17.2.1 Zadnou nepfimou, zvilastni

nebo naslednou ztratu (bez
ohledu na to, zda ji Ize
rozumné piedvidat, &i nikoli, a
to i vpfipadé, Zze prvni
Smiuvni strana byla
upozornéna na moZnost
vzniku takové ztraty nebo
ztraty druhé Smiluvni strany);
1722 Zadny usly zisk, ztratu pfijmQ,
pfedpokladanych Uspor,
smiuv, cbchodnich aktivit
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17.3

17.4

17.5

18.

17.2.3 any cost incurred by
Purchaser relating to the
Development, procurement,
Manufacture or supply of any
product other than the

Product.

The liability of AstraZeneca and its
Affiliates (whether arising in tort
(including negligence), contract or
otherwise) arising out of, under or in
connection with this Supply Agreement
is governed by applicable law.

Nothing in this Supply Agreement
excludes or limits the liability of either
Party for:

17.4.1 death or
caused by

negligence;

personal
that

injury
Party’s

17.4.2 fraud or fraudulent

misrepresentation;
17.4.3 in the case of the Purchaser,
failure to pay the Price for the
Product or any other sums
properly owing to
AstraZeneca under this
Supply Agreement; or

1744 any other matter to the extent
that such exclusion or

limitation would be unlawful.

Neither Party shall be liable to the other
Party for any claim under this Supply
Agreement to the extent that the Party
bringing such claim (or any of its
Affiliates) contributed to the Losses that
are the subject of such claim.

INSURANCE

AstraZeneca shall take out and maintain
such types and amounts of liability
insurance to cover liabilities related to its

17.3

17.4

17.6

nebo dobrého jména nebo
ztratu &i poskozeni dat (at uz
v kazdém jednotlivém
pfipadé  pfimych, nebo
nepfimych) nebo
17.2.3 Zadné naklady  vzniklé
Kupujicimu v souvislosti
s Vyvojem,  obstaravanim,
Vyrobou nebo dodavkami
jakéhokoli jiného pfipravku
nez Pfipravku.

Odpovédnost spole¢nosti AstraZeneca a
jejich Pridruzenych spole€nosti (at uz
vznikla z titulu ob&anskopravniho deliktu
(véetné& nedbalosti), smlouvy, nebo jinak)
vyplyvajici z této Smlouvy o dodavkach,
na jejim zakiadé nebo v souvislosti s ni
se fidi platnymi pravnimi pfedpisy.

Zadné ustanoveni této Smiouvy o
dodavkach nevyluéuje ani neomezuje
odpovédnost kterékoli ze Smluvnich
stran za:
17.41 smrt nebo Gjmu na zdravi
zplisobenou nedbalosti této
Smluvni strany;

17.4.2 podvod nebo
uvedeni v omyl;

podvodné

17.4.3 v piipadé Kupujiciho
nezaplaceni Ceny za
Piipravek nebo jakychkoli
dastek, které maji byt fadné
uhrazeny spolecnosti
AstraZeneca podle této
Smilouvy o dodavkach nebo
17.4.4 jakoukoli jinou skute€nost
v rozsahu, v nédmz by takové
vylou¢eni nebo omezeni
odpovédnosti bylo
nezakonné.

Zadna ze Smluvnich stran nenese
odpovédnost viigi druhé Smiuvni strané
za 2adny narok podle této Smilouvy o
dodavkach v rozsahu, v jakém Smiuvni
strana uplatfiujici takovy narok (nebo
kterakoli z jejich Pfidruzenych
spole&nosti) pfispéla ke ztratam, které
jsou jeho piedmétem.
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19.

191

20.

201

activities under this Supply Agreement
as is normal and customary in the
pharmaceutical industry generally for
Persons similarly situated, and shall
upon request provide to the Purchaser
evidence of its insurance coverage.
Such policies shall remain in effect
throughout the Territory and the Term
and for a period of three (3) years
thereafter.

FORCE MAJEURE

If a Party is prevented from or delayed in
performing any of its obligations under
the Supply Agreement by a Force
Majeure then:

19.1.1 the relevant obligations under
this Supply Agreement shall
be suspended for as long as
the Force Majeure continues
and the affected Party shall
not be in breach of this
Supply Agreement or
otherwise liable for any such
failure or delay in the
performance of such
obligations;

19.1.2 as soon as reasonably
practicable after the start of
the Force Majeure, the
affected Party shall notify the
other Party of the nature of
the Force Majeure and the
likely effects of the Force
Majeure on its ability to
perform its obligations under
this Supply Agreement; and

19.1.3 as soon as reasonably
practicable after the end of
the Force Majeure, the
affected Party shall notify the
other Party that the Force
Majeure has ended, and shall
resume performance of its
obligations under this Supply
Agreement.

DURATION AND TERMINATION
This Supply Agreement commences and

takes effect on the Effective Date and
shall continue for the time period of 12

18.

19.

19.1

POJISTENI

Spoleénost AstraZeneca uzavie a bude
udrzovat takové druhy a vySe pojisté&ni
odpovédnosti za $kodu na kryti zavazki
souvisejicich s jejimi &innostmi podle
této Smlouvy o dodavkach, které jsou ve
farmaceutickém priimyslu obecné bézné
a obvyklé pro Osoby vobdobném
postaveni, a na pozadani predlozi
Kupujicimu doklad o svém pojistném
kryti. Tyto pojistné smlouvy musi zlstat
v platnosti na celém Uzemi a po celou
Dobu platnosti a po dobu tfi (3) let poté.

vYSSi moc

Pokud nékteré ze Smiluvnich stran brani
vplnéni nebo zplsobuje prodleni
s plnénim jejich povinnosti podle této
Smlouvy o dodavkach Vyssi moc, pak

pfislusnych
podle této

dodavkach
po dobu
plasobeni Vys88§i moci a
dottena Smluvni  strana
neporusuje tuto Smilouvu ©
dodavkach ani neni jinak
odpovédnd za takové
neplnéni  nebo  prodieni
s plnénim t&chto povinnosti;

19.1.1 se pinéni
povinnosti
Smilouvy o
pozastavuje

19.1.2 v nejkrat§i mozné pfiméfené
Ihité po zacatku plsobeni
Vys§§i moci oznami dotéena
Smluvni strana druhé
Smluvni strané& povahu Vy$si
moci a pravdépodobny dopad
téhoz na jeji schopnost pinit
své povinnosti podle této
Smlouvy o dodavkéach a

19.1.3 v nejkratdi mozné piiméfené
Ihiité¢ po skonéeni plisobent
Vy88i moci oznami dotéena
Smiuvni strana druhé
Smiluvni strané, ze pusobeni
Vy358i moci skonéilo, a obnovi
pinéni svych povinnosti podie
této Smlouvy o dodavkach.
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months, however until depletion of limit | 20. DOBA TRVANi A UKONGENI
of CZK 4,253,370.00 without VAT, PLATNOSTI
unless and to the extent this Supply
Agreement is terminated earlier by a | 20.1 Tato Smiouva o dodavkach nabyva
Party or the Parties in accordance with Ucinnosti k Datu u&innosti a z(istava
the provisions of this clause 20 (the v platnosti na dobu uréitou 12 mésicd,
“Term”). maximainé viak do vy&erpani limitu
4.253.370,00 Ké bez DPH, pokud neni
20.2 This Supply Agreement may be platnost této Smlouvy o dodavkach
terminated at any time without giving nékterou ze Smiuvnich stran nebo
reasons with a notice period of three (3) Smluvnimi stranami ukonéena dfive
months, which begins on the first day of v souladu s ustanovenim tohoto &lanku
the month following the delivery of the 20 (déle jen ,Doba platnosti).
notice of termination to the other Party.
20.2  Smlouvu o dodavkach je mozno kdykoli
vypovédét i bez uvedeni divodi s
20.3 Either Party shall be also entitled to vypovédni lhttou tfi (3) mésicl, ktera
terminate this Supply Agreement upon polina béZet prvnim dnem mésice
written notice to the other Party if (i) nasledujiciho po dorudeni vypovédi
adverse safety events exists which druhé Smluvni strané.
would be reasonably likely to cause the
Product not to have a safety profile | 20.3 Kazda ze Smiluvnich stran je dale
suitable for Regulatory Approval in the opravnéna tuto Smiouvu o dodédvkach
Territory, (ii) there is evidence of futility ukongit pisemnym oznamenim
of the Product which would be doruéenym druhé Smluvni strané&, pokud
reasonably likely to cause the Product () existuji nepiiznivé bezpe&nostni
not to have a safety and efficacy profile udalosti, které by s pfim&fenou
suitable for Regulatory Approval in the pravdépodobnosti vedly ktomu, ze
Territory, iii) the Regulatory Approval for Pripravek nebude mit profil bezpe&nosti
the Product is rejected, withdrawn or vhodny pro Regulaéni schvéleni na
suspended by the Regulatory Authority, daném Uzemi, (ii) existuje dikaz o
or (iv) the Regulatory Approval is neucinnosti  Pfipravku, ktery by
withdrawn by AstraZeneca (or its s pfiméfenou pravdépodobnosti ved|
Affiliate). ktomu, ze Pfipravek nebude mit profil
bezpegnosti a uginnosti vhodny pro
Regulaéni schvaleni na daném Uzemi,
iii) je Regulaéni schvaleni zamitnuto,
20.4 A Party who has been served notice of vzato zpét nebo pozastaveno nebo (iv) je
the Force Majeure event pursuant to Regulaéni  schvéleni vzato zpét
clause 19 by the other Party may service spoleCnosti AstraZeneca (nebo jeji
written notice to terminate this Supply Pfidruzenou spoleénosti).
Agreement if the Force Majeure event
has led to the suspension of the affected | 204  Smiuvni strana, jiZ bylo druhou Smiuvni
Party's obligations for six (6) months or stranou dorudeno oznameni o Vy&si
more. moci podle ¢lanku 19, je opravnéna tuto
Smlouvu o  dodavkach  ukongit
pfislusnym  pisemnym oznamenim,
20.5  Either Party (the “Terminating Party”) pokud uddlost Vy3&i moci vedla
shall be entitled to terminate this Supply k pozastaveni plnéni povinnosti dotéené
Agreement before the expiry of the Term Smluvni strany na dobu $esti (6) mésicii
in its sole discretion and upon written nebo delsi.
notice to that effect to the other Party, for
material breach, if: 205  Kterakoli ze Smluvnich stran (dale jen

~Strana ukonéujici smiouvu*) je
opravnéna tuto Smiouvu o dodavkach
ukongit pfed uplynutim Doby platnosti |

46



20.6

20.7

20.5.1 subject to clause 20.5.2, the
other Party (the “Breaching
Party”) fails to comply with
any of the material obligations
under this Supply Agreement
and fails to remedy the
violation or breach within
thirty (30) days (in each case,
the “Cure Period”), after
having been notified in
advance in writing by the
Terminating Party. In such
event, the right of the
Terminating Party to claim
damages for breach of
contract shall remain
unaffected; and

20.5.2 the Breaching Party may
during the Cure Period
commence legal proceedings
to challenge the validity of the
termination, in which case,
termination shall not occur
untii the court makes a
decision (which decision is
not capable of appeal or
which is not appealed within
the time limited allowed for
appeal) that the event(s)
specified in the Terminating
Party’s written notice does
entitle the Terminating Party
to terminate this Supply
Agreement.

It is expressly acknowledged that neither
Party shall be in breach of this Supply
Agreement to the extent its failure to
perform, or its delay in performing, any
obligation under this Supply Agreement
is as a result of the other Party’s failure
to perform, or delay in performing the
obligations set out in this Supply
Agreement upon which the first Party’s
performance is dependent.

The Purchaser shall be entitled to
terminate this Supply Agreement before
the expiry of the Term in its sole
discretion and upon written notice to that
effect to AstraZeneca, as detailed below

20.6

20.7

smlouvy podle vlastniho uvazeni a na
zékladé prislu§ného pisemného
oznameni doruéeného druhé Smluvni
strané z dilvod( podstatného poruseni,
pokud:
20.51 s vyhradou ustanoveni odst.
20.5.2 druha Smluvni strana
(dale jen ,Porusujici strana“)
nespini nékterou
Z podstatnych povinnosti
podle této Smlouvy o
dodavkach a  nezjednd
napravu tohoto poruseni
nebo nesplnéni do tficeti (30)
dnl (v kazdem pfipadé dale
jen ,Lhata pro népravu®)
poté, co  byla predem
pisemné upozornéna Stranou
ukongujici smilouvu.
V takovém piipadé zlstava
pravo  Strany  ukoné&ujici
smlouvu pozadovat nahradu
skody za poruSeni smlouvy
nedotéeno a

20.5.2 Porudujici  strana  muze
b&hem Lhaty pro napravu
zahdjit soudni fizeni s cilem
zpochybnit platnost ukon&eni
stim, Ze vtakovém pfipadé
k ukonéeni nedojde, dokud
soud nevyda rozhodnuti (proti
némuz se nelze odvolat nebo
proti némuz neni odvolani
v piislusné |haté podano)
vtom smyslu, Ze udalost
(udalosti) uvedena (uvedené)
v pisemném oznameni
Strany ukonéujici smlouvu
opravfiuje (opraviiuji) Stranu

ukonéujici smlouvu
k ukonéeni této Smiouvy o
dodavkach.
Vyslovné se potvrzuje, Ze Zadna ze
Smiuvnich stran neporuduje tuto
Smlouvu o dodavkach vrozsahu,

v jakém je jeji neplnéni nebo prodieni
s pinénim povinnosti z této Smiouvy o
dodavkach dusledkem neplnéni nebo
prodleni s pin&nim povinnosti z této
Smiouvy o dodavkach druhou Smiuvni
stranou, na nichz pinéni prvni Smiuvni
strany zavisi.

Kupujici je opravnén tuto Smilouvu o
dodavkach ukonéit pfed uplynutim Doby
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21.

211

and to the extent permitted by Applicable
Laws, if:

20.7.1 any resolution is passed, or
application made, in relation
to AstraZeneca for a
moratorium on the payment
of its debts, or for its
dissolution, liquidation,
winding-up or administration;

20.7.2 a receiver, liquidator,
administrator or
administrative receiver (or
equivalent officer) is
appointed over AstraZeneca
or its undertaking or all or a
substantial part of its assets;

20.7.3 AstraZeneca suffers any
event in any jurisdiction to
which it is subject that has an
effect equivalent or similar to
any of the events described in

this clause 20.7; and/or

20.7.4 AstraZeneca ceases or
threatens to cease to carry on

business.
CONSEQUENCES OF TERMINATION

Upon expiry or termination of this Supply
Agreement for any reason:

2111 each Party shall use
Commercially  Reasonable
Efforts to mitigate both (i) the
damages that would
otherwise be recoverable
from the other pursuant to this
Supply Agreement, and (ii)
any costs, fees, expenses or
losses that may be incurred
by a Party, or for which a
Party may be responsible,
under this Supply Agreement,
by taking appropriate and
reasonable actions to reduce
or limit the amount of such

21.

211

platnosti smlouvy dle svého uvéZeni a na
zakladé pislusného pisemného
oznameni  doruc¢eného  spoleénosti
AstraZeneca, jak je uvedeno niZe a
vrozsahu pfipustném die Platnych
pravnich predpis(, pokud:

20.7.1 je prijato jakékoli rozhodnuti
nebo podéna Zadost ve
vztahu ke spoleénosti
AstraZeneca ve v&ci
moratoria na splaceni jejich
diuhll nebo ve véci jejiho
zruSeni, likvidace nebo
spravy;

20.7.2 ve vztahu ke spoletnosti
AstraZeneca nebo jejimu
podniku nebo celému jejimu
majetku nebo jeho podstatné
¢asti je jmenovan spravce
majetku, likvidator nebo
insolvencni spravce (nebo
rovnocenny Ufednik);

20.7.3 ve vztahu ke spoleénosti
AstraZeneca dojde v jakékoli
jurisdikci, jiz podiéha,
k jakékoli udalosti, kterd ma
stejny nebo obdobny uéinek
jako  néktera  z udalosti
popsanych v tomto odst. 20.7
a/nebo

20.74 spole¢nost AstraZeneca
pfestane vykonavat svou
¢innost, pfipadné to hrozi.

DUSLEDKY UKONCGENI PLATNOSTI

Po uplynuti nebo ukon&eni doby
platnosti této Smlouvy o dodavkach
Z jakéhokoli divodu:

21.1.1 kazda Smluvni strana
vynalozi Obchodné
pfiméfené Usili k tomu, aby
zmirnila (i) Skody, které by
jinak byly vymahany od druhé
Smiluvni strany podie této
Smlouvy o dodévkach a (ii)
veSkeré néaklady, poplatky,
vydaje nebo ztraty, kterou
mohou  Smluvni  strané
vzniknout nebo za které miize
byt odpovédnad na zakladé
této Smiouvy o dodavkach, a
to pfijetim vhodnych a

48




21.2

211.2

On termination of this Supply Agreement
by means specified in Article 20.1 and/or
20.2 above:

21.21

21.2.2

damages, costs, fees,
expenses or losses.

any provision of this Supply
Agreement which expressly
or by implication is intended
to come into or continue in
force after expiry or
termination or is required for
its interpretation, including
clauses 8, 9 and 11 (to the
extent that payments to
AstraZeneca are due or still
owing), 13.1, 14.1, 15, 16, 18,
21, 22, and 24, shall remain in
full force and effect.

the Order(s) delivered to
AstraZeneca prior to
termination hereof
concerning Product that has
been delivered prior to the
date of termination hereof
shall not be cancelled; in
relation to these Order(s) this
Supply Agreement remains
valid and effective; and

AstraZeneca shall be entitled
to invoice the Purchaser for
amounts that have not
otherwise been paid by the
Purchaser in respect of the
Price for Product delivered
pursuant to this Supply
Agreement prior to the date of
termination; payment shall be
made by Purchaser within
sixty (60) days of the delivery
date of invoice for the same.

21.2

pfiméfenych opatifeni ke
snizeni nebo omezeni vyse
téchto $kod, nakladd,
poplatkl, vydajl nebo ztrat;

21.1.2 jakékoli  ustanoveni této
Smiouvy o dodavkéach, které
ma vyslovné& nebo implicitné
vstoupit v platnost nebo
zlstat v platnosti i po uplynuti
nebo ukonéeni platnosti této
Smlouvy o dodavkach nebo
je nezbyiné pro jeji vyklad,
véetné ustanoveni ¢lanki 8, 9
a 11 (v rozsahu, v némz jsou
platby ve prospéch
spole¢nosti AstraZeneca
splatné nebo dosud
neuhrazené), 13.1, 14.1, 15,
16, 18, 21, 22 a 24, zlstava
vpiném rozsahu platné a
uginné.

Pfi ukonéeni platnosti této Smiouvy o
dodavkach  zplisobem  uvedenym
v Elanku 20.1 a/nebo 20.2 vyse:

21.21 Objednavky doruéené
AstraZeneca pfed ukongenim
platnosti Smiouvy o}
dodavkach tykajici se
Pfipravku, ktera nebyla
doddna k datu ukonéeni
platnosti, se nerusi, ve vztahu
k témto Objednavkach
zlstava tato Smlouva o
dodéavkach v platnosti,

2122 spoletnost AstraZeneca je
opravnéna fakturovat
Kupujicimu  &astky, které
nebyly Kupujicim  jinak
uhrazeny v souvislosti
s Cenou za Pripravek dodany
podle této Smlouvy o
dodavkach za Objednavky
doruéené AstraZeneca pred
datem ukonceni platnosti
Smlouvy o dodavkach, a
Kupujici je povinen tyto
uhradit do $edesati (60) dnd
ode dne doruéeni pfislusné
faktury.
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213

214

22,

221

222

On termination of this Supply Agreement
by means specified in Article 20.3 and/or
following Articles:

21.3.1 the proportion of the Order
concerning Product that has
not been delivered at the date
of termination shall be
cancelled; and

21.3.2 AstraZeneca shall be entitled
to invoice the Purchaser for
amounts that have not
otherwise been paid by the
Purchaser in respect of the
Price for Product delivered
pursuant to this Supply
Agreement prior to the date of
termination and payment
shall be made by Purchaser
within sixty (60) days of the
date of invoice for the same.

Expiry or termination of this Supply
Agreement for any reason shall be
without prejudice to either Party’s other
rights and remedies or to any accrued
rights and liabilities as the date of such
expiry or termination which shall survive
such termination or expiry.

DATA PROTECTION

The sharing of personal data is
necessary to support contact with
employees and Subcontractors in order
to collaborate under this Supply
Agreement (“In-Scope Personal Data”).
The Party receiving the personal data
from the other Party shall not process the
In-Scope Personal Data for longer than
necessary to fulfil the agreed purposes
of this Supply Agreement.

Any personal data included in or relating
to this Supply Agreement, including its
implementation, shall be processed in
accordance with Regulation (EU)
2018/1725. Such data shall be
processed solely for the purposes of the
implementation, management and
monitoring of this Supply Agreement by

213

214

22,

221

222

Pfi ukongeni platnosti této Smiouvy o
dodavkach  zplsobem  uvedenym
vélanku 20.3 a/nebo nasledujicich
élancich:
21.3.1 Cast Objednavky tykajici se
Pfipravku, ktera nebyla
dodadna k datu ukondeni
platnosti, se ru$i a

21.3.2 spoletnost AstraZeneca je
opravnéna fakturovat
Kupujicimu  &astky, které
nebyly  Kupujicim jinak
uhrazeny v souvislosti
s Cenou za Pripravek dodany
podle této Smlouvy o
dodavkach pfed datem
ukonéeni platnosti, a Kupujici
je povinen tyto uhradit do
Sedesati (60) dnii ode dne
vystaveni piislusné faktury.

Uplynuti nebo ukoné&eni doby platnosti
této Smlouvy o dodévkach z jakéhokoli
divodu nema vliv na ostatni prava a
prostfedky napravy 2adné ze Smiuvnich
stran ani na prava a povinnosti vznikié
kdatu uplynuti nebo ukongeni doby
platnosti této Smiouvy o dodavkach a
tyto ziistavaji i nadale platné.

OCHRANA UDAJU

Sdileni osobnich Gdaju je nezbytné pro
podporu kontaktu se zaméstnanci a
Subdodavateli za Ggelem spoluprace
v ramci této Smlouvy o dodévkach (dale
jen ,Pfedmétné osobni Gdaje).
Smluvni strana, kterd pfijima osobni
Udaje od druhé Smluvni strany, nesmi
zpracovavat Pfedmétné osobni udaje
déle, nez je nezbytné pro spinéni
dohodnutych dé&elti této Smlouvy o
dodavkach.

Veskeré osobni udaje obsazené v této
Smlouvé o dodavkdach nebo s ni
souvisejici, vetné jejiho pinéni, se
budou zpracovavat v souladu
s nafizenim (EU) 2018/1725. Tyto daje
budou zpracovavany vyhradné pro ucdely
pinéni, spravy a monitorovani této
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22.3

22.4

22.5

228

the data controller. For the purpose of
this provision, the data controller for the
European Commission shall be the
Director-General of the European
Commission's Directorate-General for
Health and Food Safety. The data
protection notice is available at
https://ec.europa.eu/info/data-
protection-public-procurement-
procedures_en.

The Parties or any other Person whose
personal data is processed by the data
controller in relation to this Supply
Agreement has specific rights as a data
subject under Chapter lll (Articles 14-25)
of Regulation (EU) 2018/1725, in
particular the right to access, rectify or
erase their personal data and the right to
restrict or, where applicable, the right to
object to processing or the right to data
portability.

Should the Parties or any other Person
whose personal data is processed in
relation to this Supply Agreement have
any queries concerning the processing
of its personal data, it shall address itself
to the data controller. They may also
address themselves to the Data
Protection Officer of the data controller.
They have the right to lodge a complaint
at any time to the European Data
Protection Supervisor.

The processing of personal data by the
Parties shall meet the requirements of
Regulation (EU) 2018/1725 and be
processed solely for the following
purposes: contact with employees and
Subcontractors in order to collaborate
under this Supply Agreement. Both
Parties agree each act as data
controllers with regards to the
processing of personal data they each
undertake.

Each Party represents and warrants that
it has provided an appropriate data
privacy notice and obtained appropriate
consent (if legally required) from the data
subjects whose In-Scope Personal Data
is being shared with the other Party and
that such notice and consent is in
accordance with Applicable Laws
regarding data protection and allows for
the desired use of such In-Scope

223
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22.6

Smlouvy o dodavkach spravcem UGdajh.
Pro téely tohoto ustanoveni je spravcem
Udajli za Evropskou komisi generalni
feditel generalniho feditelstvi pro zdravi
a bezpeCnost potravin. Oznameni o
ochrané udajll je k dispozici na adrese
https://ec.europa.euv/info/data-
protection-public-procurement-
procedures_en.

Smluvni strany nebo jakakoli jina Osoba,
jejiz osobni Udaje jsou zpracovavany
spravcem Gdajii v souvislosti s touto
Smlouvou o dodavkach, maji jako
subjekt udajl zvlastni prava podle
kapitoly Il (§lank(14-25) nafizeni (EU)
2018/1725, zejména pravo na pfistup ke
svym osobnim Gdajim, jejich opravu
nebo vymaz a pravo na omezeni
zpracovani, pfipadné pravo vznést
namitku proti zpracovani nebo pravo na
prenositelnost Udajd.

Pokud maji Smluvni strany nebo jakakoli
jina Osoba, jejiz osobni udaje jsou
zpracovavany  vsouvislosti s touto
Smlouvou o dodavkach, jakékoli dotazy
ohledné zpracovani jejich osobnich
Udajl, obrati se na spravce udajl.
Mohou se rovnéz obratit na povéfence
pro ochranu osobnich tGdajii spravce
udaji. Dale maji pravo kdykoli podat
stiznost k evropskému inspektorovi
ochrany udaju.

Zpracovani osobnich Gdaji Smluvnimi
stranami musi spliovat poZadavky
nafizeni (EU) 2018/1725 a musi byt
provadéno vyhradné pro tyto udely:
kontakt se zaméstnanci a Subdodavateli
za Ucelem spoluprace podle této
Smilouvy o dodavkach. Ob& Smiluvni
strany ujedndvaji, Zze kaZzda =z nich
vystupuje jako spravce Udajl ve vztahu
ke zpracovani osobnich udajl, které
kazda z nich provadi.

Kazda Smiuvni strana prohlasuje a
zaruéuje, Ze zajistila pfislusné oznameni
o ochrané osobnich udaji a ziskala
pfislusny souhlas (je-li zakonem
vyZzadovan) od subjektti udajl, jejichz
Piedmétné osobni udaje jsou sdileny
s druhou Smluvni stranou, a ze toto
oznameni a souhlas jsou v souladu
s Platnymi pravnimi predpisy
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227

22.8

22.9

Personal Data. Should a Party learn that
it has provided In-Scope Personal Data
that may not be shared pursuant to a
consent or notice, such Party is
responsible for promptly notifying the
other Party so that the affected In-Scope
Personal Data can be deleted as
required.

The Parties agree that the responsibility
for complying with any communication
addressed to one or both Parties under
this Supply Agreement made by a data
subject exercising one or several of
his/her data protection rights under
Applicable  Laws regarding data
protection (“Data Subjects Requests”)
falls to the Party receiving the Data
Subject Request in respect of the
personal data held and under the
responsibility of that Party as data
controller. The Parties agree to
cooperate and provide reasonable
assistance as is necessary to each other
to enable them to (j) comply with
Applicable  Laws regarding data
protection, (ii) comply with Data Subject
Requests and (iii) respond to any other
queries or complaints from data
subjects.

In the event a Party suffers a personal
data breach, such Party shall ensure it
complies with Applicable Laws regarding
data protection and, if applicable,
complies with any obligations to notify
Data Protection Supervisory Authority,
data subjects or other regulatory bodies
as required by Applicable Law regarding
the personal data breach.

To the extent the Purchaser suffers a
personal data breach that (i) has an
impact on the services provided under
this Supply Agreement or (i) relates to
In-Scope Personal Data AstraZeneca
shared with the Purchaser, the
Purchaser shall promptly  notify
AstraZeneca about such personal data
breach.

227

22.8

229

upravujicimi ochranu Gdajtl a umozriuji
poZadované  pousiti Pfedmétnych
osobnich (daji. Pokud se Smluvni
strana dozvi, Ze poskytla Pfedmétné
osobni Udaje, které nesmi byt na zakladé
souhlasu nebo oznameni sdileny,
odpovidé za neprodiené sdéleni téhos
druhé Smluvni strané tak, aby mohly byt
Pfedmétné osobni Udaje podle potieby
vymazany.

Smiuvni  strany ujednavaji, Ze
odpovédnost za wvyfizeni jakékoli
komunikace adresované jedné nebo
obéma Smiuvnim stranam podle této
Smiouvy o dodavkach, kterou poda
subjekt tdajl uplatfiujici jedno nebo vice
svych prav na ochranu udajd podle
Platnych pravnich predpisti upravujicich
ochranu Gdajii (dale jen ,Zadost
subjektu udajir*), nese Smiuvni strana,
ktera Zadost subjektu tdajti obdrzela ve
vztahu k osobnim Udajim, které ma
k dispozici a za které tato Smiuvni strana
odpovida jako spravce tdaji. Smiuvni
strany ujednavaji, e budou vzajemné
spolupracovat a poskytovat si
piiméFfenou asistenci nezbytnou k tomu,
aby mohly (i) jednat v souladu s Platnymi
pravnimi pfedpisy upravujicimi ochranu
Udaja, (ii) vyhovét Zadostem subjektl
Udajl a (iii) reagovat na jakékoli jiné
dotazy nebo stiznosti subjektd Gdaj(.

V pfipadé, Zze u nékteré Smiuvni strany
dojde k poruseni zabezpe&eni osobnich
Udajd, pak tato Smluvni strana zajisti
dodrZovéni Platnych pravnich pfedpist
upravujicich ochranu Gdajti a podle
potieby i spinéni jakychkoli povinnosti
tykajicich se ozndmeni takového
poruseni zabezpeéeni osobnich ddajl
organu dohledu nad ochranou udaiju,
subjektim Gdaji nebo jingm regula¢nim
organum, jak to vyZaduji Platné pravni
pfedpisy.

V rozsahu, v jakém u Kupujiciho dojde
k poruseni zabezpe&eni osobnich 0dajq,
které () m& dopad na sluzby
poskytované podle této Smiouvy o
dodavkach  nebo (i) se tyks
Pfedmétnych osobnich Gdaji sdilenych
spole¢nosti AstraZeneca s Kupujicim, je
Kupujici povinen o takovém poruseni
zabezpeéeni osobnich udajd spoleénost
AstraZeneca neprodlené informovat.

—
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22.10 Both Parties shall indemnify, defend, and

23.

24,

241

hold each other harmless from and
against any and all liabilities, claims,
losses, suits, judgments, and reasonable
legal fees arising from any breach,
negligent act, error or omission of
relevant data protection obligations
under this Supply Agreement by the
other Party, its Subcontractors or their
respective Personnel.

INDEPENDENT CONTRACTORS

AstraZeneca is acting as an independent
contractor under this Supply Agreement.
Nothing in this Supply Agreement or any
circumstances associated with it or its
performance give rise to any relationship
of agency, partnership or employer and
employee between the Purchaser and
AstraZeneca or between the Purchaser
and any AstraZeneca representative, nor
authorise either Party to make or enter
into any commitments for or on behalf of
the other Party.

MISCELLANEOUS
Notices:
2411 Any nofification under this
Supply Agreement must be
made in writing in the Czech
language, must refer to this
Supply Agreement and must
be delivered in person
against the signature of the
other Contractual Party or
through data messages
pursuant to the provisions of
Act No. 300/2008 Coll,, on
electronic acts and
authorised conversion of
documents. If the document
is delivered to a data mailbox,
it shall be deemed to have
been delivered at the moment
when the addressee logs in to
the data mailbox. If the
addressee fails to log in to the
data mailbox within ten days
of the date on which the
document was delivered to

2210 Obé Smluvni

23.

24,

241

strany se zavazuji
odskodnit a  zprostit
odpovédnosti za veskeré zavazky,
naroky, ztraty, Zaloby, rozsudky a
pfiméfené naklady pravniho zastoupeni
vyplyvajici  z jakéhokoli porudeni,
nedbalostniho jednani, pochybeni nebo
opomenuti  pfislusnych  povinnosti
v oblasti ochrany osobnich Udaji podle
této Smilouvy o dodavkéch druhou
Smiuvni stranou, jejimi Subdodavateli
nebo jejich prislusnymi Pracovniky.

vzajemné

NEZAVISLI DODAVATELE

Spoleénost AstraZeneca jedna na
zéakladé této Smlouvy o dodavkach jako
nezavisly dodavatel. Zadné ustanoveni
této Smlouvy o dodavkach ani okolnosti
stim spojené, ani plnéni téhoZ
nezakladaji  mezi Kupujicim  a
spoletnosti AstraZeneca nebo mezi
Kupujicim a jakymkoli zastupcem
spoleénosti AstraZeneca Zzadny vztah
zastoupeni, partnerstvi ani  vztah
zaméstnance a zaméstnavatele, ani
neopraviiuji Zadnou ze Smiuvnich stran
pfijimat nebo uzavirat jakékoli zavazky
za druhou Smluvni stranu nebo jejim
jménem.

RUZNA USTANOVENI

Oznameni:

2411 Jakékoli oznameni podle této
Smilouvy o dodavkach musi
byt vyhotoveno pisemné
v éeském  jazyce, musi
odkazovat na tuto Smlouvu o
dodavkdch a  doruéeno
osobné oproti podpisu druhé
Smiuvni strany, nebo
datovymi zpravami ve smyslu
zékona ¢&. 300/2008 Sb., o
elektronickych Ukonech a
autorizované konverzi
dokumenti. Je-li pisemnost
doruéovana do  datové
schranky, povaZuje se za
doruéenou okamzikem, kdy
se adresdt do datové
schranky pfihlasi. Pokud se
adresat do datové schranky
nepfihlasi ve lhiteé 10 dni
cde dne, kdy byla pisemnost
do datové schranky dodana,
povaZuje se poslednim dnem
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24.2

Variation and Waiver

2421

the data mailbox, the
document shall be deemed to
have been served on the last
day of that period. Any notice
may also be served by
electronic means of
communication to the
following addresses:

For Notices to the
Purchaser:

Fakultni nemocnice
Ostrava, se sidlem 17.
listopadu 1790/5, 708 52
Ostrava-Poruba

Attn: Mgr. Petr Basanda
e-mail: petr.basanda@fno.cz
With a copy to:

Mgr. lvana Mi¢kalova

e-mail:
ivana.mickalova@fno.cz

For Notices to
AstraZeneca:

AstraZeneca Czech
Republic s.r.o.

U Trezorky 921/2, Jinonice,
158 00 Praha 5, Czech
Republic

Attn: Martina Romova

E-mail:
distribuce@astrazeneca.com

With a copy to:

legainotices@astrazeneca.c
om

No amendment or variation of
the terms of this Supply
Agreement shall be effective
unless it is made or confirmed

24.2

2421

této |hity pisemnost za
doruéenou. Jakékoli
oznameni lze dorudovat i

prostiednictvim elektronické
komunikace na nize uvedené
adresy:

V pfipadé oznameni
Kupujiciho:

pro

Fakultni nemocnice
Ostrava, se sidlem 17.
listopadu 1790/5, 708 52
Ostrava-Poruba

K rukam: Mgr. Petr Baganda
e-mail: petr.basanda@fno.cz
S kopii pro:

Magr. lvana Mickalova

e-mail:
ivana.mickalova@fno.cz

V pfipadé oznameni pro
spoleénost AstraZeneca:

AstraZeneca Czech
Republic s.r.o., U Trezorky
921/2, Jinonice, 158 00 Praha
5, Ceska republika

K rukém: Martina Romova
E-mail;
distribuce@astrazeneca.com

S kopif pro:

legalnotices@astrazeneca.c
om

Zmény a vyjimky

Jakeékoli zmény nebo Gpravy
podminek této Smiouvy o
dodavkach jsou  Géinne,
pouze pokud jsou vyhotoveny
nebo potvrzeny v pisemném
dokumentu podepsaném
ob&ma Smluvnimi stranami
této Smlouvy o dodévkach. v

pfipadé, 2e AstraZeneca
upravi, inovuje, rozsifi
Ciselnou fadu Pfipravku &
pozméni katalogové

oznadeni, kéd VZP Pfipravku
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24.2.2

in a written document signed
by both Parties to this Supply
Agreement. In the event that
AstraZeneca modifies,
innovates, expands the
number series of Product or
changes the catalog
designation, VZP product
code and the nature of the
obligation under the Supply
Agreement and the Product
Price does not change, it will
be possible to make this
change in the form of a written
amendment to the contract.

Any waiver of any right,
obligation or remedy under,
or compliance with or breach
of any provision of, this
Supply Agreement must be
expressly stated in writing to
be such a waiver, must
specify the right, remedy,
obligation,  provision  or
breach to which it applies and
must be signed by an
authorised signatory of each
of the Parties granting the
waiver. If either Party waives
any right, obligation or
remedy under, or compliance
with or breach of any
provision of this Supply
Agreement, it can still enforce
that right, obligation or
provision or claim that
remedy subsequently and
that waiver shall not be
deemed to be a waiver of any
subsequent breach of that or
any other provision or of any
cther right, obligation or
remedy.

2422

2423

a podsiata zavazku ze
Smlouvy o dodavkach a Cena
Pfipravku se nezméni, bude
mozné formou pisemného
dodatku ke smlouvé uginit
tuto zménu.

Jakakoli vyjimka z uplatnéni
jakéhokoli prava, povinnosti
nebo prostiedku napravy
podle této Smlouvy o
dodavkach nebo upusténi od
souladu s jakymkoli jejim
ustanovenim nebo od narokil
v souvislosti s porusenim
téhoz musi byt vyhotovena
pisemné s vyslovnym
uvedenim, 2e se jedna o
takovou vyjimku, dale musi
byt specifikovano pravo,
prostiedek napravy,
povinnost, ustanoveni nebo
poruseni, na které se
vztahuje, a tato musi byt
opatiena podpisem
opravnéné osoby kaidé ze
Smluvnich  stran,  ktera
vyjimku udéiuje. Pokud se
néktera ze Smluvnich stran
vzda  jakéhokoli prava,
spinéni  povinnosti  nebo
prostiedku napravy podle této
Smilouvy o dodavkéch nebo
upusti od souladu s jakymkoli
jejim ustanovenim nebo od
narok v souvislosti
s poru$enim téhoZ, miZe toto
pravo, povinnost  nebo
ustanoveni vymahat nebo se
domahat prostfedku napravy i
nasledné a toto vzdani se

nebude povazovano za
vzdani se narokl
vsouvislosti s  jakymkoli

naslednym porudenim téhoz
nebo  jakéhokoli  jiného
ustanoveni ani za vzdani se
jakéhokoli  jiného  prava,
pinéni  povinnosti  nebo
prostiedku napravy.

Prava a prostiedky napravy
kterékoli ze Smluvnich stran
ve vztahu k této Smlouvé o
dodavkach se udélenim
jakékoli dlevy, odkladu nebo
prodlouZeni |hity kteroukoli
Smluvni  stranou druhé
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24.2.3

2424

2425

The rights and remedies of
either Party in respect of this
Supply Agreement shall not
be diminished, waived or
extinguished by the granting
of any indulgence,
forbearance or extension of
time by either Party to the
other nor by any failure to
ascertain or exercise, or any
delay in ascertaining or
exercising, any such rights or
remedies,

The discontinuance,
abandonment or adverse
determination of any
proceedings taken by either
Party to enforce any right or
any provision of this Supply
Agreement shall not operate
as a waiver of, or preclude
any exercise or enforcement
or (as the case may be)
further or other exercise or
enforcement by that Party of,
that or any other right or
provision.

All references in this clause
24.2 to any right or remedy
shall include any power, right
or remedy conferred by this
Supply Agreement on, or
provided by law or otherwise
available to, the relevant
Party; and any right not being
exercised shall include any
partial exercise of that right
and any circumstances in
which the relevant Party does
not insist on the strict
performance of any provision
of this Supply Agreement.

2424

2425

24286

Smluvni strang nezmensuji,

heupousti se od nich ani tato
nezanikaji, a to ani
vdisledku opomenuti ur&it
nebo uplatnit jakakoli takova
prava  nebo prostiedky
napravy  ani v disledku
prodleni s jejich  ur&enim
nebo uplatnénim.

Pferuseni jakéhokoli fizeni
zahdjeného  jednou ze
Smiuvnich stran za ugelem
vymahani jakéhokoli prava
nebo ustanoveni této
Smlouvy o dodavkach ani
upusténi od takového fizeni,
ani  nepfiznivé rozhodnuti
Vvjeho ramci nebude mit za
nasledek vzdani se tohoto ani
jakéhokoli jiného prava nebo
ustanoveni, ani nebude branit
jejich vykonu nebo vymahani
nebo  (podie ckolnosti)
dal$imu nebo jinému vykonu
nebo vymahani touto Smiuvni
stranou.

Veskeré odkazy v tomto odst.
24.2 na jakékoli pravo nebo
prostiedek napravy zahrnuji
jakékoli  opravnéni, pravo
nebo prostredek napravy
svéfeny touto Smlouvou o
dodavkach pfisiugné Smiuvni
strané nebo stanoveny
zékonem nebo této Smluvni
strané jinak dostupny; a
jakékoli pravo, které neni
uplatnéno, zahrnuje jakékoli
Castecné uplatnéni tohoto
prava a jakékoli okolnosti, za
nichz pfislusna  Smiuvni
strana netrvd na striktnim
pinéni jakéhokoli ustanoveni
teto Smlouvy o dodavkach.

Udélenim jakéhokoii
souhlasu  kteroukoli ze
Smluvnich stran k jakémukoli
Ukonu, ktery takovy souhlas
podle podminek této Smlouvy
0 dodévkéch vyzaduje, neni
dotéeno pravo této Smiuvni
strany odepfit nebo udslit
souhlas k provedeni
jakéhokoli obdobného Gkonu.
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24.4

2426

The giving by either Party of
any consent to any act which
by the terms of this Supply
Agreement requires that
consent shall not prejudice
the right of that Party to
withhold or give consent to
the doing of any similar act.

Counterparts
24.31 This Supply Agreement may
be executed in any number of
counterparts, and by the
Parties on separate
counterparts, but shall not be
effective until each Party has
executed at least one (1)
counterpart. Each
counterpart shall constitute
an original of this Supply
Agreement, but all the
counterparts shall together
constitute the one agreement.

24.3.2 Delivery of a copy of this
Supply Agreement together
with an executed signature
page of a counterpart in
AdobeTM Portable Document
Format (PDF) sent by email
shall take effect (subject to
clause 24.11) as delivery of
an executed counterpart of
this Supply Agreement. If this
method is adopted, without
prejudice to the validity of this
Supply Agreement, each
Party shall provide the other
with a hard copy original of
that executed counterpart as
soon as reasonably
practicable thereafter.

Invalidity

Each provision of this Supply Agreement
is severable and distinct from the others.
The Parties intend that each of those
provisions shall be and remain valid and
enforceable to the fullest extent
permitted by Applicable Laws. If all or
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24.4

Vyhotoveni

24.31 Tato Smiouva o dodavkach
mlze byt uzaviena
prostfednictvim  jakéhokoli
poctu stejnopis( a
podepsana Smiluvnimi
stranami na samostatnych

vyhotovenich, nabyva v3sak
uéinnosti aZ poté, co kazda
Smiuvni strana podepiSe
alespoii jeden (1) stejnopis.
Kazdy stejnopis pfedstavuje
origindl této Smilouvy o
dodavkach s tim, Zze vSechny
stejnopisy dohromady tvofi
jednu smiouvu.
24.3.2 Doruéeni kopie této Smilouvy
o} dodéavkach spolu
s podepsanou  podpisovou
stranou stejnopisu ve formatu
AdobeTM Portable Document
Format (PDF) zaslané
elektronickou postou ma (s
vyhradou ustanoveni odst.
2411)  Uginky  doruCeni
podepsaného stejnopisu této
Smlouvy o dodavkach. Pokud
je tento zplsob zvolen, pak
aniz by tim byla dotéena
platnost této Smlouvy o
dodéavkach, kazda Smluvni
strana  poskytne  druhé
Smluvni strané original tohoto
podepsaného stejnopisu
v ti§téné podobé v nejkratsi
mozné pfimérené Ihaté.

Neplatnost

Kazdé ustanoveni této Smlouvy o
dodavkach je samostatné a cddélitelné
od ostatnich. Smiuvni strany maji
v imyslu, aby kazdé z téchto ustanoveni
bylo a zlstalo platné a vymahatelné
v plném rozsahu povoleném Platnymi
pravnimi pfedpisy. Pokud se z jakéhokoli
divodu celé takové ustanoveni nebo
jeho &ast ukéze byt nebo se kdykoli
stane v jakémkoli rozsahu neplatnym,
nezékonnym nebo nevymahatelnym
podle jakéhokoli pravniho pfedpisu nebo
normy, bude se mit za to, Ze vtomto
rozsahu netvofi souéast této Smiouvy o
dodavkach, avéak (s vyjimkou tohoto
rozsahu v pfipadé daného ustanoveni)
zUstavaji pfislusné ustanoveni i véechna
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24.5

any part of any such provision is held to
be or at any time becomes to any extent
invalid, illegal or unenforceable for any
reason under any enactment or rule of
law, it shall o that extent be deemed not
to form part of this Supply Agreement but
(except to that extent in the case of that
provision) it and all other provisions of
this Supply Agreement shall continue in
full force and effect and their validity,
legality and enforceability shall not be
affected or impaired as a result, subject
to the operation of this clause 24.4 not
negating the commercial intent and
purpose of the Parties under this Supply
Agreement.

Assignment
2451 The Parties may, with the
other Party’s prior written
consent, assign or transfer, in
whole or in part, this Supply
Agreement or any of its rights
and obligations under this
Supply Agreement to one or
more of its Affiliates provided
that it gives the other Party
prior written notice.

24,52 AstraZeneca will procure that,
before any assignee
subsequently ceases to be a
member of AstraZeneca's
Group, the assignee shall
assign back to AstraZeneca
for the purposes of this
clause, so much of the benefit
of this Supply Agreement as
has been assigned to it.

2453 AstraZeneca may, but only
with the Purchaser's prior
written consent, assign or
transfer, in whole or in part,
this Supply Agreement or any
of its rights and obligations
under this Supply Agreement
to any Third Party, but

24.5

ostatni ustanoveni této Smiouvy o
dodavkach nadéle platng a uéinna a
jejich platnost, zakonnost a
vymahatelnost nebudou v disledku toho
dotCeny ani naruseny, s vyhradou
pUsobeni tohoto odst. 24.4
nepopirajiciho obchodni zamér a cil
Smluvnich stran podle této Smlouvy o
dodavkach.

Postoupeni
2451 Smluvni  strany  mohou
s pfedchozim pisemnym

souhlasem druhé Smluvni
strany zcela nebo zg&asti
postoupit nebo pfevést tuto
Smlouvu o dodavkach nebo
jakakoli sva prava a
povinnosti z ni vyplyvajici ve
prospéch jedné nebo vice
svych Pfidruzenych
spoleénosti za pfedpokladu,
Ze to druhé Smiuvni strané
piedem pisemné oznami.
2452 Spole&nost AstraZeneca
zajisti, aby na ni postupnik
pro uéely tohoto ustanoveni
postoupil zpét takovou &ast
vyhod  z této Smiouvy o
dodavkéach, ktera na néj byla
postoupena, predtim, nez
tento néasledn& prestal byt
élenem Skupiny
AstraZeneca.
2453 Spoleénost AstraZeneca smi
zcela nebo z&asti postoupit
nebo prevést tuto Smiouvu o
dodéavkach nebo jakakoli sva
prava a povinnosti z ni
vyplyvajici ve prospéch Treti
osoby, aviak pouze
s pfedchozim pisemnym
souhlasem Kupuijiciho, jinak
tuto Smlouvu o dodavkach
postoupit zcela ani zéasti na
Tteti osobu nesmi.
2454 Jakékoli pfipustné
postoupeni nebo prevod
jednou Smiuvni stranou jsou
uéinné, pouze pokud
pfislusny postupnik pisemné
potvrdi druhé Smiuvni strang
(a jakmile tato potvrzeni
obdrzi}, Ze bude VvV plném
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otherwise may not assign this
Supply Agreement, in whole
or part, to any Third Party.

2454 Any permitted assignment or
transfer by one Party shall be
effective only if the relevant
assignee confirms in writing
to, and upon receipt by, the
other Party that it shall fully
adhere to all the provisions of
this Supply Agreement as if it
were an original party to this
Supply Agreement.

2455 This Supply Agreement shall
be binding on and inure for
the benefit of the successors
and permitted assignees of
the Parties.

2456 Claims arising from this
Supply Agreement may not
be assigned to a third party
without the prior written
consent of the other Party.

Performance by Affiliates.

Either Party may perform any of its
obligations under this Agreement
through any of its Affiliates; provided that
such Party shall remain responsible for
any activities allocated to any such
Affiliate.

Subcontracting

2471 AstraZeneca may, without the
need for the Purchasers
consent  subcontract or
delegate its obligations or
services to be provided under
this Supply Agreement {o one
or more of its Affiliates and/or
to any Third Party consultant
or contractor (a
“Subcontractor”).
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rozsahu dodrZovat vSechna
ustanoveni této Smlouvy o
dodavkach, jako by byl jeji
puvodni smiuvni stranou.
245.5 Tato Smiouva o dodavkach je
zavazna pro pravni nastupce
a pfipustné  postupniky
Smluvnich stran a pusobi
v jejich prospéch.
2456 Pohledavky vyplyvajici z této
Smilouvy o dodavkach
nemohou byt postoupeny treti
osobé bez piedchoziho
pisemného souhlasu druhé
smluvni strany.

PInéni prostfednictvim Pfidruzenych
spolecnosti

Kterakoli ze Smluvnich stran mize plnit
jakékoli své povinnosti z této Smiouvy
prostiednictvim  kterékoli ze svych
Pridruzenych spoleénosti za
pfedpokladu, Ze tato Smluvni strana je i
nadale odpovédna za veskeré innosti
zadané takové Pfidruzené spole¢nosti.
Subdodavatelska cinnost

2471 Spole&nost AstraZeneca
miZe své povinnosti nebo
sluzby, které maji byt
poskytovany  podle této
Smlouvy o  dodavkach,
subdodavatelsky zadat jedné
nebo vice svym Piidruzenym
spoleénostem a/nebo
jakémukoli poradci nebo
dodavateli z fad Tretich osob
(dale jen ,Subdodavatel®)
nebo ftyto poveéfit jejich
pin&nim, aniz by k tomu byl
nutny souhlas Kupuijiciho.

Spoleénost AstraZeneca
zistava vzdy i nadale
odpovédna viéi Kupujicimu
za jednani nebo opomenuti
svych Pridruzenych
spole&nosti a Subdodavatell,
jimz subdodavatelsky zada
kterékoli ze svych povinnosti
nebo jez poveii jejich
pInénim, jakc by toto jednani
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249

2472 AstraZeneca shall at all times
remain responsible and liable
to the Purchaser for the acts
or omissions of
AstraZeneca's Affiliates and
Subcontractors  to  whom
AstraZeneca subcontracts or
delegates any of s
obligations, as if those acts or
omissions were of its own.

No Third Party Beneficiary

Except for the rights of the Affiliates of
Purchaser under 16.1, nothing in this
Supply Agreement shall confer any
rights, remedies or claims upon any
Person not a Party or a permitted
assignee of a Party.

Entire Agreement

This  Supply Agreement, and any
agreement or document referred to in it,
together with the schedules herein
contains the entire agreement between
the Parties with respect to the subject
matter of this Supply Agreement, and
supersedes all previous agreements and
understandings between the Parties with
respect to that subject matter. Each
Party acknowledges that, in entering into
this  Supply Agreement and the
agreements and documents referred to
in it, it does not rely on any statement,
representation, assurance or warranty
(whether it was made negligently or
innocently) of any Person (whether a
Party to this Supply Agreement or not)
which is not expressly set out in this
Supply Agreement or those documents
(a “Representation”), and that it shall
have no cause of action against the other
Party arising out of any Representation
except in respect of any fraudulent
misrepresentation by the other Party.
Any oral arrangements that are not
confirmed in writing by the authorized
representatives of both Parties are
legally ineffective.  This Supply
Agreement may be amended only by
written  amendments signed by
authorized representatives of both
Parties.
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2410

nebo opomenuti bylo jeji
viastni.

Vylougeni opravnénych Tretich osob

Vyjma prav Pfidruzenych spole&nosti
Kupujiciho podle odst. 16.1_nepfiznava
Zadné ustanoveni této Smlouvy o
dodavkach zadna prava, prostfedky
napravy ani naroky Zadné Osobé, ktera
neni  Smiuvni stranou nebo jejim
piipustnym postupnikem.

Uplna dohoda

Tato Smlouva o dodavkach a jakakoli
dohoda nebo dokument v ni uvedené, na
néz se vni odkazuje, spolu s jejimi
Pfilohami obsahuji Gplnou dohodu mezi
Smluvnimi stranami ohledné pfedmétu
teto Smlouvy o dodavkach a nahrazuji
v8echny predchozi dohody a ujednani
mezi Smiuvnimi stranami ohledné téhoz.
KaZzda Smluvni strana bere na védomi,
Ze pfi uzavirani této Smiouvy o
dodévkach a dohod a dokumenttll, na
néz se v ni odkazuje, se nespoléhg na
Zadné sdéleni, prohlaseni, ujisténi ani
zaruku (at' uZ bylo uéinéno z nedbalosti,
nebo nelimysiné) jakékoli Osoby (bez
ohledu na to, zda je Smiuvni stranou této
Smlouvy o dodavkach, & nikoli), které
neni vyslovné uvedeno v této Smiouve o
dodavkach nebo v téchto dokumentech
(dale jen ,Prohlaseni’), a e nema vigi
druhé Smiuvni strané Zadny duvod
k Zalobé& vyplyvajici Z jakéhokoli
Prohiadeni, s vyjimkou podvodného
uvedeni v omy! druhou Smiuvni stranou.
Jakékoliv ustni ujednani, ktera nejsou
pisemné potvrzena opravnénymi
zastupci obou Smluvnich stran, jsou
pravné neticinna. Smlouvu o dodavkach
Ize ménit pouze pisemnymi dodatky,
podepsanymi opravnénymi  zastupci
obou Smluvnich stran.

Rozhodné pravo a soudni prisluénost
24101  Tato Smlouva o dodévkach a
veskeré zaleZitosti, spory
nebo naroky z ni vyplyvajici
nebo s ni souvisejici (at uz
smluvni, nebo mimosmiuvni
povahy, véetné
obc&anskopravnich deliktd
nebo poruseni zakona nebo
Platného pravniho predpisu)

60




2410 Governing Law and Jurisdiction
24.10.1 This Supply Agreement and
any issues, disputes or claims
arising out of or in connection
with it (whether coniractual or
non-contractual in nature,
including claims in tort or for
breach of any statute or
Applicable Law) shall be
governed by and construed in
accordance with the Czech
law; in particular the
provisions of Act No. 89/2012
Coll., the Civil Code, as
amended, and other
generally binding laws and
legal regulations.
2410.2 If a dispute arises between
the Parties in connection with
or relating to this Supply

Agreement (a “Dispute’),
each Party irrevocably
submits to the exclusive

jurisdiction of the Czech
courts to settle any such
Dispute.

2411 Delivery of Agreement and language

versions

The Parties do not intend this Supply
Agreement to be delivered by, or to
become legally binding on, any of them
unti! the date of this Supply Agreement is
written at its head, notwithstanding that
one or more of them may have executed
this Supply Agreement prior to that date
being inserted.

This Supply Agreement is being made in both
Czech and English versions. In case of any
discrepancies between the tho language
versions the Czech language version shall
always prevail.

se fidi a vykladaji v souladu s
teskym pravem, zejména
ustanovenimi zak. ¢. 89/2012
Sb., ob&anského zakoniku,
ve znéni pozdéjsich predpist,

a ostatnich obecné
zavaznych pravnich
piedpis.

24.10.2 Vznikne-i mezi Smluvnimi

stranami z této Smlouvy o
dodavkach nebo v souvislosti
s ni spor (dale jen ,Spor*),
tak se proucely feSeni
jakychkoli ~ Sport, kazda
Smluvni strana neodvolatelné
podfizuje vyluéné pravomoci
éeskych soudd.

2411 Doruéeni Smlouvy a jazykové verze
Smluvni strany si nepieji, aby tato
Smlouva o dodavkach byla kteroukoli
z nich doruéena nebo se ve vztahu k nim
stala pravné zavaznou, dokud nebude
v jeiim zahlavi uvedeno datum jejiho
uzavieni, bez ohledu na to, Zze jedna
nebo ob& mohly tuto Smiouvu o dodéavce
podepsat predtim, nez byla timto datem
opatrena.

Tato Smlouva o dodavkach je vyhotovena v
deském a anglickém jazyce. V pifpadé rozporu
mezi jazykovymi verzemi smlouvy ma vidy
pfednost ceska verze smiouvy.
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IN WITNESS WHEREOF, the Parties have
caused this Supply Agreement to be executed in
two counterparts by their respective duly
authorised representatives as of the date set
forth at the beginning of this Supply Agreement.

NA DUKAZ CEHOZ Smiuvni strany podepsaly
tuto Smiouvu o dodavkach ve dvou stejnopisech
prostrednictvim svych fadné opravnénych
zéstupci ke dni uvedenému v jejim zahlavi.

SIGNED by / PODEPSANO ,
Authorised Signatory for and on behalf of
AstraZeneca Czech Republic s.r.o. / osobou
opravnénou k podepisovéni jménem spoleénosti
AstraZeneca Czech Republic s.r.o.

SIGNED by / PODEPSANO ,
Authorised Signatory for and on behalf of
Fakultni nemocnice Ostrava / osobou
opravnénou k podepisovani jménem Fakultni
nemocnice Ostrava

[SIGNATURE PAGE TO SUPPLY AGREEMENT FOR AZD7442 / PODPISOVA STRANA SMLOUVY
O DODAVKACH PRIPRAVKU AZD7442]




SCHEDULE 1/ PRILOHA 1
SPECIFICATION/SPECIFIKACE



SCHEDULE 2 SCHEDULE 2
DOCUMENTATION TO ACCOMPANY PRUVODNI DOKUMENTACE K DODAVKAM

DELIVERIES

e  Pack list and quantity of doses * Seznam baleni a mnozstvi davek

* Certificate of Conformance and Analysis | ®  Osvédéeni o shodé a analyze (a pfipadné

(and where relevant, Certificate of Origin) osvédéeni o pivodu)
*  Product description * Popis pfipravku
e Batch details ¢ Podrobné Udaje o Sarzj
*  Expiry date * Datum expirace

* Storage and transport temperature control | ¢ Zaznamy o kontrole skiadovaci a prepravni

records teploty
* Storage and transport instructions *  Pokyny pro skladovani a prepravu
* Advice Note ®  Souhrn informaci
Other information and notices required by the Dal$i informace a sdéleni vyzadovana na
Marketing Authorisation (or Emergency Use zakladé Registrace (pfipadn& Schvaleni pro
Authorisation podminegné pouziti) a Platnych pravnich
predpisq.
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