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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.: CZ63984482, represented
by Kuuno Vaher, executive

(“AstraZeneca”); and

(2) St. Anne’s University Hospital in Brno
state-funded organization
Registered office: Pekafska 664/53, 656
91 Brno, Czech Republic
Id. No.: 00159816
VAT No.: CZ00159816
Bank details: 71138621/0710, Czech
National Bank
Represented by: Ing. Vlastimil Vajdak,
Director (the “Purchaser”),

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

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

(B) 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 willing 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.

IT IS AGREED that:
1. DEFINITIONS

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

following meanings:

Tato smlouva (dale jen ,Smlouva o
dodavkach®) se uzavira mezi spole¢nostmi:

1) AstraZeneca Czech Republic s.r.o., 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, zastoupena:
Kuuno Vaherem, jednatelem spole¢nosti
(dale jen ,AstraZeneca); a

(2) Fakultni nemocnice u sv. Anny v Brné
statni prispévkova organizace
se sidlem: Pekafska 664/53, 656 91
Brno, Ceska republika
ICO: 00159816
DIC: CZ00159816
Bank. spojeni: 71138621/0710, Ceska
narodni banka
Zastoupena: Ing. Vlastimil
feditel (dale jen ,Kupujici®),

Vaijdak,

(kazda jednotlivé dale jako ,Smluvni strana“ a
spoleéné jako ,Smluvni strany®).

UVODNi USTANOVENI

(A) Spole¢nost AstraZeneca se aktivné
zasazuje o klinicky vyvoj Pfipravku za
UCelem podani Zadosti o Regulaéni
schvaleni a jeho ziskani u Povolujiciho
organu.

(B) Kupujici  hodla  vyuzivat  sluzeb
spole€nosti AstraZeneca spodcivajicich
ve Vyrobé a dodavkach Pripravku
v souladu s pozadavky Kupujiciho podle
této Smlouvy o dodavkach.

© Spole€nost AstraZeneca je pfipravena a
schopna provadétVyvoj a Vyrobu
Pfipravku pro Kupujiciho v souladu
s podminkami této Smlouvy o}
dodavkach.
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"Administering Entity" means any body
administering the Product;

"Advice Note" means a note containing

the following information:

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

name and/or generic drug name;

(b) the quantity in the package;

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

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

(e) batch number;

)] name of supplier;

(9) 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 Controlled by or
is under common Control with
AstraZeneca from time to time; and (b)
Purchaser means any Authorised Agent
or Administering Entity;

“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,

UJEDNAVA SE nasleduijici:

1.

11

DEFINICE

Vtéto Smlouvé o dodavkach maji
nasledujici pojmy a vyrazy nasledujici
vyznam:

~Subjekt povéfeny spravou“ znamena
jakykoli subjekt povéfeny spravou
Pfipravku;

-Souhrn informaci“ znamena zpravu
obsahujici nasledujici informace:

@) popis  Pfipravku s pouzitim
obchodniho nazvu spolecnosti
AstraZeneca a/nebo

generického nazvu léciva;
(b) mnozstvi v baleni;

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

(d) datum expirace Pfipravku v
baleni;

(e) Cislo Sarze;

4] nazev dodavatele;

(9) Osvédc&eni o analyze a

(h) jakékoli dalSi informace
pozadované Povolujicim
organem;

,PFidruzena osoba“ znamena v pfipadé
(a) spolecnosti AstraZeneca nebo Tieti
osoby jakoukoli osobu, ktera spole¢nost
AstraZeneca v prisludné dobé ovlada, je
ji ovladana nebo je s ni pod spole¢nou
kontrolou; a v pfipadé (b) Kupujiciho

znamena  jakéhokoli  Opravnéného
zastupce nebo Subjekt povéfeny
spravou;

,Platné pravni predpisy“ znamenaji
zdkony, normy, vyhladky, podzakonné
predpisy, nafizeni nebo podobné
zakonné predpisy, vynosy, mezinarodni
smlouvy, smérnice, spravni vyklady,
v€etné pravidel narodnich burz cennych
papir(l a jakychkoli jinych pravidel nebo
predpist vyhlasenych jakymkoli Statni
organem nebo jinak majici tutéz pravni
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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 20.4.1;

“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,
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

silu, Pravni pfedpisy na ochranu udaju a
veSkeré pfislusné pozadavky na
Spravnou vyrobni praxi a daldi
poZadavky a pokyny v oblasti GxP
(v kazdém pfipadé v jakékoli zemépisné
oblasti a/nebo ve vztahu k jakékoli
skupiné Osob nebo Pfipravku), které se
vztahuji na ¢innosti pfedpokladané touto
Smlouvou o dodavkach;

,LOpravnény  zastupce“ znamend
jakéhokoli opravnéného zastupce se
sidlem na daném Uzemi, jehoz jmenuje
Kupujici a o némz bude spolecnost
AstraZeneca pisemné informovana;

,Porusujici strana® ma vyznam
uvedeny v odst. 20.4.1;

.Pracovni den“ znamena jakykoli den,
ktery neni §obotou, nedéli ani statnim
svatkem v Ceské republice;

,Osvédéeni o analyze® znamena
osvédCeni o analyze  pfilozené
k Pfipravku  dodanému  Kupujicimu
osveédcujici, ze Pripravek byl Vyroben,
testovan a uvolnén do obéhu v souladu
se svoji Specifikaci, GMP a Platnymi
pravnimi pfedpisy;

,Obchodné pfimérené usili“ znamena
ve vztahu kUsili, které ma Smluvni
strana vynalozit k dosazeni jakéhokoli
cile, pfiméfené, vytrvalé Usili k dosazeni
takového cile, které by strana
v obdobném postaveni obvykle
vynalozila k dosazeni podobného cile ve
svém vlastnim zajmu za obdobnych
okolnosti; a v pfipadé spolecnosti
AstraZeneca uroven usili a zdroju, které
spoleCnosti v obdobném  postaveni
obvykle vynakladaji na pfipravky
s podobnym komerénim potencialem
v podobné fazi jejich Zzivotniho cyklu,
s pfihlédnutim ke vSem relevantnim
faktorim, vCetné otazek bezpecnosti a
ucinnosti, profilu pfipravku, obtiznosti
vyvoje nebo vyroby takového pfipravku,
konkurenceschopnosti alternativnich
vyrobku a pfislusnych regulatornich
pozadavku;

,Duvérné informace” maji vyznam
uvedeny v odst. 15.1;

.Vyhovujici  pfipravek® znamena
Pripravek, ktery byl vyroben v souladu s
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securities or by contract relating to voting
rights or corporate governance, or (b) to
own, directly or indirectly, fifty 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 20.4.1;

“‘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
Purchaser's nominated facility in the
Territory as notified to AstraZeneca by
the Purchaser;

“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

pozadavky uvedenymi v odst. 0 a 2.5 a
spliuje je;

LOvladat® znamena: (a) mit pfimo Ci
nepfimo pravomoc ovliviiovat Fizeni
nebo interni pfedpisy Osoby, at jiz
prostfednictvim  vlastnictvi  cennych
papird s hlasovacimi pravy, nebo
prostfednictvim  smlouvy  upravujici
hlasovaci prava nebo fizeni a spravu
spole¢nosti, nebo (b) pfimo & nepfimo
vlastnit cenné papiry v obéhu spojené
s hlasovacimi pravy nebo jiny podil
v takové Osobé, a to ve vySi padesati
procent (50 %) nebo vice nebo (c)
v pfipadé obchodni spole€nosti typu
partnership, ovladat hlavniho partnera, a
pojmy ,ovlada“ a ,ovladanad“ se
vykladaji obdobng;

.,Lhata pro napravu® ma vyznam
uvedeny v odst. 20.4.1;

.Pravni predpisy na ochranu udaja“
znamenaji vSechny mistni, vnitrostatni a
cizi zakony a pravni predpisy upravujici
zpracovani, pouzivani, sdélovani a
ochranu osobnich udajd nebo informaci;

,Zadosti subjektt udaji“ maji vyznam
uvedeny v odst. 22.5;

,Vada“ nebo ,Vadny“ znamena ve
vztahu Kk Pfipravku, ze tento neni
v souladu se Specifikaci, Regula¢nimi
schvalenimi Pfipravku, Dokumentaci,
Minimalni dobou  pouzitelnosti (s
vyhradou podminek odst.2.5) nebo
Platnymi pravnimi prfedpisy, v kazdém
pfipadé tak, jak je tento pojem vykladan
v souladu s pojmem ,vadny“ dle ¢l. 6
smérnice Evropské unie o odpovédnosti
za vadné vyrobky 85/374/EHS;

.Dodani‘ ma vyznam uvedeny v odst.
5.2.1;

.Misto dodani znamena navrzené
prostory Kupujiciho na daném Uzemi, o
nichz Kupujici spole¢nost AstraZeneca
vyrozumi;

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

,VYvoj‘ znamena veskery vyzkum,
objevy, charakterizaci, predklinické,
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and including clinical trials conducted
after the Product receives a Regulatory
Approval in order to (a) maintain the
existing Regulatory Approval; 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
long 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 is signed
by both Parties;

“EMA” means European Medicines
Agency;

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

“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
legislation);?

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

klinické a regula¢ni Cinnosti tykajici se
PFipravku (vCetné podavani
dokumentace k pfislusSnym Regulaénim
organim na podporu téchto
predklinickych a klinickych innosti a za
ucelem ziskani Regulagniho schvaleni),
v€etn@ provadéni klinickych  studii
nezbytnych pro stanoveni uhrady a
v€etné klinickych zkouSek poté, co
Pripravek obdrzi Regulaéni schvaleni,
za UuCelem (a) zachovani platnosti
stavajiciho Regulaéniho schvaleni; nebo
(b) pfemény podminéného schvaleni
(napf. schvaleni Evropskou komisi podle
¢l. 14a nafizeni (ES) €. 726/2004, které
umoznuje uvedeni PFipravku na trh na
daném Uzemi) na nepodminéné
Regulaéni schvaleni, je-li to nezbytné;

L-Strana zpristupnujici informace“ ma
vyznam uvedeny v odst. 15.1.2;

,Dokumentace“ ma vyznam uvedeny
v odst. 5.5;

,Darovat“ ma vyznam uvedeny v odst. O;

,Davka“ znamena tfi sta (300) miligramu
podanych ve formé& smési dvou druhd
dlouhodobé pusobicich protilatek
(LAAB), tixagevimabu (AzZD8895) a
cilgavimabu (AzD1061), kazdy po sto
padesati (150) miligramech.

.Datum uG¢€innosti“ znamena datum,
k némuz je tato Smlouva o dodavkach
podepsana obéma Smluvnimi stranami;

,LEMA® znamena Evropskou agenturu
pro lécivé pfipravky;

.Dodavka na zakladé schvaleni pro
podmineéné pouziti* znamena
jakoukoli dodavku Pfipravku podle této
Smlouvy o dodavkach na zakladé
Schvaleni pro podmine¢né pouziti;

.Schvaleni pro podmineéné pouziti*
znamena schvaleni pro podminecné
pouziti vydané podle pravnich predpisu,
jimiz se na Uzemi provadi &l. 5 odst. 2
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"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 Party’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
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

smeérnice 2001/83/ES (nebo pravnich
predpisU, které tyto nahrazuiji);?

LZarizeni znamend vsechna zafizeni
vyuzivana pfi Vyrobé& Pfipravku, ktery
ma byt dodan podle této Smlouvy o
dodavkach;

,Oblast® znamena profylaxi a |écbu
infekce zplsobené 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 Pripravku;

Vy88i moci® se rozumi jakékoli
okolnosti, které jsou mimo pfimérenou
kontrolu Smluvni strany, za pfedpokladu,
ze tato Smluvni strana ucinila veskeré
pfiméfené kroky (pfedbé&zné i nasledné),
aby takovym rizikim pFedesSla nebo je
zmirnila, v€etné pracovnich nepokojl
nebo pracovnich spord jakékoli povahy,
nehod, nevydani jakéhokoli schvaleni na
urovni vlady potfebného k fadnému
plnéni, obfanskych nepokoju nebo
vytrznosti, valek, teroristickych ¢&ind,
zasahu vyS$si moci, energetickych nebo
jinych Uspornych opatfeni, vybucha,

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

dodavateli nebo subdodavateli, kradezi
nebo jinych udalosti. Pro vylouceni
pochybnosti  plati, Zze pandemie
vyhlaSena v souvislosti s virem SARs-
CoV-2 je predvidatelnym rizikem a
nepovazuje se za udalost Vy$si moci;

L~Spravna vyrobni praxe“ znamena
aktualné platné zasady a pokyny
spravné vyrobni praxe a obecné normy
pro biologické produkty obsazené
v Platnych  pravnich  predpisech a
Pokynech, které se na Pfipravek
v pfislusné dob& 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 IéCivé
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4, Part Il, 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 alerts
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.

“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

pfipravky a hodnocené humanni lécivé
pfipravky, (b) smérnice Evropského
parlamentu a Rady 2001/83/ES, kterou
se stanovi zasady a pokyny pro
spravnou vyrobni praxi pro humanni
lecivé pfipravky; (c) dalSi pokyny
uvefejnéné Evropskou komisi ve svazku
IV ,Pravidel pro lécivé pfipravky
v Evropské unii* a (d) Pokyny ICH Q7,
Pravidla pro IéCivé pfipravky v Evropskeé
unii, svazek 4, ¢ast Il, a to vzdy
v platném znéni;

,Statni organ“ znamena jakykoli statni,
nadnarodni, regionalni, regulaéni nebo
spravni organ, ufad, radu, komisi nebo
agenturu, v€etné odpovidajici zahrani¢ni
agentury nebo subjektu nebo
pracovnika jednajiciho v ufedni funkci
kteréhokoli z vy$e uvedenych organ,
v&etné jakéhokoli soudu, soudniho dvora
nebo soudniho nebo rozhod¢&iho organu
nebo jakéhokoli vyboru vykonavajiciho
vykonné, zakonodarné, regulacni nebo
spravni funkce vlady, at uz na mistni
urovni, nebo na urovni statu, v€etné
Regulaénich organd;

,Skupina“ znamena ve vztahu k jedné
ze Smluvnich stran tuto Smluvni stranu
a Osoby, které tato Smluvni strana
ovlada nebo jimiz je ovladana;

,Lokyny“ znamenaji veskeré platné
pokyny, smeérnice nebo rozhodnuti a
veSkeré zasady, doporuCeni nebo
upozornéni vramci daného odvétvi,
které se vztahuji na Pfipravek nebo
lé&ivé pripravky na daném Uzemi, pokud
jsou tyto zvefejnény nebo zpfistupnény
vefejnosti Kupujicim, agenturou EMA
nebo Evropskou komisi a/nebo jakymkoli
jinym regulaénim nebo pfisluSnym
organem;

,GXP“ znamena souhrnné vSechny
prislusné mezinarodné uznavané
pokyny a predpisy pro spravnou praxi
v oblasti jakosti, v€etné Spravné vyrobni
praxe;

.,Predmétné osobni udaje“ maji
vyznam uvedeny v odst. 22.1;
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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 all 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
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 emational injury, iliness, 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

,OdSkodnujici strana“ ma vyznam
uvedeny v odst. 16.4;

,LOdSkodnovana strana“ ma vyznam
uvedeny v odst. 16.4;

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

.Nepfima dan“ znamena dan z pfidané
hodnoty, dan z prodeje, spotfebni dan,
dan ze zbozi a sluzeb nebo jiné podobné
dané, které musi byt dle Platnych pravni
predpisi uvedeny jako samostatna
polozka na pfislusné faktufe, pro
vylou€eni pochybnosti véetné jakékoli
dané ulozené v souladu se smérnici
Rady ze dne 28. listopadu 2006 o
spoleCném systému dané z pfidané
hodnoty (smérnice 2006/112/ES);

,Pocatecni doba platnosti‘ ma vyznam
uvedeny v odst. 20.1;

.Prava dusevniho vlastnictvi®
znamenaji veSkera patentova prava,
doplikova ochranna osvédceni a
prodlouzeni doby platnosti patent,
ochranné znamky, autorska prava, prava
k primyslovym vzorlm, prava
k databazim, doménovym  jméndm,
prava k vynalezim, davérné informace,
know-how, obchodni nazvy, prava ke
vzhledu vyrobkd, loga a vizualni podobé
a veskera dalSi prava majici povahu
duSevniho vlastnictvi (at uz jsou
registrovana, nebo neregistrovana) a
veSkeré zadosti a prava zadat o vyse
uvedené, a to kdekoli na svété a
v kazdém pfipadé po celou dobu jejich
platnosti a pfipadného prodlouzeni
téhoz;

,0znacéeni“ znamena vSechny etikety,
pribalové informace (v€etné pfibalovych
letakd pro pacienty), potisky kartonl a
veSkera dalSi oznaceni na obalech
Pripravku, ktera jsou dle Specifikace
definovana jako etikety nebo oznaceni
nebo jsou jinak vyzadovana podle
Platnych pravnich pfedpis(i pro uvedeni
Pfipravku na trh nebo pro jeho komercni
vyuziti;

,Povolujici organ“ znamena Evropskou
komisi jednajici na zakladé hodnoceni
agentury EMA (nebo jakékoli jeji
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involved in or relating to the
manufacturing, quality control testing
(including in-process, release and
stability testing), processing, Labelling,
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, Governmental Authority, or
similar entity, institution, body or
organization, including a Regulatory
Authority;

“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 antibody cocktalil
known as AZD7442 or Evusheld
undergoing clinical trials as of the
Effective Date sponsored by
AstraZeneca and/or its  Affiliates,

nastupnické agentury);

JZtraty“ znamenaji veSkeré nahrady
S8kody a zavazky a nezbytné naklady
pravniho zastoupeni, které se tykaji
naroki na nahradu $kody v pfipadé
smirti, fyzické, duSevni nebo emocionalni
ujmy, nemoci, invalidity nebo stavu, obav
zvySe uvedeného, ztraty nebo
poskozeni  majetku a  preruseni
podnikani poskozené strany nebo Osoby
blizké poskozené strany nebo které
z téhoz vyplyvaji nebo s tim souvisi;

LVyrabét‘, ,Vyrobeny“ nebo ,Vyroba“
znamena veskeré Cinnosti souvisejici s
vyrobou, testovanim Kkontroly jakosti
(v€etné testovani v pribéhu vyrobniho
procesu, uvolfiovani do obéhu a
testovani stability), zpracovanim,
oznacovanim, uvolfiovanim do obéhu,
balenim, skladovanim a pfepravou
Pfipravku bezprostfedné pied jeho
dodanim Kupujicimu podle této Smlouvy
o dodavkach;

.Registrace  pfipravku“ znamena
Regulaéni schvaleni vyzadované podle
Platnych pravnich predpisi na daném
Uzemi k uvedeni PFipravku na trh pro
humanni pouziti mimo klinické studie,
v€etné  jakéhokoli podminecného
schvaleni k pouziti nebo jakéhokoli
schvaleni vydaného podle smérnice
2001/83/EC (nebo jakychkoli pravnich
predpist, které ji nahrazuji), avSak
s vyjimkou jakychkoli schvaleni
tykajicich se cen nebo uhrad;

L,Minimalni doba pouzitelnosti“
znamena ffi (3) mésice v dobé Dodani
nebo takovou delSi dobu, kterou
spole¢nost AstraZeneca muaze
Kupujicimu pfilezitostné oznamit na
zakladé ziskanych udajl o stabilité;

,0sobou“ se rozumi fyzicka osoba,
podnikatelsky subjekt s jedinym
vlastnikem (sole proprietor), obchodni
spoleCnost  (partnership), komanditni
spole¢nost (limited partnership),
sdruzeni (limited liability partnership),
korporace, spoleCnost s ruéenim
omezenym, svéfensky fond (business
trust), akciova spole¢nost, fond,
sdruzeni zapsané v obchodnim rejstfiku,
spole¢ny podnik, Statni organ nebo
podobny subjekt, instituce, organ nebo
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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 biopharmaceutical 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;

“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
given in clause 24.9;

the meaning

“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

organizace, v€etné Regula¢niho organu;

,Pracovnici znamenaji zaméstnance,
vedouci  pracovniky, zastupce a
dodavatele Smluvni strany nebo (pokud
to kontext vyzaduje, vySe uvedenych
Pfidruzenych osob Smluvni strany);

,cena® ma vyznam uvedeny v odst.
10.1;

LPripravek" znamena kombinaci
protilatek znamou pod nazvem AZD7442
nebo Evusheld, ktera je k Datu U&innosti

predmétem klinickych zkouSek
financovanych spolecnosti AstraZeneca
a/nebo jejimi Pridruzenymi

spole¢nostmi, pfedklada se v dokonéené
podobé s koneCnym slozenim a
oznacenim, je urCena k pouziti v dané
Oblasti a ktera bude dodavana
Kupujicimu podle této Smlouvy o
dodavkach v pfepoctu na Davku;

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

LPFijimajici strana“ ma vyznam uvedeny
v odst. 15.1.2;

.PFijemce* ma vyznam uvedeny v odst.
0;
-Regulaéni schvaleni* zZnamena
vSechna opravnéni, registrace, povoleni
a schvaleni technického, lékafského a

védeckého charakteru, doplnéni a
Upravy, predbézna a nasledna
schvaleni, schvaleni etiket vydana

jakymkoli Regulaénim organem, ktera
jsou nezbytna nebo potfebna pro pouziti,
Vyvoj, Vyrobu a komeréni vyuziti
farmaceutického nebo
biofarmaceutického pfipravku v kterékoli
zemi nebo regulatorni jurisdikci, v€etné
Schvaleni pro podminec¢né pouziti a
Registrace;

,Regulaéni organ“ znamena jakykoli
Statni organ, ktery se zabyva
bezpec€nosti, ucinnosti, spolehlivosti,
Vyrobou, zkoumanim, prodejem nebo
uvadénim Pfipravku na trh;

,LOsobami blizkymi“ se rozumi
manzelé, dédicové, déti (at jiz vlastni,
nebo adoptované), potomci, nastupci a
postupnici, spravci pozUstalosti nebo

10
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1.2

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 20.4;

"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
reasonably  probable that harm
associated with the risk will arise.

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

1.21 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

12

pravni zastupci, vykonavatelé zavéti a
spravci a dalsi Osoby zastupujici prava
poskozené osoby nebo kohokoli z vySe
uvedenych;

.Prohlaseni ma vyznam uvedeny
v odst. 24.9;

Specifikace* znamena pisemnou
specifikaci pro vyrobu, zpracovani,

baleni, oznaCovani, testovani a postupy
testovani, prepravu, skladovani a
dodavani Ptipravku, v&etné vlastnosti,
jakosti a zpracovani Pfipravku, jak je
uvedeno v schedule 1 a jak je pro takovy
Pfipravek  uvedeno v Regulaénim
schvaleni (nebo pokud jde o Dodavky na
zakladé schvéleni pro podminecné
pouziti, v podané zadosti o Regulaéni
schvaleni pro dané Uzemi), pficemz tyto
specifikace mohou byt pfilezitostné
upravovany nebo nahrazovany, jak
umoznuje tato Smlouva o dodavkach;

~Subdodavatel* ma vyznam uvedeny
v odst. 24.7.1;

,Doba platnosti“ ma vyznam uvedeny
v odst. 20.1;

.Strana ukonéujici smlouvu“® ma

vyznam uvedeny v odst. 20.4;
,Uzemi“ znamen4a Ceska republika;

~Treti osoba“ znamena jakoukoli Osobu

kromé spolecnosti AstraZeneca,
Kupujiciho a  jejich prislusnych
Pfidruzenych osob a povolenych

nastupcl a postupniki;

,DPH“ znamena jakoukoli Nepfimou
dan, ktera muze byt vymeéfena podle
smérnice  Rady  Evropské unie
2006/112/ES nebo na jejim zakladé; a
,UmysIné pochybeni‘ znamena jednani
nebo opomenuti u¢inéné (a) umysiné za
Uucelem dosazeni nekalého zaméru; (b)
védomé bez pravniho nebo vécného
opodstatnéni; a (c) bez ohledu na znamé
nebo zjevné riziko vedouci k divodné
pravdépodobnosti, Ze dojde ke vzniku
Skody spojené s uvedenym rizikem.

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

11
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1.2.3

124

125

126

1.2.7

128

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;

the table of contents and
headings of this Supply
Agreement are for
convenience only and shall
not affect the construction of
this Supply Agreement;

the terms “Dollars” and “$”
mean United States Dollars;

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;

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
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

121

1.2.2

123

124

1.25

126

jsou-li slovni spojeni ,této
Smilouvy o dodavkach®, v
této Smlouvé o
dodavkach®, K téeto
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 ustanovent;

pokud je vtéto Smlouvé o
dodavkach uveden odkaz na
odstavec nebo pfilohu, jedna
se 0 odkaz na odstavec, resp.
pfilohu této Smlouvy o
dodavkach a vSechny pfilohy
této Smlouvy o dodavkach
tvofi pro v8echny ucely jeji
soucast;

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

pojmy ,dolary“ a ,$“ se rozumi
dolary  Spojenych  statl
americkych;

jakykoli odkaz na zakonné
ustanoveni Ceského prava
nebo pravni termin ¢eského
prava vztahujici se na jakykoli
ukon, prostfedek napravy,
zpusob  soudniho  fizeni,
dokument, pravni postaveni,
soudni, ufedni nebo jakykoli
jiny pravni pojem nebo véc
nebo Platny pravni predpis se
ve vztahu Kk jiné jurisdikci nez
Ceské povazuje za odkaz na
pojem, ktery se vdané
jurisdikci co nejvice blizi
prislusnému zakonnému
ustanoveni Ceského prava
nebo pravnimu terminu
Ceského prava,;

jakykoli odkaz na Smluvni
stranu nebo Smluvni strany
je odkazem na smluvni stranu
nebo (pfipadné) smluvni

12
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1.2.9

1.2.10

1.211

1.2.12

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

where a statement,
representation, or warranty is
qualified by a Party's

knowledge, a Party shall be

deemed to have made
commercially reasonable
enquiries to confirm the

accuracy of the statement,
representation, or warranty;

1.2.7

128

129

1.2.10

1.2.11

strany této Smlouvy o
dodavkach a zahrnuje jeji
pravni  nastupce a/nebo
jakékoli jeji pfipustné
postupniky;

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

pojmy ,jiné“, ,zahrnuje,
.,wvéetné“,  napriklad® a
~Zejména“ (a podobné

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

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

jakykoli odkaz na zakon nebo
zakonné ustanoveni
zahrnuje veSkeré nasledné
pravni predpisy na daném
Uzemi, pfedpisy vydané na
jejich zakladé, jakékoli jejich
konsolidované, novelizované
a upravené znéni nebo znéni
tyto  nahrazujici, jakykoli
zakon 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&, vyzZaduji, aby
takovy souhlas, odsouhlaseni
nebo schvaleni bylo konkrétni
a vyhotovené pisemné, at uz

13
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2.1

2.2

2.3

1.2.13 the term “or” and “and/or” will
be interpreted in the inclusive
sense commonly associated
with the term “and/or”;
1.2.14 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

1.2.15 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
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

13

formou pisemné dohody,
dopisu, schvaleného zapisu,
nebo jinak (vyjma e-mailu
nebo okamzitého zasilani
zprav, pfiemz podepsany
dokument ve formatu PDF je
vSak pfijatelny);

1.2.12 pokud je sdéleni, prohlasSeni
nebo zaruka podminéna
védomim Smluvni strany, ma
se za to, Ze Smluvni strana
provedla obchodné
pfiméfena Setfeni ktomu,
aby  spravnost  sdéleni,
prohladeni nebo  ujisténi
potvrdila;

1.2.13 pojmy ,nebo“ a ,a/nebo” se
vykladaji ve  sluCovacim
vyznamu, ktery je obvykle
spojovan S vyrazem
»anebo*;

1.2.14 pokud se pojmy ,0znamit* a
,oznameni“ v této Smlouveé 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

1.2.15 jakykoli odkaz na vyrazy

.pisemné“ nebo ,pisemny*
zahrnuje veskeré zpusoby
reprodukce slov v Citelné, a

nikoli pfechodné podobé
(véetné  e-mailu, avsak
S vyjimkou SMS nebo

docasnych zprav).

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

14
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2.4

2.5

2.6

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 Applicable 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:

25.1 be free of any identifiable
Defects and be
unadulterated;

25.2 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; (ii) 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.

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

2.1

2.2

2.3

2.4

2.5

VYROBA A DODAVKY PRIPRAVKU

Spole¢nost AstraZeneca se zavazuje
dodavat Pfipravek Kupujicimu po
udéleni Regulaéniho schvaleni a v
souladu s podminkami této Smlouvy o
dodavkéach, a Kupujici se zavazuje platit
za Pripravek cenu v souladu s
podminkami této Smlouvy o dodavkach.

Spole¢nost AstraZeneca zajisti, aby
objem Pfipravku, ktery je pfedmétem
Objednavky, byl Kupujicimu dodan
v souladu s povinnostmi podle ¢lanku 5.

Spole€nost AstraZeneca zajisti, aby ona,
jeji Pfidruzené spole€nosti a
Subdodavatelé vynakladali pfi Vyrobé a
dodavkach Pripravku Kupujicimu podle
této Smlouvy o dodavkach stejnou miru
usili, pozornosti a péce, jakou by pfi
provadéni stejnych nebo v podstaté
obdobnych sluzeb vynalozila sama.

Spole€nost AstraZeneca zajisti, aby byl
Pfipravek dodavany podle této Smlouvy
o dodavkach Vyroben (v€etné uvolnéni
do obé&hu) v souladu s Platnymi pravnimi
pfedpisy, Spravnou vyrobni praxi,
Pokyny a pfislusnym(i) Regulaénim(i)
schvalenim(i).

Spole€nost AstraZeneca zajisti, aby
vdobé& Dodani vSechny Pfipravky
dodavané Kupujicimu (nebo jeho
zastupci nebo povéfené osobé) podle
této Smlouvy o dodavkach:

25.1 byly prosté jakychkoli
zjistitelnych Vad a nedistot;

25.2 mély pfi vynaloZeni
Obchodné pfiméfeného usili
ze strany spole¢nosti
AstraZeneca zbyvajici dobu
pouzitelnosti, ktera neni
kratSi nez Minimalni doba
pouzitelnosti; a

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

spoleCnosti AstraZeneca; (ii)

15
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2.7

2.8

3.1

3.2

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
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, to AstraZeneca’s
knowledge as at the Effective Date, the
Facilites 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:

2.6

2.7

2.8

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

Spole¢nost AstraZeneca nese vyhradni
odpovédnost za Vyrobu PFipravku a jeho

dodavani  Kupujicimu podle této
Smlouvy o} dodéavkach. Tato
odpovédnost zahrnuje provadéni a
koordinaci vSech Vyrobnich cinnosti

(v€etné obstaravani vSech surovin,
zafizeni a sluzeb pro tyto ucely), studie
stability pro uchovavani nerozplnéného
pfipravku,  provadéni a  validaci
vyrobnich zkouSek, valida¢nich Cinnosti
(mimo jiné vc€etné validace metod,
procesd a Cisténi zafizeni), zkouSek
surovin a zkou$ek v priibéhu vyrobniho

procesu, zkousek hotového
nerozplnéného pfipravku a stabilitnich
zkouSek (chemickych a/nebo

mikrobialnich) a vSech dalSich zkousek a

certifikaci pozadovanych Specifikaci,
Pokyny, pfisluSnym(i) Regulagnim(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 c¢asti, vcetné
prevzeti jedné nebo vice Dodavek
Pripravku (nebo jejich ¢asti). Spole€nost
AstraZeneca je na zakladé takového
oznameni povinna s kazdym
Opravnénym zastupcem jmenovanym
Kupujicim pfiméfené spolupracovat.

Zadné ustanoveni této Smlouvy o

dodavkach nepredstavuje pro
Kupujiciho zavazek vyhradniho nakupu
ani nebrani Kupujicimu, ani ho
neomezuje vV nakupu jakychkoli
pfipravkl od Tretich osob, vcetné
jakychkoli pFipravkl, které jsou ve
vztahu k Pripravku doplrikoveé,
konkurenéni, ekvivalentni nebo

zastupitelné nebo které jsou indikovany
pro pouziti v dané Oblasti.
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4.1

4.2

51

3.21 keep, or procure the keeping
of the Facilities 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
3.2.2 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 shall 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
to apply under any order, specification or
other document attached to any order
form) are hereby excluded.

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").
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

3.1

3.2

4.1

VYROBNI ZARIZENi A MATERIALY

Spole¢nost AstraZeneca vlastni nebo
provozuje Zafizeni nebo ma &i bude mit
vdobé Vyroby wuzavienou pravné
zavaznou smlouvu, a to v kazdém
pfipadé proto, aby mohla pouzivat nebo
aby pouzivala Zafizeni pro ucely Vyroby
Pfipravku podle této Smlouvy o
dodavkach a mohla zajistit dodavky a
Dodani Pfipravku v souladu s jejimi
podminkami. Spole¢nost AstraZeneca
ve vztahu ke Kupujicimu prohlasuje, ze
podle jejiho védomi k Datu uc&innosti
budou Zafizeni vhodna a dostate¢na pro
Vyrobu a Dodani Vyhovuijiciho pfipravku
v objemech, které jsou predmétem
Objednavky a v souladu s podminkami
této Smlouvy o dodavkach.

Spole¢nost AstraZeneca je povinna:

3.2.1 udrZovat nebo zajistit
udrzovani Zarfizeni ve stavu,
ktery odpovidda GMP a je
vhodny a nezbytny pro
uspésnou Vyrobu Pfipravku,
aby mohla plnit své
povinnosti spocivajici
v dodavani Pfipravku
Kupujicimu v souladu s touto
Smlouvou o dodavkach a

3.2.2 zajistit, aby Zafizeni méla
vSechna Regulaéni schvaleni
nezbytna k provozu a
k Vyrobé  Pfipravku  pro
dodavky a Dodavani podle
této Smlouvy o dodavkach a
v souladu s ni, a to po celou
Dobu platnosti Smlouvy o
dodavkéach.

OBJEDNAVKY

Kupuijici bude spoleénosti AstraZeneca
kdykoliv podle své potfeby po Datu
ucinnosti prfedkladat pisemné
objednavky na pozadovany pocCet Davek
Pfipravku (dale jen ,Objednavka®)
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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 date for delivery of that
instalment of Product within the Order.

AstraZeneca shall:

5.2.1 deliver the Product FCA
(Incoterms 2020) at the
Delivery Location
("Delivery") with Delivery
being complete upon the
Product being unloaded 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:

531 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

4.2

5.1

5.2

s uvedenim Cisla objednavky
Kupuijiciho, DIC a fakturaéni adresy.

Spole¢nost AstraZeneca Objednavku
pisemné pfijme, potvrzena Objednavka
je pro Smluvni strany zavazna a fidi se
podminkami stanovenymi v této
Smlouvé o dodavkach. V3echny dalsi
podminky (v€etn& podminek, které se
dle Kupujiciho maji uplatnit na zakladé
jakékoli objednavky, specifikace nebo
jiného dokumentu pfiloZzeného
k jakémukoli objednavkovému formulafi)
se timto vylucuiji.

DODANI

Do ftficeti (30) dnli poté, co obdrzi
Regulaéni schvaleni, spole€nost
AstraZeneca predlozi Kupujicimu
harmonogram dodavek, ktery stanovi
mnozstvi a Casovy plan Dodani
Pfipravku (dale jen ,Navrhovany

harmonogram dodavek®). Spole¢nost
AstraZeneca se zavazuje Navrhovany
harmonogram dodavek bezodkladné
aktualizovat a zpfesfiovat a informovat o
tom Kupujiciho tak, aby mu poskytla co
nejpfesnéjSi odhad predpokladaného
mnozstvi a ¢asového planu, které jsou
spolecnosti AstraZeneca znamy,
vynalozi pfi tom vS8ak Obchodné
pfiméfené Usili, aby se co nejvice
priblizila pavodni verzi Navrhovaného
harmonogramu dodavek poskytnutého
podle tohoto odst. 5.1. S vynalozenim
Obchodné pfiméfeného usili k dodani
téhoz v nejkratSi mozné pfimérené Ihuté
a v kazdém pripadé nejpozdéiji tficet (30)

dnd pfed kazdym predpokladanym
Dodanim, poskytne spole¢nost
AstraZeneca pevny a  konecny

harmonogram dodavek pro kazdou dilCi
dodavku (,Harmonogram dodavek"),
vnémz budou uvedena mnozstvi
PFipravku uréena k dodani v ramci dané
diléi dodavky a datum dodani takové
diléi dodavky Pfipravku v ramci
Objednavky.

Spole¢nost AstraZeneca:

5.2.1 doda Pripravek dle dodacich
podminek FCA (Incoterms
2020) do Mista dodani
(,Dodani*), pficemz Dodani
je dokon¢eno v okamziku,
kdy spoleCnost AstraZeneca
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same; and (ii) delay was not
caused by the breach of this
Supply Agreement, or the
negligence of, AstraZeneca,
its Affiliates or
Subcontractors;

5.3.2 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
the Manufacturing of the
Products, so long as such
variance is notified to
Purchaser as soon as
reasonably practicable; or
5.34 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 unloaded 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

5.3

Pfipravek v Misté dodani
vylozi; a

5.2.2 vynalozi Obchodné
pfiméfené usili, aby zajistila
dodani celkového objemu
jednotek uvedenych
v Objednavce; rozumi se, Ze
Objednavka muze byt
dodéana ve vice €astech.

Spole¢nost AstraZeneca neporusuje

svou povinnost dodrzet Harmonogram
dodavek, pokud:

5.3.1 dojde k podstatnému
zpozdéni  pfi  zajiStovani
Regula¢niho schvaleni
Pfipravku ze strany
spole€nosti AstraZeneca na
daném Uzemi za
predpokladu, ze (i)
spoleCnost AstraZeneca, jeji
Pfidruzené spoleCnosti a
Subdodavatelé vynalozili pfi
svych ¢innostech Obchodné
pfiméfené usili  k podani
zadosti o} Regulagni
schvaleni a zajisténi jeho
udéleni nebo vydani; a (ii)
zpozdéni nebylo zplsobeno
porusenim této Smlouvy o
dodavkach ani nedbalosti na
strané spolecnosti
AstraZeneca, jejich
Pfidruzenych spole¢nosti
nebo Subdodavatel(;

5.3.2 na Vyrobu Pfipravku maji
podstatny vliv okolnosti mimo
pfiméfenou kontrolu
spolecnosti AstraZeneca,;
5.3.3 dojde k jakymkoli drobnym
odchylkam termint Dodani
oproti Harmonogramu
dodavek v délce do péti (5)
Pracovnich dnG z ddvodu
nepfedvidatelné povahy
Vyroby Prfipravku, pokud je
takova odchylka Kupujicimu
oznamena Vv nejkratsi mozné
pfiméfené Ihté nebo
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5.6

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 Purchaser’s
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
associated with distribution, storage, and
destruction of the Product within i
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

54

5.3.4 Smluvni strany po vzajemné
dohodé ujednaji zménu

Harmonogramu dodavek,

avSak za predpokladu, ze spoleCnost
AstraZeneca vynalozila a bude nadale
vynakladat Obchodné pfiméfené usili
k zajisténi dodavek a Dodani
Vyhovujiciho pfipravku v souladu
s Harmonogramem dodavek, a pokud se
to nepodafi, pak co nejdfive mimo
terminy v ném stanovené.

Spole¢nost AstraZeneca zajisti, aby ji
uréeny dopravce dorucil Pfipravek do
Mista dodani, a oznami Kupujicimu
datum Dodani Pfipravku nejméné pét (5)
Pracovnich dnli predem; avSak s tim, Ze
toto datum Dodani nesmi bez
pfedchoziho  pisemného  souhlasu
Kupujiciho pfedchazet pfisluSnému datu
uvedenému v Harmonogramu dodavek.
Dodani se povazuje za dokonc&ené,
jakmile je Pripravek vylozen v Misté
dodani. Pokud Kupujici neni schopen
Pripravek prevzit do péti (5) Pracovnich
dnd od pisemného oznameni
spole¢nosti AstraZeneca, tuto
skutecnost ji sdéli a nasledné spolecnost
AstraZeneca pred provedenim
pozdéjSiho Dodani Pfipravek uschova a
bude ho skladovat v souladu s platnymi
pokyny a pozadavky na skladovani po
dobu az péti (5) Pracovnich dnu po
oznameném datu Dodani vyluéné na
naklady Kupujiciho (v€etné nakladd na
veSkeré Castky potfebné k pojisténi
Pfipravku béhem tohoto obdobi). Po
uplynuti této lhaty v délce deseti (10)
Pracovnich dnd muze spole€nost
AstraZeneca i naddle takovy Pripravek
skladovat na naklady Kupujiciho, pokud
s tim Kupujici souhlasi. Pokud néktera
ze Smluvnich stran s dalSim
skladovanim PFipravku nesouhlasi, je
spoleCnost  AstraZeneca opravnéna
pfislusné Davky prodat Treti osobé nebo
je na naklady Kupujiciho zni€it. Kupujici
uhradi spole€nosti AstraZeneca veSkeré
naklady spojené s distribuci,
skladovanim a zni€enim PFipravku do
Il dno od vystaveni prisludné faktury
za  predpokladu, Ze  spoleénost
AstraZeneca  poskytne  Kupujicimu
konkrétni doklady o téchto nakladech.

20



Tsm/2022/192/Lu

6.1

7.1

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 title to
Products supplied under this Supply
Agreement shall pass to the Purchaser
upon Delivery of the Product to the
Purchaser pursuant to clause 5.

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, and 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:

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

7.1.2 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

5.5

5.6

6.1

7.1

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

Kupujici je opravnén s pfedchozim
pisemnym  souhlasem  spolecnosti
AstraZeneca a po uzavieni samostatné
darovaci smlouvy darovat nebo
bezuplatné prevést (,Darovat®) jemu
Dodany Prfipravek prevysujici 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 veSkera Regulacni
schvaleni, €innosti, souhlasy nebo jiné
pozadavky jakéhokoli Statniho organu,
které jsou nezbytné v souvislosti
s Darovanim, jakoz i za to, Ze provedou
vesSkeré ukony potiebné v souvislosti
s vySe uvedenym. Kupujici je povinen
zajistit, aby jakékoli Darovani bylo
pfipustné podle veSkerych Platnych
pravnich pfedpisd a bylo v souladu
S nimi. Spole¢nost AstraZeneca
neodpovida za pfijeti Zaddnych opatfeni a
timto se zfika veSkeré odpovédnosti
v souvislosti s jakymkoli Darovanim a
Kupujici se timto vzdava veskerych
narokd nebo potencidlnich narokl vidi
spoleCnosti AstraZeneca v souvislosti
s timtéz.

RIZIKO A VLASTNICKE PRAVO
Riziko ztraty nebo poSkozeni Pfipravkl

dodavanych podle této Smilouvy o
dodavkach a vlastnické pravo k nim

prechazi na Kupujiciho okamzikem
Dodani Pripravku Kupujicimu podle
¢lanku 5.

KONTROLA A ODMITNUTI
PRIPRAVKU

Pfi Dodani Pfipravku nebo prevzeti

Dokumentace, a to podle toho, k ¢emu
dojde pozdéji, Kupujici provede kontrolu
Pfipravku a pfezkouma Dokumentaci a
pisemné vyrozumi spoleCnost
AstraZeneca (do ftficeti (30) dnu od
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7.2

8.1

8.2

Defect in the applicable Product (which
may be prior to conducting root cause
analysis) whereupon such Product shall
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 promptly 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
AstraZzeneca of such Defect in
accordance with clause 7.1:

8.2.1 AstraZeneca shall replace the
Rejected Product with an

7.2

Dodani Pripravku a prevzeti
Dokumentace), pokud Pfipravek pro
jakoukoli Vadu odmitne (,Odmitnuty
pripravek®). SpoleCnost AstraZeneca
ujednava, Zze Kupujici je opravnén
odmitnout tu ¢ast jakékoli Dodané Sarze,
pfipadné celou Dodanou $arzi, u niz Ize
ddvodné ocekavat, Ze bude Vadna, a to
na zakladé pfiméfeného vzorku
PFipravkd nahodné odebraného z této
Dodané Sarze, u niz byla zjisténa Vada.
Bez ohledu na vySe uvedené:

7.1.1 pokud Vada Pfipravku nebyla
pfiméfené zjistitelna jeho
vizualni  kontrolou  nebo
prezkoumanim pfilozené
Dokumentace nebo

7.1.2 se jednalo o latentni nebo

skrytou Vadu;

pak se tato (tficetidenni (30) Ihata
neuplatni za predpokladu, ze Kupuijici
pisemné oznami spole€nosti
AstraZeneca své nasledné zjisténi Vady
pred uplynutim doby pouzitelnosti a do
dvaceti (20) Pracovnich dnd od
okamziku, kdy se poprvé dozvédél o
Vadé prislusného Pfipravku (coz m(ze
byt pfed provedenim analyzy hlavnich
pri¢in), naCez se takovy Pfipravek
povazuje za Odmitnuty pfipravek. Pokud
Kupujici vyrozumi spole€nost
AstraZeneca podle tohoto odst. 7.1,
poskytne spole€nosti AstraZeneca (nebo

jejimu ur€enému zastupci) vzorky
Odmitnutého pfipravku k odbéru a
testovani.

V pfipadé neshody ohledné toho, zda
PrFipravek trpi Vadou nebo zda se jedna
o Vyhovujici pFipravek, spole¢nost
AstraZeneca vyrozumi Kupujiciho do
¢trnacti (14) dna poté, co obdrzi jeho
oznameni o Odmitnutych pfipravcich.
Spole¢nost AstraZeneca a Kupujici
vynalozi pfimérené usili k co
nejrychlejSimu vyfeSeni takové neshody.
Kazda Smluvni strana mlze predlozit
vzorek udajné Vadného Pripravku ke
zkousce vV renomované nezavislé
zkuSebni laboratofi pusobici v daném
oboru (na niz se Smluvni strany
dohodnou a kterou schvali jednajice
v dobré vife) (,Laboratoi*) k ureni, zda
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9.1

9.2

identical guantity of
Conforming Product at no
additional cost to the
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 (ii)
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 filing 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 (ii) 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

8.1

8.2

byl pfedmétny Pfipravek v dobé& Dodani
Vadnym nebo Vyhovujicim pfipravkem,
¢i nikoli. Zavéry Laboratofe jsou pro
Smluvni strany konet¢né a zavazné
s vyjimkou pfipadd zjevného omylu.
Naklady na testovani a vyhodnoceni
Laboratofi nese Smluvni strana, v jejiz
neprospéch bylo rozhodnuti Laboratofe
vydano.

PROSTREDKY NAPRAVY A SNIZENi
ZTRAT

Spole¢nost AstraZeneca si je védoma
zasadniho vyznamu, ktery Kupujici
priklada zajisténi toho, aby byly
Pripravky dodany prosté Vad, v souladu

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

pfipravek, u néhoz se Smluvni strany
shodnou na tom, Ze je Vadny nebo jehoz
shleda Vadnym Laboratof, za
predpokladu, Zze Kupujici oznami
spoleCnosti AstraZeneca takovou Vadu
v souladu s odst. 7.1:

8.2.1 spole¢nost AstraZeneca
nahradi Odmitnuty pfipravek
identickym mnozstvim
Vyhovujiciho pfipravku bez
dodate¢nych nakladd na
strané Kupujiciho poté, co se
Smluvni strany dohodnou na
Harmonogramu dodavek
takoveho nahradniho
Pfipravku, ktery spolec¢nost
AstraZeneca doda urychlené
s vynalozenim Obchodné
pfiméfeného usili; a

8.2.2 Odmitnuty pfipravek bude
dan kdispozici spole¢nosti

AstraZzeneca kodbéru a
likvidaci a tato jej odebere
v souladu s Platnymi
pravnimi predpisy.
Spole¢nost AstraZeneca

ponese (i) naklady na odbér a
likvidaci Odmitnutého
pfipravku a (i) veSkeré
pfiméfené a pfimé finan¢ni
vydaje Kupujiciho, které mu
skute¢né vzniknou
v souvislosti se skladovanim,
pfepravou a distribuci
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10.

10.1

10.2

11.

111

11.2

11.3

to, rejection of, or other issue
jeopardising its grant or renewal of any
Regulatory Approval required for or
applicable to the Product in the Territory.

PRICE AND CHARGES

The price per Dose excluding VAT and
delivery costs for Product is CZzZK
B ihe ‘Price”). The Parties
acknowledge and agree that the Price
applies to this Supply Agreement only
and shall not impact the supply price for
Product wunder any other supply
arrangement.

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
on delivery at the Price (plus all
associated VAT and delivery costs).

The Purchaser shall pay each invoice
properly submitted in accordance with
this Supply Agreement and the invoice
schedule within | days after the date
of the applicable invoice.

All payments due to AstraZeneca under
this Supply Agreement:

11.31 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

9.1

9.2

10.

10.1

10.2

takového Odmitnutého
pfipravku po Dodani, pfiemz
Kupujici vynalozi Obchodné
pfiméfené Usili ke snizeni
jakychkoli takovych nakladu.

VYVOJ A POZADAVKY

INFORMACE

NA

Spole¢nost AstraZeneca je na vlastni
naklady a riziko odpovédna sama o sobé
a prostiednictvim svych Pfidruzenych
spole€nosti za Vyvoj Pfipravku a za
podani zadosti a zahgjeni fizeni o
udéleni nebo vydani Regulaéniho
schvaleni Piipravku na daném Uzemi ze
strany Povolujiciho organu pro indikaci
v dané Oblasti. Spole¢nost AstraZeneca
zajisti, aby Vyvoj Pfipravku probihal (i)
rychle, kvalifikované a v souladu
s odbornymi védeckymi standardy a (ii)
s vynaloZzenim Obchodné pfiméfeného
usili k vyvoji Pripravku tak, aby se stal
schvalenym |éCivym pfipravkem na
daném Uzemi pro danou Oblast.

Spole¢nost AstraZeneca je povinna
pisemné informovat Kupujiciho, pokud je
ji. znamo, Ze doSlo k jakémukoli
zpozdéni, zamitnuti nebo jinému
problému ohrozujicimu udéleni nebo
prodlouZeni jakéhokoli Regula&niho
schvaleni, které je pro Pfipravek na
daném Uzemi poZzadovano nebo se ngj
vztahuje.

CENA A POPLATKY

Cena za jednu Davku bez DPH a
nakladd na dodani PFipravku cini
B < (dale jen ,Cena").
Smluvni strany berou na védomi a
ujednavaji, ze Cena se vztahuje pouze
na tuto Smlouvu o dodavkach a nema
vliv na cenu za dodani Pfipravku na

zakladé jakékoli jiné smlouvy o
dodavkach.
Pro upfesnéni se uvadi, Ze cena

specifikovana v odst. 10.1 je stanovena
na zakladé jedné Davky a neni zaloZzena
na Oblasti pouziti. K profylaktickému
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114

115

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

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

11.3.3

Where Purchaser raises a query with
respect to 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. 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 i
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

11.

111

11.2

11.3

114

pouziti je nezbytnd jedna (1) Davka a
k terapeutickému pouziti dvé (2) Davky.

FAKTURACE A PLATBY

Spole¢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 (navySenou
o veskeré souvisejici DPH a naklady na
dodani).

Kupujici uhradi kazdou fakturu fadné
predlozenou v souladu s touto Smlouvou
o] dodéavkach a fakturaCnim
harmonogramem do [} dnt ode dne
vystaveni pfislusné faktury.

VeSkeré platby, které maji byt
spolecnosti AstraZeneca uhrazeny podle
této Smlouvy o dodavkach:

11.31 nezahrnuji pfipadné DPH,
které mlze byt vyméfeno a
které v pfipadé jeho fadného
vymeéfeni Kupujici uhradi
navic v sazbé a zplUsobem,
které jsou v daném okamziku
stanoveny Platnymi pravnimi
predpisy, a to za
predpokladu, ze spoleCnost
AstraZeneca predlozi platnou
a pfesnou fakturu s uvedenim
DPH;

11.3.2 Kupuijici
korunach
prfevodem
dostupnych financnich
prostiedki v pozadované
vySi na bankovni Ucty, které
maze spole¢nost
AstraZeneca Kupujicimu dle
potfeby pisemné sdélit, a

uhradi v Ceskych
bezhotovostnim
okamzité

11.3.3 budou provedeny v pIné vysi
a zuctovany, s vyhradou
jakychkoli  odpoétd  nebo
srazek, které musi byt
provedeny podle Platnych
pravnich predpisu.

Pokud Kupujici vznese dotaz tykajici se
faktury, Smluvni strany se spoji a
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12.

12.1

WARRANTY AND UNDERTAKINGS

AstraZeneca warrants and undertakes to
the Purchaser that, at the time of

dohodnou se na feSeni takového dotazu
do ftficeti (30) dni od jeho vzneseni.
Pokud se Smluvni strany na feSeni
dotazu do ft¥iceti (30) dnl nedohodnou,

Delivery: bude postoupen kfeSeni v souladu
S postupem pro feSeni sport
1211 the Products shall have been stanovenym v této Smlouvé o}
Manufactured, packaged, dodavkach. Pro vylou€eni pochybnosti
labelled, handled, stored and plati, ze Kupujici neporuSuje zadné své
transported in accordance platebni povinnosti podle této Smlouvy o
with, and comply in all dodavkach ve vztahu k jakymikoli
respects  with, (i) the fakturovanym <&astkam, na které byl
Specifications; (ii) the vznesen dotaz nebo které jsou
Documentation and any predmétem sporu, ledaze byl dodrzen
Certificate of Analysis, (iii) the postup uvedeny v tomto odst. 11.4 a bylo
applicable Regulatory urceno, ze fakturovana ¢astka, na kterou
Approval; and (iv) Applicable byl vznesen dotaz nebo ktera je
Laws including Good pfedmétem sporu, ma byt spole€nosti
Manufacturing Practices AstraZeneca fadné uhrazena a Kupujici
(including record and sample poté tuto dastku nezaplati do [Jj dnu
keeping, deviation reporting, od takového uréeni.
testing and quality
requirements); 11.5 Pokud Kupujici nezaplati jakoukoli
Castku splatnou podle této Smlouvy o
12.1.2 subject to clause 5.4, the dodavkach do data splatnosti, pak z této
Products shall at the time of ¢astky narlstaji uroky v souladu
Delivery (or, in the event that s Platnymi pravnimi pfedpisy, aniz by
Purchaser notifies byla dotéena jakakoli jina prava nebo
AstraZeneca that Purchaser prostfedky napravy spole¢nosti
cannot receive the Product AstraZeneca.
within ten (10) Business Days
of AstraZeneca's written | 12. ZARUKA A ZAVAZKY
notice pursuant to clause 5.4,
then as of the date of Delivery | 12.1  Spole¢nost AstraZeneca ve vztahu ke
originally notified by Kupujicimu zaru€uje a zavazné uvadi,
AstraZeneca to Purchaser Ze v okamziku Dodani:
pursuant to clause 5.4) meet
the Minimum Shelf Life 12.1.1 budou Pfipravky Vyrobeny,
requirement; zabaleny, oznaceny, bude
snimi  nakladano, budou
skladovany a prepravovany
ve v8ech ohledech v souladu
12.1.3 AstraZeneca shall, in fulfilling se (i) Specifikacemi, (ii)
its obligations hereunder and Dokumentaci a jakymkoli
supplying Product to the OsvédCenim o analyze, (iii)
Purchaser, comply with (and prisluSnym Regula¢nim
ensure the Products comply schvalenim a (iv) Platnymi
with) the regulatory pravnimi predpisy, vcetné
requirements required by Spravné  vyrobni  praxe
Applicable Laws in the (vCetné pozadavku na
Territory, including relevant evidenci zaznaml a vzorkd,
provisions of: hlaseni odchylek, testovani a
jakost);
(@) Directive 2001/83; 12.1.2 s vyhradou ustanoveni odst.
54 budou Pfipravky
v okamziku Dodani (nebo
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12.1.4

12.1.5

(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

establishing a
European Medicines
Agency;

(c) all Applicable Laws,
regulations and
guidelines within the
Territory

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
Manufacture;

it and its Affiliates have, and it
will use Commercially
Reasonable Efforts to ensure
that its Subcontractors have,
Manufacturing and
warehousing capacity and
facilities that are, to
AstraZeneca’s  knowledge,
sufficient to Manufacture
Products compliant with the
requirements  under this
Supply Agreement;

to the extent required by
clause 4.4, it will ensure that

12.1.3

v pfipadé, ze Kupujici oznami
spoleCnosti AstraZeneca, ze

neni  schopen Pfipravek
prevzit do deseti (10)
Pracovnich dnd od
pisemného oznameni
spole€nosti AstraZeneca

podle ustanoveni odst. 5.4,
pak k datu Dodani plvodné
oznamenému spole¢nosti
AstraZeneca Kupujicimu
podle ustanoveni odst. 5.4)
splfiovat  pozadavek na
Minimalni dobu pouzitelnosti;

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

spole¢nost AstraZeneca
dodrzovat (a zajisti, aby
Pripravky spliiovaly)
regulacni pozadavky

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

@) Smérnice 2001/83;
(b) Hlavy Il nafizeni
Evropského
parlamentu a Rady
(ES) €. 726/2004 ze
dne 31. bfezna 2004,
kterym se stanovi
postupy Evropského
spolecenstvi pro
registraci humannich
a veterinarnich
léCivych pfipravkd a
dozor nad nimi a
kterym se zfizuje
Evropska agentura
pro lécivé pfipravky;

(© vSech Platnych
pravnich  predpisu,
nafizeni a pokynu na
daném Uzemi,
kterymi se provadéji
pravni predpisy
uvedené v bodé
12.1.3(a) a 12.1.3(b)
vySe a

(d) veskerych  Pokyn(

nebo instrukci nebo
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12.2

12.1.6

AstraZeneca

it procures and maintains
sufficient levels of raw
materials, consumables and
other materials required to
Manufacture the Order
volumes in accordance with
its obligations under this
Supply Agreement; and

it has and shall maintain a
properly documented system
of quality controls and
processes covering all
aspects of its obligations
under this Supply Agreement
(including those it may
subcontract to others) and
shall at all times comply with
such quality controls and
processes.

further warrants and

undertakes to the Purchaser that:

12.2.1

12.2.2

12.2.3

12.2.4

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 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

12.1.4

12.1.5

12.1.6

podobnych
dokument, které
mohou byt
zvefejnény  bé&hem
Doby platnosti této
Smlouvy o]
dodéavkach
agenturou EMA nebo
prislusnymi

narodnimi organy a
které se vztahuji na
Pripravek v okamziku
jeho Vyroby;

spole€nost AstraZeneca a jeji
Pfidruzené spole€nosti maji
Vyrobni a skladovaci kapacity
a zafizeni, ktera jsou podle

védomi spole¢nosti
AstraZeneca dostate¢na
k Vyrobé Pripravkud v souladu
s pozadavky  podle této
Smlouvy o dodavkach, a
vynalozi Obchodné

pfiméfené usili k tomu, aby
zajistila, ze tato maji i jeji
Subdodavatele;

v rozsahu pozadovaném
v odst. 4.4 zajisti, Zze bude
obstarano a  udrZovano
dostate€né mnozstvi surovin,
spotfebniho  materidlu  a
dalSich materiald potfebnych
k Vyrobé objemd uvedenych
v Objednavce, a to v souladu
se svymi povinnostmi podle
této Smlouvy o dodavkach a
disponuje fadné
zdokumentovanym

systémem kontrol a postupl
v oblasti jakosti zahrnujicim

vSechny  aspekty jejich
povinnosti podle této
Smlouvy o} dodavkach

(v€etné téch, které maze
zadat jinym subdodavatelum)
a bude ho udrzovat a bude
vzdy jednat v souladu
s uvedenymi kontrolami a
postupy Vv oblasti jakosti.
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12.2.5

12.2.6

12.2.7

12.2.8

12.3

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
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 (i)

notify the Purchaser
immediately if it becomes
aware of any actual or

suspected incidents of
slavery or human trafficking in
its supply chains; and

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.

The Purchaser warrants and undertakes

to AstraZeneca that:

12.3.1

as at the Effective Date it has
the right and authority to enter
into this Supply Agreement
and that it has the capability

12.2

1221

12.2.2

12.2.3

12.2.4

12.2.5

12.2.6

Spole¢nost AstraZeneca dale ve vztahu
ke Kupujicimu zaruuje a zavazné
uvadi, ze:

k Datu u€innosti je opravnéna
uzaviit tuto Smlouvu o
dodavkach a Ze je schopna a
zpUsobila plnit své zavazky
Z ni vyplyvajici;

k Datu uGc&innosti byla tato
Smlouva o dodavkach radné
uzaviena a za predpokladu
jejino  fadného  uzavieni
Kupujicim pro ni pfedstavuje
pravni, platné a zavazné
povinnosti, které jsou vUéi ni
vymahatelné v souladu
s jejimi podminkami;

k Datu ucinnosti je fadné
zalozenou spole¢nosti
s ruéenim omezenym a ze je
v souladu se svymi
zakladatelskymi dokumenty
plné opravnéna pfijimat a
plnit své povinnosti z této
Smlouvy o dodavkach a
dokumentl, na které se v ni
odkazuje;

k Datu ucinnosti neprobihaji
ani nehrozi zadné zaloby ani
fizeni pred jakymkoli soudem
nebo spravnim organem,
které by mély podstatny
nepfiznivy vliv na financni
situaci, podnikani  nebo
Cinnosti spole¢nosti
AstraZeneca,

k Datu uc&innosti  neexistuji
zadné podstatné dohody,
jichz je spole€nost
AstraZeneca smluvni stranou
a které by ji branily v uzavfeni
této Smlouvy o dodavkach;

k Datu ucinnosti byly pred
uzavienim této Smlouvy o
dodavkach ucinény vSechny
nezbytné ukony ke schvaleni
jejiho uzavreni a plnéni jejich
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12.4

12.3.2

12.3.3

12.3.4

12.3.5

12.3.6

Records

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;

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;

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

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

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

12.3

12.2.7

12.2.8

Kupujici

povinnosti podle této
Smlouvy o dodavkach;

se zavazuje: (i) dodrzovat

vSechny 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 skute¢nych
pfipadech  otroctvi nebo
obchodovani s lidmi nebo

podezieni na né& ve svych
dodavatelskych fetézcich a

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

ve vztahu ke spoleCnosti

AstraZeneca zaruCuje a zavazné uvadi,

ze:

12.3.1

12.3.2

12.3.3

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

k Datu uc&innosti byla tato
Smlouva o dodavkach fadné
uzaviena a za predpokladu
jejlho  fadného  uzavieni
spole€nosti AstraZeneca pro
néj predstavuje pravni, platné
a zavazné povinnosti, které
jsou vuci nému vymahatelné
v souladu S jejimi
podminkami;

k Datu ucinnosti je fadné
zaloZenou spolecnosti (statni
pfispévkovou organizaci) a
Ze je vsouladu se svymi
zakladatelskymi  dokumenty
plné opravnén pfijimat a plnit
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12.5

13.

13.1

13.2

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
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 responsible 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

12.4

12.5

své povinnosti z této Smlouvy
o dodavkach a dokumentd,
na které se v ni odkazuje;

12.3.4 k Datu uc&innosti neexistuji
Zadné podstatné dohody,
jichz je Kupujici smluvni
stranou a které by mu branily
v uzavieni této Smlouvy o

dodavkach;

12.3.5 k Datu uc&innosti byly pred
uzavienim této Smlouvy o
dodavkach ucinény vSechny
nezbytné ukony ke schvaleni
jejiho uzavfeni a plnéni jeho
zavazku ztéto Smlouvy o
dodavkach a

12.3.6 se  zavazuje dodrzovat
vSechny Platné pravni
predpisy a Pokyny, které se
vztahuji na kazdou jeho
ginnost a operace podle této
Smlouvy o dodavkach.

Zaznamy

Spole¢nost AstraZeneca je povinna
uchovavat (a zajisti, aby jeji Pfidruzené
spole¢nosti uchovavaly) veskeré
zaznamy a zpravy tykajici se Vyroby a

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

dodavkach, jak to vyzaduji Platné pravni
predpisy, a to v kazdém pfipadé po dobu
nejméné péti (5) let po ukonceni nebo
uplynuti doby platnosti této Smilouvy o
dodavkach.

Stazeni Pripravku z trhu

Spole€nost AstraZeneca nese veskeré
naklady na jakékoli stazeni Pripravku
z ob&hu nebo z trhu na daném Uzemi,
véetné pfimérenych, podrobné
rozepsanych, pfimych finan¢nich
nakladl a vydaju skutecné vynalozenych
Kupujicim nebo jeho Pfidruzenymi
spoleCnostmi  nebo jejich jménem,
s vyjimkou pfipadd, kdy takové stazeni
z obéhu nebo z trhu souvisi s porusenim
této Smlouvy o dodavkach Kupujicim
a/nebo jeho PFidruzenymi spoleénostmi
nebo jejich pfisluSnymi Pracovniky nebo
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13.3

134

14.

14.1

14.2

14.3

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
transportation packaging) after delivery
to the Delivery Locations.

After Delivery, all Products shall be: (i)
stored securely by the Purchaser; and (ii)
delivered, shipped and distributed by the
Purchaser in a secure manner
appropriate to the transportation route
and destination, in each case (i) and (ii)
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

13.

13.1

13.2

13.3

134

souvisi s jejich  nedbalosti  nebo
Umysinym  pochybenim, v kterémzto
pfipadé nese veskeré naklady na takoveé
stazeni z ob&hu nebo ztrhu Kupujici.
Kazda ze Smluvnich stran vynaloZi
Obchodné  pfiméfené  usili, aby
minimalizovala  dopady  jakéhokoli
stazeni z ob&hu nebo z trhu na druhou
Smluvni stranu.

ZABEZPECENI PRIPRAVKU

Kupujici odpovida za likvidaci vSech
Vyhovujicich  pfipravkli, které ma
vdrzeni a u nichz uplynula doba
pouzitelnosti. Spole¢nost AstraZeneca
odpovida za likvidaci vSech Vadnych
pFipravkl. PFi pInéni svych pfislusnych
povinnosti  tykajicich se likvidace
pfislusna Smluvni strana provede
likvidaci  Pfipravku ve  vzajemné
pfijatelnych Ihtach a pred jeho zni¢enim
pfislusna  Smluvni  strana  majici
Pfipravek v drzeni tento bezpecné
uschova az do jeho likvidace. Kazda
Smluvni strana povede zaznamy 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  [&Civych  pfipravku
v souladu se Specifikacemi, standardy,
strategii a pokyny spole¢nosti
AstraZeneca, které tato v pfislusné dobé
uplatriuje vuci vSem svym distributordm
léCivych pfipravk(l. Jakékoli zmény
téchto Specifikaci, standardu, strategie
nebo pokynt Kupujici provede az po
uplynuti pfiméfené Ihuty ujednané mezi
spolecnosti AstraZeneca a Kupujicim.

Kupujici zaru€uje a zavazuje se, ze po
dodani do Mist dodani nebude zadny
Pfipravek (v€etné OznacCeni a obalu,
avSak s vyjimkou jakéhokoli pfepravniho
obalu) zadnym zplsobem meénit ani
upravovat.

Po Dodani musi byt vSechny Pfipravky:
(i) Kupujicim bezpecné skladovany a (ii)
jim  doruCovany, pfepravovany a
distribuovany bezpeénym zplsobem
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15.

15.1

15.2

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,

forecasts,
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

any and all
software,
designs,

analyses,

plans,

15.1.2 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 terms of this Supply Agreement,
including the Price, (but not its existence)
will be regarded as the Confidential
Information of both Parties.

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

14.

14.1

14.2

14.3

15.

15.1

odpovidajicim pfepravni trase a mistu
urCeni, a to v kazdém pfipadé (i) a (ii)
tak, aby byla zajisténa ochrana pred
kradezi,  zneuzitim, neopravnénou
manipulaci nebo zameénou (napfiklad za
padélky).

DUSEVNI VLASTNICTVi

Zadna ze Smluvni stran neziska zadna
vlastnicka ani uzivaci prava k majetku
ani Pravum dusevniho vlastnictvi, které
vlastni druha Smluvni strana (at uz na
zakladé této Smlouvy o dodavkach,
implicitn&, nebo jinak).

Spole€nost AstraZeneca ve vztahu ke
Kupujicimu zaru€uje, prohlasuje a
zavazné uvadi, Ze je bud vyhradnim
majitelem a zakonnym a skuteCnym
vlastnikem vSech Prav duSevniho
vlastnictvi k Pfipravku, nebo Ze ziskala
od pfislugnych vlastnik( licenci k Vyrobé
a dodavkam Prfipravku 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 duSevniho vlastnictvi
k PFipravku po celou Dobu platnosti této
Smlouvy o dodavkach.

Spole€nost AstraZeneca ve vztahu ke
Kupujicimu zaru€uje a prohlasuje, ze

podle jejiho védomi Zzadné pfijeti,
uchovavani, prodej a pouzivani
Pfipravku  Kupujicim,  Opravnénym
zastupcem,  Subjektem  povéfenym

spravou v souladu s touto Smlouvou o
dodavkach neporuSuje zadna Prava
dusevniho vlastnictvi Tretich osob.

DUVERNOST
Vtéto Smlouvé o dodavkach se

.,Duavérnymi informacemi“ s vyhradou
ustanoveni odst. 15.2, rozumi:

15.1.1 veskeré know-how, software,
algoritmy, navrhy, plany,
prognozy, analyzy,
hodnoceni, vyzkum,

obchodni informace, financni
informace, obchodni plany,
strategie, seznamy
zakaznikd, marketingové
plany nebo jiné informace, at
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15.3

and/or  their
representatives;

respective

15.2.2 is already lawfully possessed
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;

15.2.3 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 legal
obligation to maintain the
confidentiality of such
information or materials; or
15.2.4 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 Party 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

15.2

uz v Ustni, pisemné,
elektronické, nebo jakékoli
jiné formé a

15.1.2 jakékoli fyzické predméty,

smési, soucasti, vzorky a jiné
materialy zpfistupnéné
Smluvni stranou nebo jejim
jménem nebo  kteroukoli
Z jejich Pfidruzenych
spole¢nosti nebo  jejich
jménem (dale jen ,Sdélujici
strana“) druhé  Smluvni
strané nebo kterékoli z jejich
PFidruzenych spoleCnosti
(dale jen ,Prijimajici strana“)
pred Datem ucinnosti,
k témuz datu nebo po ném.

Podminky této Smlouvy o dodavkach,
v€etné Ceny (nikoli v3ak jeji existence)
se povazuji za DUvérné informace obou
Smluvnich stran.

Davérné informace v této Smlouvé o
dodavkach nezahrnuji zadné informace
ani materialy, u nichz maze P¥ijimajici
strana prokazat, ze

15.2.1 jsou nebo se stanou vefejné
zndmymi bez nepatficného
jednani Pfijimajici strany,
jejich Pfidruzenych
spoleénosti a/nebo  jejich
pfislusnych zastupcu;

15.2.2 je Prijimajici strana a/nebo
jeji Pfidruzené spolecénosti jiz
opravnéné  vlastnily bez
jakychkoli zavazkl
zachovavat davérnost nebo
omezeni pouziti pfedtim, nez
je poprvé obdrzely od
Sdélujici strany;

15.2.3 je Pfijimajici strana a/nebo
jeji Pridruzené spoleénosti
nasledné ziskaly od Treti
osoby bez jakychkoli zavazki
zachovavat divérnost a tato
TFeti osoba tyto informace a
materialy opravnéné vlastni a
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154

155

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.

The Receiving Party may:
15.5.1 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;

15.5.2 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 (ii)
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

15.3

154

155

neporusuje zadnou smluvni
ani  zakonnou povinnost
zachovavat dlavérnost téchto
informaci nebo materiall
nebo

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

Pfijimaci strana a/nebo jeji Pfidruzené
spole¢nosti mohou zpfistupnit Dlvérné
informace v rozsahu pozadovaném
zakonem nebo jinym pravnim pfedpisem
nebo na zakladé pravniho, soudniho,
regulacniho nebo spravniho postupu
nebo na zakladé auditu nebo kontroly
provadéné regulaénim subjektem nebo
samoregulaéni organizaci za podminky
dodrZeni ustanoveni tohoto ¢lanku.
Pokud je Pfijimajici strana takto nucena
zpfistupnit jakékoli Duavérné informace,
neprodlené o tom pisemné vyrozumi
Sdélujici stranu, aby tato mohla pozadat
0 ochranny pfikaz nebo jiny vhodny
prostfedek napravy. S vyhradou svych
povinnosti vyhovét takovym
predvolanim, soudnim postupim nebo
pokynim bude Pfijimajici strana
pfiméfené spolupracovat s pravnim
zastupcem Sdélujici strany pfi jejich usili
0 ziskani ochranného pfikazu nebo
jiného obdobného prostfedku napravy
k zajisténi urcité formy dlvérného
zachazeni s takovymi Davérnymi
informacemi Sdélujici strany.

Pfijimajici strana je povinna se vSemi
Ddvérnymi informacemi nakladat jako
s utajovanymi a ddavérnymi a nesmi
zadné Davérné informace Sdélujici
strany pouzivat, kopirovat ani sdélovat
zadné Treti osobé (at uz pfed Datem
ucinnosti, k ttmuz datu, nebo po ném),
s vyjimkou pfipadl uvedenych v odst.
15.5 nize.

Pfijimajici strana muze:
155.1 zajistit ochranu Ddavérnych
informaci nebo dokumentu se

stejnou urovni ochrany, jakou
maji jeji vlastni Duvérné
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15.5.3

1554

express objectives set forth
herein;

disclose Confidential
Information of the Disclosing
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
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

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 regulations 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.

15.5.2

155.3

informace nebo dokumenty, a
to v kazdém pfipadé
s nalezitou péci;

pouzivat a sdélovat Dlvérné

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

vyuzivat prava udélena touto
Smlouvou o  dodavkach
a/nebo plnit své povinnosti
zni vyplyvajici stim, ze
pokud je vyZadovano
zpfistupnéni Tretim osobam,
Pijimajici strana: (i)
zptistupni Dlvérné informace
pouze Tfetim osobam, které

pfijaly vhodné a pravné
zavazné povinnosti
zachovavat divérny
charakter sdélenych

Davérnych informaci a tyto
nepouzivat a (ii) zajisti, aby

tyto Treti osoby Duvérné
informace dale
nezpfistupfovaly a
nepouzivaly. Pro vylou€eni
pochybnosti plati, ze
Pfijimajici  strana  nesmi

pouzivat Duvérné informace
ve vztahu k jinému programu
nebo projektu nez ve vztahu
k PFipravku a cildm vyslovné
uvedenym v této Smlouvé o
dodavkach;

zpfistupnit Duavérné
informace Sdélujici strany
tém PFidruzenym
spole¢nostem, vedoucim
pracovnikim a
zaméstnancim PFijimajici

strany, pro néz je takové
zpfistupnéni nezbytné (a
zpristupnit pouze tu d&ast
Davérnych informaci, ktera je
nezbytna), aby Pfijimajici
strana mohla vyuzivat prava
udélena podle této Smlouvy o
dodavkach a/nebo plnit své
povinnosti z ni vyplyvajici, a
za pfedpokladu, Ze Pfijimajici
strana zlstava odpovédna za
zajisténi  toho, aby jeji
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15.6

15.7

15.8

15.9

16.

16.1

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
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 case this Supply Agreement shall be
published in the Registry of Contract
under the Act No. 3402015 Coll., on
Special Conditions of Effectiveness of
Certain Contracts, Publication of These
Contracts and on the Register of
Contracts (Act on the Register of
Contracts), the Purchaser is obliged to
secure the publishing in the Registry of
Contracts without the Confidential
Information.

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

15.6

15.7

Pfidruzené osoby, vedouci
pracovnici a zaméstnanci
dale nezpfistupriovali a/nebo
nepouzivali Davérné
informace k zadnym jinym
ucelim a
1554 po pisemném informovani
Sdélujici strany  zvefejnit
jakoukoli ¢ast Duvérnych
informaci  Sdélujici  strany
pouze v rozsahu, v jakém je
k tomu povinna na zakladé
pravniho pozadavku z titulu
rozhodnuti pfislusného soudu
nebo jiného Statniho organu
nebo jinak dle Platnych
pravnich pfedpisli, vcéetné
zakonl a predpis(
vztahujicich se na jakykoli
organ pro  kotaci, za
predpokladu, ze Pfijimajici
strana vynalozi pfiméfené
usili ktomu, aby takové
zvefejnéni omezila, a
poskytne Sdélujici strané
moznost ucinit prohlaseni u
pfislusného soudu nebo
jiného  Statniho  orgéanu,
Regulaéniho organu nebo
spolupracujiciho organu nebo
organu pro kotaci.

PFijimajici strana je povinna vzdy
uchovavat dokumenty, materialy a jiné
poloZky (v&etné poloZek v elektronické
podobé) obsahujici Duvérné informace
Sdélujici strany a jejich  kopie
bezpeCnym zplsobem a pfijmout
pfiméfena opatfeni na jejich ochranu
pred kradezi a neopravnénym pouzitim a
zvefejnénim. Aniz je dotéeno vyde
uvedené, Prijimajici strana  musi
k zamezeni kradeze a neopravnéného
zvefejnéni a/nebo pouziti Davérnych
informaci  Sdélujici strany vynalozit
pfinejmensim  stejnou  pédci, jakou
vynaklada ve vztahu ke svym vlastnim
dbdvérnym  materidlim  podobného
vyznamu.

Pfijimajici strana neprodlené vyrozumi
Sdélujici stranu, pokud se dozvi o
jakémkoli neopravnéném pouziti nebo
zpfistupnéni  Davérnych  informaci
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16.2

16.3

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 Personnel 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
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

15.8

15.9

16.

16.1

Sdélujici strany nebo o neopravnéném
pfistupu k jakymkoli jejich kopiim nebo o
jejich odcizeni ¢i ztraté.

Ustanoveni tohoto &lanku 15 vstupuji v
platnost k Datu ucinnosti a jsou platna po
dobu, po kterou jsou kterékoli Smluvni
strané znamy Duvérné informace pfijaté
nebo ziskané od druhé Smluvni strany, a
zustavaji v platnosti i po ukonéeni nebo
uplynuti doby platnosti této Smilouvy o
dodavkach po dobu péti (5) let, a to ve
vztahu ke vSem D{vérnym informacim.

V pfipadé, Ze tato Smlouva o dodavkach
bude uverejnéna v registru smluv podle
zakona ¢&. 340/2015 Sb., o zvlastnich
podminkach uc&innosti nékterych smluv,
uverejiiovani téchto smluv a o registru
smluv (zakon o registru smluv), je
Kupujici povinen zajistit jeji uvefejnéni
tamtéz bez Dlvérnych informaci.

ODSKODNENI

S vyhradou ustanoveni tohoto ¢lanku 16
spole€nost AstraZeneca odSkodni a
zprosti odpovédnosti Kupujiciho a jeho
PFidruzené spole¢nosti za veskeré ztraty
vyplyvajici z jakychkoli narok( Tretich
osob vzniklych v dusledku, na zakladé
nebo v souvislosti se:

16.1.1 smrti, Gjmou na zdravi nebo
Skodou na majetku, k nimz
skute¢né nebo udajné doslo
v dusledku pouzivani,
skladovani, pfepravy nebo
podavani Pfipravku
dodaného podle této Smlouvy
o dodavkach nebo

16.1.2 tvrzenim, Ze byla poru$ena
Prava dusevniho vlastnictvi
Tretich osob v dlsledku
Vyroby nebo dodavek
PFipravku podle této Smlouvy
o dodavkach nebo v disledku
jeho uchovavéani, prodeje
nebo pouzivani.
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16.4

16.5

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, control
the conduct of 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 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.

16.2

16.3

OdSkodnéni podle odst. 16.1 se vztahuje
pouze na Pfipravek dodany Kupujicimu
podle této Smlouvy o dodavkach.

Spole¢nost AstraZeneca nebude
odpovédna za odskodnéni podle odst.
16.1 vrozsahu, v jakém odpovédnost
vznikne v dUsledku:

16.3.1 spravy Prfipravku ze strany
Kupujiciho, jeho
Pfidruzenych spole¢nosti
nebo  jejich pfislusnych
Pracovniki nebo drzitell
licence, kteryzto Pripravek
ma vdobé spravy zjevné
vizualni Vady nebo jeho doba
pouzitelnosti uplynula;

16.3.2 pouzivani,
prepravy

skladovani,
nebo spravy
Pfipravku  pfi  jakychkoli
Cinnostech provadénych
Kupujicim, jeho Pfidruzenymi
spoleCnostmi  nebo jejich
pfisludnymi Pracovniky nebo
drziteli licence nebo jejich
jménem po Dodani v rozporu
s jakymikoli pozadavky na
skladovani nebo spravu
stanovenymi spoleCnosti
AstraZeneca, vcetné
pozadavku uvedenych

v Dokumentaci nebo
16.3.3 jakékoli vady nebo
nedostatku PFipravku, které
jsou zpUsobeny jakymkoli
jednanim nebo opomenutim
Kupuijiciho, jeho
Pfidruzenych spole¢nosti
nebo  jejich prislusnych
Pracovniki nebo drziteld
licence, nebo jakymkoli
poskozenim nebo udalosti

zplsobenou na Prfipravku
(vCetné jeho obalu a
informaci o ném) v dobé, kdy
je vdrzeni nebo pod
kontrolou Kupujiciho, jeho
PFidruzenych spolecnosti
nebo  jejich pfislusnych
Pracovniki nebo drziteld
licence.
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16.6

17.

17.1

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
settle 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
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,

16.4

16.5

16.6

Jakmile se  Kupujici (dale jen
,OdSkodnovana strana“) dozvi o
jakékoli zalezitosti, ktera mize vést
k uplatnéni naroku na odSkodnéni podle
odst. 16.1 (dale jen ,Narok na
odskodnéni“), vUuci spole¢nosti
AstraZeneca (dale jen ,Odskodnujici
strana“), je OdSkodnovana strana
povinna oznamit tuto skuteCnost
Odskodriujici strané v nejkrat§i mozné
pfiméfené Ihté poté, co se o ni dozvi.

S vyhradou ustanoveni odst. 16.6 bude
spoleCnost AstraZeneca (pokud se
nerozhodne tak necinit) kontrolovat
vedeni obhajoby a jednani o vyporadani
jakéhokoli Naroku na odskodnéni, za
ktery Odskodnovany pozaduje
odskodnéni podle této Smlouvy o
dodavkach. Bez ohledu na to, ktera ze
Smiluvnich stran ma kontrolu nad
vedenim ve vztahu k jakémukoli Naroku
na odskodnéni, druha Smluvni strana
jedna v souladu s pfimé&fenymi pokyny
Smluvni strany majici kontrolu a
poskytne ji takovou asistenci, ktera
muze byt pfi vedeni jakékoli takové
obhajoby, jednani nebo vypofadani
pfiméfené pozadovana, a kazda
Smluvni strana jedna vci druhé Smiuvni
strané vzdy v dobré vife.

V souvislosti s veSkerymi
odSkodnéni Smluvni strana:

Néaroky na

16.6.1 nikdy nesmi bez vyslovného
pisemného souhlasu druhé
Smluvni strany (ktery nebude
bezdlvodné odepren,
podminén ani odloZen) uznat
odpovédnost ani jinak
narovnat Zadnou zaleZitost
(ani Zadny jeji aspekt), ani
v souvislosti  sni  uzavfit
kompromis, ani se o to
pokusit;

16.6.2 je povinna  konzultovat
s druhou Smluvni stranou a

pfijmout a provést jeji
pfiméfené pozadavky a
pokyny  ohledné vedeni
takoveé obhajoby nebo
jednani o] narovnani
tykajiciho se takového
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17.2

17.3

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
fithess 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

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

Product.

The aggregate 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
shall not exceed a sum equivalent to one
hundred percent (100%) of the total

17.

17.1

17.2

odskodnéni
pravnich

Naroku na

(v€etné  vybéru

poradcu a zastupcu);
16.6.3 pfijme veSkeré pfiméfené
kroky ktomu, aby druhou
Smluvni stranu pravidelné
informovala o} vSech
zalezitostech tykajicich se
Naroku na  odSkodnéni,
vCetné  strategie, dosud
vynaloZenych a
predpokladanych nakladu;
16.6.4 pfijme vesSkeré pfimérené
kroky kochrané dobrého
jména druhé Smluvni strany
pfi jejim zastupovani, jednani
a narovnani takového Naroku
na odskodnéni; a
16.6.5 pfijme veSkeré pfiméfené
kroky ke snizeni jakychkoli
Ztrat, za které mulze byt
Odskodnujici  strana podle
této Smlouvy o dodavkach
odpovédna.

ODPOVEDNOST

S vyjimkou pfipadu vyslovné uvedenych
v této Smlouvé o dodavkach se timto
v plném rozsahu povoleném Platnymi
pravnimi predpisy vyluCuji vSechny
zaruky a dal$i podminky, které by mohly
byt mezi Smluvnimi stranami ucinné
nebo implikované nebo by mohly byt do
této Smlouvy o dodavkach zaclenény (at
uz na zakladé zakona, nebo jinak). Aniz
je dotCena obecna povaha predchozi
véty, zadna ze Smluvnich stran
neposkytuje ve vztahu k Pfipravku
zadna prohlaSeni ani zaruky, vcetné
zaruk, ze nedoslo k zadnému poruseni,
nebo zaruk pouzitelnosti pro konkrétni
Ucel, pokud tato Smlouva o dodavkach
nestanovi vyslovné jinak.

Zadna ze Smluvnich stran nenese za
zadnych okolnosti odpovédnost vUgi
druné Smluvni strané, at uz ztitulu

ob&anskopravniho  deliktu (vCetné
nedbalosti), smlouvy, nebo zjiného
divodu, za:
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17.4

17.5

17.6

18.

aggregate consideration actually
received by AstraZeneca under this
Supply Agreement.

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

17.4.4 any other matter to the extent
that such exclusion or

limitation would be unlawful.

Neither Party shall be entitled under any
provision of this Supply Agreement to
recover damages, or obtain payment,
reimbursement, restitution or indemnity
more than once in respect of the same
loss, shortfall, damage, deficiency,
breach or other event or circumstance.

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
activities under this Supply Agreement
as is normal and customary in the

17.3

17.4

17.2.1 zadnou nepfimou, zvlastni
nebo naslednou ztratu (bez
ohledu na to, zda ji Ize
rozumné predvidat, i nikoli, a
to i vpfipadé, ze prvni
Smluvni strana byla
upozornéna na moznost
vzniku takové ztraty nebo
ztraty druhé Smluvni strany);
17.2.2 zadny usly zisk, ztratu pfijmu,
predpokladanych uspor,
smluv, obchodnich aktivit
nebo dobrého jména nebo
ztratu i posSkozeni dat (at uz
v kazdém jednotlivém
pfipadé pfimych, nebo
nepfimych) nebo

17.2.3 zadné
Kupujicimu

naklady vzniklé
Vv souvislosti
s Vyvojem, obstaravanim,
Vyrobou nebo dodavkami
jakéhokoli jiného pfipravku
nez PFipravku.

Souhrnna  odpovédnost  spolecnosti
AstraZeneca a jejich Pridruzenych
spoleCnosti (at uz vznikla ztitulu
obCanskopravniho  deliktu  (vCetné
nedbalosti), smlouvy, nebo jinak)
vyplyvajici z této Smlouvy o dodavkach,
na jejim zakladé nebo v souvislosti s ni
nepresahne c¢astku rovnajici se stu
procentim (100 %) celkové souhrnné
odmény skute¢né pfijaté spoleCnosti
AstraZeneca podle této Smlouvy o
dodavkach.

Zadné ustanoveni této Smlouvy o
dodavkach nevylu€uje ani neomezuje
odpovédnost kterékoli ze Smluvnich
stran za:
174.1 smrt nebo Ujmu na zdravi
zpusobenou nedbalosti této
Smluvni strany;

17.4.2 podvod nebo podvodné
uvedeni v omyl;

17.4.3 \Y pfipadé Kupujiciho
nezaplaceni Ceny za
Pfipravek nebo jakychkoli

Castek, které maji byt fadné
uhrazeny spole¢nosti
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19.

19.1

20.

20.1

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 until the date on which the
Order has been delivered in full to the
Purchaser and free of Defects (the
“Initial Term”), unless and to the extent

17.5

17.6

18.

19.

19.1

AstraZeneca podle této

Smlouvy o dodavkach nebo
17.4.4 jakoukoli jinou skuteCnost
v rozsahu, v némz by takové
vylouéeni nebo omezeni
odpovédnosti bylo
nezakonné.

Zadna ze Smluvnich stran neni na
zakladé Zzadného ustanoveni této
Smlouvy o dodavkach opravnéna
vymahat nahradu 8kody ani ziskat
platbu, nahradu, odSkodnéni ani
nahradu Skody vice nez jednou
v souvislosti s toutéz ztratou, schodkem,
Skodou, nedostatkem, porusenim nebo
jinou udalosti nebo okolnosti.

Zadna ze Smluvnich stran nenese
odpovédnost vici druhé Smluvni strané
za zadny narok podle této Smilouvy o
dodavkach v rozsahu, v jakém Smluvni
strana uplatiujici takovy narok (nebo
kterakoli Z jejich Pfidruzenych
spoleCnosti) pfispéla ke ztratam, které
jsou jeho pfedmétem.

POJISTENI

Spole€nost AstraZeneca uzavfe a bude
udrzovat takové druhy a vySe pojisténi
odpovédnosti za Skodu na kryti zavazkU
souvisejicich s jejimi ¢innostmi podle
této Smlouvy o dodavkach, které jsou ve
farmaceutickém primyslu obecné bézné
a obvyklé pro Osoby v obdobném
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.

VvYSSi MmoC

Pokud nékteré ze Smluvnich stran brani
v plnéni nebo zpusobuje prodleni
s plnénim jejich povinnosti podle této
Smlouvy o dodavkach Vys$si moc, pak

19.1.1 se pinéni pfislusnych
povinnosti podle této
Smlouvy o} dodavkach

pozastavuje po dobu
pUsobeni Vys$Si moci a
dot¢end Smluvni strana

neporusuje tuto Smlouvu o
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20.2

20.3

20.4

this Supply Agreement is terminated
earlier by a Party or the Parties in
accordance with the provisions of this
clause 20 (the “Term”).

Either Party shall be entitled to terminate
this Supply Agreement upon written
notice to the other Party if (i) adverse
safety events exists which would be
reasonably likely to cause the Product
not to have a safety profile suitable for
Regulatory Approval in the Territory, (ii)
there is evidence of futility of the Product
which would be reasonably likely to
cause the Product not to have a safety
and efficacy profile suitable for
Regulatory Approval in the Territory, iii)
the Regulatory Approval for the Product
is rejected, withdrawn or suspended by
the Regulatory Authority, or (iv) the
Regulatory Approval is withdrawn by
AstraZeneca (or its Affiliate).

A Party who has been served notice of
the Force Majeure event pursuant to
clause 19 by the other Party may service
written notice to terminate this Supply
Agreement if the Force Majeure event
has led to the suspension of the affected
Party's obligations for six (6) months or
more.

Either Party (the “Terminating Party”)
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 the other Party, for
material breach, if:

20.4.1 subject to clause 20.4.2, 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

20.

20.1

20.2

dodavkach ani
odpovédna za takové
neplnéni  nebo  prodleni
s pInénim téchto povinnosti;

neni jinak

19.1.2 v nejkratdi mozné pfimérené
Ihité po zacatku puasobeni
Vy88i moci oznami dotéena
Smluvni strana druhé
Smluvni strané povahu Vys$§i
moci a pravdépodobny dopad
téhoz na jeji schopnost plnit
své povinnosti podle této
Smlouvy o dodavkach a

19.1.3 v nejkrat§i mozné pfimérené
Ihaté po skonéeni pusobeni
Vy38i moci oznami dotéena
Smluvni strana druhé
Smluvni strané, ze plsobeni
Vys§8i moci skoncilo, a obnovi
plnéni svych povinnosti podle
této Smlouvy o dodavkach.

DOBA TRVANi A UKONCENI

PLATNOSTI

Tato Smlouva o dodavkach nabyva
ucinnosti k Datu Gc&innosti a zUstava
v platnosti do dne, kdy je Objednavka
doru¢ena Kupujicimu v plném rozsahu a
prosta Vad (dale jen ,Poéatec¢ni doba
platnosti“), pokud neni platnost této
Smlouvy o dodavkach nékterou ze
Smluvnich stran nebo  Smluvnimi
stranami ukonéena dfive v souladu
s ustanovenim tohoto Clanku 20 (dale
jen ,Doba platnosti®).

Kazda ze Smluvnich stran je opravnéna
tuto Smlouvu o dodavkach ukongit
pisemnym oznamenim  dorucenym
druhé Smluvni strané, pokud (i) existuji
nepfiznivé bezpeénostni udalosti, které
by s pfiméfenou pravdépodobnosti vedly
k tomu, ze PFipravek nebude mit profil
bezpelnosti vhodny pro Regulaéni
schvéleni na daném Uzemi, (i) existuje
dikaz o neucinnosti Pripravku, ktery by
s pfiméfenou pravdépodobnosti vedl
k tomu, Ze Pfipravek nebude mit profil
bezpe€nosti a ucinnosti vhodny pro
Regulagni schvaleni na daném Uzemi,
i) je Regulaéni schvaleni zamitnuto,
vzato zpét nebo pozastaveno nebo (iv) je
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20.5

20.6

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

20.4.2 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
until 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
and to the extent permitted by Applicable
Laws, if:

20.6.1 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;
20.6.2 a receiver, liquidator,
administrator or

20.3

20.4

vzato
(nebo

zpét
jeji

Regulaéni  schvaéleni
spoleCnosti  AstraZeneca
Pfidruzenou spole¢nosti).

Smluvni strana, jiz bylo druhou Smluvni
stranou doruéeno ozndmeni o VySSi
moci podle ¢lanku 19, je opravnéna tuto

Smlouvu o} dodavkach ukondit
pfislusnym  pisemnym  oznamenim,
pokud udalost Vys88i moci vedla

k pozastaveni plnéni povinnosti dotéené
Smluvni strany na dobu Sesti (6) mésicl
nebo delsi.

Kterakoli ze Smluvnich stran (dale jen
.Strana ukonéujici smlouvu®) je
opravnéna tuto Smlouvu o dodavkach
ukongit pfed uplynutim Doby platnosti
smlouvy podle vlastniho uvéazeni a na
zakladé pfislusného pisemného
oznameni doru¢eného druhé Smluvni
strané z duavod(l podstatného poruseni,
pokud:
20.4.1 s vyhradou ustanoveni odst.
20.4.2 druha Smluvni strana
(dale jen ,Porusujici strana“)
nesplni nékterou
Z podstatnych povinnosti
podle této Smlouvy o
dodavkach a  nezjedna
napravu tohoto poruseni
nebo nesplnéni do tficeti (30)
dnl (v kazdém pfipadé dale
jen ,Lhita pro napravu®)
poté, co byla prfedem
pisemné upozornéna Stranou
ukondujici smlouvu.
V takovém pfipadé zlstava
pravo  Strany  ukoncujici
smlouvu pozadovat nahradu
Skody za poruSeni smlouvy
nedotceno a

20.4.2 Porusujici  strana  m0ze
béhem Lhity pro napravu
zahaijit soudni fizeni s cilem
zpochybnit platnost ukonceni
s tim, ze v takovém pfipadé
k ukonceni nedojde, dokud
soud nevyda rozhodnuti (proti
némuz se nelze odvolat nebo
proti némuz neni odvolani
v pfislusné |haté podano)
vtom smyslu, Ze udalost
(udalosti) uvedena (uvedené)
Vv pisemném oznameni
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21.

211

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

20.6.3 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 20.6; and/or

20.6.4 AstraZeneca ceases or
threatens to cease to carry on

business.
CONSEQUENCES OF TERMINATION

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

21.1.1 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
damages, costs, fees,
expenses or losses.

21.1.2 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,

20.5

20.6

Strany ukoncujici smlouvu
opraviuje (opravnuji) Stranu

ukongéujici smlouvu
k ukonceni této Smlouvy o
dodavkach.
Vyslovné se potvrzuje, Zze zadna ze
Smluvnich  stran  neporuSuje tuto
Smlouvu o dodavkach v rozsahu,

v jakém je jeji neplnéni nebo prodleni
s plnénim povinnosti z této Smlouvy o
dodavkach duasledkem neplnéni nebo
prodleni s plnénim povinnosti z této
Smlouvy o dodavkach druhou Smluvni
stranou, na nichz plnéni prvni Smluvni
strany zavisi.

Kupujici je opravnén tuto Smlouvu o
dodavkach ukondit pfed uplynutim Doby
platnosti smlouvy dle svého uvazeniana
zakladé pfislusného pisemného
oznameni  doruCeného  spoleénosti
AstraZeneca, jak je uvedeno nize a
vrozsahu pfipustném dle Platnych
pravnich predpisl, pokud:

20.6.1 je pfijato jakékoli rozhodnuti
nebo podana zadost ve
vztahu ke spole¢nosti
AstraZeneca ve VE&ci
moratoria na splaceni jejich
dluhd nebo ve véci jejiho
zruSeni, likvidace  nebo
spravy;

20.6.2 ve vztahu ke spole€nosti
AstraZeneca nebo jejimu
podniku nebo celému jejimu
majetku nebo jeho podstatné
Casti je jmenovan spravce
majetku, likvidator  nebo
insolvenéni spravce (nebo
rovnocenny ufednik);

20.6.3 ve vztahu ke spole€nosti
AstraZeneca dojde v jakékoli
jurisdikci, jiz podléha,
k jakékoli udalosti, ktera ma
stejny nebo obdobny ucinek
jako  néktera  z udalosti
popsanych v tomto odst. 20.6
a/nebo

20.6.4 spoleCnost AstraZeneca
pfestane vykonavat svou
¢innost, pfipadné to hrozi.
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21.2

21.3

22.

22.1

22.2

21, 22, and 24, shall remain in
full force and effect.

On termination of this  Supply
Agreement:
21.2.1 the proportion of the Order

concerning Product that has
not been delivered at the date
of termination shall be
cancelled; and
21.2.2 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 il 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

21.

211

21.2

DUSLEDKY UKONCENI PLATNOSTI

Po uplynuti nebo ukoneni doby
platnosti této Smlouvy o dodavkach
z jakéhokoli dGvodu:

21.11 kazda Smluvni strana
vynalozi Obchodné
pfiméfené usili k tomu, aby
zmirnila (i) Skody, které by
jinak byly vymahany od druhé
Smluvni strany podle této
Smlouvy o dodavkach a (ii)
vesSkeré naklady, poplatky,
vydaje nebo ztraty, kterou
mohou Smluvni  strané
vzniknout nebo za které maze
byt odpovédna na zakladé
této Smlouvy o dodavkach, a
to pfijetim vhodnych a
pfiméfenych opatfeni ke
snizeni nebo omezeni vyse
téchto skod, nakladd,
poplatkd, vydaja nebo ztrat;
21.1.2 jakékoli  ustanoveni  této
Smlouvy o dodavkach, které
ma vyslovné nebo implicitné
vstoupit v platnost  nebo
zustat v platnosti i po uplynuti
nebo ukonceni platnosti této
Smlouvy o dodavkach nebo
je nezbytné pro jeji vyklad,
v€etné ustanoveni ¢lankua 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
v plném rozsahu platné a
ucinné.

PFi ukoncCeni platnosti této Smlouvy o
dodavkach:

21.21 Cast Objednavky tykajici se
Pfipravku, ktera nebyla
dodana k datu ukonCeni
platnosti, se rusi a

21.2.2 spoleCnost AstraZeneca je
opravnéna fakturovat
Kupujicimu  Castky, které
nebyly Kupujicim jinak
uhrazeny Vv souvislosti
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22.3

22.4

22.5

22.6

implementation,  management and
monitoring of this Supply Agreement by
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 Il (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

21.3

22.

22.1

22.2

22.3

s Cenou za Pfipravek dodany
podle této Smlouvy o
dodavkach pfed datem
ukonéeni platnosti, a Kupujici
je povinen tyto uhradit do
Il dni ode dne vystaveni
prislusné faktury.

Uplynuti nebo ukonCeni doby platnosti
této Smlouvy o dodavkach z jakéhokoli
dbvodu nema vliv na ostatni prava a
prostfedky napravy zadné ze Smluvnich
stran ani na prava a povinnosti vzniklé
k datu uplynuti nebo ukonceni doby
platnosti této Smlouvy o dodavkach a
tyto zUstavaji i nadale platné.

OCHRANA UDAJU

Sdileni osobnich udaju je nezbytné pro
podporu kontaktu se zaméstnanci a
Subdodavateli za ucelem spoluprace
v ramci této Smlouvy o dodavkach (dale
jen ,Pfredmétné osobni udaje“).
Smluvni strana, ktera pfijima osobni
udaje od druhé Smluvni strany, nesmi
zpracovavat Pfedmétné osobni udaje
déle, nez je nezbytné pro splnéni
dohodnutych uceld této Smlouvy o
dodavkach.

VeSkeré osobni udaje obsazené v této

Smlouvé o dodavkach nebo sni
souvisejici, v€etné jejiho plnéni, se
budou zpracovavat v souladu

s nafizenim (EU) 2018/1725. Tyto udaje
budou zpracovavany vyhradné pro ucely
plnéni, spravy a monitorovani této
Smlouvy o dodavkach spravcem udaju.
Pro Gcely tohoto ustanoveni je spravcem
Udaji za Evropskou komisi generalni
feditel generalniho feditelstvi pro zdravi
a bezpec€nost potravin. Oznameni o
ochrané udaju je k dispozici na adrese
https://ec.europa.eu/info/data-
protection-public-procurement-
procedures_en.

Smluvni strany nebo jakakoli jina Osoba,
jejiz osobni udaje jsou zpracovavany
spravcem Udajl v souvislosti s touto
Smlouvou o dodavkach, maji jako
subjekt udaju zvlastni prava podle
kapitoly Il (€¢lank(14-25) nafizeni (EU)
2018/1725, zejména pravo na pristup ke

48


https://ec.europa.eu/info/data-protection-public-procurement-procedures_en
https://ec.europa.eu/info/data-protection-public-procurement-procedures_en
https://ec.europa.eu/info/data-protection-public-procurement-procedures_en
https://ec.europa.eu/info/data-protection-public-procurement-procedures_en
https://ec.europa.eu/info/data-protection-public-procurement-procedures_en
https://ec.europa.eu/info/data-protection-public-procurement-procedures_en

Tsm/2022/192/Lu

22.7

22.8

22.9

regarding data protection and allows for
the desired use of such In-Scope
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 (i) comply with
Applicable  Laws regarding data
protection, (i) 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 (ii) relates to
In-Scope Personal Data AstraZeneca
shared with the Purchaser, the
Purchaser  shall promptly  notify

22.4

22.5

22.6

22.7

svym osobnim Gdajum, jejich opravu
nebo vymaz a pravo na omezeni
zpracovani, pfipadné pravo vznést
namitku proti zpracovani nebo pravo na
prenositelnost udaju.

Pokud maji Smluvni strany nebo jakakoli
jind Osoba, jejiz osobni udaje jsou
zpracovavany v souvislosti s touto
Smlouvou o dodavkach, jakékoli dotazy
ohledné zpracovani jejich osobnich
Udajli, obrati se na spravce udaju.
Mohou se rovnéz obratit na povérence
pro ochranu osobnich Udaju spravce
udaju. Dale maji pravo kdykoli podat
stiznost k evropskému inspektorovi
ochrany udaja.

Zpracovani osobnich 0dajd Smluvnimi
stranami musi spliovat pozadavky
nafizeni (EU) 2018/1725 a musi byt
provadéno vyhradné pro tyto ucely:
kontakt se zaméstnanci a Subdodavateli
za uCelem spoluprace podle této
Smlouvy o dodavkach. Obé& Smluvni
strany ujednavaji, ze kazda z nich
vystupuje jako spravce udajd ve vztahu
ke zpracovani osobnich udaju, které
kazda z nich provadi.

Kazda Smluvni strana prohlasuje a
zarucuje, ze zajistila pfisluSné oznameni
0 ochrané osobnich Udaji a ziskala
pfislusny  souhlas (je-li  zakonem
vyzadovan) od subjektd udaju, jejichz
Pfedmétné osobni Udaje jsou sdileny
s druhou Smluvni stranou, a ze toto
oznameni a souhlas jsou v souladu

s Platnymi pravnimi predpisy
upravujicimi ochranu udajd a umoznuji
pozadované pouziti Pfedmétnych

osobnich 0daji. Pokud se Smluvni
strana dozvi, ze poskytla Pfedmétné
osobni udaje, které nesmi byt na zakladé
souhlasu nebo oznameni sdileny,
odpovida za neprodlené sdéleni téhoz
druhé Smluvni strané tak, aby mohly byt
Pfedmétné osobni Udaje podle potfeby
vymazany.

Smluvni  strany ujednavaji, ze
odpovédnost za vyfizeni jakeékoli
komunikace adresované jedné nebo
obéma Smluvnim stranam podle této
Smlouvy o dodavkach, kterou poda
subjekt udaju uplatriujici jedno nebo vice
svych prav na ochranu udaji podle
Platnych pravnich pfedpist upravujicich

49



Tsm/2022/192/Lu

22.10

23.

24.

24.1

AstraZeneca about such personal data
breach.

Both Parties shall indemnify, defend, and
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:
24.1.1 Any notification 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

22.8

22.9

22.10

23.

ochranu Gdaji  (dale jen ,Zadost
subjektu adaji“), nese Smluvni strana,
ktera4 Zadost subjektu (idajd obdrzela ve
vztahu k osobnim udajim, které ma
k dispozici a za které tato Smluvni strana
odpovida jako spravce udaju. Smluvni
strany ujednéavaji, Zze budou vzajemné
spolupracovat  a poskytovat  si
pfiméfenou asistenci nezbytnou k tomu,
aby mohly (i) jednat v souladu s Platnymi
pravnimi pfedpisy upravujicimi ochranu
adajh, (i) vyhovét Zadostem subjekt
udaju a (iii) reagovat na jakékoli jiné
dotazy nebo stiznosti subjektt udajl.

V pfipadé, ze u nékteré Smluvni strany
dojde k poruSeni zabezpeceni osobnich
Udaju, pak tato Smluvni strana zajisti
dodrzovani Platnych pravnich predpisu
upravujicich ochranu udajil a podle
potieby i splnéni jakychkoli povinnosti
tykajicich se oznameni takového
poruseni zabezpeceni osobnich udajl
organu dohledu nad ochranou udaju,
subjektlim Udajd nebo jinym regulaénim
organim, jak to vyzaduji Platné pravni
predpisy.

V rozsahu, v jakém u Kupujiciho dojde
k poruSeni zabezpeceni osobnich udaja,
které (i) ma dopad na sluzby
poskytované podle této Smlouvy o
dodavkach nebo (i) se tyka
Pfedmétnych osobnich udajd sdilenych
spolecnosti AstraZeneca s Kupujicim, je
Kupujici povinen o takovém poruSeni
zabezpeceni osobnich Udaji spole¢nost
AstraZeneca neprodlené informovat.

Obé
vzajemné

Smluvni strany se
odskodnit  a
odpovédnosti za veSkeré zavazky,
naroky, ztraty, zaloby, rozsudky a
pfiméfené naklady pravniho zastoupeni
vyplyvajici z jakéhokoli poruseni,
nedbalostniho jednani, pochybeni nebo
opomenuti  pfisluSnych  povinnosti
v oblasti ochrany osobnich udaji podle
této Smlouvy o dodavkach druhou
Smluvni stranou, jejimi Subdodavateli
nebo jejich pfFislusnymi Pracovniky.

zavazuji
zprostit

NEZAVISLi DODAVATELE

Spole€nost AstraZeneca jedna na
zakladé této Smlouvy o dodavkach jako
nezavisly dodavatel. Zadné ustanoveni
této Smlouvy o dodavkach ani okolnosti
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24.2

data mailbox within ten days
of the date on which the
document was delivered to
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:

St. Anne’s University
Hospital in Brno
Pekaiska 664/53

656 91 Brno

Czech Republic

Atn:

With a copy to:

For Notices to
AstraZeneca.

AstraZeneca Czech
Republic s.r.o.

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

Attn: [
E-mail: [N
With a copy to:

Variation and Waiver

2421

No amendment or variation of
the terms of this Supply
Agreement shall be effective
unless it is made or confirmed
in a written document signed

24.

24.1

stim spojené, ani plnéni téhoz
nezakladaji mezi Kupujicim a
spoleCnosti AstraZeneca nebo mezi

Kupujicim a jakymkoli zastupcem
spole€nosti AstraZeneca zadny vztah
zastoupeni, partnerstvi ani vztah
zameéstnance a zaméstnavatele, ani
neopraviuji zadnou ze Smluvnich stran
pfijimat nebo uzavirat jakékoli zdvazky
za druhou Smluvni stranu nebo jejim
jménem.

RUZNA USTANOVENI

Oznameni:

24.1.1 Jakékoli oznameni podle této
Smlouvy o dodavkach musi
byt vyhotoveno pisemné
v Ceském  jazyce, musi
odkazovat na tuto Smlouvu o
dodavkach a  doruceno
osobné oproti podpisu druhé
Smluvni strany, nebo
datovymi zpravami ve smyslu
zékona ¢. 300/2008 Sb., o
elektronickych Ukonech a
autorizované konverzi
dokumentl. Je-li pisemnost
doruc€ovana do datové
schranky, povazuje se za
dorucenou okamzikem, kdy
se adresat do datove
schranky pfihlasi. Pokud se
adresat do datové schranky
nepfihlasi ve Ihaté 10 dnd
ode dne, kdy byla pisemnost
do datové schranky dodana,
povazuje se poslednim dnem

této InGty pisemnost za
dorucenou. Jakékoli
oznameni Ize dorudovat i

prostfednictvim elektronické
komunikace na nize uvedené
adresy:

V pfipadé oznameni
Kupujiciho:

pro

Fakultni nemocnice u sv.
Anny v Brné

Pekarska 664/53

656 91 Brno

Ceska republika

K rukam: [N
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24.2.2

24.2.3

by both Parties to this Supply
Agreement.

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
other right, obligation or
remedy.

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

24.2

24.2.1

24.2.2

Zmény a vyjimky

S kopii pro:

V pfipadé oznameni pro
spole¢nost AstraZeneca:

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

K rukam:
E-mail:

S kopii pro:

Jakékoli zmény nebo Upravy
podminek této Smlouvy o
dodavkach jsou ucinné,
pouze pokud jsou vyhotoveny
nebo potvrzeny v pisemném
dokumentu podepsaném
obéma Smluvnimi stranami
této Smlouvy o dodavkach.

Jakakoli vyjimka z uplatnéni
jakéhokoli prava, povinnosti
nebo prostfedku napravy
podle této Smlouvy o
dodavkach nebo upusténi od
souladu s jakymkoli  jejim
ustanovenim nebo od naroki
v souvislosti S porusenim
téhoz musi byt vyhotovena
pisemné s vyslovnym
uvedenim, Ze se jedna o
takovou vyjimku, dale musi
byt specifikovano pravo,
prostfedek napravy,
povinnost, ustanoveni nebo
poruseni, na které se
vztahuje, a tato musi byt
opatfena podpisem
opravnéné osoby kazdé ze
Smluvnich stran, ktera
vyjimku udéluje. Pokud se
néktera ze Smluvnich stran
vzda jakéhokoli prava,
splnéni  povinnosti  nebo
prostfedku napravy podle této
Smlouvy o dodavkach nebo
upusti od souladu s jakymkoli
jejim ustanovenim nebo od
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24.2.4

24.2.5

24.2.6

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.

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.

24.2.3

24.2.4

24.2.5

naroku v souvislosti
s porusenim téhoz, muze toto
pravo, povinnost nebo

ustanoveni vymahat nebo se
domahat prostfedku napravy i
nasledné a toto vzdani se

nebude povazovano za
vzdani se naroki
v souvislosti s jakymkoli

naslednym porusenim téhoz

nebo  jakéhokoli  jiného
ustanoveni ani za vzdani se
jakéhokoli  jiného  prava,
plnéni  povinnosti nebo

prostfedku napravy.

Prava a prostfedky napravy
kterékoli ze Smluvnich stran
ve vztahu k této Smlouvé o
dodavkach se  udélenim
jakékoli ulevy, odkladu nebo
prodlouzeni lhity kteroukoli
Smluvni  stranou  druhé
Smluvni strané nezmensu;ji,
neupousti se od nich ani tato
nezanikaji, a to ani
v dusledku opomenuti urgit
nebo uplatnit jakakoli takova

prava nebo prostfedky
napravy ani v dusledku
prodleni s jejich uréenim

nebo uplatnénim.

Pfreruseni jakéhokoli Fizeni
zahajeného  jednou ze
Smluvnich stran za ucelem
vymahani jakéhokoli prava
nebo ustanoveni této
Smlouvy o dodavkach ani
upusténi od takového Fizeni,
ani nepfiznivé rozhodnuti
v jeho ramci nebude mit za
nasledek vzdani se tohoto ani
jakéhokoli jiného prava nebo
ustanoveni, ani nebude branit
jejich vykonu nebo vymahani
nebo (podle okolnosti)
dalSimu nebo jinému vykonu
nebo vymahani touto Smluvni
stranou.

Veskeré odkazy v tomto odst.
24.2 na jakékoli pravo nebo
prostfedek napravy zahrnuji
jakékoli opravnéni, pravo
nebo prostfedek napravy
svéfeny touto Smlouvou o
dodavkach pfislusné Smiluvni
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24.3

24.4

Counterparts
24.3.1 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
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 to 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

24.2.6

24.3

243.1

24.3.2

stran€ nebo  stanoveny
zadkonem nebo této Smluvni
strané jinak dostupny; a
jakékoli pravo, které neni
uplatnéno, zahrnuje jakékoli
Caste€né uplatnéni tohoto
prava a jakékoli okolnosti, za
nichz pfislusna  Smluvni
strana netrvd na striktnim
plnéni jakéhokoli ustanoveni
této Smlouvy o dodavkach.

Udélenim jakéhokoli
souhlasu kteroukoli ze
Smluvnich stran k jakémukoli
ukonu, ktery takovy souhlas
podle podminek této Smlouvy
o dodavkach vyzaduje, neni
dotéeno pravo této Smluvni
strany odepfit nebo udélit
souhlas k provedeni
jakéhokoli obdobného ukonu.

Vyhotoveni

Tato Smlouva o dodavkach
maze byt uzaviena
prostfednictvim  jakéhokoli
poctu stejnopisl a
podepsana Smluvnimi
stranami na samostatnych
vyhotovenich, nabyva vsak
ucinnosti az poté, co kazda
Smluvni strana podepiSe
alespon jeden (1) stejnopis.
Kazdy stejnopis predstavuje
origindl této Smlouvy o
dodavkach s tim, ze vSechny
stejnopisy dohromady tvofi
jednu smiouvu.

Doruceni kopie této Smlouvy
o] dodavkach spolu
s podepsanou  podpisovou
stranou stejnopisu ve formatu
AdobeTM Portable Document
Format (PDF) zaslané
elektronickou postou ma (s
vyhradou ustanoveni odst.
24.11)  uCinky  doruceni
podepsaného stejnopisu této
Smlouvy o dodavkach. Pokud
je tento zplsob zvolen, pak
aniz by tim byla dotCena
platnost této Smlouvy o
dodavkach, kazda Smluvni
strana poskytne druhé
Smluvni strané original tohoto
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24.5

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
245.1 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.

24.5.2 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.
24.5.3 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
otherwise may not assign this
Supply Agreement, in whole
or part, to any Third Party.

24.5.4 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

24.4

24.5

podepsaného stejnopisu
v tisténé podobé v nejkratsi
mozné pfiméfené [haté.

Neplatnost

Kazdé ustanoveni této Smlouvy o
dodavkach je samostatné a oddélitelné
od ostatnich. Smluvni strany maji
v umyslu, aby kazdé z téchto ustanoveni
bylo a zlstalo platné a vymahatelné
v plném rozsahu povoleném Platnymi
pravnimi pfedpisy. Pokud se z jakéhokoli
ddvodu celé takové ustanoveni nebo
jeho C&ast ukaze byt nebo se kdykoli
stane v jakémkoli rozsahu neplatnym,
nezakonnym nebo nevymahatelnym
podle jakéhokoli pravniho predpisu nebo
normy, bude se mit za to, Zze v tomto
rozsahu netvofi soucast této Smlouvy o
dodavkach, avSak (s vyjimkou tohoto
rozsahu v pfipadé daného ustanoveni)
zUstavaji pfislusné ustanoveni i vSechna
ostatni ustanoveni této Smlouvy o
dodavkach nadale platna a ucinna a
jejich platnost, zakonnost a
vymahatelnost nebudou v disledku toho
dotéeny ani naruSeny, s vyhradou
pusobeni tohoto odst. 24.4
nepopirajiciho obchodni zamér a cil
Smluvnich stran podle této Smiouvy o
dodavkach.

Postoupeni
2451 Smluvni strany mohou
s pfedchozim pisemnym

souhlasem druhé Smluvni
strany zcela nebo zZasti
postoupit nebo prevést tuto
Smlouvu o dodavkach nebo
jakakoli sva prava a
povinnosti z ni vyplyvajici ve
prospéch jedné nebo vice
svych Pfidruzenych
spoleCnosti za prfedpokladu,
ze to druhé Smluvni strané
pfedem pisemné oznami.
24.5.2 Spole¢nost AstraZeneca
zajisti, aby na ni postupnik
pro ucely tohoto ustanoveni
postoupil zpét takovou cCast
vyhod ztéto Smlouvy o
dodavkach, ktera na néj byla
postoupena, pfedtim, nez
tento nasledné prestal byt

55




Tsm/2022/192/Lu

24.6

24.7

24.8

adhere to all the provisions of
this Supply Agreement as if it
were an original party to this
Supply Agreement.

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

the Parties.

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

24.7.1 AstraZeneca may, without the
need for the Purchaser’s
consent  subcontract  or
delegate its obligations or
services to be provided under
this Supply Agreement to one
or more of its Affiliates and/or
to any Third Party consultant
or contractor (a
“Subcontractor”).

24.7.2 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 its
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

24.6

24.7

¢lenem
AstraZeneca.

Skupiny

24.5.3 Spole¢nost AstraZeneca smi
zcela nebo z€asti postoupit
nebo prevést tuto Smlouvu o
dodavkach nebo jakdkoli sva
prava a povinnosti zni
vyplyvajici ve prospéch Treti
osoby, avSak pouze
s pfedchozim pisemnym
souhlasem Kupuijiciho, jinak
tuto Smlouvu o dodavkach
postoupit zcela ani z€asti na
Treti osobu nesmi.

2454 Jakékoli pFipustné
postoupeni nebo prevod
jednou Smluvni stranou jsou
ucinné, pouze pokud
pfislusny postupnik pisemné
potvrdi druhé Smluvni strané
(a jakmile tato potvrzeni
obdrzi), Ze bude v plném
rozsahu dodrzovat vSechna
ustanoveni této Smlouvy o
dodavkach, jako by byl jeji
pavodni smluvni stranou.
24.5.5 Tato Smlouva o dodavkach je
zavazna pro pravni nastupce
a  prfipustné  postupniky
Smluvnich stran a pusobi
Vv jejich prospéch.

PInéni prostiednictvim Pridruzenych
spoleénosti

Kterakoli ze Smluvnich stran mize plnit
jakékoli své povinnosti z této Smlouvy
prostfednictvim  kterékoli ze svych
Pfidruzenych spole€nosti za
predpokladu, Ze tato Smluvni strana je i
nadale odpovédna za vesSkeré Cinnosti
zadané takové Pfidruzené spole¢nosti.
Subdodavatelska éinnost

24.7.1 Spole¢nost AstraZeneca
mulze své povinnosti nebo
sluzby, které maji byt
poskytovany  podle této
Smlouvy o  dodavkach,
subdodavatelsky zadat jedné
nebo vice svym Pfidruzenym
spole€¢nostem a/nebo
jakémukoli nebo

poradci
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24.9

24.10

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.
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 contractual 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.

24.10.2 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.

24.8

24.9

dodavateli z fad Tretich osob

(dale jen ,Subdodavatel®)

nebo tyto povéfit jejich

plnénim, aniz by k tomu byl

nutny souhlas Kupuijiciho.
24.7.2 Spole€nost AstraZeneca
zUstava vzdy i nadale
odpovédna vuci Kupujicimu
za jednani nebo opomenuti
svych PFidruzenych
spoleénosti a Subdodavateld,
jimz subdodavatelsky zada
kterékoli ze svych povinnosti
nebo jez poveéfi jejich
plnénim, jako by toto jednani
nebo opomenuti bylo jeji
vlastni.

Vylouéeni opravnénych Tretich osob

Vyjma prav Pfidruzenych spolecnosti
Kupujiciho podle odst. 16.1_nepfiznava
zadné ustanoveni této Smlouvy o
dodavkach zadna prava, prostfedky
napravy ani naroky zadné Osobg, ktera
neni Smluvni stranou nebo jejim
pfipustnym 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 uplnou dohodu mezi
Smluvnimi stranami ohledné predmétu
této Smlouvy o dodavkach a nahrazuji
vSechny pfedchozi dohody a ujednani
mezi Smluvnimi stranami ohledné téhoz.
Kazda Smluvni strana bere na védomi,
Ze pfi uzavirani této Smlouvy o
dodavkach a dohod a dokumentl, na
néz se v ni odkazuje, se nespoléha na
zadné sdéleni, prohlaseni, ujisténi ani
zaruku (at uz bylo u€inéno z nedbalosti,
nebo neumysiné) jakékoli Osoby (bez
ohledu na to, zda je Smluvni stranou této
Smlouvy o dodavkach, €i nikoli), které
neni vyslovné uvedeno v této Smlouvé o
dodavkach nebo v téchto dokumentech
(dale jen ,Prohlaseni®), a ze nema vudi
druhé Smluvni strané Zzadny dlvod
k zalobé vyplyvajici z jakéhokoli
Prohlaseni, s vyjimkou podvodného
uvedeni v omyl druhou Smluvni stranou.
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24.11 Delivery of Agreement

The Parties do not intend this Supply
Agreement to be delivered by, or to
become legally binding on, any of them
until 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.

24.10 Rozhodné pravo a soudni prislusnost

24.10.1 Tato Smlouva o dodavkach a
vesSkeré zalezitosti, spory
nebo naroky z ni vyplyvajici
nebo s ni souvisejici (at uz
smluvni, nebo mimosmluvni
povahy, véetné
obcéanskopravnich deliktl
nebo poruseni zakona nebo
Platného pravniho predpisu)
se fidi a vykladaji v souladu s
Ceskym pravem.

24.10.2  Vznikne-li mezi Smluvnimi
stranami z této Smlouvy o
dodavkach nebo v souvislosti
s ni spor (dale jen ,Spor®),
tak se proucely FeSeni
jakychkoli ~ Sporli, kazda
Smluvni strana neodvolatelné
podfizuje vylu¢né pravomoci
Ceskych soudu.

24.11 Doruéeni Smiouvy

Smluvni strany si nepfeji, aby tato
Smlouva o dodavkach byla kteroukoli
z nich dorucena nebo se ve vztahu k nim
stala pravné zavaznou, dokud nebude
v jejim zahlavi uvedeno datum jejiho
uzavieni, bez ohledu na to, Ze jedna
nebo obé mohly tuto Smlouvu o dodavce
podepsat predtim, nez byla timto datem
opatfena.
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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 Smluvni strany podepsaly
tuto Smlouvu o dodavkach ve dvou stejnopisech
prostfednictvim svych fadné opravnénych
zastupcu 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 podepisovani jménem spolecnosti
AstraZeneca Czech Republic s.r.o.

SIGNED by / PODEPSANO ,
Authorised Signatory for and on behalf of [St.
Anne’s University Hospital in Brno] / osobou
opravnénou k podepisovani jménem [Fakultni
nemocnice u sv. Anny v Brné]

) 6.4.2022

Kuuno Vaher, jednatel

) 8.4.2022

Ing. Vlastimil Vajdak, feditel/Director

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



SCHEDULE 1/ PRILOHA 1
SPECIFICATION/SPECIFIKACE



SCHEDULE 2
DOCUMENTATION TO ACCOMPANY
DELIVERIES

e Pack list and quantity of doses

e Certificate of Conformance and Analysis
(and where relevant, Certificate of Origin)

e Product description
e Batch details
o Expiry date

e Storage and transport temperature control
records

e Storage and transport instructions
e Advice Note
Other information and notices required by the

Marketing Authorisation (or Emergency Use
Authorisation

SCHEDULE 2
PRUVODNi DOKUMENTACE K DODAVKAM
e Seznam baleni a mnozstvi davek

e Osvédceni o shodé a analyze (a pfipadné
osvédceni o plvodu)

e Popis pfipravku
e Podrobné udaje o Sarzi
e Datum expirace

e Zaznamy o kontrole skladovaci a pfepravni
teploty

e Pokyny pro skladovani a pfepravu

Souhrn informaci

Dalsi informace a sdéleni vyZadovana na
zakladé Registrace (pfipadné Schvaleni pro
podmine€né pouziti) a Platnych pravnich
predpis(.






