SMLOUVA O DODAVKACH

Tato prodejni smlouva/smlouva o dodavkach
(dale jen jako ,,Smlouva“) ze dne 30. 05.
2017, ktera nabyva ucinnosti ke dni 1.7.2017
(dale jen jako ,,Den ucinnosti), se uzavira
mezi témito smluvnimi stranami:

1) Amgen s.r.o0., spole¢nost s ru¢enim
omezenym zalozena a existujici
v souladu s pravnim fadem Ceské
republiky, se sidlem na adrese
Klimentska 1216/46, 110 02 Praha
1, ICO: 27117804, DIC:
CZ27117804, zapsana
Vv obchodnim rejstitku  vedeném
Me¢éstskym soudem v Praze,
v oddile C, vlozce ¢. 97583 (dale

jen jako ,,Amgen*)

2) Fakultni nemocnice u sv. Anny v

Brné, spolecnost zalozend a
v souladu
tadem Ceské republiky, se sidlem
na adrese Brno, 65691, Staré Brno,
Pekatskd, 664/53, ICO: 00159816,
DIC: CZ00159816 (dale jen jako

,Kupujici®).

existujici S pravnim

Spole¢nost Amgen a Kupujici jsou
dale jednotlivé oznacovani jen jako
,smluvni strana“ nebo spole¢né
jako ,,smluvni strany*.

Uvodni ustanoveni:

SUPPLY AGREEMENT

This sales/supply agreement (“Agreement”)
dated 30. 05. 2017 and deemed effective as of
1.7.2017 (“Effective Date”) is entered into
between:

1) Amgen s.r.o., a limited liability
company established and existing under
the laws of Czech Republic, with its
registered seat at the address
Klimentska 1216/46, 110 02 Prague 1,
ID No.. 27117804, Tax ID No.:
CZ27117804, registered with the
Commercial Register administered by
the Municipal Court in Prague, Section
C, File No. 97583 (“Amgen”)

and

2) Fakultni nemocnice u sv. Anny v Brné,
company established and existing under
the laws of Czech Republic, with
registered offices at Brno, 65691, Staré

Brno, Pekaiska, 664/53, ID No.:
00159816, Tax ID No.. CZ00159816
(“Buyer”).

Amgen and Buyer are also referred to
individually as a “party" or
collectively as the "parties".

Recitals:
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A Smluvni strany se dohodly, ze | A.
spole¢nost Amgen bude Kupujicimu
prodavat a dodavat Pripravky (jak jsou
definovany dale).

B. Spole¢nost Amgen bude prodavat a | B.
dodévat Ptipravky Kupujicimu
v souladu s touto Smlouvou.

The parties have agreed that Amgen
shall sell and supply the Products (as
defined below) to Buyer.

Amgen is willing to sell and supply the
Products to Buyer in accordance with
this Agreement.

Smluvni strany se dohodly takto: The parties agree as follows:

1. DEFINICE 1. DEFINITIONS

1.1 wNezadouci ucinek* znamena | 1.1 “Adverse Event” shall mean any
jakykoli nepfiznivy a nezamysleny unfavourable and unintended sign
znak (zejména véetné (including, for example, an
abnormalniho laboratorniho abnormal  laboratory  finding),

nalezu), pfiznak nebo onemocnéni
docasn¢ spojené s uzivanim
Ptipravku, at’ jiZ se ma ¢i nema za
to, ze se vaze na Pripravek, a
zahrnuje také jakékoli klinicky
vyznamné  zhorSeni  dfivéjSiho
zdravotniho stavu a jakoukoli
ztratu nebo absenci zamysleného

ucinku.

1.2 »omlouva“ znamena tuto prodejni | 1.2
smlouvu/smlouvu o dodéavkach a
jeji  prilohy, spolu s jakymkoli
jinym dokumentem zaclenénym do
této prodejni smlouvy/smlouvy o

dodavkach odkazem v ni
uvedenym.
1.3 ,Skupina  Amgen®“  znamena | 1.3

spole€nost Amgen Inc. a jeji

sptiznéné osoby a dcefiné

symptom, or disease temporally
associated with the use of a
Product, whether or not considered
related to the Product, it shall also
include any clinically significant
worsening of a  pre-existing
condition and any lack or loss of
intended effect.

“Agreement” shall mean this
sales/supply agreement and the
schedules hereto, together with any
other document incorporated into
this sales/supply agreement by
reference herein.

“Amgen Group” shall mean
Amgen Inc. and its affiliates and
subsidiaries.
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14

1.5

1.6

spole¢nosti.

»Amgen Inc.“ znamena akciovou
spole¢nost Amgen Inc. zalozenou
ve staté Delaware, USA, s hlavnim
mistem podnikdni na adrese One
Amgen Centre Drive, Thousand
Oaks, Kalifornie, 91320-1799,
USA.

»GMP - spravna vyrobni praxe“
znamena ustanoveni tykajici se
vyrobni  ¢innosti,  jak  jsou
obsazena ve Smeérnici Evropského
parlamentu a Rady 2001/83/ES ze
dne 6. listopadu 2001 o kodexu
Spolecenstvi tykajicim se
humannich 1é¢ivych ptipravkd, ve
Smérnici Komise 2003/94/ES ze
dne 8. fijna 2003, kterou se
stanovi zasady a pokyny pro
spravnou  vyrobni praxi pro
huméanni 1é¢ivé ptipravky a
hodnocené huménni 1é¢ivé

piipravky,  jakakoli narodni

ustanoveni zavadéjici vyse
uvedené smémice na Uzemi a
Pokyny EU tykajici se spravné
vyrobni  praxe u  léCivych
pfipravkii  pro  humanni a
veterinarni pouZziti obsazené ve
svazku 1v zasad pro 1éCivé
pfipravky v EU, ve znéni

pozdé&jsich predpist.

,Platebni neschopnost“ znamena
jakoukoli udalost, kterd nastane a
kdy Kupuyjici (i) se ocitne

1.4

1.5

1.6

“Amgen Inc.” shall mean the
Delaware, USA corporation called
Amgen Inc. having a principal place
of business at One Amgen Centre
Drive, Thousand Oaks, California,
91320-1799 U.S.A.

“GMP” means the provisions
relating to manufacturing activities
contained in Directive 2001/83/EC
of the European Parliament and of
the Council of 6 November 2001
on the Community code relating to
medicinal products for human use,
Commission Directive 2003/94/EC
of 8 October 2003, 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, any
national provisions implementing
the aforementioned directives in
the Territory and the EU
Guidelines concerning good
manufacturing practice for
medicinal products for human and
veterinary use contained in volume
iv of the rules governing medicinal
products in the EU as amended
from time to time.

“Insolvency Event” means any
event to occur where Buyer (i) is
insolvent or goes into liquidation,

Amgen - Divérné

3




1.7

1.8

v platebni
vstoupi do likvidace, (ii) pozaduje
konkurz, restrukturalizaci,
rozpu$téni, zruSeni nebo podobné

neschopnosti  nebo

fizeni nebo je na n¢j vyhlasen
konkurz ¢i uvalena
restrukturalizace, rozpusteni,
zruseni nebo podobné fizeni,
pfipadné je mu jmenovan nuceny
spravce nebo spravce konkurzni
podstaty, (iii) uzavie se svymi
vétiteli mimosoudni dohodu nebo
(iv) postoupi své dobré jméno
(povést), podnikani a/nebo majetek
na tfeti osobu nebo prestane

provozovat podnikani.

»Jiné zjiSténi s dopadem na
bezpecnost* znamend jakoukoli
Z téchto situaci:

- vystaveni piisobeni Ptipravku
v dobé te€hotenstvi a/nebo kojeni

- reklamaci Ptipravku, vcetné
komplikaci se zdravotnickym

prostiedkem

- medikacéni chyby nebo
nadmérné davkovani Piipravku, at’
J1Z nezamyslené, nebo zdmérné
- nespravné pouziti Pfipravku

- zneuziti Ptipravku

- pfenos infek¢ni latky

prosttednictvim Ptipravku

- nepovolené uzivani Ptipravku.

,Pribalovy  letdk“  znamena

1.7

1.8

(if) requests, or is the subject of,
any bankruptcy, reorganization,
dissolution, winding-up or similar
proceedings or a trustee or receiver
has been appointed, (iii) reaches an
out-of-court agreement with its own
creditors or (iv) assigns its good
will, business and/or assets to a
third party or ceases to operate its
business.

“Other Safety Finding” means
any of:

- exposure to Product while
pregnant and/or breast feeding

- Product complaint, including
medical device complications

- medication errors or overdose
of Product, whether accidental or
intentional

- misuse of Product
- abuse of Product

- transmission of an infectious
agent via Product

- unauthorized use of Product.

“Package Leaflet” means the
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1.9

1.10

111

2.1

ptibalovy letak popisujici
bezpecné a UCinné pouzivani
Ptipravku v souladu se
souhrnnymi charakteristikami
ptipravku schvalenymi
ptislusnymi urady.

»~PFipravek® nebo ,Pripravky*
znamena 1écivé pripravky
spole¢nosti Amgen ve formé a
sloZzeni uvedenych v pfiloze ¢. 1,
jak budou prubézné¢ poskytovany
Kupujicimu k dispozici k uzivani
v indikacich
Evropskou

schvalenych
Iékovou  agenturou
(dale oznacovana jen jako ,,EMA*
nebo ,,EMEA®)

spolecnosti Amgen podle jejiho

a prodavany

vlastniho uvazeni na zakladé této
Smlouvy.

»Doba trvani smlouvy* znamena
obdobi ode Dne ucinnosti na dobu
neur¢itou, dokud neni Smlouva
vsouladu s jejimi ustanovenimi
ukonc¢ena, a odkazy na ,dny*
znamenaji kalendaini dny, pokud
neni jinak uvedeno, Ze to znamena
pracovni dny.

, Uzemi* znamena Ceska
republika.
PRODEJ A DODAVKY

V pribéhu Doby trvani smlouvy a
na zakladé objednavky a v souladu
S podminkami  této  Smlouvy

spolecnost Amgen nevyhradné

1.9

1.10

1.11

2.1

package leaflet describing the safe
and effective use of the Product in
accordance with the summary
product characteristics approved by
the competent authorities.

“Product” or “Products” shall
mean Amgen’s medicinal products
in the presentation and formulation
set out in Schedule 1, as shall be
made available to Buyer for use in
the European Medicines Agency
(“EMA” or “EMEA”) approved
indications and sold hereunder by
Amgen at its sole discretion from
time to time.

“Term” shall mean the period
from the Effective Date for
indefinite  period until  the
Agreement is terminated in
accordance with this Agreement,
and references to ‘“days” means
calendar days unless otherwise
stated to mean business days.

“Territory” shall mean Czech
Republic.

SALE AND SUPPLY

During the Term and subject to an
order and the terms and conditions
in the Agreement, Amgen shall
supply, on a non-exclusive basis, to
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2.2

2.3

dodava Kupujicimu a Kupujici od
spole¢nosti Amgen kupuje
Piipravky na Uzemi pro jeho
uzivani v souladu s podminkami
této Smlouvy.
Piipravky = vyrdbi  spolecnost
Amgen nebo ¢len Skupiny Amgen
vsouladu spozadavky Spravné
vyrobni praxe (Good
Manufacturing Practices; GMP -
spravna vyrobni praxe) tak, aby
splnila specifikace pro uvolnéni
série Pripravka tak, jak jsou pfijaté
regulaénimi ufady na Uzemi a
obsazené v rozhodnuti o registraci
1é¢ivého pripravku (dale
oznacované jen jako
»opecifikace®).
spoleCnost Amgen dozvi, ze

Jestlize se

cenové uhrady u Piipravki tak, jak
jsou stanoveny  pfisluSnymi
statnimi organy na Uzemi, by
mohly byt

vyznamné pozménény, CO mozZna

odvolany  nebo

nejdiive o tom pisemné vyrozumi
Kupujiciho.

Ptipravky spole¢nost Amgen (nebo
Jjim urceny c¢len Skupiny Amgen)
v konecné
(zabalené a oznacené v souladu

dodava podobé
s piislusnou legislativou Evropské

unie a s piisluSnou mistni
legislativou). Dodéavani Ptipravki
probihd podle uvaZeni spolecnosti
Amgen prostfednictvim  jejiho
poskytovatele logistickych sluzeb

na Uzemi. Spole¢nost Amgen ma

2.2

2.3

Buyer and Buyer shall purchase the
Products in the Territory for its use
in accordance with the terms of the
Agreement.

The Products shall be manufactured
by Amgen or a member of the
Amgen Group according to the
requirements of Good
Manufacturing Practices (GMP)
and shall conform to the lot release
specifications for the Products
accepted by the regulatory
authorities of the Territory and
contained in the  marketing
authorization  registration  (the
“Specifications”). If  Amgen
becomes aware that the pricing
reimbursement for the Products
granted by the  applicable
governmental authority in the
Territory might be revoked or
significantly changed, then Amgen
will notify Buyer as soon as
practical in writing.

The Products shall be supplied by
Amgen (or its designated Amgen
Group member) in finished form
(packaged and  labeled in
accordance with European Union
and applicable local legislation).
Delivery of the Products shall be
made at Amgen’s option by its
logistics service provider in the
Territory. Amgen shall have the
right to ship the Products using the
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2.4

pravo dodavat Pripravky takovou
formou ptepravy, pro jakou se
rozhodne.  Spolecnost ~Amgen
(nebo jeji  dopravce/dodavajici
subjekt) dodava Pripravky CIP,
destinace na adresu ,,0desila se na
adresu“ (,,ship to“) uvedenou
pfedem  pisemné ze  strany
Kupujiciho, pokud neni dohodnuto
jinak.  Spole¢nost Amgen je
opravnéna provadét dodavku po
castech. Jakakoli data nebo casy
uréené¢ pro dodavky jsou pouze
odhadované a nejsou ani zavazné,
ani neni jejich dodrzeni naprosto
zdsadné¢ nutné. Pokud nejsou
specifikovana zadna data dodani,
pak dodani probéhne v piiméiené
casové lhaté.

Vsechny prodeje Kupujicimu jsou
kone¢né¢ a zadné Priipravky se
nemohou vratit bez ptedchoziho
pisemného schvaleni spolecnosti
Amgen, s vyjimkou ptipada, kdy je
Vv této Smlouvé konkrétné uvedeno
jinak. Jakakoli reklamace tykajici
se mnoZstevni nebo kvalitativni
nedostatecnosti Ptipravki
dodanych spole¢nosti Amgen v
souvislosti s touto Smlouvou musi
Kupujici  spolec¢nosti  Amgen
nahlasit elektronickou postou nebo
faxem, snaslednym potvrzenim
téhoz doporucenou postou, do
dvou (2) dni

Piipravkl, ptipadné — pokud je

od dorudeni

takové poSkozeni Ptipravkli mozné
poznat pouze po otevieni baleni — S

2.4

transportation method of its choice.
Amgen (or its delivery agent) shall
deliver  the  Products  CIP,
destination to the “ship to” address
specified in advance in writing by
Buyer, unless otherwise agreed.
Amgen shall be entitled to make
delivery by installments. Any dates
or times specified for delivery are
intended to be an estimate only and
shall not be binding or of the
essence. If no dates are specified,
delivery shall take place within a
reasonable timeframe.

All sales to Buyer shall be final,
and no Products shall be returned
without  the  prior  written
authorization of Amgen, except as
otherwise specifically provided
herein. Any complaint regarding
quantitative or qualitative
impairment of the Products
supplied by Amgen in compliance
with this Agreement must be
notified by Buyer to Amgen by
means of electronic mail or
facsimile message, followed by
registered mail, within two (2) days
of receipt of the Products or where
such impairment of the Products
can only be identified on opening
the packaging, providing details of
the problem and any available
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2.5

2.6

uvedenim podrobnych informaci o
problému a jakékoli dostupné
dokumentace. Reklamace
zdivodu nedoddni je mozné
podavat pouze do deseti (10) dnt
po uplynuti odhadovaného casu
ptijezdu. Jedinou povinnosti, ktera
Z tohoto vyplyvd pro spolecnost
Amgen, je okamzitd vyména
Piipravkd,  kter¢é  nevyhovuji
Specifikacim, a to co nejdfive je to
Z obchodniho hlediska mozné a na

naklady  spoleCnosti ~ Amgen.
Veskeré objemy Ptipravka
nevyhovujicich Specifikacim

budou na piikaz a na néaklady
spole¢nosti Amgen bud’ zniceny,
nebo spolecnosti Amgen vraceny
na jeji naklady. V zadném ptipadé
nebudou zadné takové

nevyhovujici objemy pouzity.

Kupujici se zavazuje dodrzet
pokyny spolecnosti Amgen, véetné
téch, které vychazeji z Konfigurace
pfevodi  balickii  spolecnosti
Amgen  (Transfers  Packaged
Configuration, dale oznacovana
jen jako , TPC%), jez se tyka
podminek pro Pipravky (naptiklad
pokynti ohledné teploty, vlhkosti a
doby skladovatelnosti), jak jsou
spolenosti Amgen Kupujicimu
prubézné pisemné predavany.

Kupujici nese plnou odpovédnost
za jakékoli ztraty nebo Skody
souvisejici se  skladovatelnosti

Ptipravkil, ovSem za ptedpokladu,

2.5

2.6

documentation. Claims for non-
delivery only if notified within ten
(10) days of the estimated arrival
time upon the expiry of such time.
The sole obligation that this shall
entail for Amgen is the immediate
replacement as soon as
commercially practical of Products
not conforming to the
Specifications, at Amgen's
expense. All quantities of the
Products not conforming to the
Specifications shall, at Amgen’s
direction and expense, either be
destroyed or returned to Amgen at
Amgen’s cost. In no event shall
any such non-conforming
quantities be used.

Buyer shall observe Amgen's
instructions (including those based
on Amgen’s Transfers Packaged
Configuration (“TPC”)) regarding
conditions for the Products (for
example instructions relating to
temperature, humidity and shelf
life) as provided in writing by
Amgen to Buyer from time to time.

Buyer shall be fully liable for any
losses or damages in connection
with the shelf life of the Products,
provided, however, that Buyer has
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ze Kupujici ptfevzal Piipravky
dodané spole¢nosti Amgen
vsouladu se Specifikacemi a
S lhitou skladovatelnosti
minimaln¢ devét (9) mésicu.
Vsechny prodeje Kupujicimu jsou
konecné a zadné Pripravky se
nevraci bez ptedchoziho
pisemného schvaleni spole¢nosti
Amgen, s vyjimkou pfipadi, kdy je
V této Smlouvé konkrétné uvedeno
néco jin¢ho. Pfi dodani Ptipravkl
Kupujici  peclivé  zkontroluje
naplnéni své objednavky a jakékoli
znamky vady nebo poskozeni
Piipravkd. V pfipad¢ jakéhokoli
nevyhovéni jeho objednavce nebo
jakéhokoli poskozeni Piipravki
pfed dodanim nebo  béhem
dodavky ma Kupujici pravo
Ptipravky odmitnout pisemnym
oznamenim spole€nosti Amgen do
dvou (2) pracovnich dnd od
pfevzeti, pficemzZ uvede podrobné
informace o problému a dolozi
jakoukoli dostupnou dokumentaci.
Jestlize  Kupujici spolecnost
Amgen  neuvédomi  pisemné
v uvedené Casoveé lhaté o jakékoli
mnoZzstevni  nebo  kvalitativni
nedostatecnosti  Pripravkl, které
mu spolecnost Amgen dodala, pak
se ma za to, zZe Piipravky byly
Kupujicim schvéaleny a piijaty.
V ptipadé jakéhokoli takového
posSkozeni je jedinou povinnosti
spolecnosti Amgen provést na
vlastni néaklady rychlou vyménu
Ptipravki,,  které  nevyhovuji

received the Products supplied by
Amgen in compliance with the
Specifications and with a shelf life
of at least nine (9) months. All
sales to Buyer shall be final, and no
Products shall be returned without
the prior written authorization of
Amgen, except as otherwise
specifically provided in this
Agreement. On  delivery of
Products, Buyer shall carefully
inspect for conformance with its
order and any signs of defect or
impairment of the Products. In the
event of any non-conformance with
its order or any damage to Products
prior to or during delivery, Buyer
shall have the right to reject
Products by giving written notice to
Amgen within two (2) working
days of receipt, providing details of
the problem and any available
documentation. If Buyer does not
notify in writing Amgen within the
time limits set out herein of any
quantity or quality impairment of
the Products supplied by Amgen,
then the Products shall be deemed
to have been approved and
accepted by Buyer. Amgen’s sole
obligation for any such impairment
shall be the prompt replacement, at
Amgen’s expense, of the Products
not conforming to the order, or at
Amgen’s option, issuance of a
credit note against any future
Products orders. In no event shall
any non-conforming Products be
used by Buyer. Should Amgen
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2.7

3.1

objednavce, pripadné — pokud se
tak spolecnost Amgen rozhodne —
vystavit opravny danovy doklad na
jakékoli

Ptipravkd.

budouci  objednavky

V zddném  pfipadé
nevyhovujici
Pokud

spole¢nost Amgen schvali vraceni

nesmi  Kupujici
Ptipravky pouzit.
jakychkoli Ptipravkt, Kupujici po

obdrzeni  takového  schvdleni
oddéli Ptipravky k vraceni od
ostatniho zbozi. Faktury obsahuji

¢isla davek dodanych Piipravk.

k dispozici
v indikacich, slozeni a baleni tak,

Ptipravky jsou

jak spolecnost Amgen piipadné
prabézné sdéluje.

ODHADY
Kupujici  usnadni  spolecnosti
Amgen planovani dodavek

Ptipravkd tim, ze vzdy do 1.
kvétna a do 1. zafi kazdého
kalendainiho roku v prub&hu Doby
trvani smlouvy (nebo v takovych
jinych terminech, které spole¢nost
Amgen pribéZzné ur¢i) poskytne
spolecnosti  Amgen nezavazny
pfedpokladany = odhad  svého
pozadavku na  Pfipravky na
dvanact (12)

kalendarnich mésict (v ¢lenéni na

nasledujicich

mesice), a to ve formatu

specifikovaném spolec¢nosti

Amgen. Spole¢nost ~ Amgen

prabézné pisemné potvrdi

2.7

3.1

authorize the return of any
Products, Buyer shall, on receipt of
such authorization, isolate the
Products to be returned from other
such goods. The invoices shall
contain the lot numbers of the
delivered Products.

The Products shall be available in
the indications, formulations and
presentations as shall be notified in
writing by Amgen from time to
time.

FORECASTS

In order to facilitate Amgen’s
supply planning of the Products,
Buyer shall provide Amgen by May
1 and by September 1 of each
calendar year during the Term) (or
such other deadlines set by Amgen
from time to time) with the non-
binding  estimate of  Buyer’
requirement of the Products in a
format  specified by Amgen
covering the next twelve (12)
calendar months, broken down into
months. Amgen will confirm to
Buyer in writing from time to time
the amount of Products supply that
Amgen can deliver to Buyer with
respect to the applicable forecast.
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4.1

4.2

4.3

Kupujicimu mnozstvi Piipravkd,
které mu muze dodat, ve vztahu
k prislusnému odhadu.

CENA A UHRADA

Ceny Pripravkl 1  pfipadné
Finanéni Bonusy jsou uvedeny

ptiloze ¢. 1 a 2.

Bez Ujmy na jakémkoli jiném
pravu nebo opravném prostredku
skupiny Amgen (nebo jakéhokoli
Clena Skupiny Amgen) plati, Ze
jestlize je Kupujici v prodleni
s jakoukoli ~ tthradou  splatnou
spole¢nosti Amgen, piipadné neni
nebo nebude schopen hradit své
dluhy v dob¢ jejich splatnosti, pak
se spoleCnost Amgen muze
rozhodnout nedodéavat Ptipravky
a/nebo muize pozastavit dalsi
dodavky na zékladé jakychkoli
nenaplnénych nakupnich
objednavek az do doby, nez ji
budou vplné vysi
vSechny Castky ji dluZené ze strany

uhrazeny

Kupujiciho. ~ VSechny  ¢&astky
dluzené¢ spolecnosti Amgen ze
strany Kupujiciho se tak stavaji
okamzité splatnymi.

VSechny  dodavky

spolecnost

Ptipravki
dodava Amgen
Kupyjicimu v K¢ za Fakturacni
cenu. Uhrada fakturovanych &astek
se provadi ze strany Kupujiciho
V zuctovanych finan¢nich

prostfedcich do Sedesati (60) dnli

4.1

4.2

4.3

PRICE AND PAYMENT

The prices of the Products as well
as the possible Financial Bonus, if
any, are set out in Schedule 1 and 2.

Without prejudice to any other right
or remedy of Amgen (or any
Amgen Group member), if Buyer is
in arrears with any payment due to
Amgen, or Buyer is or shall be
unable to pay its debts as they fall
due, then Amgen may elect not to
deliver the Products and/or Amgen
may suspend further deliveries
under any unfilled purchase orders
until payment in full of the amounts
owing by Buyer is received. All
monies owing to Amgen from
Buyer shall become immediately
due and payable.

All deliveries of the Products shall
be invoiced by Amgen to Buyer in
CZK at the Invoicing Price.
Payment of the invoiced amounts
shall be made by Buyer in cleared
funds within sixty (60) days
following receipt of the invoice by

Amgen - Divérné
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4.4

4.5

po doruceni faktury Kupujicimu.
Uhrada se provadi bezhotovostnim
pfevodem nebo elektronickym
prevodem  (pfevod  prostiedkl
V jednom dni) na zaklad¢ pokynt

spole¢nosti Amgen.

Cena bude uhrazena v plné vysi
véetn¢ DPH na Urovni stanovené
platnymi a uU¢innymi pravnimi
predpisy, bez jakéhokoli omezeni
nebo podminky, bez zapocteni
nebo protindroku a bez jakékoli
srazky nebo odpoctu souvisejicich
s danémi. Jestlize Kupujici nebo
jakakoli jind osoba nebo subjekt
jsou povinni podle zakona nebo
predpisu provést jakykoli odpocet
nebo srazku z jakékoli platby na
ucet spolecnosti Amgen, Kupujici
spolu s takovou platbou uhradi
dodate¢nou  cCastku tak, aby
spolecnost Amgen obdrzela bez
jakékoli dané plnou vysi, kterou by
obdrzela, kdyby se zadny takovy

odpocet nebo srazka
nepozadovaly.  Kupujici  bez
zbyte¢ného odkladu preda
spole¢nosti Amgen kopie
oficialnich uc¢tenek nebo jiné
doklady prokazujici, ze
pfisluSnému  danfovému  nebo

jinému Ufadu byla uhrazena plna
vyse jakékoli takové srazky nebo
odpoctu.

Pfi nezaplaceni jakékoli splatné
Castky podle ustanoveni této
Smlouvy Kupuyjicimu nabihd a

4.4

4.5

Buyer. Payment shall be made by
bank wire or electronic transfer
(same day funds) pursuant to
instructions to be provided by
Amgen.

The price shall be paid in full
including VAT at the level
specified by applicable and
effective legislation, free of any
restriction or condition, without set-
off or counterclaim and free and
clear of and without any deduction
or withholding related to any tax. If
Buyer or any other person or entity
is required by law or regulation to
make any deduction or withholding
from any payment for the account
of Amgen, Buyer shall together
with such payment pay an
additional amount so that Amgen
receives free and clear of any tax,
the full amount which it would
have received if no such deduction
or withholding had been required.
Buyer shall promptly forward to
Amgen copies of official receipts or
other evidence showing that the full
amount of any such deduction or
withholding that has been paid over
to the relevant taxation or other
authority.

Upon the failure to timely make any
payment when due hereunder,
default interest shall accrue and be
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4.6

6.1

Kupujici se zavazuje uhradit trok
Z prodleni z celé neuhrazené Castky
od chvile jeji splatnosti az do
momentu  jejtho  skutecného
uhrazeni, a to na zékladé repo
sazby uplatiiované Ceskou narodni
bankou plus 8 % rocné pro rok o
360 dnech a za pocet skutecné

uplynulych dni.

Umluva OSN o smlouvach o
mezinarodni koupi zbozi se na
dodavky Ptipravkl na zaklad¢ této
Smlouvy nevztahuje.

RIZIKO A VLASTNICKE
PRAVO

Vsechny  dodavky

Kupujicimu ptredstavuji  prodej

Ptipravka

realizovany piimo Kupujicimu.
Riziko ztraty nebo poskozeni
Ptipravka prechazi na Kupujiciho
po dodéavce ze strany spolecnosti
skladu
Vlastnické  pravo

Amgen do uréen¢ho
Kupujicim.

k Ptipravkim prechazi na
Kupujiciho okamZikem dodavky

do skladu urc¢eného Kupujicim.

REKLAMACE A VRATKY

obdrzi od
pacientt, 1¢kaiti, zdravotnich sester

Jestlize  Kupujici

nebo  jinych  odbornikl  ve
zdravotnictvi reklamaci tykajici se
jakychkoli Ptipravka, co
nejrychleji zaSle pisemné

vyrozuméni o ni v anglickém

4.6

6.1

paid by Buyer on the entire unpaid
balance from the time it is due until
the time it is actually paid, based on
the repo rate applied by the Czech
National Bank plus 8 % per annum
on the basis of a 360-day year and
the number of days actually
elapsed.

The United Nations Convention on
the International Sale of Goods
shall not apply to the supply of the
Products under this Agreement.

RISK AND TITLE

All deliveries of the Products to
Buyer shall constitute sales made
directly to Buyer. Risk of loss of
or damage to the Products shall
pass to Buyer upon delivery by
Amgen to the  warehouse
designated by Buyer. Title to the
Products shall pass to Buyer upon
delivery by Amgen to the
warehouse designated by Buyer.

COMPLAINTS AND RETURNS

If Buyer receives complaints from
patients, doctors, nurses or other
healthcare professionals regarding
any Products, it shall as soon as
possible send written notification
thereof in English both by fax and
by registered or certified mail to
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jazyce jak faxem, tak doporucenou
nebo expresni postou oddé€leni
sluzeb zakaznikiim Amgen
Customer  Service na adrese
Amgen Breda Logistics Center,
Minervum 7061, NL-4817
ZK Breda, Nizozemsko, +31 76
573 2000.

U jakychkoli vratek Ptipravkl
Kupujici urychlené¢ kontaktuje
oddéleni Amgen Customer Service
na adrese Amgen Breda Logistics
Center, Minervum 7061, NL-4817
ZK Breda, = Nizozemsko, tel.
+31(0)76.573.2074, e-mail
cs-elc@amgen.com, a — pokud mu
spole¢nost Amgen vyda takovy
pokyn — také mistni kontaktni
osobu spolecnosti Amgen pro

sluzby zakaznikim. Vratné
Ptipravky zahrnuji jakékoli
nepouzité Castecné nebo celé
baleni nebo Piipravky pievzaté
omylem nebo poSkozené¢ pii
pfepravé, ovSem za piedpokladu,
ze — pokud stim spolecnost
Amgen vyslovné nevyslovi souhlas
— Spole¢nost Amgen nevystavi
zadny opravny danovy doklad ani
nevyda nahradni Ptipravky
v ptipad¢é, Ze k vraceni Piipravkl
doslo z téchto divodu: (1) jakékoli
uplynuti lhiity spotteby Ptipravki,
pokud spole¢nost Amgen dodala
Kupujicimu Ptipravky s minimalni
dobou skladovatelnosti tfi (3)
mésice, (i1) nespravné skladovani
nebo jiné podminky, které jsou

Amgen Customer Service at Amgen
Breda Logistics Center, Minervum
7061, NL-4817 ZK Breda, The
Netherlands, +31 76 573 2000.

For any Products returns, Buyer
shall promptly contact Amgen
Customer Service at Amgen Breda
Logistics Center, Minervum 7061,

NL-4817 ZK Breda, The
Netherlands, tel.
+31(0)76.573.2074, email
cs-elc@amgen.com, and, if

directed by Amgen, at Amgen’s
local customer service contact.
Returnable Products shall include
any unused partial or full pack
quantities, or Products received in
error or damaged in transit,
provided that, unless otherwise
expressly agreed by Amgen, no
credit or replacement Products shall
be issued by Amgen in the case of
Products returns resulting from: (i)
any Products expiration, so long as
Amgen supplied Buyer with
Products with a minimum shelf life
of at least three (3) months, (ii)
improper  storage, or  other
conditions beyond Amgen’s
control, or (iii) Products obtained
other than through Amgen’s
authorized channel of distribution.
Except as otherwise provided in
this Agreement, Buyer shall have
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6.2

mimo kontrolu spolecnosti Amgen,
nebo (ii1) Pfipravky dodané jinak

nez prostifednictvim
autorizovanych distribu¢nich
kanala spole¢nosti Amgen.

S vyjimkou pftipadt, kdy je touto
Smlouvou stanoveno jinak, nema
Kupujici zadné regulacni
povinnosti (vCetné
farmakovigilance) ve  vztahu
k dodavkam Ptipravkt Kupujicimu
ze strany spoleCnosti Amgen na
zéakladé této Smlouvy.

Spole¢nost Amgen (nebo urceny
¢len Skupiny Amgen) ma vyhradni
opravnéni k jakémukoli rozhodnuti
o stazeni jakychkoli Pfipravku.
Kupujici bude se spolecnosti
Amgen jakéhokoli
stazeni Pfipravkt spolupracovat,

Vv pripadé

vcetné poskytnuti plné podpory pfi
dodani poZadovanych informaci
spolecnosti Amgen a jakémukoli
ur¢enému Clenu Skupiny Amgen
(napfiklad hlaSeni o dohleddni a
sledovani (track&trace reports)) a
pii  ucinéni vSech nezbytnych
krokli k odstranéni ptisluSné Sarze
ztrhu na néklady spoleCnosti
Amgen. Kupujici usnadni ptipadné
stazeni Sarze tim, Ze povede
vhodné zaznamy, vcetné alespon
souvisejicich c¢isel Sarzi a vSech
objemit u vSech prodeji spolu
S pfislusSnymi  podrobnostmi o
svych zdkaznicich a vcéetné vSech
dalSich informaci poZadovanych

podle  jakéhokoli  pfislusného

6.2

no other regulatory obligations
(including pharmacovigilance) with
respect to the supply by Amgen of
the Products to Buyer under this
Agreement.

Amgen (or the designated Amgen
Group member) shall have sole
authority for any decision to recall
any Products. Buyer shall cooperate
with Amgen in the case of any
recall of Products, including
providing full support to deliver
requested information to Amgen
and any designated Amgen Group
member (e.g. track trace reports)
and in taking all necessary steps to
remove the relevant batch from the
market place at Amgen’s cost. In
order to facilitate any possible batch
recall, Buyer shall maintain suitable
records including at least associated
batch numbers and all the quantities
in respect of all sales together with
appropriate details of its customers
and all other information required
pursuant to any relevant law or
regulation. If Buyer is required by
any government agency  or
regulatory body acting within its
proper authority to initiate or
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zdkona nebo predpisu. Jestlize
jakykoli statni titad nebo regula¢ni
organ vystupujici vramci své
radné¢ pravomoci pozaduje, aby
stazeni Sarze, musi Kupujici
spoleCnosti  Amgen  okamzité
poskytnout pisemné oznameni o
tomto pozadavku. Pokud tento
pozadavek nevyplyva povinné ze
zakona, Kupujici nezahdji ani
nerealizuje z4dné stazeni Sarze bez
predchozi konzultace se
spoleCnosti Amgen a sjejim
pisemnym souhlasem ohledné
nejvhodnéjsi metody a postupu pro
realizaci stazeni Sarze. Bez ujmy
na vyse uvedeném plati, ze
spolecnost Amgen a Kupujici
povedou vSechny ptislusné
zdaznamy a poskytnou si navzajem
veSkerou nezbytnou soucinnost
ktomu, aby mohli dodrzet
pozadavky jakéhokoli ptislusného
zédkona nebo ptedpisu tykajici se
stazeni jakychkoli Ptipravk.

BEZPECNOSTNI HLASENI

Jestlize se Kupujici dozvi o
jakémkoliv Nezadoucim ucinku
nebo ucini ve vztahu k Ptipravku
Jiné zjisténi s dopadem na
bezpecnost, pak o tom urychlené
pisemné¢ uvédomi  spole¢nost
Amgen, a to nejpozdéji do dvaceti
¢tyt - (24)  hodin.  Kupujici
urychlené¢ poskytne spolecnosti
Amgen  kdispozici  vSechny

undertake a batch recall, it must
immediately provide Amgen with
written notice of such requirement.
Unless required by mandatory law,
Buyer shall not initiate or undertake
any batch recall without prior
consultation with and the written
agreement of Amgen as to the most
appropriate method and procedures
for implementing the batch recall.
Without prejudice to the above,
Amgen and Buyer shall keep all
relevant records and provide all
necessary assistance to the other to
ensure  compliance  with any
relevant law or regulation in
relation to the recall of any
Products.

SAFETY REPORTING

If Buyer becomes aware of any
Adverse Event or Other Safety
Finding in relation to a Product,
Buyer shall promptly notify the
Amgen but in any event within
twenty-four (24) hours in writing.
Buyer shall promptly make
available to Amgen all documents,
correspondence and other
information  related to the
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8.1

dokumenty, korespondenci a jiné
informace tykajici se vyhodnoceni
a reakce na Nezadouci ucinek
nebo Jiné zjisténi s dopadem na
bezpecnost. SpoleCnost pfijme
odpovédnost za vySetfeni a dalsi
navazné zpracovani vSech
Nezadoucich u€inkli a Jinych
zjisténi s dopadem na bezpecnost
a muze si vyzadat také pomoc
Kupujiciho pfi vytvéieni kontaktu
s ohlaSovatelem. Kupujici

takovy
Nezadouci ucinek ani Jiné zjisténi
s dopadem na bezpe¢nost jinak
nez oznamenim osobé, ktera véc

nereaguje na  zadny

nahlésila, vtom smyslu, ze
Kupujici preda zalezitost k feseni
zastupci  spoleCnosti  Amgen.
Spole¢nost Amgen nebo jeji
zastupce nese odpovédnost za
vyrozumeéni ptislusnych
regulacnich organti o povinnych
hlaSenich o nepfiznivych reakcich
v souladu s povinnostmi, které ma
jako  drzitel  rozhodnuti o

registraci.

ZARUKY, OMEZENI
ODPOVEDNOSTI, PRISLIBY
ODSKODNENI

Ptipravky budou bez vad a ve
shodé s Ptibalovym  letdkem.
V ptipadé, Ze Pripravky se 1 pfi
skladovani a pouzivani podle
Ptibalového letdku povazuji za
zavadné,

spole€nost ~ Amgen

(pokud ovSem Kupujici uvédomil

8.1

evaluation and response to the
Adverse Event or Other Safety
Finding. Amgen will take
responsibility for investigating and
following-up all Adverse Events
and Other Safety Findings and may
enlist the help of Buyer in
establishing contact with the
reporter. Buyer shall not respond to
any such Adverse Events or Other
Safety Findings other than to notify
the person making the report that
Buyer will refer the matter to the
Amgen s representative. Amgen or
Amgen ’s representative shall be
responsible for notifying relevant
regulatory authorities of required
adverse  reaction reports in
accordance with its obligations as
Marketing Authorisation holder.

WARRANTIES, LIMITATION
OF LIABILITY, INDEMNITIES

Products shall be free of all defects
and shall conform in all respects to
the Package Leaflet. In the event
that the Products are, when stored
and used in accordance with the
Package Leaflet, considered to be
defective, Amgen shall, provided
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8.2

spole¢nost Amgen v ¢asové lhité
uvedené v ¢lanku 2.4 nebo -
jestlize neni vada zjevna pfi
prohlidce — do tfi (3) mésicti od
dodavky) bud (i)
bezplatné vyméni
Piipravky, nebo (ii) vrati cenu

urychlené
zavadné
formou  vystaveni  opravného
danového dokladu na piisluSnou
zavadnou ¢ast Piipravka v piipadé,
ze takové  castky  Kupujici
spolecnosti Amgen jiz uhradil.
Spole¢nost Amgen neposkytuje
zadné dalsi zaruky vyuzivani nebo
vhodnosti ve vztahu k Ptipravkam,

S vyjimkou ptipadia jinak
stanovenych pfislusSnym pravnim
fadem.

Spole¢nost  Amgen v zadném

piipadé nenese odpovédnost vici
Kupujicimu za (1) jakoukoli
nepiimou, zvlastni nebo naslednou
Skodu nebo ztratu, (ii) jakoukoli
odpovédnost za ztratu nebo
poSkozeni jakéhokoli charakteru
vzniklou tfetim osobam (vcetné
vedlejsiho odskodnéni a
odskodnéni s represivni funkci)
nebo  (i1))  jakoukoli  ztratu
skute¢n¢ho nebo predpokladaného
zisku, uroku, vynosu,
pfedvidanych uspor nebo
obchodnich transakci, pferusSeni
podnikani nebo Ujmu na dobrém
jméné. Spolecnost Amgen nenese
odpovédnost viici Kupujicimu za
zadné ztraty vzniklé z uzivani nebo
nespravného uzivani Pfipravkd,

8.2

Buyer has notified Amgen within
the timeframe as indicated at
Section 2.4 or if the defect is not
apparent on inspection within three
(3) months of delivery, either (i)
free of charge promptly replace
defective Products, or (ii) refund
the price through issuing a credit
note with respect to the defective
portion of the Products in the event
that such amounts have already
been paid by Buyer to Amgen. No
further warranties of wuse or
suitability shall be made by Amgen
in respect of the Products, except as
otherwise imposed by applicable
laws.

In no event shall Amgen be liable to
Buyer for any (i) indirect, special or
consequential loss or damage, (ii)
liability for loss or damage of any
nature whatsoever incurred by third
parties (including incidental and
punitive damages) or (iii) loss to
actual or anticipated profit, interest,
revenue, anticipated savings or
business, business interruption, or
depletion to goodwill. Amgen shall
not be liable to Buyer for any losses
arising from Buyer’s use or misuse
of the Products including any
willful damage, negligence in
following Amgen’s instructions or
guidance in the Package Leaflet or
any alteration to the Products.
Nothing in this Agreement shall
limit the liability of Amgen with
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8.3

véetné¢  jakéhokoli  zamérného

poskozeni, nedbalosti pfi
dodrzovani pokynid spolecnosti
Amgen nebo pokynil v Pfibalovém
jakékoli
Piipravkd. Nic vtéto Smlouvé

letiku  nebo upravy

neomezuje odpovédnost
spolecnosti Amgen ve vztahu
zranéni  osob
nedbalosti a
zavinénim na stran¢ spolec¢nosti
Amgen, pfipadné - vzhledem
k jakékoli
podle  zdkoni  na

kuamrti  nebo
zpisobenému

ochran¢ spotiebitele

ochranu
spotiebitele —  ve  vztahu
podvodu  nebo

podvodnému prohlaseni.

k jakémukoli

Kupujici prohlasuje a zarucuje, ze
Kupujici (véetné jakéhokoli ¢lena
skupiny Kupujiciho) ma po dobu
trvani  této Smlouvy vSechna
pfisluSnd povoleni poZadovana
zdkonem ke koupi Pfipravkl, a
dale prohlaSuje a zarucuje, Ze ziska
Ptipravky mu dodavané
spolecnosti Amgen na zaklad¢ této
Smlouvy vyhradn€ pro ucely
pouziti ze strany Kupujiciho a Ze
Kupujici neuzavird tuto Smlouvu
jako Kupuyjici  nebo  jako
zprostiedkovatel koupé Ptipravkl
pro tieti osoby. Kupujici odSkodni,
obhdji a pfevezme odpovédnost za
spole¢nost Amgen (véetné
jakéhokoli ¢lena Skupiny Amgen)
vuci jakymkoli narokim,
nakladim, vydajim a Skodam
vzniklym v disledku jakéhokoli

8.3

respect to death or personal injury
caused by Amgen’s negligence and
culpability or, with respect to any
consumer afforded protection under
consumer legislation, or any fraud
or fraudulent misrepresentation.

Buyer warrants and represents that
Buyer (including any Buyer Group
member) shall for the duration of
this Agreement have all applicable
authorizations as required by law to
buy the Products and further
warrants and represents to acquire
the Products supplied to it by
Amgen hereunder solely for use by
Buyer and that Buyer is not entering
into this Agreement as a Buyer or a
reseller of the Products to third
parties.  Buyer shall indemnify,
defend and hold harmless Amgen
(including any Amgen Group
member) from and against any
claims, costs, expenses and
damages arising out of any
abnormal or improper use, misuse
or neglect of the Products,
including without limitation storage
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10.

10.1

neobvyklého nebo nespravného
uzivani  Pfipravkl,  $patného
nakladani s nimi nebo nedbalosti
vici nim, zejména vcetné pfi
skladovani Pfipravkd jinak nez
v souladu s Pfibalovym letdkem, a

také viici jakémukoli poruseni této
Smlouvy.

STAZENI SARZE

V piipad¢ stazeni jakékoli Sarze
souhlasi Kupujici s tim, ze bude se
spole¢nosti Amgen spolupracovat
pfi ¢inéni jakychkoli nezbytnych
krokt ke stazeni pfislusné Sarze
ztrhu. Amgen vrati Kupujicimu
kupni cenu za jiz nakoupené Sarze
formou  dobropisu.
usnadni jakékoli takové stazeni

Kupujici

Sarze tim, Ze bude uchovavat
vhodné zéznamy, jako naptiklad
pfifazena Cisla SarZi a informace o
objemech ke v§em prodejim spolu
S ptisluSnymi podrobnymi udaji o
piisluSnych zakaznicich.

ZACHOVANI DUVERNOSTI

Zadna

jakéhokoli ¢lena Skupiny Amgen

smluvni strana (vetné
nebo ¢lena skupiny Kupujiciho)

nepouzije ani neodhali Zzadné

diavérné informace (vCetné
obchodnich tajemstvi, technickych
informaci, regulacnich informaci,
informaci komer¢ni hodnoty a
jakychkoli jinych informaci, o

nichz se da zjejich charakteru,

10.

10.1

of the Products other than in
accordance with the Package
Leaflet, and for any breach of this
Agreement.

BATCH RECALL

In the event of any batch recall the
Buyer agrees to co-operate with
Amgen in taking all necessary
steps to remove the relevant batch
from the market place. Amgen will
return the buyer's purchase price
for the already purchased batches
by issuing a credit note. In order to
facilitate any possible batch recall
the Buyer shall maintain suitable
records such as associated batch
numbers and all the quantities in
respect of all sales together with
appropriate details of its customers
in question.

CONFIDENTIALITY

Neither party (including any Amgen
Group or Buyer Group member)
shall use or disclose any
confidential information (including
trade secrets, technical information,
regulatory information, information
of commercial value and any other
information which from its nature,
content or circumstances in which it
is provided may reasonably be
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10.2

obsahu nebo okolnosti odiivodnéné
predpokladat, ze jsou divérné)
tykajici se druhé smluvni strany,
jakéhokoli korporatniho subjektu
Skupiny Amgen nebo skupiny
Kupujiciho, ptipadné Piipravkd,
jinak nez pro ucely fadného plnéni
jejich zavazki z této Smlouvy.

Po vypovédi této  Smlouvy
(kteroukoli smluvni stranou a
z jakéhokoli  davodu) Kupujici

(v€etn¢ jakéhokoli ¢lena skupiny
Kupujiciho) a spolecnost Amgen
(vCetné jakéhokoli ¢lena Skupiny
Amgen):

) neodhali ani nevyuzije

zadné diavérné
informace tykajici se
druhé smluvni strany,

vcetné Pfipravki; a

i) necha obchodni
tajemstvi, informace o
Ptipravcich, technické
informace,  regulacni
informace a  Jiné
divérné informace ji
ziskané (ptipadné
ziskané jakymkoli

jinym clenem Skupiny
Amgen nebo skupiny
Kupujiciho) na zakladé
této  Smlouvy nebo
Vjejim duasledku vratit
druhé smluvni strané a
nadale je jiZ nepouZije

10.2

supposed to be confidential)
concerning the other, any corporate
entity of the Amgen Group or the
Buyer Group, or the Products other
than for the proper performance of
its  obligations  under  this
Agreement.

Upon  termination of  this
Agreement (by whichever party and
for whatever reason), Buyer
(including any Buyer Group
member) and Amgen (including any
Amgen Group member):

)] shall not disclose or
make use of any
confidential information
concerning the other
party, including the
Products; and

i) shall cause trade secrets,

Products  information,
technical  information,
regulatory  information

and other confidential
information obtained by
it (or any other Amgen
Group or Buyer Group
member, as the case may
be) under or as a result
of this Agreement to be
returned to the other
party and shall not make
or allow any further use
thereof.

Amgen - Divérné

21




10.3

10.4

ani neumozni jejich

pouziti.

Ob¢ smluvni strany zajisti, aby
jakékoli osoba nebo subjekt,
véetn¢ jakychkoli zéstupct, jimz
pfislusna smluvni strana odhali
divérné  informace, dodrzela
jakékoli
divérnosti vztahujici se na dané

podminky  zachovani
informace. Kazdd ze smluvnich

stran druhou smluvni stranu
(vCetné jakéhokoli ¢lena Skupiny
Amgen nebo clena skupiny
Kupujiciho) odskodni, ptevezme
za ni odpovédnost a bude ji
obhajovat, pokud jde o jakékoli
naroky, nakladiim, vydaje a Skody
ustanoveni

vzniklé  z poruSeni

tohoto ¢lanku.

Tento clanek se nevztahuje na
informace:

) které jsou vSeobecné
vetfejné dostupné, pokud
tato dostupnost neni
zaloZzena na poruseni
této Smlouvy nebo na
poruseni jakékoli jiné

povinnosti  ze strany
Kupujiciho (nebo
jakéhokoli Clena
skupiny Kupujiciho)
nebo ze strany
spole¢nosti Amgen
(nebo jakéhokoli jiného
¢lena Skupiny Amgen);
i) které ma smluvni strana

10.3

10.4

Both parties shall ensure that any
person or entity, including any
representatives, to whom
confidential information IS
disclosed by it, complies with any
conditions of confidentiality
applying to that information. Each
party shall indemnify, defend and
hold harmless the other party
(including any Amgen Group
member or Buyer Group member)
from and against any claims, costs,
expenses and damages arising out
of the breach of this Article.

This clause shall not apply to any
information:

) that is generally
available to the public,
unless this availability
results from a breach of
this Agreement or breach
of any other duty by
Buyer (or any other
Buyer Group member) or
by Amgen (or any other
Amgen Group member);

i) that a party already
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10. 5.

Jiz v drzeni nebo které
obdrzi  nebo  které
puvodné nezavisle
pochazeji od tfeti osoby
za okolnosti, za nichz
byla takova tieti osoba
opravnéna tyto
informace sdé¢lit dal$Sim
osobam; nebo

i)  jejichz  odhaleni se
pozaduje podle
jakéhokoli pfislusného
zdkona nebo ze strany
ptislusného ufadu.
Jestlize se  smluvni
strana dozvi, Ze si statni
organ  preje  odhalit
informace, které
obdrzela a které jsou
nebo mohou byt
davérné, pak takova
smluvni strana okamzité
pisemné informuje
druhou smluvni stranu a
fidi se vtomto ohledu

jejimi pokyny.

Smluvni strany timto prohlasuji, | 10. 5.

ze informace o Planech bonust
obsazené¢ v Priloze ¢. 2 této
Smlouvy pfedstavuji  obchodni
tajemstvi ve smyslu ustanoveni §
504 obcanského zakoniku, § 39
Dohody 0 obchodnich aspektech

prav  k duSevnimu vlastnictvi
(TRIPS), § 3 odst. 1 zdkona o
registru smluv a § 9 odst. 1 zdkona
o svobodném  pfistupu k

possesses or which it
obtains or which
originates independently
from a third party in
circumstances in which
that third party is free to
disclose it to others; or

i)  that is required to be
disclosed by any
applicable law or
competent authority. If a
party becomes aware that
a public authority wishes
to disclose information
received by it that is or
may be confidential, then
such party shall
immediately inform in
writing the other party
and follow it’s directions
in that regard.

Parties hereby declare that the
information about Bonus schemes
contained in Schedule 2 of this
agreement constitutes trade secret
within the meaning of Sec. 504 of
the Civil Code, Art. 39 of the
Agreement on  Trade-Related
Aspects of Intellectual Property
Rights (TRIPS Agreement), Sec. 3
para. 1 of the Act on Registry of
Contracts and Sec. 9 para. 1 of the
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11.

111

12.

121

informacim, nebot” uvefejnéni
jakychkoli

nebo jejich odhaleni tfeti osob¢ by

takovych informaci
mohlo mit vyznamny dopad na
vysledky a trzni
Skupiny  Amgen.
Kupujici se také =zavazuje, ze
v piipad¢, kdy bude povinen tuto
smlouvu uvetejnit, uini tak bez

ekonomické
postaveni

prozrazeni obchodniho tajemstvi
podle tohoto ¢lanku této Smlouvy.

DUSEVNI VLASTNICTVI

Pokud se
nedohodne pisemné jinak, jakékoli

spoleCnost Amgen
ochranné znamky nebo jind prava
Z dusevniho vlastnictvi vztahujici
se k Piipravkiim nebo tykajici se
Piipravka zGstavaji ve vlastnictvi
spole¢nosti  Amgen Inc. nebo
ur¢eného ¢lena Skupiny Amgen a
Kupujici je neposkytuje v rameci
licence ani je neodhaluje zadné
jiné  osob&  VSechna prava
Z dusevniho vlastnictvi jsou ve
vyhradnim vlastnictvi spolecnosti
Amgen Inc (nebo urceného ¢lena

Skupiny Amgen).

DOBA TRVANI SMLOUVY A
JEJI UKONCENI

Bez Gjymy na jakychkoli pravech
nebo opravnych prostiedcich, které
smluvni strany piipadné viici sobé
maji, nebo na jakémkoli jiném
ustanoveni této Smlouvy muze byt

11.

111

12.

12.1

Act on Freedom of Information,
since the publication of any such
information or its disclosure to a
third party could have a significant
impact on economical results and
market position of Amgen Group.
Buyer further undertakes that in the
event when it will be obliged to
publish this agreement, it will
make so without disclose the trade
secret according to this article of
this agreement.

INTELLECTUAL PROPERTY

Unless otherwise agreed in writing
by Amgen, any trademarks or other
intellectual property rights in or
relating to the Products will remain
owned by Amgen Inc. or its
designated Amgen Group member
and shall not be licensed or
disclosed by Buyer to any other
person.  All intellectual property
rights shall be exclusively owned
by Amgen Inc (or its designated
Amgen Group member).

TERM AND TERMINATION

Without prejudice to any rights or
remedies which the parties may
have against each other or to any
other provision of this Agreement,
this Agreement may be terminated:
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12.2

tato Smlouva ukoncena takto:
a) pisemnou vypovedi
kterékoli ze smluvnich
stran s Sedesatidenni (60
dni) vypovédni dobou,
druh¢é
smluvni strané; nebo

doru¢enou

b) okamzit¢ po pisemné
vypovédi kterékoli ze
smluvnich stran
dorucené druhé smluvni
stran¢ v piipad¢, Ze se
druhd smluvni strana

jakéhokoli

poruseni této Smlouvy a

nenapravila je ani do

tiéiceti (30) dnd od
pisemného

dopustila

oznameni
prvni smluvni strany,
jimZ tato smluvni strana

pozaduje takovou
napravu; nebo
c) okamzit¢  poté, co

kterakoli ze smluvnich
stran pisemné uvédomi
druhou smluvni stranu
Vv pfipad¢, ze se druha
smluvni strana ocitne v
Platebni neschopnosti.

Po ukonceni této Smlouvy se
Kupujici zavazuje uhradit vsechny
castky dluzené spolecnosti Amgen
vplné vysi, a to do sto dvaceti
(120) dnd od data ukonceni
Smlouvy.

12.2

a) by either party at any
time by giving sixty (60)
days prior written notice
to the other party; or

b) immediately upon
written notice by either
party to the other in the
event of the other party
committing any breach
of this Agreement which
is not remedied within
thirty (30) days of
written notice from the
first party requiring such

remedy; or
C) immediately upon either
party giving  written

notice to the other if an
Insolvency Event occurs
in respect of the other

party.

Upon  termination  of  this
Agreement, Buyer shall pay all
amounts owing to Amgen in full
within one hundred and twenty
(120) days of the date of such
termination.
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12.3

13.

131

Jestlize mé spoleCnost Amgen
Vv dobré vife za to, ze financni
situace Kupujictho se od data
uzavieni této Smlouvy vyznamné
zhorsila, mize spoleCnost Amgen
bez jmy na jakémkoli jiném pravu
nebo opravném prostiedku, které
ma k dispozici, a za podminek
dodrzeni vSech prislusnych
pozastavit dodavky a
pozadovat uplnou nebo castecnou

zakonu,

uhradu predem nebo pozadovat
zajisténi whrady jako podminku
dalsich dodavek. Na zdkladé
odivodnéné zadosti spoleCnosti
Amgen ji Kupujici poskytne — co
moznd nejdiive a podle vSech
ptisluSnych ptedpist, které se na
Kupujiciho  vztahuji —  kopie
auditovanych Ucetnich  zavérek
Kupujiciho za fiskalni rok (nebo za

takové  krat§si  obdobi, které
spolenost ~ Amgen  pfipadné
pozaduje).

RUZNA USTANOVENI

Vyssi moc. Spolecnost Amgen
nenese odpovédnost ani se nema
za to, ze poru$ila tuto Smlouvu,
pokud dojde k jakémukoli prodleni
pfi  plnéni nebo  k neplnéni
jakychkoli jejich zavazki z této
Smlouvy, jestlize dané prodleni
nebo neplnéni bylo mimo
pfiméfenou kontrolu spolecnosti
Amgen (zejména vcetné¢ stavky,
vyluky nebo jiného primyslového

12.3

13.

13.1

If Amgen in good faith considers
that financial condition of Buyer
has significantly deteriorated from
the date of this Agreement, Amgen
may, without prejudice to any other
right or remedy available to it and
subject to all applicable laws,
suspend delivery and require full or
partial payment in advance or
demand security for payment as a
condition of continuing delivery.
Upon Amgen's reasonable request
therefore, Buyer shall provide to
Amgen at the earliest possible time
and under the provisions of all rules
and regulation that Buyer is subject
to, copies of Buyer's audited
financial statements for the fiscal
year (or such shorter period as
Amgen may request).

MISCELLANEQOUS

Force Majeure. Amgen shall not be
liable or deemed to be in breach of
this Agreement by reason of any
delay in performing, or failure to
perform, any of its obligations
under this Agreement if the delay or
failure was beyond Amgen’s
reasonable  control  (including
without limitation strike, lockout or
other industrial action, public
disorder, riot,  revolution, fire,
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13.2

zasahu, vefejného neklidu,
povstani, revoluce, pozaru,
povodné, boufe, vybuchu,

epidemie nebo jakékoli jiné
nepfedvidané udélosti vysSi moci,
valky, nepratelskych vale¢nych
akci nebo hrozby vyhlaSeni valky,
teroristické ¢innosti, nahodné nebo
zamérné Skody nebo jakéhokoli
pozadavku,

nafizeni, ptikazu,

zdkazu nebo omezeni ze strany
jakéhokoli
zakonného uradu, ktery ma dopad

statniho nebo

na tuto Smlouvu a ktery neni
v platnosti v okamziku uzavieni
této Smlouvy).

Vztahy smluvnich stran. V zadném
ptipadé¢ Kupujici, pokud k tomu
neni fadné¢ zmocnén, nejedna nijak
Vpozici  zastupce  spolecnosti
Amgen, nezastupuje ji, neodvolava
se na dobré jméno spolecnosti
Amgen ani neuzavird jménem
spolecnosti Amgen (ani zadného
jiného ¢lena Skupiny Amgen)
zddnou smlouvu ani zavazek
jakéhokoli typu, ani necini jejim
jménem zadné pfisliby, zaruky ani
prohlaSeni ani nenarovnava Zadné
naroky ani nevyslovuje zadné
nazory jménem spole¢nosti Amgen
nebo jakéhokoli jiného ¢lena
Skupiny Amgen, pokud jde o
podstatu
vztahu k Pfipravkiim nebo jakékoli

souvisejici zalezitosti. Nic v této

takového naroku ve

Smlouvé nevytvati zaddny vztah

zastupovani,  partnerstvi  nebo

13.2

flood, storm, explosion, epidemic,
or any act of God, war, warlike
hostilities or threat of war, terrorist
activities, accidental or malicious
damage or any regulation, order,
requirements, prohibition or
restriction by any government or
legal authority which affects this
Agreement and which is not in
force on the date of this
Agreement).

Relationship of Parties. In no event
shall Buyer, unless duly authorized,
act in any way whatsoever as agent
for Amgen, to represent Amgen,
pledge Amgen’s credit, enter into
any contract or undertaking of any
sort, make any promise, warranty or
representation on behalf of Amgen
(or any other Amgen Group
member) or settle any claim or
express any opinion on behalf of
Amgen (or any other Amgen Group
member) as to the merit of such
claim with respect to the Products
or any related matter. Nothing in
this Agreement shall create or be
deemed to create any relationship of
agency, partnership or joint venture
between the parties
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13.3

13.4

135

spole¢ného podniku mezi
smluvnimi stranami, ani se nema

za to, ze takovy vztah vytvari.

Rozhodné pravo a jurisdikce. Tato
Smlouva se fidi pravnim fadem
Ceské
Umluvy OSN o smlouviach o

republiky, S vylou¢enim

mezinarodni koupi zbozi. Smluvni
dohodly, ze
k rozhodovani jakychkoli sport,

strany se

které neni mozné vyieSit mezi
Smluvnimi stranami, budou mit
vyhradni jurisdikci ptislusné soudy
Ceské republiky.

Postoupeni. Tuto Smlouvu ani
jakékoliv pravo ¢i povinnost z ni
vyplyvajici nemuze Kupujici a
spole¢nost Amgen postoupit bez
pfedchoziho pisemného souhlasu
druhé strany. Tato
Smlouva je zavazna pro nastupce a

smluvni

povolené postupniky. Spolecnost
Amgen ma pravo, po predchozim
pisemném oznameni Kupujicimu,
vyuzit jakéhokoli c¢lena Skupiny
Amgen, aby jednal jako zastupce
spolenosti  Amgen pifi plnéni
jakéhokoli zavazku vyplyvajiciho
Z této Smlouvy.

Vetejna

vyjadreni. Kupujici

nevyda bez ptedchoziho
pisemného souhlasu spolecnosti
Amgen Zadnou tiskovou zpravu,
prohldSeni ani vefejné vyjadieni,
které jakymkoli zplisobem zmifiuje

13.3

134

13.5

Governing Law and Jurisdiction.
This Agreement shall be governed
by the laws of Czech Republic,
excluding the United Nations
Convention of the International
Sale of Goods. For any disputes
that cannot be resolved between the
Parties, the Parties agree that the
jurisdiction for any resolution of
disputes shall be the exclusive
jurisdiction of the competent courts
of Czech Republic.

Assignment. This Agreement or any
interest in this Agreement shall not
be assignable by Buyer and Amgen
without the prior written consent of
the other party. This Agreement
shall be binding upon the
successors and permitted assignees.
Amgen, upon prior written notice to
Buyer, shall have the right to use
any Amgen Group member to act as
Amgen’s representative for the
performance of any obligation
arising under this Agreement.

Public Announcements. Buyer will
not make any press release,
statement or public announcement
that in any way mentions or refers
to any Amgen Group member
without Amgen’s prior written
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13.6

13.7

13.8

jakéhokoli ¢lena Skupiny Amgen
nebo na né&j odkazuje.

Dorucovani. Jakékoli ozndmeni v
souvislosti s touto Smlouvou musi
byt podano pisemné a bude platné
doruceno kazdé ptislusné smluvni
strané,  pokud je  zasldno
mezinarodn¢ uznavanou kuryrni
sluzbou na adresu uvedenou u
pfislusné smluvni strany v zdhlavi
této Smlouvy. Jakékoli oznameni
se povazuje za dorucené v den
doruceni, jak je zaznamendn
v podkladech kuryra, a nabyva
ucinnosti okamzikem pievzeti.

Oddélitelnost. ~ Jestlize  bude
jakékoli ustanoveni této Smlouvy
prohlaseno za nezakonné, neplatné
nebo nevymahatelné, at jiz
V plném rozsahu ¢i ¢astecné, podle
jakéhokoli pfislusného zékona,
pak se ma za to, Ze takové
ustanoveni netvofi soucast této
Smlouvy, coZ ptlisobi tak, jako by
takové neplatné, nezdkonné nebo
nevymahatelné ustanoveni bylo
vymazano.

Dodatek; vzdani se prava. Zadna
zména této Smlouvy neni platna,
obéma

pokud nebude mezi

smluvnimi stranami dohodnuta
pisemné. Vzdani se prava
z jakéhokoli jakékoli

podminky této Smlouvy je G€inné

poruseni

pouze tehdy, jestlize je vyjadieno
pisemné¢ a podepsdno smluvni

13.6

13.7

13.8

consent.

Notices. Any notice in connection
with this Agreement must be in
writing, and shall be validly given
with respect to each Party if sent by
an internationally  recognized
courier service to the address set
out in the Parties section above in
this Agreement. Any notice shall
be deemed to have been received on
date of receipt as recorded in
courier’s records and shall be
effective upon receipt.

Severability. If any provision in
this Agreement shall be held to be
illegal, invalid or unenforceable, in
whole or in part, under any
applicable law, such provision
shall be deemed not to form part of
this Agreement, and shall be given
effect as if the invalid, illegal or
unenforceable provision had been
deleted.

Amendment; Waivers. No change
to this Agreement is valid unless
agreed in writing by both Parties. A
waiver of any breach of any term of
this Agreement shall be effective
only if given in writing and signed
by the waiving Party. No waiver of
any particular breach of this
Agreement shall be held to be a
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stranou, ktera
vzdava. Zadné vzdani se prava z

se prava takto

jakéhokoli konkrétniho poruseni
této Smlouvy se nepovazuje za
vzdani  se prava  vyplyvajiciho
z jakéhokoli

porusent.

jiného nasledného

13.9 Prava tretich osob. S vyjimkou,
jak je uvedeno v této Smlouve,
zadna osoba, ktera neni smluvni
stranou této Smlouvy, nesmi mit
prospéch  zzadné cCasti  této
Smlouvy ani nesmi Zzadnou Cast
této Smlouvy vymahat, pokud
nejsou takova prava povinna podle
ptislusného pravniho fadu.
13.10 Uplnag dohoda. Tato Smlouva
vcetné vsSech pfiloh predstavuje
uplnou dohodu mezi spolecnosti
Amgen a Kupujicim, pokud jde o
predmét této Smlouvy, a nahrazuje
veSkerd piedchozi ujedndni a
dohody (at’ jiz pisemné, nebo
ustni) mezi spole¢nosti Amgen a
vSechna
kterékoli

smluvni strany o tomto predmétu.

Kupujicim, jakoz 1

diivéjsi  prohlaseni

Stumyslem byt pravné vazany nechaly

smluvni strany tuto Smlouvu podepsat svymi
fadné zmocnénymi

zastupci k vySe

uvedenému datu.

waiver of any other subsequent
breach.

13.9 Rights of Third Parties. Save as
provided herein any person who is
not a Party to this Agreement may
not benefit from or enforce any
section of this Agreement, unless
such rights are mandatory under

applicable laws.

13.10 Entire Agreement. This
Agreement, including its
schedules, constitutes the entire
agreement between Amgen and
Buyer with respect to the subject
matter of this Agreement and
supersedes all earlier agreements
and understandings (whether oral
or written), between Amgen and
Buyer and all earlier
representations by any party about

such subject matter.

Intending to be legally bound, the parties have
caused this Agreement to be executed by their
duly authorized representatives as of the date
set forth above.

Amgen s.r.o.

Amgen s.r.o.
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Podpis / By:

Jméno htlkovym pismem / Printed Name:

Funkce / Title:

Fakultni nemocnice u sv. Anny v Brné

Podpis / By:

Jméno htlkovym pismem / Printed Name:

Funkce / Title:

Podpis / By:
Jméno htlkovym pismem/ Printed Name:

Funkce / Title:
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PRILOHA C. 1

Ptipravky
Aranesp ®
NEUPOGEN ®
Neulasta ®
Nplate ®
Vectibix ®
Prolia ®
Kyprolis ®
Repatha ®
Mimpara ®
XGEVA ®
BLINCYTO ®

IMLYGIC ®

SCHEDULE 1

Products
Aranesp ®
NEUPOGEN ®
Neulasta ®
Nplate ®
Vectibix ®
Prolia ®
Kyprolis ®
Repatha ®
Mimpara ®
XGEVA ®
BLINCYTO ®

IMLYGIC ®
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Price List valid from 1.1.2017 / Cenik platny od 1.1.2017

Kéd SUKL PoloZka Cena vyrobce (bez DPH)
SUKL code Product Ex-factory price (without VAT)
149770 Neulasta 6 mg 19 086,70 K¢
14902 Neupogen 300 mcg/1ml 4122,76 K&
78914 Neupogen 30 MU/0,5 ml 4122,76 K&
78906 Neupogen 48 MU/0,5 ml 6 596,42 K¢
28309 Mimpara 30 mg 3 600,00 K¢
28314 Mimpara 60 mg 7207,37 K¢
28317 Mimpara 90 mg 10 908,00 K¢
167653 Prolia 60 mg/ml 4 427,38 K&
26415 Aranesp 10 mcg blister 337,80 K¢
149579 Aranesp 20 mcg 675,60 K¢
149581 Aranesp 30 mcg 1013,40 K&
149583 Aranesp 40 mcg 1 351,20 K&
149587 Aranesp 60 mcg 2 026,80 K&
149589 Aranesp 80 mcg 2 702,40 K&
149591 Aranesp 100 mcg 3 378,00 K&
149599 Aranesp 500 mcg 17 172,72 K¢
29248 Vectibix 20mg/ml 9 579,54 K&
167449 Nplate 250 mcg 13 898,03 K&
168721 Xgeva 120mg/1.7ml 1VI 6101,47 K¢

Ceny Ptipravkii mohou podléhat zménadm

na  zakladé¢  pfedchoziho  oznédmeni
spolecnosti  Amgen zejména z divodu
oficidlni zmény maximdlni ceny nebo

uhrady, jak ji publikuje Statni ufad pro

kontrolu 1é¢iv.

Prices of products can be subject to changes
upon prior notice of Amgen especially
driven by official change in maximum price
or reimbursement published by State
Institute of Drug Control.
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