SMLOUVA O POSKYTNUTI LECIVEHO
PRIPRAVKU

(1)

(2

Bristol-Myers Squibb spol. s r.o.

se sidlem Budgjovicka 778/3, 140 00 Praha 4
1CO: 43004351

zapsand v obchodnim  rejstiiku  vedeném
Méstskym soudem v Praze, sp. zn. C 4801
zastoupena Vilémem Zvonickem, Dr.,
jednatelem

(dale jen jako ,,BMS*)

Fakultni nemocnice Olomouc

se sidlem: Zdravotnika 248/7, Olomouc 779 00
ICO: 00098892

zastoupena: prof. MUDr. Romanem Havlikem,
Ph.D, feditel

(dale jen jako ,,FNOL*)

(BMS a FNOL spoleéné dale jen ,smluvni
strany*)

uzaviraji nize uvedeného dne, mésice a roku tuto

smlouvu o dodavkach lé€ivého pripravku (dale jen

sSmlouva®)

PREAMBULE

Rozhodnutim  Evropské komise ucinénym
v souladu s Nafizenim Evropského parlamentu a
Rady (ES) €. 726/2004 ze dne 31. biezna 2004,
kterym se stanovuji postupy Unie pro registraci
humannich 1é€ivych ptipravki a dozor nad nimi
a kterym se zfizuje Evropska agentura pro 1é€ivé
pripravky a v souladu s nafizenim Komise (ES) &.
1234/2008 ze dne 24. listopadu 2008
o posuzovani zmén registraci humannich a
veterindrnich lé¢ivych pfipravki, byla schvélena
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AGREEMENT ON

PROVISION OF A

PHARMACEUTICAL

(1

and

(2)

Bristol-Myers Squibb spol. s r.o.

with its registered office at Budéjovicka 778/3,
140 00 Praha 4
ID No.: 43004351

registered in the Commercial Register maintained
by the Municipal Court in Prague, file no. C 4801

represented by Vilém Zvonitek, Dr., executive
director

(the “BMS™)

Fakultni nemocnice Olomouc

with its registered office at Zdravotnika 248/7,
Olomouc 779 00

ID No.: 00098892

represented by: prof. MUDr. Roman Havlik,
Ph.D., director

(the “FNOL”)

(the BMS and FNOL hereinafter collectively
referred to as “Parties™)

have, on the day, month and year set forth below,
entered into the following

agreement on supplies of a pharmaceutical (the

1.1

“Agreement”)
PREAMBLE

Based on a decision of the European Commission
adopted in accordance with Regulation (EC)
No 726/2004 of the European Parliament and of
the Council of 31 March 2004 laying down
Community procedures for the authorisation and
supervision of medicinal products for human use
and establishing a European Medicines Agency,
and in accordance with Commission Regulation
(EC) No. 1234/2008 of 24 November 2008,
concerning the examination of variations to the



1.2

13

2.1

22

zména rozhodnuti o registraci 1é¢ivého piipravku
OPDIVO (déle jen, Létivy pripravek™), a to tak,
ze byla ptidana néasledujici nova 1é¢ebna indikace
Lécivého piipravku: ,Neoadjuvantni 1é¢ba
nemalobunééného karcinomu plic* (dale jen
»Nova indikace*™).

BMS ma zijem na tom poskytnout Lécivy
pfipravek pacientim FNOL v Nové indikaci
vramci Patient Support Program co nejdiive
poté, co byla Nova indikace postupem uvedenym
v piedchozim odstavei schvalena, a za tim
G¢elem uzaviraji smluvni strany tuto Smlouvu.

Vzhledem k tomu, Ze Lécivy pfipravek neni ke
dni podpisu této Smlouvy hrazen z vefejného
zdravotniho pojidténi, domluvily se smluvni
strany na poskytnuti Lécivého pfipravku FNOL
dle podminek této Smlouvy.

PREDMET SMLOUVY

BMS se timto zavazuje bezplatné poskytnout
FNOL Légivy pripravek pro pacienty v ramci
Nové indikace. Podrobna specifikace Ié¢ivého
piipravku je uvedena v Pfiloze €.1 této Smlouvy.
Doba poskytovéani se stanovuje na dobu do doby
nabyti pravni moci rozhodnuti o stanoveni vyse a
podminek uhrady Léc¢ivého prFipravku v této
Nové indikaci postupem dle ust. § 39a a nasl.
zakona €. 48/1997 Sb., o vefejném zdravotnim
pojisténi a o zméné a doplnéni n&kterych
souvisejicich zakond, ve znéni pozdéjsich
pfedpist, nejdéle viak po dobu 1 roku ode dne
nabyti uéinnosti této Smlouvy.

Pro pacienty FNOL v rdmci Nové indikace, ktefi
zah4jili uzivani Lé&ivého pripravku za doby
trvani této Smlouvy se BMS zavazuje dodavat
FNOL Leécivy pripravek se slevou 100 % z kupni
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terms of marketing authorisations for medicinal
products for human use and veterinary medicinal
products, an amendment to the marketing
authorisation for the medicinal product OPDIVO
(the “Medicinal Product”) was approved by
adding the following new therapeutic indication
for the Medicinal Product: “Neoadjuvant therapy
of non-small cell lung cancer” (the “New
Indication™).

BMS is interested in providing the Medicinal
Product to FNOL’s patients in the New Indication
under the Patient Support Program as soon as
possible after the New Indication has been
approved in accordance with the procedure set
forth in the preceding paragraph, and to that end
the Parties now enter into this Agreement.

that the Medicinal Product is not
reimbursed from the public healthcare system as
at the date of the execution of the Agreement, the
Parties have agreed to provide the Medicinal
Product to FNOL in line with the terms of this
Agreement.

Given

SUBJECT MATTER OF THE
AGREEMENT

BMS hereby undertakes to provide free of charge
to FNOL the Medicinal Product for patients
under the New Indication. The detailed
specification of Medicinal Product is mentioned
in Annex No.1 of this Agreement. The Medicinal
Product shall be provided until the decision
regarding the determination of the amount and
conditions of reimbursement of the Medicinal
Product in this New Indication in accordance
with the procedure pursuant to Section 39a et segq.
of Act No. 48/1997 Coll, on public health
insurance and on the amendments to and
alterations of certain related acts, as amended,
becomes legally effective, but not longer than for
a period of one year from the effective date of this
Agreement.

For the FNOL’s patients under the New
Indication who have started using the Medicinal
Product during the term of this Agreement, BMS
agrees to supply the Medicinal Product to FNOL
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ceny dle této Smlouvy i po uplynuti platnosti
nebo skondeni této Smlouvy z jakéhokoliv
diivodu, a to az do doby ukonéeni lé¢by takového
posledniho pacienta.

FAKTURACE

Fakturace bude provadéna dle zikona
¢.235/2004 Sb., o dani z pfidané hodnoty, ve
znéni pozdéjSich predpisii a dle § 435 zakona ¢.
89/2012 Sb., obc¢anského zakoniku, ve znéni
pozdgjSich predpisi. Faktura musi kromé
nalezitosti obecné  zavaznymi
pravnimi piedpisy obsahovat tyto idaje:

stanovenych

3.1 oznaceni faktury a jeji Cislo,

312 firmu, sidlo, ICO a DIC BMS a jeho

bankovni spojeni,

3.13 daj o zapise BMS v obchodnim rejstiiku,

vietné spisové znacky,

firmu, sidlo a 1CO FNOL a bankovni
spojent,

314

315 Ctislo objednavky, ke které se vztahuje
dodavka zboZzi, nédzev, Sarzi a mnoZstvi

dodaného zboZi,

3.16 fakturovanou ¢astku bez DPH a vletné

DPH,

3.1.7 datum vystaveni a odeslani faktury, a

318 datum uskute¢néni zdanitelného plnéni.

BMS je povinen pfedat FNOL spoleéné s
dodéavkou pfipravku  veSkerou
dokumentaci nutnou k prevzeti a fadnému
uzivani Lécivého ptipravku, kterou vyZaduji
ptislusné obecné zavazné pravni predpisy.

Lécivého

K faktufe musi byt pfilozen i dodaci list.
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at a discount of 100% of the purchase price in line
with this Agreement even after the expiration or
termination of this Agreement for any reason
until the treatment of such last patient is ended.

INVOICING

Invoicing will be performed in accordance with
Act No. 235/2004 Coll., on Value Added Tax, as
amended, and in accordance with Section 435 of
Act No, 89/2012 Coll., Civil Code, as amended.
The invoice must, in addition to the particulars
laid down by generally binding legal provisions,
contain the following information:

3.1.1 invoice designation and number,

3.12 name, registered office, ID number and tax
identification number of BMS and its bank
details,

313 FNOL's registration details in the
Commercial Register, including the file
number,

3.14 name, registered office and 1D number of
FNOL and its bank details,

315 number of the order to which the delivery
relates, the name, batch and quantity of the
goods delivered,

3.1.6 invoiced amount excluding and including
VAT,

3.1.7 date of issue and dispatch of the invoice,

and
3.18 date of the taxable supply.

BMS shall deliver to FNOL together with the
delivery of the Medicinal Product all
documentation necessary for the acceptance and
proper use of the Medicinal Product required by
the relevant generally binding legal regulations.

The invoice must be accompanied by a delivery
note.
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4.6

V pripadé, ze faktura vystavena BMS bude
obsahovat nespravné &i nelplné ddaje nebo
nebude prilozen odpovidajici dodaci list, je
pravem FNOL takovou fakturu vratit. BMS podle

charakteru nedostatkli fakturu opravi nebo
vystavi novou,

DODACI PODMINKY

Mistem plnéni  jednotlivych  dodavek,

uskute¢nénych podle dil¢ich objednavek na
zakladé této Smlouvy je Lékarna Fakultni
nemocnice Olomouc, pracovisté cytostatik.

BMS se zavazuje doddvat zbozi na zdkladé
dil¢ich pisemnych (elektronickych) objednavek
FNOL vzdy nasledujici pracovni den od
pisemného (elektronického) potvrzeni
objednavky ve dnech a ¢ase dle &lanku 5.2 této
Smlouvy, neni-li pisemné dohodnuto jinak.
Objednavka musi vzdy obsahovat odkaz na tuto
Smlouvu, popis a mnozstvi zboZzi. V objednavce
bude rovnéZ specifikovano, ze BMS doda FNOL
Lécivy pripravek se slevou 100 %.

BMS je povinen objednavku FNOL vzdy
obratem pisemné (elektronicky) potvrdit.

V piipad¢, Ze BMS nebude schopen objednavku
celou nebo déasteéné realizovat fadné a vcas,
neprodleng o tom pisemné vyrozumi FNOL.

BMS se zavazuje, ze odevzda dodavku FNOL a
umoZni, pfipadné zajisti, FNOL nabyt vlastnické
pravo k dodavee v souladu s touto Smlouvou.
Odevzdanim dodavky se rozumi jeji bezvyhradné
pfevzeti FNOL na zékladé dodaciho listu
podepsaného za stranu FNOL. Smluvni strany
vyslovné souhlasi, ze dodaci list za FNOL je
opravnéna podepsat osoba jim k tomuto
povéfena.

FNOL nabyva vlastnického pravo k dodavece a
nebezpeci $kody na dodévce prechazi na FNOL
okamzikem podpisu dodaciho listu.
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4.6

In the event that an invoice issued by BMS
contains incorrect or incomplete information or is
not accompanied by a corresponding delivery
note, FNOL shall be entitled to return such
invoice. BMS shall correct the invoice or issue a
new invoice depending on the nature of the
deficiencies.

DELIVERY CONDITIONS

The place of performance of individual deliveries
made pursuant to individual orders under this
Agreement shall be pharmacy of FNOL,
workplace of cytostatics.

BMS undertakes to deliver the goods on the basis
of FNOL's partial written (electronic) orders on
the next working day after the written (electronic)
order confirmation, on the days and at the times
specified in Article 5.2 of this Agreement, unless
otherwise agreed in writing. The order shall at all
times include reference to this Agreement,
description and quantity of the goods. The order
shall also specify that BMS will provide the
Medicinal Product to FNOL with 100 % discount.

BMS shall always confirm FNOL's order
promptly in writing (electronically).

In the event that BMS is unable to execute the
order in whole or in part in a proper and timely
manner, it shall immediately notify FNOL in
writing.

BMS undertakes to hand over the delivery to
FNOL and to enable or arrange for FNOL to
acquire ownership title to the delivery in
accordance with this Agreement. It is understood
that the hand-over of the supply shall be deemed
to be an unconditionally accepted by FNOL on
the basis of a delivery note signed on behalf of
FNOL. The Parties expressly agree that the
delivery note can be signed on behalf of FNOL
by a person autharised by FNOL to do so.

FNOL shall acquire the ownership title to the
delivery and the risk of damage to the delivery
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DODANI A PREVZETI ZBOZi

BMS se zavazuje, ze dodavka bude dodéna fadné
a v¢as, v ujednaném mnoZstvi, jakosti (kvalité) a
v provedeni dle pozadavku FNOL dle této
Smlouvy, pfip. konkrétni objednavky, jinak v
souladu s pozadavky dle obecné zavaznych
pravnich pfedpisi,

Piedani a prevzeti zboZi v mistd plnéni se
uskute¢ni v pracovnich dnech mezi 7:00 a 15:30
hod. BMS ruéi za dodrzeni prepravnich
podminek po dobu pfepravy k FNOL tak, aby
nebylo 2zboZi znechodnoceno. Zbozi bude
dopraveno do mista pInéni na vlastni ndklady a
nebezpeci BMS. BMS je podle této Smlouvy
povinen zboZzi zabalit nebo opatfit pro prepravu
zpusobem, ktery je obvykly pro takové zboZi v
obchodnim styku, popf. kuchovani a jeho
ochrang,

FNOL je opravnén odmitnout prevzeti zhoZi:

531 nepreda-li BMS, resp. jim povéfeny
ptepravce v misté plnéni FNOL dodaci list,
ktery musi obsahovat mimo jiné
specifikaci BMS a FNOL, ¢gislo
objednavky, datum uskute¢néni dodavky,
mnozstvi zboZzi s uvedenim nazvu zboZi,
kéd piidéleny zbozi Statnim tstavem pro
kontrolu 1é¢iv, cenu za mnoZstevni
Jednotku, expiraéni dobu a Sarzi;

532 nesouhlasi-li pocet poloZek nebo mnozstvi
zbozi uvedené na dodacim listé se skute¢né
dodanym zboZim, nebo pokud zboZi neni
oznaCeno tak, aby byla umoznéna jeho

dal3i evidence a pouziti FNOL;

533 neodpovida-li kvalita dodavky (teplota

uchovévanych 1é¢iv, jakost obalového
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shall pass to FNOL upon signing the delivery
note.

DELIVERY AND ACCEPTANCE OF
GOODS

BMS undertakes that the goods shall be delivered
properly and on time, in the agreed quantity,
quality and in the design as required by FNOL,
pursuant to this Agreement or a specific purchase
order, otherwise in accordance with the
requirements under generally binding legal
regulations.

Delivery and acceptance of the goods at the place
of performance shall take place on working days
between 7:00 and 15:30. BMS shall be liable for
compliance with the conditions of transport
during the period of transport to FNOL so that the
goods are not devalued. The goods shall be
transported to the place of performance at BMS's
own expense and risk. Under this Agreement,
BMS shall pack or provide the goods for carriage
in a manner customary for such goods in the
course of trade, and {o preserve and protect them.

FNOL is entitled to refuse to take-over the goods:

53.1 if BMS, or the carrier authorised by BMS
at the place of fulfilment, does not provide
FNOL with a delivery note, which shall
contain, among other things, the
specification of BMS and FNOL, the
number of the purchase order, the date of
delivery, the quantity of goods with the
name of the goods, the code assigned to the
goods by the State Institute for Drug
Control, the price per unit, the expiry date
and the batch;

532 if the number of items or the quantity of
goods stated on the delivery note does not
correspond with the goods actually
delivered, or if the goods are not marked in
such a way as to enable their further

registration and use by FNOL;

533 if the quality of the delivery (temperature

of the stored medicines, quality of the
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6.

6.1

6.2

63

6.4

souboru atp.) pozadavkim pro transport
1é¢iv dle Spravné distribudni praxe;

534 v piipad€ pozdni dodavky zboZi.

BMS poskytuje na dodané zbozi zaruku, pficemz
zaruéni doba zbozi konéi poslednim dnem doby
pouzitelnosti.

BMS se zavazuje dodéavat zboZi, jehoz doba
pouZitelnosti bude v okamziku dodéni Ccinit
minimalné nasledujicich 6 mésici. BMS muze
dodat zbozi s krat§i dobou pouzitelnosti jen po
predchozim pisemném souhlasu FNOL.,

BMS prohladuje, Ze dodavky zboZi jsou
v souladu se zakonem €. 378/2007 Sb. o lecivech,
ve znéni pozd&jsich predpisi a vyhlaskou
¢. 229/2008 Sb. o vyrobé a distribuci é&Civ, ve
znéni pozdéjSich predpisi.

PRAVA Z VADNEHO PLNENI, ZARUKA
ZA ZBOZi

BMS se zavazuje, Ze dodavku doda bez
jakychkoliv (faktickych a pravnich) vad. Pokud
neni pisemné dohodnuto jinak, nema FNOL
zajem na plnéni dodavky, ktera by méla jakékoliv
vady, a to vCetné vad, na které BMS FNOL
upozornil.

BMS odpovidé za vady dodavky, které ma v dobé
odevzdani a pievzeti nebo které se objevi
kdykoliv pozdéji. Prava FNOL z vadného plnéni
se Fidi zejména ust. § 2099 a nésl. ob&anského
zakoniku.

FNOL reklamaci uplatni u BMS bez zbyteéného
odkladu po zjisténi vady, a to pisemnou formou
na kontaktni adresy / idaje BMS.

BMS je povinen neprodleng vyfidit reklamaci a
spojit se s pfislu$nou osobou na strané FNOL,
nejpozdgji viak do 48 hodin po okamziku
nahlageni vady dodavky. V pfipadé reklamace
zbozi z diivodu pochybnosti o kvalit¢ dodavky
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6.1
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64

packaging, etc.) does not comply with the
requirements for the transport of medicines
according to the Good Distribution
Practice;

534 in case of late delivery of the goods.

BMS provides a warranty for the goods delivered,
with the warranty period ending on the last day of
the expiry date.

BMS undertakes to supply goods which will have
a shelf life of at least the following 6 months at
the time of delivery. BMS may deliver goods
with a shorter shelf life only with the prior written
consent of FNOL.

BMS declares that the delivery of the goods is in
accordance with Act No. 378/2007 Coll. on
Medicinal Products, as amended, and Decree No.
229/2008 Coll. on the manufacture and
distribution of medicinal products, as amended.

RIGHTS OF DEFECTIVE
PERFORMANCE, GUARANTEE FOR
GOODS

BMS undertakes to deliver the goods free from
any (factual and legal) defects. Unless otherwise
agreed in writing, FNOL shall not be interested in
the performance of a delivery that has any
defects, including defects that BMS has brought
to FNOL's attention.

BMS shall be liable for defects in the delivery
which it has at the time of delivery and
acceptance, or which appear at any time
thereafter. FNOL's rights arising from defective
performance shall be governed in particular by
Sections 2099 et seq. of the Civil Code.

FNOL shall file a complaint with BMS without
undue delay after the defect has been detected, in
writing to the contact address / details of BMS.

BMS is obliged to settle the complaint
immediately and contact the appropriate person
on FNOL's side, but no later than 48 hours after
the moment of reporting the defect in the

delivery. In the event of a complaint due to a
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8.1

nebo v piipad€ vyfazeni Lé€ivého pripravku z
divodu nevyhovujici kvality dle informace
SUKL, bude zboZi obratem, nejpozdgji viak do
24 hod. od obdrzeni reklamace &i informace o
vyfazeni Léivého prfipravku  z  divodu
nevyhovujici kvality, vyménéno za nové, které
nebude vykazovat obdobné zavady, bez ohledu
na aktudlni stav pribé&hu reklamaéniho fizeni.

DOBA TRVANI SMLOUVY

Tato Smlouva nabyva platnosti dnem jejiho
podpisu obéma smluvnimi stranami a G&innosti
patym kalendainim dnem po datu podpisu
Smlouvy.

Smlouva se uzavird na dobu ur€itou (i) do doby
nabyti pravni moci rozhodnuti o stanoveni vyse a
podminek uhrady Lécivého piipravku v Nové
indikaci postupem dle ust. § 39a a nasl. zdkona ¢.
48/1997 Sb., o verejném zdravotnim pojisténi a o
zméné a doplnéni né&kterych souvisejicich
zakonii, ve znéni pozdéjSich predpisi, nebo (ii)
na dobu I roku ode dnc nabyti G¢innosti této
Smlouvy, podle toho, kterd ztéchto uddlosti
nastane dfive.

Smlouvu lIze ukonéit vypovédi kterékoliv
smluvni strany, a to i bez udani dbGvodu, s
jednomésiéni vypovédni lhitou, ktera pocina
bé&zet nasledujicim dnem po doruéeni pisemné
vypovédi druhé smluvni strané.

Smluvni strany mohou Smlouvu ukonéit také
pisemnou dohodou.

Od této Smlouvy lze jednostranné odstoupit,
stanovi-1i tak obecné zévazny pravni predpis, a
nebo pro podstatné poruseni této Smlouvy.

FARMAKOVIGILANCE

FNOL se zavazuje, Zze bude neprodlené hlasit
viechny nezadouci prihody, ostatni zvlastni
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7.5

8.1

doubt about the quality of the delivery or in the
event of discarding of the Medicinal Product due
to unsatisfactory quality according to the
information of the State Institute for Drug
Control, the goods shall be immediately, but no
later than within 24 hours from the receipt of the
complaint or the information about discarding of
the Medicinal Product due to unsatisfactory
quality, replaced with a new one that will not
show similar defects, regardless of the current
status of the complaint procedure.

TERM OF THE AGREEMENT

This Agreement shall commence on the date of
its signature by both Parties and shall become
effective on the fifth calendar day following the
date of signature of the Agreement.

The Agreement shall be concluded for a definite
period of time (i) until the decision on the
determination of the amount and terms of
reimbursement of the Medicinal Product in the
New Indication in accordance with the procedure
under Section 39a et seq. of Act No. 48/1997
Coll., on Public Health Insurance and on
Amendments and Supplements to Certain
Related Acts, as amended, becomes legally
effective, or (ii) for a term of 1 year from the date
of the entry into force of this Agreement,
whichever is earlier.

The Agreement may be terminated by either
Party by giving one month's notice, including
without providing any reason, which starts to run
on the day following the day on which the written
notice was delivered to the other Party.

The Parties may also terminate the Agreement by
mutual written agreement.

Parties may withdraw from this Agreement if a
generally binding legal regulation so provides or
for a material breach of this Agreement.

PHARMACOVIGILANCE

Buyer agrees to promptly report all adverse
events, other special situations and product
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9.2

93

situace a zavady ve kvalité piipravku (definice
téchto termind je uvedena na webové strance
https:/f'www.globalbmsmedinfo.com), které se

vyskytnou u pacientdl v souvislosti s Lé€ivym
pfipravkem BMS, a to do jednoho (1) pracovniho
dne nebo tif (3) kalendafnich dnii, podle toho, co
nastane dfive, poté, co se o pfihodé dozvi.
Informace bude hlasit vyplnénim pfiloZeného
formulafe v anglictin€ a jeho odeslanim emailem
na adresu worldwide.safety@bms.com. Doruéeni

kazdé¢ho emailu je obratem potvrzeno. V pfipade,
Ze potvrzeni neni obdrzeno, je nutno hlaSeni
odeslat znovu, pfipadn¢ kontaktovat
uvedenou kontaktni osobu.

nize

FNOL se zavazuje poskytnout sou¢innost BMS v
pfipadé vyzadani relevantnich dopliiujicich
informaci k poskytnutym hlasenim.

Kontaktni osoba pro dotazy tykajici se hlaSeni
nezadoucich pfihod:

Odstoupeni  podle této Smlouvy musi byt
v pisemné podobé dorufeno druhé smluvni
strand. Uéinky odstoupeni od Smlouvy nastavaji
okamZikem doruceni pisemného odstoupeni

druhé strané.
ZAVERECNA USTANOVENI(

Smluvni strany se zavazuji, ze veskeré spory
vzniklé v souvislosti s touto Smlouvou nebo
v souvislosti s  objednavkami
k plnéni této Smlouvy budou Ffe§it smirng,
piatelskou dohodou. Pokud by takova dohoda
nebyla moZn4, budou spory feeny u mistné a

uzavienymi

vécné piislusného soudu Ceské republiky.

Zavazky z této Smlouvy se fidi Ceskym pravem.

Pravni vztahy touto Smlouvou neupravené, jakoz
i pravni poméry z ni vznikajici a vyplyvajici, se
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quality complaints (as such terms are defined on
the https://www.globalbmsmedinfo.com
website) occurring in patients in connection with
FNOL's Medicinal Product within one (1)
business day or three (3) calendar days,
whichever occurs first, after becoming aware of
the event. Information will be reported by
completing the attached form in English and
emailing it to worldwide.safety@bms.com.
Delivery of each email is acknowledged
promptly. In the event that an acknowledgement
is not received, the report must be resent or the

below specified contact person contacted.

The Buyer undertakes to cooperate with BMS in
the event of a request for relevant additional
information on the reports provided.

Contact person for questions regarding adverse
event reporting:

_,I_

Withdrawal pursuant to this Agreement must be
delivered in writing to the other Party. The effects
of withdrawal from the Agreement shall
commence upon delivery of the written
withdrawal to the other Party.

FINAL PROVISIONS

The Parties agree to resolve any disputes arising
in connection with
with
performance of this Agreement amicably, by an
agreement. Should such an agreement not be
possible, disputes shall be settled by the courts of
the Czech Republic having local and subject

this Agreement or in

connection orders entered into in

matter jurisdiction.

Obligations under this Agreement shall be
governed by Czech law.

Legal relations not regulated by this Agreement,
as well as legal relations arising and resulting
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fidi prislusnymi ustanovenimi obc¢anského

zakoniku.,

V piipadé, Ze nékteré ustanoveni této Smlouvy je
nebo se stane ne0inné, zlstavaji ostatni
ustanoveni Smlouvy G¢inna. Strany se zavazuji
nahradit neuacinné ustanoveni této Smlouvy
ustanovenim jinym, u0¢innym, které svym
obsahem a smyslem odpovida nejlépe obsahu a
smyslu ustanoveni piivodniho, netaéinného.

BMS souhlasi s uvefejnénim této Smlouvy
FNOL za 0elem splnéni povinnosti uloZenych
mu plathou a G&innou pravni (pravou, a to
zejména zdkonem ¢&. 340/2015 Sb., o registru
smluv (dale jen ,zdkon o registru smluv*) a dale
pokyny a  rozhodnutimi = Ministerstva
zdravotnictvi Ceské republiky.

Tuto Smlouvu Ize ménit nebo dopliiovat jen
pisemnymi &islovanymi dodatky, podepsanymi
opravnénymi zastupci obou smluvnich stran.

Tato Smlouva byla vyhotovena v &eském a
anglickém jazykovém znéni. V piipadé rozpori
mezi obéma jazykovymi verzemi ma pfednost
&eské znéni,

Smluvni strany prohlaSuji, Ze si tuto Smlouvu
pied jejim podpisem piedetly, Ze byla ujednana
podle jejich pravé a svobodné viile, urcité, vazné
a srozumitelné. Autenti¢nost této Smlouvy
potvrzuji smluvni strany svym podpisem.

Tato Smlouva byla sepsana ve tiech stejnopisech
s platnosti originalu, pficemz FNOL obdrzi dvé
vyhotoveni a BMS jedno vyhotoveni. To neplati
v piipadé, Ze tato Smlouva byla podepsana
elektronickym podpisem dle zakona ¢. 297/2016
Sh., o sluzbach vytvafejicich divéru pro
elektronické transakce, ve znéni pozdéjSich
piedpisi.
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from it, shall be governed by the relevant
provisions of the Civil Code.

In the event that any provision of this Agreement
is or becomes ineffective, the other provisions of
the Agreement shall remain effective. The Parties
undertake to replace the ineffective provision of
this Agreement with another effective provision
which corresponds in content and meaning to the
content and meaning of the original ineffective
provision.

BMS agrees to the publication of this Agreement
by FNOL in order to fulfil the obligations
imposed on it by the valid and effective
legislation, in particular Act No. 340/2015 Coll.,
on the Register of Contracts (hereinafter referred
to as the "Act on the Register of Contracts") and
the instructions and decisions of the Ministry of
Health of the Czech Republic.

This Agreement may be amended or
supplemented only by written numbered
amendments signed by authorized

representatives of both Parties.

This Agreement has been executed in Czech and
English language versions. In case of any
discrepancies between both language versions,
the Czech version shall prevail.

The Parties declare that they have read this
Agreement before signing it, that it has been
negotiated according to their true and free will,
definitely, seriously and comprehensibly. The
Parties confirm the authenticity of this
Agreement by their signature.

This Agreement has been executed in triplicate
with the force of an original, with FNOL
receiving two counterparts and BMS receiving
one counterpart. This does not apply if this
Agreement has been signed by -electronic
signature pursuant to Act No, 297/2016 Coll., on
trust services for electronic ftransactions, as
amended.



25 -07- 2023

V /In Olomouci Dne /om ...ccvvvnimivimmnmmnes

19-0- 2023

V/In Praze /Prague dne / on ..
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