
SMLOUVA 0 POSKYTNUTi LECIVEHO 
PRiPRAVKU 

(I) Bristol-Myers Squibb spot. s r.o. 

a 

se sidlem Budejovicka 778/3, 140 00 Praha 4 

ICO: 43004351 

zapsana v obchodnim rejstrfku vedenem 

Mestskym soudem v Praze, sp. zn. C 4801 

zastoupena Vilemem Zvonickem, Dr., 

jednatelem 

(dale jen jako , BMS") 

(2) Fakultn( nemocnice Olomouc 

se sfdlem: Zdravotniku 24817, Olomouc 779 00 

ICO: 00098892 

zastoupem\: prof. MUDr. Romanem Havlikem, 

Ph.D, reditel 

(dale jen jako , FNOL") 

(BMS a FNOL spolecne dale jen ,srnluvni 
strany") 

uzaviraji nfze uvedeneho dne, mesice a roku tuto 

srnlouvu o dodavluich lecive.ho pilpravku (dale jcn 

,Smlouva'') 

AGREEMENT ON PROVISION OF A 

PHARMACEUTICAL 

( 1) Bristol-Myers Squibb spol. s r.o. 

and 

with its registered office at Budejovicka 778/3, 

140 00 Praha 4 

10 No.: 43004351 

registered in the Commercial Register maintained 

by the Municipal Court in Prague, file no. C 4801 

represented by Vilem Zvonfcek, Dr., executive 

director 

(the "BMS") 

(2) Fakultn{ ncrnocnice Olomouc 

with its registered office at Zdravotniku 248/7, 

Olomouc 779 00 

10 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 
"Agreement") 

1. PREAMBULE I. PREAMBLE 

1.1 Rozhodnutfm Evropske komise ucinenym 1.1 

v souladu s Narizenim Evropskeho parlamentu a 

Rady (ES) c. 726/2004 ze dne 31. bi'ezna 2004, 

kterym se stanovuji postupy Unie pro registraci 

humannfch lecirych pi'ipravku a dozer nad nimi 

a kterym se zrizuje Evropska agentura pro lecive 

pfipravky a v souladu s nai'izenim Komise (ES) c. 

1234/2008 ze doe 24. listopadu 2008 

o posuzovani zmen registraci humannich a 

veterinarnich lecivych pi'fpravktt, byla schvalena 
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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 Medic ines Agency, 

and in accordance with Commission Regulation 

(EC) No. 1234/2008 of 24 November 2008, 

concerning the examination of variations to the 



zmena rozhodnuti o registraci leciveho pripravku 

OPDIVO (dale jen ,Leciry pripravek"), a to tak, 

ze byla pridana nasledujfci nova lecebna indikace 

LeCiveho pripravku: ,,Neoadjuvantni lecba 

nemalobunecneho karcinomu plic" (dale jen 

,,Nova indikace"). 

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"). 

1.2 BMS rna zajem na tom poskytnout Lecivy l.2 BMS is interested in providing the Medicinal 

1.3 

2. 

2.1 

pfipravek pacientttm FNOL v Nove indikaci 

v nimci Patient Support Program co nejdi'ive 

pote, co byla Nova indikace postupem uvedenym 

v pi'edchozim odstavci schvalena, a za tim 

ucelem uzavfraji smluvnf strany tuto Smlouvu. 

Vzhledem k tomu, ze Lecivy prfpravek neni ke 1.3 

dni podpisu teto Smlouvy hrazen z verejneho 

zdravotnfho pojisteni, domluvily se smluvni 

strany na poskytnuti Leciveho pfipravku FNOL 

dle podminek teto Smlouvy. 

PREDMET SMLOUVY 2. 

BMS se timto zavazuje bezplatne poskytnout 2.1 

FNOL Lecivy pripravek pro pacienty v n1mci 

Nove indikace. Podrobna specifikace leciveho 

pfipravku je uvedena v Pi'iloze c.l teto Smlouvy. 

Doba poskytovani se stanovuje na dobu do doby 

nabyti pravni moci rozhodnuti o stanovenf vyse a 

podminek uhrady Leciveho pripravku v teto 

Nove indikaci postupem die ust. § 39a a misl. 
zakona c. 48/1997 Sb., o verejnem zdravotnfm 

pojisteni a 0 zmene a doplnenf nekterych 
souvisejicich zakonu, ve zneni pozdejsich 

pfedpisu, nejdele vsak po dobu 1 roku ode dne 

nabyti ucinnosti teto Smlouvy. 

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. 

Given 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. 

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 ofthis 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 seq. 
of Act No. 48/1997 Coli., 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. 

2.2 Pro pacienty FNOL v ramci Nove indikace, ktei'i 2.2 For the FNOL's patients under the New 

zahajili uzivani Leciveho pripravku za doby Indication who have started using the Medicinal 
trvani teto Smlouvy se BMS zavazuje dodavat 

FNOL Lee ivy pripravek se slevou 100% z kupni 
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Product during the term of this Agreement, BMS 
agrees to supply the Medicinal Product to FNOL 



3. 

3.1 

ceny die teto Smlouvy i po uplynuti platnosti 
nebo skonteni teto Smlouvy zjakehokoliv 
diivodu, a to az do doby ukonccnf lecby takoveho 
poslednfho pacienta. 

FAKTURACE 3. 

Fakturace bude provadena die zakona 3.1 

c. 235/2004 Sb., o dani z pridane hodnoty, ve 
zneni pozdejsich predpisu a die § 435 zakona c. 
89/2012 Sb., obeanskeho zakoniku, ve zneni 
pozdejsich predpisu. Faktura musi krome 
nalezitosti stanovenych obecne zavaznyms 
pnivnimi pi'edpisy obsahovat tyto isdaje: 

3.1.1 oznaceni faktury a jeji cislo, 

3.12 firmu, sidlo, ICO a DIC BMS a jeho 
bankovni spojeni, 

3.13 udaj o zapise BMS v obchodnim rejstriku, 
vcetne spisove znacky, 

3.1.4 firmu, sldlo a ICO FNOL a bankovni 
spojcni, 

3.1.5 cislo objednavky, ke ktere se vztahuje 
dodavka zbozi, nazev, sarfi a mnozstvi 
dodaneho zbozi, 

3.1.6 fakturovanou castku bez DPH a vcetne 
DPH, 

3.1.7 datum vystaveni a odeslani faktury, a 

3.1.8 datum uskutecneni zdanitelneho plnenf. 

32 BMS je povinen predat FNOL spolecne s 32 

dodavkou Leciveho pflpravku veskerou 
dokumentaci nutnou k prevzeti a fadnemu 
uzivanf Leciveho pripravku, kterou vytaduji 
prislusnc obecne zavazne pravni predpisy. 

at a discount of 100% ofthe 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 Coli., on Value Added Tax, as 
amended, and in accordance with Section 435 of 
Act No. 89/2012 Coli., 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, 

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

number. 

3.1.4 name, registered office and ID number of 
FNOL and its bank details, 

3.15 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 

3.1.8 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. 

3.3 K fakture musi bjt prilozen i dodaci list. 33 The invoice must be accompanied by a delivery 
note. 
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3.4 V pffpade, ze faktura vystavena BMS bude 3.4 In the event that an invoice issued by BMS 

4. 

4.1 

obsahovat nespravne ci neuplne t1daje nebo 

nebude prilozen odpovidajfci dodaci list, je 

pravem FNOL takovou fakturu vratit. BMS podle 

charakteru nedostatkti fakturu opravi nebo 

vystavl novou. 

DODACi PODMINKY 4. 

Mistem plneni jednotlivych dodavek, 4.1 

uskutecnenych podle dilclch objedmivek na 

zaklade teto Smlouvy je Lekarna Fakultni 

nemocnice Olomouc, pracoviste cytostatik. 

4.2 BMS se zavazuje dodavat zbozl na zaklade 4.2 

dilcich pisemnych (elektronickych) objednavek 

FNOL vZdy nasledujici pracovni den od 

pfsemneho (elektronickeho) potvrzenf 

objedmivky ve dnech a case die clanku 5.2 teto 

Smlouvy, neni-li pisemne dohodnuto jinak. 

Objednavka musi vzdy obsahovat odkaz na tuto 

Smlouvu, popis a mnozstvi zbozf. V objedmivce 

bude rovnez specifikovano, ze BMS doda FNOL 

Lee ivy pripravek se slevou I 00 %. 

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. 

4.3 BMS je povinen objednavku FNOL vzdy 4.3 BMS shall always confirm FNOL's order 

obratem pisemne (elektronicky) potvrdit. promptly in writing (electronically). 

4.4 V prfpade, ze BMS nebude schopen objednavku 4.4 In the event that BMS is unable to execute the 

celou nebo castecne realizovat radne a vcas, 

neprodlene o tom plsemne vyrozumi FNOL. 

order in whole or in part in a proper and timely 

manner, it shall immediately notify FNOL in 

writing. 

4.5 BMS se zavazuje, ze odevzda dodavku FNOL a 4.5 BMS undertakes to hand over the delivery to 

umozni, pripadne zajisti, FNOL nabyt vlastnicke 

pravo k dod{wce v souladu s touto Smlouvou. 

Odevzdanim dodavky se rozumijejf bezv}'hradne 

prevzeti FNOL na zaklade dodaciho listu 

podepsaneho za stranu FNOL. Smluvni strany 

vyslovne souhlasi, ze dodaci list za FNOL je 

opnivnena podepsat osoba jim k tomuto 

poverena. 

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 authorised by FNOL to do so. 

4.6 FNOL nabyva vlastnickeho pravo k dodavce a 4.6 FNOL shall acquire the ownership title to the 
nebezpeci skody na dodavce prechazi na FNOL 

okamzikem podpisu dodaclho listu. 
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delivery and the risk of damage to the delivery 
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s. DODANi A PREVZETf ZBOZI 5. 

shall pass to FNOL upon signing the delivery 

note. 

DELIVERY AND ACCEPTANCE OF 

GOODS 

5.1 BMS se zavazuje, ze dodavka bude dodana i'adn~ 5.1 BMS undertakes that the goods shall be delivered 

a vcas, v ujednanem mnozstvf,jakosti (kvalite) a 

v provedeni die po~davku FNOL die teto 

Smlouvy, prip. konkretni objednavky, jinak v 

souladu s pol.adavky die obecne zavaznych 

pravnfch predpisu. 

5.2 Predani a pi'evzeti zbofi v miste plneni se 5.2 

uskutecni v pracovnfch dnech mezi 7:00 a 15:30 

hod. BMS ruci za dodrzeni pi'epravnich 

podminek po dobu pl'epravy k FNOL tak, aby 

nebylo zbozi znehodnoceno. Zbozi bude 

dopraveno do mfsta plneni na v lastni naklady a 

nebezpeci BMS. BMS je podle teto Smlouvy 

povinen zbozl zabalit nebo opatrit pro prepravu 

zpusobem, kter)' je obvykly pro takove zbozi v 

obchodnim styku, popr. k uchovani a jeho 

ochrane. 

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 lo prc::sc::rvc:: and protect them. 

53 FNOL je opravnen odm itnout prev7.eti 7.bo7.i: 5.3 FNOL is entitled to refuse to take-over the goods: 

53.1 nepfeda-li BMS, resp. jim povei'eny 

prepravce v miste plnenf FNOL dodaci list, 

kter)' musi obsahovat mimo jine 
specifikaci BMS a FNOL, cislo 

objednavky, datum uskutecneni dodavky, 

mnoZ5tvi zbo~i s uvedenim nazvu zbozi, 

k6d pndeleny zbozi Statnim ustavem pro 

kontrolu Jeciv, cenu za mnoZ5tevni 

jednotku, expiracni dobu a sarii~ 

532 nesouhlasi-li pocet polofek nebo mnozstvi 

zbozf uvedene na dodacim liste se skutecn~ 

dodanym zbozim, nebo pokud zbozi neni 

oznaceno tak, aby byla umoznena jeho 

datsi evidence a pouziti FNOL; 

533 neodpovida-li kvalita dodavky (teplota 

uchovavanych leciv, jakost obaloveho 
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53.1 if BMS, or the carrier authorised by BMS 

at the place offulfilment, 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 



5.4 

5.5 

5.6 

6. 

souboru atp.) pozadavkum pro transport 

leciv die Spnivne distribucnf praxe; 

53.4 v pffpade pozdnf dodavky zbozf. 

BMS poskytuje na dodane zbozi zaruku, pficemz 5.4 

zarucnl doba zbozf koncl poslednfm dnem doby 

pouzitelnosti. 

BMS se zavazuje dodavat zbozf, jehoz doba 5.5 

pouzitelnosti bude v okamziku dodani cinit 

minimalne nasledujicich 6 mesicu. BMS muze 

dodat zbozl s kratSi dobou pouzitelnosti jen po 

pfedchozim pisemnem souhlasu FNOL. 

BMS prohlasuje, ze dodavky zbozi jsou 5.6 

v souladu se zakonem c. 37812007 Sb. o lecivech, 

ve zneni pozdejsich predpisu a vyhlaskou 

c. 229/2008 Sb. o vyrobe a distribuci leciv, ve 

zneni pozdejsich predpisu. 

PRA VA Z V ADNEHO PLNENi, ZARUKA 
ZAZBOZi 

6. 

6.1 BMS se zavazuje, ze dodavku doda bez 6.1 

jakychkoliv (faktickych a pravnich) vad. Pokud 

neni pisemne dohodnuto j inak, nema FNOL 

zajem na plneni dodavky, ktera by melajakekoliv 
vady, a to vcetne vad, na ktere BMS FNOL 

upozornil. 

packaging, etc.) does not comply with the 

requirements for the transport of medicines 

according to the Good Distribution 

Practice; 

53.4 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 shelflife only with the prior written 

consent of FNOL. 

BMS declares that the delivery of the goods is in 

accordance with Act No. 378/2007 Coli. on 

Medicinal Products, as amended, and Decree No. 

22912008 Colt. on the manufacture and 

distribution of medicinal products, as amended. 

RIGHTS OF DEFECTIVE 
PERFO~CE,GUARANTEEFOR 

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. 

6.2 BMS odpovida za vady dodavky, ktere ma v dobe 6.2 BMS shall be liable for detects in the delivery 

odevzdani a prevzeti nebo ktere se objevi 

kdykoliv pozdeji. Prava FNOL z vadneho plneni 

se ridf zejmena ust. § 2099 a nasi. obcanskeho 

zakonlku. 

6.3 FNOL reklamaci uplatni u BMS bez zbytecneho 6.3 

odkladu po zjistenf vady, a to pfsemnou fonnou 

na kontaktni adresy I udaje BMS. 

6.4 BMS je povinen neprodlene vyrfdit reklamaci a 6.4 

spojit se s prlslusnou osobou na strane FNOL, 

nejpozdeji vsak do 48 hodin po okamziku 

nahlasenf vady dodavky. V pripade reklamace 

zbozi z duvodu pochybnosti o kvalite dodavky 
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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 I 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 



7. 

ncbo v pnpade vyrazeni Leciveho pnpravku z 

duvodu nevyhovujfci kvality die informace 

SUKL, bude zbozi obratem, nejpozdeji vsak do 

24 hod. od obdrfcni reklamace ci informace o 

vyrazeni Uciveho pl'ipravku z duvodu 

nevyhovujici kvality, vymeneno za nove, ktere 

nebude vykazovat obdobne zavady, bez ohledu 

na aktwilni stav prubehu reklamacniho rizenL 

DOBATRVANiSMLOUVY 7. 

7.1 Tate Smlouva nabyva platnosti dnem jejiho 7.1 

podpisu obema smluvn imi stranami a ucinnosti 

pat)'m kalendai'nim dnem po datu podpisu 

Smlouvy. 

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. 

7.2 Smlouva se uzavira na dobu urcitou (i) do doby 7.2 The Agreement shall be concluded for a definite 

nabyti pravni moci rozhodnuti o stanoveni vyse a 

podmfnek uhrady Uciveho pi'ipravku v Nove 

indikaci postupem die ust. § 39a a nasi. zakona c. 

48/1997 Sb., o verejnem zdravotnim pojisteni a o 

zmene a doplneni nekterych souvisejicich 

zakonu, ve zneni pozdej§ich pfedpisu, nebo (ii) 

na dobu 1 roku ode dnc nobytf ucinnosti tcto 

Smlouvy, podle toho, ktera z techto udalost! 

nastane drive. 

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. 4811997 

Coli., 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. 

7.3 Smlouvu lze ukoncit vypovedi kterekoliv 7.3 The Agreement may be terminated by either 

smluvni strany, a to i bez udani duvodu, s 

jednomesicni vypovedni lhutou, ktera pocina 

bezet nasledujicim dnem po dorueeni pisemne 

vypovedi druhe smluvnf strane. 

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. 

7.4 Smluvni strany mohou Smlouvu ukoncit take 7.4 The Parties may also terminate the Agreement by 

pisemnou dohodou. 

7.5 Od teto Smlouvy lze jednostranne odstoupit, 7.5 

stanovi-li tak obecne zavazny pn1vni predpis, a 

nebo pro podstatne poruseni teto Smlouvy. 

8. FARMAKOVIGILANCE 8. 

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. 

PHARMACOVIGJLANCE 

8.1 FNOL se zavazuje, ze bude neprodlene hlasit 8.1 Buyer agrees to promptly report all adverse 

vsechny nezadoucf pl'ihody, ostatni zvlastni events, other special situations and product 
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situace a zavady ve kvalite pi'ipravku (definice 

techto terminii je uvedena na webove stnince 

hllps://www.globalbmsrnedinfo.com), ktere se 

vyskytnou u pacienttJ v souvislosti s Lecivym 

pffpravkem BMS, a to do jednoho (I) pracovniho 

dne nebo tri (3) kalendarnich dnii, podle toho, co 

nastane drive, pote, co se o pl'ihode dozvi. 

Informace bude hlasit vyplnenim prilozeneho 

formulare v anglictine ajeho odeslanim emailem 

na adresu worldwide.safety@ bms.com. Doruceni 

kazdeho emailuje obratem potvrzeno. V pripade, 

ze potvrzeni neni obdrzeno, je nutno hlasenf 

odeslat znovu, pl'lpadne kontaktovat nize 

uvedenou kontaktni osobu. 

quality complaints (as such terms are defined on 

the b..t.!P-s://www. global bmsmed info .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@ brns.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. 

8.2 FNOL se zavazuje poskytnout soucinnost BMS v 8.2 The Buyer undertakes to cooperate with BMS in 

pfipade vyzadani relevantnfch dopli'\ujicich 

informaci k poskytnucym hlasenim. 

the event of a request for relevant additional 

information on the reports provided. 

83 Kontaktni osoba pro dotazy cykajici se hlaseni 8.3 Contact person for questions regarding adverse 

nezadoucich pfihod: .. 
8.4 Odstoupcnf podlc tcto Smlouvy musi byt 8.4 

v pisemne podobe doruceno druh6 smluvni 

strane. Ocinky odstoupeni od Smlouvy nastavaji 

okarnzikem doruceni pisemneho odstoupeni 

druhe strane. 

9. ZAVERECNA USTANOVENi 9. 

9.1 Smluvni strany se zavazuji, ze veskere spory 9.1 

vznikle v souvislosti s touto Smlouvou nebo 

v souvislosti s objedmivkami uzavrenymt 

k plneni teto Smlouvy budou resit smirne, 

prfttelskou dohodou. Pokud by takova dohoda 

nebyla mozna, budou spory reseny u mistne a 

vecne prislusneho soudu Ceske republiky. 

event reporting: 

II 

-....... 
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 this Agreement or in 

connection with orders entered into m 

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 

matter jurisdiction. 

9.2 Zavazky z teto Smlouvy se fidi ceskym pravem. 9.2 Obligations under this Agreement shall be 

governed by Czech law. 

9.3 Pravni vztahy touto Smlouvou neupravene, jakoz 93 Legal relations not regulated by this Agreement, 

i pravni pomery z ni vznikajici a vypl}'vajfci, se as well as legal relations arising and resulting 

Prague · 13990216.1 8 



i'idi prislu~nymi ustanovenimi obcanskeho 
zakonlku. 

from it, shall be governed by the relevant 
provisions of the Civil Code. 

9.4 V pripade, ze nektere ustanoveni teto Smlouvy je 9.4 In the event that any provision of this Agreement 

nebo se stane neucinne, zustavaji ostatnf 

ustanoveni Smlouvy ucinna. Strany se zavazuji 

nahradit neucinne ustanovenf teto Smlouvy 

ustanovenim jinym, ucinnym, ktere svym 

obsahem a smyslem odpovida nejlepe obsahu a 

smyslu ustanoveni puvodniho, neucinneho. 

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 effect ive provision 

which corresponds in content and meaning to the 

content and meaning of the original ineffective 

provision. 

9.5 BMS souhlasf s uverejnenim teto Smlouvy 9.5 BMS agrees to the publication of th is Agreement 

FNOL za t1celem splneni povinnosti ulozenych by FNOL in order to fulfil the obligations 

9.6 

mu platnou a ucinnou pravni upravou, a to 

zejmena zakoncm c. 340/20 15 Sb., o registru 

sm luv (dalejen ,.zakon o registru smluv") a dale 

pokyny a rozhodnutfmi Ministerstva 

zdravotnictvi Ceske republiky. 

Tuto Smlouvu lze menit nebo doph'\ovat jen 9.6 

pisemnymi cislovanymi dodatky, podepsanymi 

opravnenymi zastupci obou smluvnich stran. 

9.7 Tato Smlouva byla vyhotovena v ceskem a 9.7 

anglickem jazykovcm zneni. V pripade rozporu 

mezi obema jazykovymi verzemi rna pfednost 

ceske zncni. 

9.8 Smluvnf strany prohlasuji, ze si tuto Smlouvu 9.8 

pred jcjim podpisem precetly, ze byla ujednana 
podle jejich prave a SVObodne Vttle, urcite, vazne 

a srozumitelne. Autenticnost teto Smlouvy 

potvrzuji smluvni strany svym podpisem. 

9.9 Tato Smlouva byla sepsana ve trech stejnopisech 9.9 

s platnosti originalu, pricemz FNOL obdr2:i dve 

vyhotoveni a BMS jedno vyhotoveni. To neplati 

v pripade, ze tato Smlouva byla podepsana 
elektron ickym podpisem die zakona c. 297/2016 

Sb., o sluzbach vytvarejicfch duveru pro 

elektronicke transakce, ve zneni pozdej sich 

predpistL 
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imposed on it by the valid and effective 

legislation, in particular Act No. 340/2015 Coil., 

on the Register of Contracts (hereinafter referred 

to as the "Act on the Register of Contracts") and 

the instmctions and decisions of the Ministry of 

Health of the Czech Republic. 

This Agreement may 

supplemented only by 

be amended or 

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 s igning 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 Coli., on 

trust services for electronic transactions, as 

amended . 



2 5 ·07· 2023 
1 9 ·07- .2023 V lln Praze /Prague dne I on ........................ . V flu Olomouci Due lou .. ... .................. . 
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