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FEC ¢ 22/ 2021

BIOMARIN INTERNATIONAL LIMITED
ZMLUVA O DODAVKE

Tato ZMLUVA (dalej len ,,Zmluva®) sa uzatvira
s ucinnostou od 19 janudra 2021 (d'alej len “Datum
ucinnosti) medzi spolo¢nost'ou BioMarin
International Limited, registrovanou v irsku, so sidlom
na adrese 6. poschodie, 2 Grand Canal Square, Dublin
2, irsko (dalej len ,.Spolo€nost™), a Detskou fakultnou
nemocnicou KoSice, sidlo Trieda SNP 1, 040 11
Kogice, ICO 00606715, zastiipend MUDr. Jaroslavou
Feketeovou, riaditelkou (d’alej len ,,Zakaznik*) (d’alej
len ,,Strana® a spolo¢ne ako ,,Strany*).

PREAMBULA

KEDZE Spolocnost’ je spolo¢nostou pdsobiacou v
oblasti biotechnoldgie a starostlivosti o F'udské zdravie,
ktord vlastni majetkové prava, a vztahuji sa na fiu
regulaéné povinnosti tykajice sa Produktu; a

KEDZE, Zakaznikom je Oddelenie vydaja liekov,
zdravotnickych pomdcok  a dietetickych  potravin
verejnosti (Lekarenn Véielka) na Uzemi;

KEDZE, v sulade s podmienkami tejto Zmluvy, si
Spoloénost’ Zeld dodavat’ Zakaznikovi, a Zakaznik si
Zzeld nakupovat’ od Poskytovatela jediny Produkt
Kuvan.

PRETO s ohl'adom na tu uvedené predpoklady a
vzajomné dohody obsiahnuté v tejto Zmluve, sa Strany
dohodli takto:

1. SluZby a Doba trvania

1.1. Sluzby. V sulade s podmienkami tejto Zmluvy sa
Spolo¢nost’”  zavdzuje, Ze bude Zakaznikovi
nevyhradne dodavat Produkt, a Zikaznik sa
zavizuje kupovat’ od Spolo¢nosti Produkt.

1.2. Doba trvania. Tdto zmluva sa uzatvira na dobu
ur¢itd, odo dna nadobudnutia u¢innosti tejto
zmluvy do doby oznamenia spolo¢nosti pre
zidkaznika, Ze na trhu vramci SR ma
zazmluvneného distribttora pre doddvku produktu
Kuvan, najdlh3ie vSak do 31.12.2021. , pokial

nebude ukoncené podl'a bodu 6.

BIOMARIN INTERNATIONAL LIMITED
SUPPLY AGREEMENT

This AGREEMENT (the “Agreement”) is made
effective as of this 19 day of January 2021 (the
“Effective Date”), by and between BioMarin
International Limited, a private company limited by
shares, registered in Ireland, having its registered
address at 6th Floor, 2 Grand Canal Square, Dublin 2,

Ireland (“Company™) and Detska Fakultna
Nemocnica, DFN Kosice, located at Trieda SNP 1,
04011 Kosice, Slovakia, represented by MUDr.

Jaroslava Feketeova, director (“Customer”) (each
herein referred to as “Party” and collectively as
“Parties™).

RECITALS

WHEREAS, Company is a biotechnology and human
health care company that possesses proprietary rights
and regulatory obligations in respect of the Product;
and

WHEREAS, Customer is a department of dispensing
medicines, medical devices and dietetic food to the
public (Lekaren V¢ielka) in the Territory;

WHEREAS, pursuant to the terms and conditions of
this Agreement, Company wishes to supply to
Customer and Customer wishes to purchase from
Provider the Product Kuvan.

NOW, THEREFORE, in consideration of the
premises and mutual covenants contained herein, the
Parties agree as follows:

1. Services and Term.

1.1. Services. Pursuant to the terms and conditions of
this Agreement, Company agrees to supply the
Product to Customer on a non-exclusive basis and
Customer agrees to buy the Product from
Company.

1.2.Term. The initial term of this Agreement shall
commence on the Effective Date and shall
continue until the Company notifies the Customer
that the Company has a contracted distributor in
the Slovak Republic for the supply of the Product,
or until 31 December 2021, whichever is earlier,
unless the Agreement is terminated earlier
pursuant to Section 6.



DocuSign Envelope ID: C017BCBE-E1FE-4B52-88CC-FD3984DF7B11

211

3

it

Prava a povinnosti Zakaznika

Skladovanie produktu. Zakaznik zabezpeéi, aby
boli Produkty uskladnené, udrZiavané a bolo
snimi manipulované v sulade so vSetkymi
zakonnymi poziadavkami a v sulade s
poziadavkami na kvalitu, vratane zaistenia toho,
aby sa Produkty udrziavali v podmienkach
skladovania podla prislusnej dokumentacie, pocas
obdobia, odkedy Zékaznik nadobudne vlastnicke
pravo k Produktu v stlade so Zmluvou, dokedy je
Produkt v drzbe Zakaznika. V3ietky Produkty
musia byt udrZiavané v 3pecifikovanom a
nevyhnutnom rozmedzi teplot, aby bola zaistena
bezpecnost a spol'ahlivost’,

Objednavky,
podmienky

ceny, preprava _ a platobné

.Objedndvky. Zékaznik bude objednavat’ Produkty

od Spoloc¢nosti zadanim pisomnej objednavky s
identifikiciou objednanych Produktov, Miestom
dodania, poZadovanym mnoZstvom, jednotkovou
cenou produktu a celkovou sumou objednavky,
pozadovanym datumom dodania a d’al3imi
informéciami, ktoré mézu byt potrebné na to, aby
mohla Spoloénost’ splnit’ objednavku.
Objednavky sa zadavaju na zdkaznicku podporou
Spolo¢nosti  podla informécii uvedenych v
Prilohe B prilozenej ktejto Zmluve. Vietky
objedndvky  Produktov  podliehaji  prijatiu
Spolo¢nost'ou podl'a jej vyhradného uvazenia. Ak
déjde k nezrovnalosti medzi podmienkami
objednavky prijatej Spolo¢nost'ou a podmienkami
tejto  Zmluvy, uplatnia sa podmienky tejto
Zmluvy.

3.2.Ceny. Ak Spolo¢nost’ prijme objednavku, ceny

Produktov, ktoré ma Zakaznik zaplatit
Spolo¢nosti DDP, na miesto dodania (Incoterms
2010), budi ceny uvedené v prilohe A.

3.3. DVlastnictvo, riziko straty a poistenie. Na zdklade

3.4.Platobné

akejkol'vek objednavky budu Produkty dodané v
stlade s DDP, miesto dodania (Incoterms 2010).
Produkty budd odoslané na miesto dodania v
silade s bodom 3.2. Vlastnicke pravo k
Produktom prechadza spolu s rizikom straty,
odcudzenia, znifenia alebo poskodenia Produktov
pri ich dodani na uvedené miesto uréenia.

podmienky.  Spoloénost  doruéi
Zékaznikovi faktiru v mene euro za odoslané
Produkty, ako je uvedené v Prilohe A, v den
alebo priblizne vdeil uskutolnenia takejto

2.

2.1

3l

Rights And Obligations Of Customer.

Product Storage. Customer shall ensure that the
Product are stored, maintained and handled in
accordance with all legal and quality requirements,
including ensuring that the Product is maintained
within labelled storage conditions during the
period from when Customer takes title in the
Product in accordance with the Agreement and for
as long as Product is in Customer’s custody. All
Product shall be maintained within the temperature
range specified and necessary to ensure safety and
reliability.

Orders, Prices, Shipment and Terms of
Payment.
Orders. Customer shall order Product from

Company by submitting a written purchase order
identifying the Product ordered, Delivery Location,
quantity sought, unit price of product and order
total amount, requested delivery date(s), and such
other information as may be necessary to enable
Company to fulfil the order. Orders shall be placed
with Company Customer Support, according to the
information provided in Exhibit B, attached. All
orders for Product are subject to acceptance by
Company in its sole discretion. If there is a
discrepancy between the terms of an order
accepted by Company and the terms of this
Agreement, the terms of this Agreement shall
govern.

3.2.Prices. If Company accepts an order, the DDP,

Delivery Location (Incoterms 2010) prices of the
Product to be paid by Customer to Company shall
be the prices listed on Exhibit A.

3.3.Title, Risk of Loss and Insurance. With respect to

any order, the Product will be delivered in
accordance with DDP, Delivery Location
(Incoterms 2010). The Product will be shipped to
the Delivery Location in accordance with Section
3.2. Title to the Product shall pass with risk of loss,
theft, destruction or damage to the Product when
delivered to the named place of destination.

3.4.Terms of Payment. Company shall deliver to

Customer an invoice in Euros for Product shipped,
as indicated in Exhibit A on or about the date on
which such shipment is made. As specified on the
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dodavky. Ako je uvedené na faktire alebo ako je
stanoven¢ Spolo¢nostou v inom oznameni alebo
dohode, platba na fakttire bude: (a) splatnd najviac
devitdesiat (90) kalendarnych dni od datumu
prijatia faktiry Zdkaznikom, pri¢om takato doba
splatnosti faktar je podmienena tym, ze Zakaznik
poskytne  Spolo¢nosti  dostatoéné  finanéné
informdcie na stanovenie platobnych podmienok
so Spolo¢nostou; a (b) poukdzané bankovym
prevodom na bankovy U&et, ktory méze
Spolo¢nost” z ¢asu na &as ur€it’ prostrednictvom
pisomného oznamenia. Sumy splatné podla tejto
Zmluvy sa povazuji za zaplatené diiom, ked
urend banka prijme ziétované prostriedky v
plnej vyske. Ziadna &ast akejkolvek sumy
splatnej Spolo¢nosti podl'a tejto Zmluvy nesmie
byt zadrzand alebo zniZzend =z dévodu
akéhokol'vek protindroku, zapoéitania, dpravy
alebo iného prava, ktoré méze mat’ Zakaznik voci
Spolo¢nosti  alebo  akejkol'vek inej osobe.

. NedodrZanie povinnosti zaplatit' sumy splatné

4.1.

podla tejto Zmluvy véas je podstatné poruienie
tejto Zmluvy.

Regulaéné zileZitosti.

Dodrziavanie predpisov proti uplatkom, korupcii,
a Zékona USA zakona o zahraniénych
korupénych praktikdch — U.S. Foreign Corrupt
Practices Act (dalej ako FCPA%). Zikaznik
vyhlasuje a zarucuje, Ze: (i) si je vedomy
podmienok FCPA, predpisov proti Gplatkom a
korupcii, predpisov, pravidiel a pokynov platnych
na Uzemi, ako aj britského zakona o uplatkoch z
roku 2010 (,..Zikony o Kkorupcii®); (ii) nie je
zamestnavatel'om, tradnikom alebo
sprostredkovatelom  vladneho organu alebo
regulaéného orgénu na tomto Uzemi; (iii) nikdy
nebol predmetom nijakého disciplinarneho
konania tykajiceho sa podvodu alebo korupcie zo
strany vladneho alebo regulaéného organu na
Uzemi; a (iv) nikdy nebol predmetom vladneho
vySetrovania alebo sidneho sporu tykajiceho sa
obvinenia z podvodu alebo korupcie. Ak by sa
Zakaznik  stal predmetom  disciplinarneho
konania, vlddneho vy3etrovania alebo sidneho
sporu tykajuceho sa obvinenia z podvodu alebo
korupcie, je povinny pisomne informovat
Spolo¢nost’ o zalobe, vySetrovani alebo stidnom
spore do desiatich (10) pracovnych dni odo diia,
ked sa Zéakaznik dozvie o obvineniach, ktoré st
mu kladené za vinu. V silade s pokynmi
poskytnutymi  Spolo¢nostou bude Zékaznik
za3kol'ovat’ vietkych vhodnych zamestnancov o
obmedzeniach uloZenych Zakonmi o korupcii.

4.1.

invoice or as specified by Company by other
notice to or agreement, payment of the invoice
shall be: (a) due not more than ninety (90) calendar
days from the date of the Customer’s receipt of the
invoice with such timeframe for payment of
invoices subject to Customer providing Company
adequate financial information to establish credit
terms with Company; and (b) remitted by wire
transfer to such bank account as Company may
from time to time designate through a notice in
writing. Amounts due under this Agreement shall
be considered paid as of the day on which cleared
funds for the full amount are received by the
designated bank. No part of any amount payable to
Company under this Agreement may be withheld
or reduced due to any counterclaim, set-off,
adjustment or other right that Customer might have
against Company or any other person. Time for
payment of any sums due under this Agreement
shall be of essence.

Regulatory Matters.

Anti Bribery, Anti Corruption and U.S. Foreign
Corrupt Practices Act (“FCPA™) Compliance.
Customer represents and warrants that it: (i) is
aware of the terms of the FCPA, the anti bribery
and anti corruption laws, regulations, rules and
guidelines in the Territory, as well as the UK
Bribery ACT 2010 (“Corruption Laws”™); (ii) is
not an employer, officer or agent of a
governmental authority or regulatory authority
within the Territory; (iii) has never been subject to
any disciplinary action relating to fraud or
corruption by any governmental or regulatory
authority within the Territory; and (iv) has never
been the subject of a governmental investigation or
litigation involving allegations of fraud or
corruption. Should Customer become the subject
of a disciplinary action, government investigation,
or litigation involving allegations of fraud or
corruption, it will inform Company in writing of
the action, investigation, or litigation within ten
(10) business days of the time Customer becomes
aware of the allegations against it. In accordance
with the directions provided by Company,
Customer will train all appropriate employees on
the restrictions imposed by the Corruption Laws.
Customer agrees that it will refrain from any
violation of the Corruption Laws. Without limiting
the generality of the foregoing, Customer agrees
that it will not pay money or provide any other
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Zakaznik sthlasi s tym, Ze sa zdrzi porusenia
Zakonov o  korupcii. Bez  obmedzenia
vieobecnosti vyisie uvedeného, Zakaznik suhlasi
stym, Ze nebude platit’ peniaze ani poskytovat
indl hodnotni vec vladnym uradnikom v rozpore
so Zakonmi o korupcii alebo inym zdkonom alebo
predpisom platnym na Uzemi. Spolo&nost mdze
od tejto Zmluvy okamzite odstupit’ v pripade, Ze
déjde k akémukolvek poruseniu Zakonov
o korupcii zo strany Zakaznika. Zékaznik sihlasi
stym, Ze odskodni aochrani Spolo¢nost’ pred
pripadnymi poruseniami alebo nepravdivymi
vyhlaseniami tykajiicich sa vy$sie uvedeného.

4.2.Hlasenie Neziaducich udalosti. Ak sa Zakaznik

dozvie o spravach o Neziaducich udalostiach,
ktoré sa wvyskytni podas uZivania Produktu
pacientmi, informuje o tom  odelenie
farmakovigilancie Spoloénosti BioMarin  do
jedného (1) pracovného dila e-mailom na adrese
drugafety@bmrn.com a / alebo faxom na Eislo +1
(415) 532 -3144. Zakaznik bude navySe na
neurciti dobu viest' zdznam o v3etkych spravach o
Neziaducich udalostiach, o ktorych sa Zakaznik
dozvedel. Takyto zdznam bude obsahovat’ datum,
kedy bola neZiaduca udalost’ nahldsena
Spolo¢nosti. Po uplynuti alebo ukonéeni platnosti
tejto Zmluvy budu vietky zdznamy poskytnuté
Spoloénosti.

5. Vyhlasenia, obmedzenia zodpovednosti
a odskodnenie

5.1.8d0lad so zdkonom. KaZzda Strana vyhlasuje a
zarucuje, Ze sa Sluzby budi poskytovat’ v stlade s
platnymi  zdkonmi apredpismi na Uzemi
Slovenskej Republiky.

5.2.Obmedzenie zodpovednosti Spolocnosti. Bez

ohl'adu na ¢okol'vek inak uvedené v tejto Zmluve,
SPOLOCNOST NEPOSKYTUJE  ZIADNE
ZARUKY ALEBO VYHLASENIA TYKAJUCE
SA UCINNOSTI PRODUKTOV ALEBO
TYKAJUCE SA SLUZIEB, KTORE MAJU BYT
POSKYTNUTE ZAKAZNIKOVI  ALEBO
AKEJKOLVEK INEJ OSOBE ALEBO TRETEJ
STRANE. VSETKY IMPLICITNE ZARUKY
VRATANE, NIE VSAK  VYLUCNE,
IMPLICITNYCH ZARUK PREDAJNOSTI A
VHODNOSTI NA KONKRETNY UCEL, SU
TYMTO VYLUCENE. SPOLOCNOST Vv
ZIADNOM PRIPADE NEBUDE
ZODPOVEDNA ZA AKEKOLVEK
NEPRIAME, NAHODNE, NASLEDNE ALEBO

thing of value to any government officials in
violation of the Corruption Laws or any other
statute or regulation in effect in the Territory.
Company may terminate this agreement
immediately in the event of any violation by
Customer of the Corruption Laws. Customer
agrees to indemnify and hold Company harmless
from any breaches of, or misrepresentations
concerning, the above,

4.2.Reporting Adverse Events. If Customer becomes

..

aware of reports of Adverse Events that occur
while patients are taking the Product, Customer
will notify BioMarin Pharmacovigilance within
one (1)  Dbusiness day by email at
drugsafety@bmrn.com and/or by facsimile to +1
(415) 532-3144. In addition, Customer shall
indefinitely maintain a record of all reports of
Adverse Events the Customer has become aware
of. Such record shall include the date the Adverse
Event was reported to Company. Upon expiration
or termination of this Agreement all records will
be provided to Company.

Representations, Limitation of Liability and
Indemnification.

Compliance with Law. Each Party represents and
warrants that the Services shall be performed in
accordance with applicable laws and regulations
valid in the territory of the Slovak Republic.

5.2.Limitation of Company Liability. Notwithstanding

anything to the contrary contained in this
Agreement, COMPANY MAKES NO
WARRANTIES OR REPRESENTATION AS TO
THE PERFORMANCE OF THE PRODUCT OR
AS TO THE SERVICES TO BE PROVIDED TO
CUSTOMER OR TO ANY OTHER PERSON OR
THIRD PARTY. ALL IMPLIED WARRANTIES,
INCLUDING, BUT NOT LIMITED TO,
IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A
PARTICULAR PURPOSE ARE HEREBY
EXCLUDED. IN NO EVENT SHALL
COMPANY BE LIABLE FOR ANY INDIRECT,
INCIDENTAL, CONSEQUENTIAL OR
SPECIAL DAMAGES, INCLUDING LOST
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5.3,

ZVLASTNE SKODY, VRATANE USLYCH
ZISKOV, UTRPENE ALEBO VZNIKNUTE V
SUVISLOSTI S PRODUKTMI ALEBO
SPOSOBENE VADAMI PRODUKTU, BEZ
OHLADU NA FORMU KONANIA, ¢l UZ NA
ZAKLADE ZMLUVY, DELIKTU (VRATANE
NEDBANLIVOSTI A OBJEKTIVNEJ
ZODPOVEDNOSTI) ALEBO INAK, A (I
SKODY BOLI ALEBO NEBOLI
PREDPOKLADANE.

Ochrana osobnych 1dajov. Strany berd na

vedomie, 7e Zakaznik moéze pri plneni jeho
povinnosti podla tejto Zmluvy zhromazd'ovat
osobné udaje (,,Osobné udaje”) Zakaznik
suhlasi s tym, ze bude v suvislosti s tymito
Osobnymi Gdajmi dodrziavat' vietky prislusné
pravne predpisy o ochrane osobnych udajov, a
bude podrla nich zodpovedny. Pri plneni svojich
povinnosti podla tejto Zmluvy sa Zakaznik
zavdzuje spristupnit’ Spolo¢nosti iba tie Osobné
Udaje, ktoré st nevyhnutne potrebné. V rozsahu, v
akom Spolo¢nost’ pri plneni tejto Zmluvy
spristupni Zakaznikovi akékol'vek Osobné udaje ,
Zakaznik tymto suhlasi, Ze (i) nespristupni Ziadnej
tretej strane ani nebude spraciivat’ Ziadne Osobné
udaje, ktorych prevadzkovatel'om je Spolo&nost’, s
vynimkou pripadov nevyhnutnych na splnenie
svojich zavizkov podla tejto Zmluvy, a aj to iba
vtedy, ak kona na zdklade pisomnych pokynov
Spolo¢nosti a v stlade s nimi, a (ii) zaviest a
udrziavat’ prislusné technické a organizaéné
bezpe¢nostné opatrenia proti neopravnenému
alebo nezdkonnému spracovaniu  Osobnych
udajov a proti ndhodnej strate, zni¢eniu alebo
poSkodeniu  Osobnych Wdajov, v sulade so
vietkymi prisluSnymi pravnymi predpismi, a
najmd so vietkymi prislusnymi zdkonmi o
ochrane osobnych udajov; (iii) zabezpeé&it, aby
akékol'vek  spracovanie  osobnych  udajov
dotknutych os6b v EU spiiialo povinnosti ulozené
pravnymi predpismi Eurdpskej unie a ¢lenskych
Statov o ochrane osobnych udajov, vratane, nie
viak vylutne, podl'a V3eobecného nariadenia o
ochrane osobnych udajov (,,GDPR*), a (iv)
zabezpecit', aby sa akékol'vek prenosy Osobnych
idajov akychkol'vek dotknutych osdb z EU mimo
Eur6pskej Gnie a Eurépskeho hospodarskeho
priestoru uskuto¢iiovali v sulade s ramcom
schvalenym Eurépskou Gniou.

53

PROFITS, SUSTAINED OR INCURRED IN
CONNECTION WITH THE PRODUCT OR

CAUSED BY PRODUCT DEFECTS,
REGARDLESS OF THE FORM OF ACTION,
WHETHER IN CONTRACT, TORT
(INCLUDING NEGLIGENCE AND STRICT
LIABILITY) OR OTHERWISE, AND
WHETHER OR NOT SUCH DAMAGES WERE
FORESEEN OR UNFORESEEN.

Data Privacy. The Parties acknowledge that
personally identifiable information (“Personal
Data”) may be collected by Customer in the
course of its performance of its obligations under
this Agreement. Customer agrees that it shall be
responsible for, and shall comply with, all
applicable data privacy legislation in relation to
such Personal Data. In performing its obligations
under this Agreement, Customer undertakes to
disclose to Company only such Personal Data as is
absolutely necessary. To the extent that any
Personal Data is disclosed by Company to
Customer in the performance of this Agreement,
Customer hereby agrees that it shall (i) neither
disclose to any third party, nor process, any
Personal Data controlled by Company except to
the extent necessary to meet its obligations under
this Agreement and even then only where it is
acting on and in accordance with the written
instructions of Company, and (ii) implement and
maintain appropriate technical and organizational
security measures against unauthorized or unlawful
processing of Personal Data and against accidental
loss or destruction of or damage to Personal Data
in accordance with all applicable laws and, in
particular, all applicable data protection laws; (iii)
ensure that any processing of Personal Data of EU
data subjects adheres to the obligations imposed by
European Union and Member State data protection
legislation, including but not limited to, the
General Data Protection Regulation (“GDPR™)
and (iv) ensure that any data transfers of Personal
Data of any EU data subjects outside the European
Union and European Economic Area are made in
accordance with the framework approved by the
European Union.
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6. Doba platnosti, ukonéenie a vy$§ia moc

6.1. Doby platnosti. Pokial’ nebude obnovena, platnost’ 6.1.

tejto Zmluvy vyprdi uplynutim jej Doby trvania
podl'a bodu 1.2.

6.2. Vypoved bez udania dovodu. Kazdé zo Stran ma
pravo tito Zmluvu ukonéit' bez udania dévodu

pisomnou vypoved'ou zaslanej druhej zmluvnej
Strane s vypovednou dobou sedem (7) dni a ktord
zatne plynat drfiom nasledujucim po dni
dorucenia vypovede druhej zmluvnej strane.

6.3.Utinok uplynutia doby platnosti alebo ukonéenia.
Po vyprSani alebo ukonéeni tejto Zmluvy alebo
prav apovinnosti stvisiacich s akymkolvek
Produktom podla tejto Zmluvy nebude mat
Spolocnost’ ziadne d'alSie zavidzky a Zakaznik
nebude mat’ Ziadne d’alSie prava, s vynimkou prav
a povinnosti uvedenych v bodoch 3.4, 4.2, 5, 6.3,
7 a 8, ktoré zostavajli v platnosti aj po uplynuti
doby platnosti alebo ukonéeni a zostavaji v plnej
platnosti a u€innosti.

6.4.Vy3sia moc. Spolocnost ani Zékaznik nenesu
zodpovednost za Skody, ani druhd Strana
neukon¢i tito zmluvu, pre akékol'vek oneskorenie
alebo omeskanie pri plneni akychkolvek
povinnosti podla tejto Zmluvy, ak je toto
oneskorenie alebo omes$kanie druhej Strany
sposobené VysSou mocou; za predpokladu, Ze (i)
pripad Vy33ej moci nevyplynul zo zavinenia alebo
nedbanlivosti zmluvnej Strany, ktord sa ho
dovoldva, a (ii) pisomné oznamenie o Vysiej moci
poskytne Strana, ktord sa na toto ustanovenie
odvolava, do pétnastich (15) dni odo dna kedy
priSlo k Vy33¢j moci. Nedostatok finan¢nych
prostriedkov nepredstavuje pripad Vys8ej moci.
Vietky zavidzky Zakaznika a Spolocnosti sa budd
d'alej plne uplatiiovat’ po ukonceni vy38ej moci
(vratane, okrem iného akychkol'vek platieb, ktoré
sa stali splatnymi na zdklade Zmluvy pred
ukonéenim Vys8ej moci). Zdkaznik a Spolo¢nost’
vyvind prisludné primerané usilie na zabranenie
alebo zmiernenie nasledkov Vy33ej moci. Bez
ohladu na vysSie uvedené, ak udalost VysSej
moci, ktord spdsobuje omeskanie plnenia
Zakaznika, trvd dlhsie ako Sestdesiat (60)
kalendarnych dni, mdZe Spolo¢nost’ od tejto
Zmluvu s okamZitou platnost’ou odstipit’.

6.

6.2.

6.3

6.4.

Expiration, Termination and Force Majeure.

Expiration. Unless renewed, this Agreement shall
expire at the end of its Term in accordance with
Section 1.2.

Termination for Convenience. The Parties each
have the right to terminate this Agreement for
convenience upon seven (7} days advance written
notice to the other Party which shall begin on the
day following the day of delivery of the notice to
the other Party.

Effect of Expiration or Termination. Upon
expiration or termination of this Agreement or the
rights and obligations related to any Product
hereunder, Company shall have no continuing
obligations, and Customer shall have no
continuing rights, except the rights and obligations
set forth in Section 3.4, 4.2, 5, 6.3, 7 and 8 shall
survive expiration or termination and shall remain
in full force and effect.

Force Majeure. Neither Company nor Customer
shall be liable in damages, or shall be subject to
termination of this Agreement by the other Party,
for any delay or default in performing any
obligation hereunder if that delay or default is due
to a Force Majeure; provided, that (i) the Force
Majeure does not result from the fault or
negligence of the Party relying upon its provision,
and (ii) written notice of the Force Majeure is
provided by the Party relying on such provision
within fifteen (15) days after the Force Majeure
takes place. Lack of funds does not constitute a
Force Majeure event. All obligations of Customer
and Company shall return to being in full force
and effect upon the termination of the Force
Majeure (including without limitation any
payments which became due and payable under
the Agreement prior to the termination of the
Force Majeure). Customer and Company shall use
their respective reasonable efforts to prevent or
mitigate the consequences of a Force Majeure.
Notwithstanding the foregoing, if the Force
Majeure event that is causing delay in Customer’s
performance lasts for more than sixty (60)
calendar days, Company may terminate this
Agreement effective immediately.
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7. Rozhodné priavo a rieSenie sporov

7.1.Rozhodné privo a sudna pravomoc. Tito Zmluva,

8.

.

ktord je vyhotovend v anglickom a slovenskom
jazyku, sa bude vykladat’ v stlade so vieobecne
chdpanym vyznamom slov a fraz uvedenych v
frskej republike. Této Zmluva a plnenie jej Stran
(a akékol'vek nizsie vznesené naroky, ¢&i uz
zmluvné alebo iné), sa vykladaji a riadia podla
zakonov [rskej republiky. Zakaznik tymto
neodvolatelne udeluje suhlas s pravomocou
sadov, a s dorufovanim pisomnosti, podani a
ozndmeni v salade s prdvnymi predpismi irskej
republiky v stvislosti so vSetkymi Zalobami a
procesmi zaatymi na ktoromkol'vek sade v frskej
republike. Je vyslovnym zdmerom a dohodou
Stran, Ze Dohovor Organizicie Spojenych
narodov o medzindrodnom predaji tovaru sa
nebude vztahovat' na tito Zmluvu alebo na
objednavky zadané na jej zaklade.

Rozne ustanovenia

.OddeliteI'nost’. Ak sud prisludnej jurisdikcie bude

povaZovat® ktorékol'vek ustanovenie tejto Zmluvy
za neplatné alebo nevyméhatel'né, bude upraveng,
pokial je to mozné, v minimalnom rozsahu
nevyhnutnom na zabezpefenie jeho platnosti a
vykonatelnosti, alebo ak takdto zmena nie je
mozna, bude zasiahnuté a ostatné ustanovenia
zostanu v plnej platnosti a u¢innosti.

8.2.0zndmenia. VSetky ozndmenia, poZiadavky a ina

komunikdcia jednej Strany tejto Zmluvy s
ktoroukol'vek d'alSou stranou podla tejto Zmluvy
alebo v suvislosti s fiou musia byt pisomné a budu
sa povaZovat’ za riadne dorudené, podané a
prijaté: (a) v pripade osobného dorucenia pri
doruceni; (b) ak su odoslané expresnou zasielkou
s dorucenim v nasledujici pracovny defi
uznavanou doruCovacou sluzbou pre expresné
doddvky s dorucenim v nasledujici pracovny def,
skuto¢nym dorucenim, alebo jeden pracovny dei
po odoslani, podl'a toho, ¢o nastane skor; (c) ak st
dané telefaxom, po potvrdeni prenosu faxom
(alebo ak k takémuto potvrdeniu neddjde pocas
beznej pracovnej doby v pracovny defi, potom
nasledujici pracovny deil); v kazdom pripade po
doruceni Strandm na tychto adreséch alebo &islach
faxov alebo na iné adresy alebo &isla faxov, ktoré
kazda Strana moZe ur€it na zéklade oznamenia
doruceného tymto spdsobom druhej Strane:

7.

7.1,

8.

8.2. Notices.

—

Governing Law and Dispute Resolution.

Governing Law and Jurisdiction. This
Agreement, which is in the English and Slovak
language, shall be interpreted in accordance with
the commonly understood meaning of the words
and phrases hereof in the Republic of Ireland. This
Agreement, and the performance of the Parties
hereto (and any claim brought hereunder, whether
contractual or otherwise), shall be construed and
governed according to the laws of the Republic of
Ireland. Customer hereby irrevocably consents to

jurisdiction in, and to the service of process,

pleadings and notices in accordance with, the laws
of the Republic of Ireland in connection with any
and all actions and processes initiated in any court
situated in the Republic of Ireland. It is the express
intent and agreement of the Parties that the United
Nations Convention for the International Sale of
Goods shall not apply to this Agreement or to
purchase orders submitted hereunder.

Miscellaneous Provisions.

.Severability. If any provision of this Agreement is

held by a court of competent jurisdiction to be
invalid or unenforceable, it shall be modified, if
possible, to the minimum extent necessary to make
it valid and enforceable or, if such modification is
not possible, it shall be stricken and the remaining
provisions shall remain in full force and effect.

All notices, demands and other
communications from one Party to this Agreement
to any other Party under or in connection with this
Agreement shall be in writing and shall be deemed
properly delivered, given and received: (a) if
delivered personally, upon delivery; (b) if sent by
overnight delivery by a recognized overnight
delivery service for overnight delivery, upon the
earlier of actual delivery or one business day after
being sent; (c) if given by facsimile, upon
confirmation of transmission by facsimile (or, if
such confirmation does not occur during normal
business hours on a business day then on the next
business day); in each case to the Parties at the
following addresses or facsimile numbers or to
such other address or facsimile numbers as each
Party may designate for itself by like notice to the
other Party:
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ak Zakaznikovi:
Detskd Fakultnd Nemocnica Kogice

Fax: 00421 55 2352883
K rukam: MUDr.Jaroslava Feketeova

ak Spolo¢nosti:

BioMarin International Limited

Shanbally, Ringaskiddy

County Cork, frsko

Fax: +353 16869836

K rukam: Executive Director, Commercial
Operations

S kopiou (képia, ktora nebude predstavovat
z4vizné dorudenie) na:

BioMarin International Limited
Shanbally, Ringaskiddy
County Cork, irsko

Fax: +353 16869836

Att: Senior Legal Counsel

8.3.Nadpisy. Nadpisy a nazvy &lankov uvedené v
tejto Zmluve sluZia iba na informacéné ucely,
nepovazuju sa za podstatni sucast’ tejto Zmluvy,
anebude sa na ne odkazovat' v savislosti s
kon3trukciou alebo vykladom tejto Zmluvy.

8.4.Celd Zmluva, dodatky. Tato Zmluva predstavuje
kone¢nt, uplnd avyluéni dohodu Stran v
suvislosti s predmetom tejto Zmluvy a nahradza
vietky predchadzajice a sudasné dohody,
oznamenia, rokovania alebo porozumenia medzi
Stranami v suvislosti so zéleZitost'ami, ktoré sa
predmetom tejto Zmluvy. Okrem pripadov
vyslovne uvedenych v tomto dokumente nebudui
Ziadne upravy alebo dodatky k tejto Zmluve
ucinné, pokial nebudld pisomne dohodnuté a
podpisané vietkymi Stranami.

8.5.Vzdanie sa prav. Kazdé vzdanie sa prdva musi
byt uskutoénené pisomne a podpisané Stranou,
ktord ho ma uskuto¢nit. AkékoIvek vzdanie sa
alebo nevymahanie ktoréhokol'vek ustanovenia
tejto Zmluvy pri jednorazovej prileZitosti sa
nebude povazovat' za vzdanie sa akéhokol'vek
iného ustanovenia alebo tohto ustanovenia pri
akejkol'vek inej prileZitosti.

8.3.

8.4.

8.5:

if to Customer:

Detska Fakultna Nemocnica Kosice
Trieda SNP 1, 04011 Kosice, Slovakia
Fax: 00421552352883

Att: MUDr.Jaroslava Feketeova

if to Company:

BioMarin International Limited

Shanbally, Ringaskiddy

County Cork, Ireland

Facsimile: +353 16869836

Att:  Executive  Director,
Operations

Commercial

With a copy (which copy shall not constitute
notice) to:

BioMarin International Limited
Shanbally, Ringaskiddy
County Cork, Ireland
Facsimile: +353 16869836

Att: Senior Legal Counsel

Headings. The headings and section identifiers
contained in this Agreement are for convenience of
reference only, shall not be deemed to be a
substantive part of this Agreement and shall not be
referred to in connection with the construction or
interpretation of this Agreement.

Entire Agreement; Amendments. This Agreement
constitutes the final, complete and exclusive

agreement of the Parties with respect to the subject
matter hereof and supersedes all prior and
contemporaneous agreements, communications,
negotiations or understandings between the Parties
with respect to the matters addressed herein. Other
than as explicitly provided for herein, no
modification of, or amendment to, this Agreement
will be effective unless agreed to in writing and
signed by all Parties.

Waivers. All waivers must be in writing and
signed by the Party to be charged. Any waiver or
failure to enforce any provision of this Agreement
on one occasion will not be deemed a waiver of
any other provision or of such provision on any
other occasion.
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8.6.Rovnopisy. Této Zmluva je uzatvorend v jednom
alebo viacerych rovnopisoch (vratane faxu alebo
pdf), z ktorych kazdy predstavuje original a
vietky tvoria jednu dohodu.

8.7.Dbéverné informécie.

a)

b)

Pouzitie, Zverejnenie. Zakaznik pouzije
Doverné informicie vyluéne na ucely
tejto Zmluvy. Zékaznik sihlasi s tym, Ze
bude Spolocnost’ pisomne okamzite
informovat’ o akejkol'vek strate, zneuZiti,
sprenevere alebo inom neopravnenom
zverejneni Dévernych informécii
Spolo¢nosti, ktoré méZe prist do
pozornosti Zakaznika.

Uroveti _starostlivosti.  Zakaznik je
povinny zachovavat prisnu dévernost
Dovernych informacii a prijat vsetky
primerané preventivne opatrenia na ich
ochranu pred neopravnenym vyzradenim,
zverejnenim alebo pouZitim, okrem iného
s minimdlne  rovnakym  stupfiom
opatrnosti, ktorou mieni chréanit svoje
vlastné Déverné informacie podobnej
povahy (v kazdom pripade nie menej ako
na urovni primeranej starostlivosti),
konajuc spésobom, ktory je v stlade s jej
povinnostami podl'a tejto Zmluvy.

Vyliéenia. Ustanovenia tejto Zmluvy
tykajuce sa dovernosti, nezverejiiovania a
nepouzivania sa nevztahuji na Déverné
informacie  poskytnuté  Zikaznikovi,
ktoré: (i) mal Zakaznik podla pisomnych
dokazov k dispozicii uz pred prijatim
Dévernych informacii od Spoloénosti; (ii)
si nezavisle vyvinuté Zakaznikom bez
pouZitia Dovernych informacii, o &om
svedCia pisomné zdznamy; (iii) st alebo
sa stani verejne pristupnymi bez
zavinenia Zakaznika: alebo (iv) su
opravnene prijaté Zakaznikom neddverne
od Tretej strany bez porusenia povinnosti
ml¢anlivosti vo¢i Spolognosti. Pojem
»verejne pristupny®, ako sa pouZiva v
tomto dokumente, znamenid [ahko
pristupny  verejnosti v pisomnej
publikécii, a neznamend informacie,
ktorych podstata musi byt zostaveni z
roznych publikacii alebo z inych zdrojov.

8.6. Counterparts. This Agreement may be executed in
one or more counterparts (including by facsimile
or .pdf), each of which shall constitute an original
and all of which, when taken together, shall
constitute one agreement.

8.7. Confidential Information.

(a)

(b)

(©)

Use; Disclosure. Customer shall use the
Confidential Information solely for the
purposes of this Agreement. Customer
agrees to notify Company immediately
in writing upon any loss, misuse,
misappropriation, or other unauthorized
disclosure  of the  Confidential
Information of Company that may
come to Customer’s attention.

Degree of Care. Customer shall hold
the Confidential Information in strict
confidence, and shall take all
reasonable precautions to protect the
Confidential Information at all times
from unauthorized disclosure,
publication, or use, including, without
limitation, using at least the same
degree of care as it employs to protect
its own Confidential Information of like
nature (but in any event no less than a
reasonable degree of care), acting in a
manner consistent with its obligations
under this Agreement.

Exclusions. The confidentiality, non-
disclosure and non-use obligations of
this Agreement shall not apply to
Confidential Information disclosed to
the Customer that: (i) can be shown by
written evidence to be in the
Customer’s possession before receipt of
the Confidential Information from
Company; (i) is independently
developed by Customer without the use
of the Confidential Information as
evidenced by written records; (iii) is or
becomes publicly available through no
fault of the Customer; or (iv) is
rightfully received by the Customer on
a non-confidential basis from a Third
Party without breach of a duty of
confidentiality to Company. As used
herein, the term “publicly available”
shall mean readily accessible to the
public in a written publication, and
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d) Zékonne pozadované zverejnenia. Ni¢ v
tejto  Zmluve nebriani Zakaznikovi
zverejnit’ Doverné informacie, ktoré su
vyZadované platnymi zdkonmi alebo
inymi pravnymi predpismi alebo platnym
prikazom s0du alebo iného vladneho
organu s prislusnou jurisdikciou, =za
predpokladu, ze Zakaznik vynalozi
maximalne uUsilie na obmedzenie rozsahu
pozadovaného  zverejnenia, poskytne
Spolo¢nosti  oznamenie o takejto
poZiadavke ¢o najskér, ako je to
primerane moZné, a spolupracuje so
Spolo¢nostou  pri hladani vhodného
neodkladného  opatrenia,  ddverného
zaobchadzania alebo podobného
prostriedku  napravy  obmedzujticeho
nasledné  pouzitie a  zverejnenie
akychkol'vek informacii, ktoré sa maju
zverejnit’

8.8.Dudlny jazyk. Tato Zmluva bola pripravena v

9.1,

oboch v anglickej a slovenskej verzii. V pripade
akychkol'vek  nezrovnalosti —medzi  dvomi
dokumentmi sa pouzije anglickd verzia a bude
zavdzna pre obe zmluvné Strany.

Definicie

Definicie. Ako sa pouZivaji v tejto Zmluve,
nasledujuce slova a vyrazy maju nasledujici
vyznam:

a) ,Neziaduca wudalost’™ alebo ,NU*“
znamena akykol'vek neziaduci
zdravotny stav u pacienta alebo
ucastnika klinického skusgania, ktorému
sa podal liek, ktory nemusi mat
nevyhnutne pri€innd suvislost' s touto
lie¢bou. Neziaducou udalost'ou preto
moze byt akykol'vek nepriaznivy a
neumyselny znak alebo priznak alebo
choroba docasne spojend s pouZivanim
lieku, bez ohladu na to, &i suvisi s
liekom alebo nie. Na ugely tejto
Zmluvy by sa mali hldsit vSetky
neziaduce udalosti vratane
nasledujucich  zvladtnych  situdcii:

(d)

8.8. Dual

shall not mean information the
substance of which must be pieced
together from a number of different
publications or other sources.

Legally Required Disclosures. Nothing
in this Agreement shall preclude
Customer from making any disclosure
of Confidential Information that is
required by applicable law or regulation
or by a valid order of a court or other
governmental body having jurisdiction,
provided that Customer uses best
efforts to limit the scope of the required
disclosure, provides notification to
Company of such requirement as soon
as reasonably possible, and cooperates
with  Company in seeking an
appropriate protective order,
confidential treatment, or similar
remedy limiting the subsequent use and
disclosure of any information required
to be disclosed.

Language. This agreement has been

prepared in both English and Slovak. In the event
of any inconsistency between the two documents,
the English version shall apply and be binding
upon the Parties.

9. Definitions

9.1.Definitions. As used in this Agreement, the
following words and expressions shall have the
following meanings:

(a)

“Adverse Event” or “AE” shall mean
any untoward medical occurrence in a
patient or clinical trial subject
administered a medicinal product which
does not necessarily have a causal
relationship with this treatment. An
Adverse Event could therefore be any
unfavourable and unintended sign or
symptom or disease temporally
associated with the use of a medicinal
product whether or not considered to be
related to the medicinal product. For
purposes of this Agreement, all
Adverse Events should be reported
including the following special

10
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b)

c)

d)

akékol'vek hlasenia o nedostatoénom

terapeutickom uéinku, pouzitie
produktu pocas tehotenstva alebo
dojcenia, predavkovanie, zneuZitie,

zneuZivanie, chyby v liecbe, interakcie
liek-liek alebo liek-jedlo, vystavenie pri
praci, mali by sa hlasitt vSetky
podozrenia z prenosu infekéného
agensu prostrednictvom lieku, pouZitie
na neregistrovani indikdciu alebo
technickd staznost' na produkt, & uZ
suvisi s neziaducou udalost'ou alebo
nie.

.PridruZzeny subjekt” zZnamena
akykol'vek subjekt, ktory priamo alebo
nepriamo  prostrednictvom  jedného
alebo viacerych subjektov kontroluje
alebo je kontrolovany alebo je pod
spolo¢nou kontrolou Strany. Pojem
kontrola, vratane pojmov ,ovladany*
alebo ,pod spolo¢nou kontrolou®,
Znamenda prévo priamo alebo nepriamo
ovladat’ smerovanie riadenia a politiky
osoby, ¢ uZ  prostrednictvom
vlastnictva hlasovacich cennych
papierov, na zaklade zmluvy alebo
inak.

»Doverné informdcie“ znamenaju
vietky  technické a  netechnické
informdacie zverejnené alebo poskytnuté
Zakaznikovi Spoloénost'ou alebo v jej
mene alebo jednej alebo viacerych jej
pridruZzenych subjektov v pisomnej,
ustnej alebo elektronickej podobe v
suvislosti s touto Zmluvou. Za ddverné
informacie sa budu povaZovat, bez
obmedzenia, obchodné informécie, ako
si ceny a akékolvek iné neverejné
informacie, €i uz vedeckej, klinickej
alebo finan¢nej povahy, a &i uz si alebo
nie si oznaené ako chranené alebo
dbverné a ktoré priamo alebo nepriamo
stvisia s podnikanim Spolo¢nosti.

.Miesto dodania“ znamend miesto
uréené Zakaznikom v objednavke ako
miesto dodania Produktov, ktorym je
DFN Kosice, Oddelenie vydaja liekov,
zdravotnickych pomécok a dietetickych
potravin verejnosti (Lekareil V<¢ielka),
Trieda SNP 1, 040 11 Kosice,
Slovensko.

(b)

(c)

(d)

situations:  any report of lack of
therapeutic effect, use of the Product
during pregnancy or breastfeeding,
overdose, misuse, abuse, medication
errors, drug-drug or  drug-food
interactions, occupational exposure,
suspected transmission via a medicinal
product of an infectious agent, off-label
use, or a product technical complaint
whether or not associated with an
Adverse Event should all be reported.

“Affiliate” shall mean any entity that
directly or indirectly through one or
more intermediaries controls, or is
controlled by, or is under common
control with, a Party hereunder. The
term control, including the terms
“controlled by” or “under common
control with,” means the possession of,
directly or indirectly, the capability to
control the direction of the management
and policies of a person, whether
through the ownership of voting
securities, by contract or otherwise.

“Confidential Information” shall
mean any and all technical and non-
technical information disclosed or
provided to Customer by or on behalf
of Company and/or one or more of its
Affiliates in written, oral or electronic
form in  connection with this
Agreement. Confidential Information
will be deemed to include, without
limitation: business information such as
pricing and any other non-public
information, whether scientific, clinical
or financial in nature, and whether or
not marked as proprietary or
confidential, relating directly or
indirectly to the business of Company.

“Delivery Location” shall mean the
location designated by Customer in a
purchase order as the place of delivery
of the Product, which shall be DFN
Kosice, Department for dispensing
medicines, medical devices and dietetic
foods to the public (Lekaren Véielka),
located at Trieda SNP 1, 04011 Kosice,
Slovakia.

11
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e) ,,Vys§ia moc“ znamena kazda udalost’
alebo pri¢inu mimo  primeranej
kontroly Strany, okrem iného aj
akykolvek zasah vy3$%e¢j moci, ¢&in
ktorejkol'vek vlady alebo iného organu
alebo zakonnd povinnost, priemyselny
spor, poziar, vybuch, nehoda, vypadok
prudu, povodeil, nepokoje, teroristické
¢iny alebo wvojna (vyhlasend alebo
nevyhlasena).

f) ,Pacient“ je kazdd osoba, ktord je
skutoénym prijemcom Produktov na

(¢) “Force Majeure” shall mean any
occurrence or cause beyond the
reasonable control of a Party, including
without limitation, any act of God, act
of any government or other authority or
statutory undertaking, industrial
dispute, fire, explosion, accident, power
failure, flood, riot, acts of terrorism or
war (declared or undeclared).

(f)  “Patient” shall mean any person who is
the actual recipient of the Product for

diagnostické, preventivne alebo diagnostic, preventive or therapeutic
terapeutické ucely. purposes.

2) ,,Produkty” znamenaji  produkty (g) “Produect” shall mean the product
uvedené v prilohe A k tomuto listed on Exhibit A hereto.
dokumentu.

h) ,,Doba trvania“ ma vyznam uvedeny (h) “Term” shall have the meaning set
v bode 1.2. forth in Section 1.2.

i) ., Uzemie* znamena Slovensko. (1) “Territory” shall mean Slovakia.

j) .Tretia strana“ je akakolvek osoba ()  “Third Party” shall mean any person
alebo subjekt iny ako Spolo&nost’, or entity other than Company,

Company’s Affiliates, Customer or

Customer’s Affiliates.

Pridruzené subjekty, Zakaznik alebo
pridruZené subjekty Zdkaznika.

IN WITNESS WHEREOF, Company and
Customer have each caused this Agreement to be
executed on the Date of Agreement by their duly
authorized officers intending this Agreement to be
effective as of the Effective Date.

NA DOKAZ TOHO sa Spolotnost a
Zéakaznik dohodli, Ze tato Zmluva bude uzatvorena v
defi dohody ich riadne splnomocnenymi osobami,
ktoré maji v Umysle aby tito Zmluva nadobudla
ucinnost’ Diiom Géinnosti.

ACCEPTED AND AGREED TO:
PRIJATE A SUHLASENE §:

DS
BIOMARIN INTERNATIONAL LIMITED [ SG

DETSKA T awrerw arnr{ ATem s e o 1,.‘1__“3
f { £, Lammmazuamqru...

BY: f"f U.D.' 5 Jd(OSk/Ucp %ﬁefc‘c Ve BY: Brian Keogh

ITS: .

Fiadd FClleed)

A 15. p2. 2021

senior Director Accounting

DATE: 12-Feb-2021
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