Dohoda o spolupraci/Cooperation Agreement NOOL-MAH

Varianta 1/Option 1: Single MAH

DOHODA O SPOLUPRACI

TATO DOHODA O SPOLUPRACI JE UZAVRENA podle
§ 1746 odst. 2 Ob&anského zakoniku (jak je tento pojem
definovan v ¢lanku 1 této Dohody)

MEZI

Narodni organizace pro ovérovani pravosti léCiv,
z.s., spolkem fadné zalozenym a existujicim v souladu
s pravnimi predpisy Ceské republiky, se sidlem Pobfezni
620/3, Karlin, 186 00 Praha 8, ICO: 05851742, zapsanym
ve spolkovém rejstfiku vedeném Méstskym soudem
v Praze, sp. zn. L 67982,

DALE JEN ,CzMVO*, NA STRANE JEDNE,

A

MAH_ver_1, spolecnosti fadné zalozenou a existujici
v souladu s pravnimi pfedpisy Ceska Republika., se
sidlem Pobfezni, 18100 Praha, ICO: 12345678911123,
zapsanou v obchodnim rejstfiku vedeném Krajskym
soudem v Ostrave, sp. zn. 64/vd2,

DALE JEN ,Spoleénost“, NA STRANE DRUHE,
CzMVO A SPOLECNOST DALE SPOLECNE TEZ
~Smluvni strany“ NEBO JEDNOTLIVE ,Smluvni

strana®,

VZHLEDEM K TOMU, ZE:

(i) CzMVO je neziskova organizace zalozena
subjekty, které tvofi soucast fetézce dodavek léCiv
v Ceské republice podle &lanku 31 Nafizeni
v pfenesené pravomoci (jak je tento pojem
definovan v ¢lanku 1 této Dohody), a to za GCelem
zfizeni a spravy Narodniho systému ovéfovani
[éCiv (jak je tento pojem definovan v &lanku 1 této
Dohody) v Ceské republice.

(ii) Spole€nost je Drzitelem registrace (jak je tento
pojem definovan v ¢lanku 1 této Dohody).

Podle Smérnice (jak je tento pojem definovan
v Clanku 1 této Dohody) a Nafizeni v pfenesené
pravomoci je Narodni systém ovéfovani |&Civ
vyvijen v zajmu Drzitel(l registrace a naklady na
vyvoj, zavedeni, provoz a udrzbu Narodniho
systému ovéfovani IéCiv ponesou Drzitelé
registrace pro lécivé pfipravky na pfislusném trhu.

(iif)

Spole¢nost zejména zamysli prodavat produkty,
pro které je drzitelem registrace na trhu v Ceské
republice. Pro tyto ucely a v souladu s pravnimi
pfedpisy upravujicimi ovéfovani padélanych lé¢iv
Spole¢nost bude vyuzivat CzMVS (jak je tento

(iv)

COOPERATION AGREEMENT

THIS COOPERATION AGREEMENT IS CONCLUDED
in accordance with Section 1746 (2) of the Civil Code (as
defined in Section 1 hereof)

BY AND BETWEEN

Narodni organizace pro ovérovani pravosti léCiv,
z.s., an association duly incorporated and organised
under the laws of the Czech Republic, with its registered
office at Pobfezni 620/3, Karlin, 186 00 Prague 8,
Identification No.: 05851742, registered in the
Associations Register maintained by the Municipal Court
in Prague, File No. L 67982,

HEREINAFTER REFERRED TO AS “CzMVO”, AS ONE
PARTY,

AND

MAH_ver_1, a company duly incorporated and organised
under the laws of Ceské& Republika, with its registered
office at Pobfezni, 18100 Praha, Identification No.:
12345678911123, registered in the Commercial Register
maintained by the Krajskym Court inOstrave, File No
64/vd2,
HEREINAFTER REFERRED TO AS THE “Company”,
AS THE OTHER PARTY,
CzMVO AND THE COMPANY ALSO JOINTLY
REFERRED TO AS THE “Parties” OR INDIVIDUALLY
THE “Party”.

WHEREAS:

(i) CzMVO is a non-profit organisation set-up by
stakeholders in the medicines supply chain in the
Czech Republic pursuant to Article 31 of the
Delegated Regulation (as defined in Section 1
hereof), to establish and manage the National
Medicines Verification System (as defined in
Section 1 hereof) in the Czech Republic.

(i) ~ The Company is a Marketing Authorisation Holder
(MAH) (as defined in Section 1 hereof).

In accordance with the Directive (as defined in
Section 1 hereof) and the Delegated Regulation,
the National Medicines Verification System is
developed in the interest of MAHs and the costs of
the development, implementation, operation and
maintenance of the National Medicines Verification
System shall be borne by MAHs for medicinal
products in the relevant market.

(iii)

In particular, the Company intends to sell the
products, for which it holds the marketing
authorisation, on the market of the Czech
Republic. For these purposes and in order to
comply with the legal regulations on the verification

(iv)
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pojem definovan v ¢lanku 1 této Dohody) a jeho
funkce tak, aby koncovi uzivatelé CzMVS mohli
oveérit, zda pfislusny IéCivy pfipravek prodany
zékaznikovi neni padélany. Z toho ddivodu je vyvoj,
zavedeni, provoz a udrzba Narodniho systému pro
ovérovani léciv dUlezitym zajmem Spole¢nosti.

(v)  Ugelem této Dohody je stanovit podminky zavedeni
a spravy CzMVS ze strany CzMVO, podminky
financovani CzMVS a fakturace SpoleCnosti ze
strany CzMVO, a souvisejici prava a povinnosti
Smluvnich stran.

Smluvni strany si jsou védomy, Ze zmény pravni
upravy EU tykajici se padélanych IéCivych
pfipravkl, véetné Smérnice a Nafizeni
v pfenesené pravomoci, mohou vést ke vzniku
dalSich povinnosti Smluvnich stran a v takovém
pfipadé mize byt nezbytné, aby Smluvni strany
odpovidajicim zplisobem aktualizovaly ¢i upravily
tuto Dohodu. Smluvni strany se dale dohodly
v pfipadé potfeby aktualizovat &i upravit tuto
Dohodu, a to na zdkladé zmén ujednéni mezi
CzMVO a EMVO (jak je tento pojem definovan
v ¢lanku 1 této Dohody) nebo mezi CzMVO a jejim
dodavatelem IT sluzeb.

SMLUVNi STRANY SE DOHODLY TAKTO:

1. VYMEZENi POJMU

1.1 Pokud z kontextu nevyplyva néco jiného, maji
nasledujici slova a pojmy pouzité v této Dohodé
nize uvedeny vyznam:

»,CzMVO“ se rozumi ¢eska organizace pro
ovérovani IéCiv, kterd je odpovédna
za zavedeni Narodniho systému pro
ovéfovani |é¢iv podle Smérnice
a Nafizeni v pfenesené pravomoci;

»,Dohodou“ se rozumi tato Dohoda o spolupraci
a jeji pfilohy a pfipadné dodatky;

,Drzitelem

registrace” Ci se rozumi Spole¢nost, jakoz

»Drziteli i jakykoli jiny drzitel registrace

registrace*

IéCivého pfipravku s UCinky na tzemi
Ceské republiky, na kterého se
vztahuje Smérnice a Nafizeni
v pfenesené pravomoci. Drziteli
registrace jsou rovnéz paralelni
dovozci légivych pripravk(i v Ceské
republice;

of falsified medicinal products, the Company shall
utilise the CzMVS (as defined in Section 1 hereof)
and its features so that the end-users of the
CzMVS will be able to verify that the respective
medicinal product sold to a customer is not
a falsified one. Therefore, development,
implementation, operation and maintenance of the
National Medicines Verification System is in a vital
interest of the Company.

(v) The purpose of this Agreement is to agree on the
implementation and maintenance of the CzMVS
by CzMVO, the financing of the CzMVS, the
invoicing of the Company by CzMVO and the
Parties’ related rights and obligations.

The Parties agree that amendments to the EU
legislation relating to falsified medicines, including
the Directive and the Delegated Regulation, may
lead to extra responsibilities on the Parties, in
which case the Parties may need to update or
amend this Agreement accordingly. Furthermore,
the Parties agree to update or amend this
Agreement, if necessary, based on changes to the
agreement between CzMVO and EMVO (as
defined in Section 1 hereof) or CzMVO and its IT
service provider.

NOW THE PARTIES HEREBY AGREE AS
FOLLOWS:

1. DEFINITIONS

1.1 In this Agreement, unless the context requires
otherwise, the following words and expressions
have the meanings set opposite them as follows:

“CzMvO” shall mean the Czech Medicines

Verification Organisation, which is

responsible for the implementation

of the National System in
accordance with the Directive and
the Delegated Regulation;

“CzMVS” shall mean the Czech National

Medicines  Verification = System

implemented by CzMVO;

“Agreement” shall mean this

Cooperation Agreement and its

appendices and prospective

amendments (if any);

“MAH” or
“MAHSs”

stands for “Marketing Authorisation
Holder(s)” and shall mean the
Company as well as any other
holder of marketing authorisation for
a medicinal product with effect on
the territory of the Czech Republic,
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»,Davérnymi
informacemi*

~EMVO*

~EMVS*

~Evropskym
ulozistém“

,Fakturou"

,Narodnim
systémem
ovérovani légiv”

se rozumi veSkeré technické Ci
obchodni informace a dal$i udaje
Smluvni strany tykajici se zejména
jejiho podnikani, obchodnich pland,
finanénich adaja, zakaznikd,
partnerd, dusevniho vlastnictvi,
vybaveni, vyrobkl, technik ¢i
proces(, at uz v Ustni, pisemné nebo
elektronické podobé, jez jsou
konkrétné nazvany nebo jinak
oznaceny jako divérné v okamziku
sdéleni, nebo u kterych lze mit
rozumné za to, ze jsou dlvérné ve
smyslu § 504 Obcanského zakoniku.
Davérné informace CzMVO zahrnuji
i dokumenty a jiné davérné
informace EMVO;

se rozumi Evropska organizace pro
overfovani léCiv, neziskova pravnicka
osoba vytvofena za Ucelem zfizeni
a spravy Evropského ulozisté podle
Smérnice a Nafizeni v pfenesené
pravomoci;

se rozumi Evropsky systém
ovéfovani léCiv, ktery byl zfizen a je
spravovan v souladu s kapitolou VII
Nafizeni v pfenesené pravomoci.
EMVS sestava z Evropského
Ulozisté a Narodnich systémd
a umoziuje distributordm
a maloobchodnikiim (konkrétné
osobam opravnénym dodavat IéCivé
pfipravky vefejnosti) ovéfovat
pravost léc¢ivych pripravkl v souladu
s ustanovenimi Smérnice a Nafizeni
v pfenesené pravomoci;

se rozumi slozka EMVS, které slouzi
jako centréalni informaéni a datovy
router pro pfenos Udaji do a z
Narodnich systém;

se rozumi danovy doklad ve smyslu
ustanoveni § 26 zakona ¢. 235/2004
Sb., o dani z pfidané hodnoty, ve
znéni pozdéjsich predpisy;

se rozumi narodni systém ovéfovani
IéCiv, ktery je propojen s Evropskym
Ulozistém a umozriuje distributorlim
a maloobchodnikim (zejména
osobam opravnénym dodavat Ié¢ivé
pfipravky vefejnosti) ovéfovat
pravost lé¢ivych pfipravkl v souladu
s ustanovenimi Smérnice a Nafizeni

“Confidential
Information”

“EMVO”

“EMVS”

“European Hub”

“Invoice”

for whom the Directive and the
Delegated Regulation shall apply.
MAH also includes parallel importers
of medicinal products in the Czech
Republic;

shall mean any and all technical or
commercial information and other
material of a Party relating to,
without limitations, its business,
business plans, financial details,
customers, partners, intellectual
property, facilities, products,
techniques or processes whether in
oral, written or electronic form, that
is specifically marked or otherwise
communicated as being confidential
at the time of disclosure or
reasonably should be understood as
being confidential in compliance with
Section 504 of the Civil Code.
CzMVO’s Confidential Information
includes EMVQO’s documents and
other confidential information;

shall mean the European Medicines
Verification Organisation, which is
the non profit legal entity established
to set up and manage the European
Hub in accordance with the Directive
and Delegated Regulation;

shall mean the European Medicines
Verification System, which is set up
and managed in accordance with
Chapter VIl of the Delegated
Regulation. The EMVS consists of
the European Hub and the National
Systems and mainly allows the
wholesalers and retailers (in
particular, the persons authorised or
entitled to supply medicinal products
to the public) to verify the
authenticity of medicinal products in
accordance with the provisions of
the Directive and the Delegated
Regulation;

shall mean the component of the
EMVS that serves as a central
information and data router for the
transmission of Data to and from the
National Systems;

shall mean tax document based on
Section 26 of Act No. 235/2004
Coll., on the value added tax, as
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»,Narusenim
bezpecnosti“

»NafFizenim
v pfenesené
pravomoci*

»,Obcanskym
zakonikem*“

»,Opravnym
dokladem®

»Poplatkem“

»Pravy
dusevniho
vlastnictvi*

v pfenesené pravomoci;

se rozumi udalost, kterd ohroZuje
bezpecnost ¢i fungovani EMVS nebo
CzMVS, zejména jakékoli naruSeni
bezpeénosti, které vede
k nahodnému ¢&i protipravnimu
zni¢eni, ztraté, zméné nebo
neopravné&nému pouziti Udaji &i
(jinych) Dlvérnych informaci nebo
neopravnénému pfistupu k nim,
jakoz i k neopravnénému nahrani
Udaji nebo nahrani neopravnénych
Udaju do EMVS ¢i CzMVS;

se rozumi nafizeni Komise
v pfenesené pravomoci (EU)
2016/161 ze dne 2. fijna 2015,
kterym se dopliiuje smérnice
Evropského parlamentu a Rady
2001/83/ES stanovenim podrobnych
pravidel pro ochranné prvky uvedené
na obalu humannich Ié¢ivych
pripravk;

se rozumi zdkon ¢. 89/2012 Sb.,
ob&ansky zakonik, ve znéni
pozdéjsich predpisuy;

se rozumi opravny danovy doklad ve
smyslu ustanoveni § 45 zakona ¢.
235/2004 Sb., o dani z pfidané
hodnoty, ve znéni pozdéjsich
predpist;

se rozumi Registracni poplatek
a Ro¢ni uzivatelsky poplatek.
Poplatek znamenda uzivatelsky
poplatek ve smyslu ¢lanku V odst. 1
stanov CzMVO;

se rozumi veSkeré patenty
a patentové prava, ochranné znamky
a prava k ochrannym znamkam,
obchodni nazvy a prava
k obchodnim nazvim, ochranné
znamky pro sluzby a prava
k ochrannym znamkam pro sluzby,
nazvy sluzeb a prava k nazvim
sluzeb, znacky, autorska prava,
vizualni prvky, obchodni
a produktové nazvy, loga, slogany,
obchodni tajemstvi, primyslové
vzory, uzitné vzory, designové vzory,
designy, prava k dOvérnym
informacim, software, know-how,
prava z nekalé soutéze a prava
uplatriovat naroky z neopravnéného

“National
Medicines
Verification
System”

“Security
Breach”

“Delegated
Regulation”

“Civil Code”

“Corrective
Document"

“Feeu

“Intellectual
Property
Rights”

amended;

shall mean a national medicines
verification system that is connected
to the European Hub and mainly
allows the wholesalers and retailers
(in particular, the persons authorised
or entitled to supply medicinal
products to the public) to verify the
authenticity of medicinal products in
accordance with the provisions of
the Directive and the Delegated
Regulation;

shall mean event that endangers the
security or the functioning of the
EMVS or the CzMVS, including but
not limited to any security breach
leading to the accidental or unlawful
destruction, loss, alteration,
unauthorized disclosure of, or
unauthorized access to Data or
(other) Confidential Information, as
well as the unauthorized upload of
data or the upload of illegitimate
data on the EMVS or the CzMVS;

shall mean Commission Regulation
(EU) 2016/161 of 2 October 2015
supplementing Directive
2001/83/EC of the European
Parliament and of the Council by
laying down detailed rules for the
safety features appearing on the
packaging of medicinal products for
human use;

shall mean Act No. 89/2012 Coll.,
the Civil Code, as amended;

shall mean corrective tax document
based on Section 45 of Act No.
235/2004 Coll., on the value added
tax, as amended;

shall mean Registration Fee and
Annual User Fee; the Fee
represents the user fee within the
meaning of Article V (1) of the
bylaws of CzMVO;

shall mean all patents and patent
rights, trademarks and trademark
rights, trade names and trade name
rights, service marks and service
mark rights, service names and
service name rights, brand names,
copyrights and copyright rights,
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»Registracnim
poplatkem*

,Rocénim

uzivatelskym
poplatkem*
~Smernici“

,Udaji

uzivani oznaceni, a veSkeré
projednavané zadosti o patenty
a registrace patentl, ochrannych
znadmek, ochrannych znamek pro
sluzby a autorskych prav, spole¢né
se véemi souvisejicimi a obdobnymi
pravy v jakémkoli stité nebo
pravnim fadu, a to po celou dobu
trvani této Dohody;

se rozumi poplatek specifikovany
v ¢lanku 4.1;

se rozumi poplatek specifikovany
v ¢lanku 4.2;

se rozumi smérnice o padélanych
[éCivych pfipravcich 2011/62/EU ze
dne 8. ¢ervna 2011, kterou se méni
smérnice 2001/83/ES o kodexu
Spolecenstvi tykajicim se humannich
lé¢ivych pripravkl, pokud jde
o0 zabranéni vstupu padélanych
léCivych pfipravkl do legalniho
dodavatelského fetézce, a rovnéz
pfipadné relevantni provadéci Ceské
pravni pfedpisy;

se rozumi informace nahrané i
pfenesené do EMVS nebo CzMVS,
nebo zpracovavané, vytvorené nebo
ulozené v EMVS nebo CzMVS podle
Smérnice a Nafizeni v pfenesené
pravomoci (zejména ¢l. 33 odst. 2).

1.2 Jakékoli pojmy uvedené v této Dohodé s velkym
pocate¢nim pismenem, jez nejsou v této Dohodé
vymezeny, maji vyznam, ktery stanovi Smérnice
a/nebo Nafizeni v pfenesené pravomoci.

2. POVINNOSTI CzMVO

21  CzMVO se zavazuije:

(i)

(ii)

vyvinout, testovat, zavést, provozovat
a spravovat CzMVS v souladu se Smérnici,
Nafizenim v pfenesené pravomoci, jinymi
relevantnimi pravnimi pfedpisy a touto
Dohodou;

pfijmout vhodna bezpelnostni opatfeni
k ochrané integrity a bezpecnosti CzMVS,
jakoz i davérnosti Udajd v CzMVS;

“Registration

Fee

,2Annual User

Fee*

“Directive”

113 Datan

trade dress, business and product
names, logos, slogans, trade
secrets, industrial models, utility
models, design models, designs,
rights in confidential information,
software, know-how, rights in the
nature of unfair competition rights
and rights to sue for passing off, and
all pending applications for and
registration of patents, trademarks,
service marks and copyrights
together with all connected and
similar or analogous rights in any
country or jurisdiction for the full
term thereof;

shall mean the fee specified in
Section 4.1;

shall mean the fee specified in
Section 4.2;

shall mean Directive on Falsified
Medicines 2011/62/EU of 8 June
2011 amending Directive
2001/83/EC on the Community code
relating to medicinal products for
human use, as regards the
prevention of the entry into the legal
supply chain of falsified medicinal
products, as well as, the relevant
implementing Czech laws, as
applicable;

shall mean information uploaded,
processed, transferred, generated or
stored in the EMVS or the CzMVS
as set out in the Directive and the
Delegated Regulation (in particular
its Article 33 (2)).

1.2 Any other capitalized terms not defined in this
Agreement are given the meaning allocated to
them in the Directive and/or the Delegated
Regulation.

2. OBLIGATIONS OF CZMVO

2.1 CzMVO undertakes to:

(i)

develop, test, implement, operate and
maintain the CzMVS in compliance with the
Directive, Delegated Regulation, other
applicable laws and this Agreement;

take appropriate security measures to
protect the integrity and safety of the
CzMVS as well as confidentiality of the
Data in the CzMVS;
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2.2

2.3

(i)  spolupracovat v dobré vife se Spole€nosti
pfi vyvoji, testovani, zavadéni, provozu
a udrzbé CzMVS;

(v) umoznit pfistup k CzMVS pouze
distributordm a osobam opravnénym
dodéavat IéCivé pfipravky verejnosti, jejichz
totoznost, funkce a legitimita byly ovéfeny
ze strany CzMVO, jak vyzaduije ¢l. 37 pism.
b) Nafizeni v pfenesené pravomoci,
a umoznit rovnéz v pfipadé potfeby
nezbytny pfistup k CzMVS poskytovateli IT
sluZeb;

(v)  pfi spInéni v8ech podminek stanovenych
pfisluSnymi pravnimi pfedpisy a po vzniku
pfislusného pravniho vztahu s koncovym
uzivatelem pfipojit k CzMVS v8echny
koncové uzivatele, ktefi budou mit zajem
prodavat produkty, pro néz je Spole¢nost

drzitelem registrace; )
(viy zpracovavat v CzMVS Udaje Drzitell

registrace, ktefi podepsali dohodu
s CzMVO a pfipojili se a vstoupili do
Evropského uloZisté; a

(viij pouzivat finan¢ni prostfedky ziskané od
Spolec¢nosti efektivné a v souladu s Gcelem
podle ¢lanku 4.

CzMVO zvefejni na svych oficialnich webovych
strankach nebo jinym zplsobem, ktery uzna za
vhodny, informace o zménach okolnosti, svém
pravnim statusu (napf. sidlo a adresa vedeni,
zastupce apod.) a procesu vyvoje a zavadéni
CzMVS.

Na zakladé fadné Zadosti podané v souladu
s platnymi pravnimi pfedpisy je CzMVO opravnéna
poskytnout pfisluSnym vnitrostatnim organim
pristup k Udajdim Spole&nosti, které jsou dostupné
v CzMVS, a to v rozsahu uvedeném v ¢lanku 39
Nafizeni v pfenesené pravomoci, a o této
skutecnosti uvédomi Spole¢nost bez zbyte¢ného
odkladu, neni-li poskytnuti takové informace
VvV rozporu s pravnimi pfedpisy.

3. ZAVAZKY SPOLECNOSTI

3.1

Spole¢nost se zavazuije:
(i))  plnit Fadné a v€as své povinnosti stanovené

Smérnici, Nafizenim v pfenesené
pravomoci a touto Dohodou a pfedlozit na
zakladé pfimérené zadosti CzMVO zpravu
o pInéni svych povinnosti;

22

2.3

(i) ~ cooperate in good faith with the Company
in the development, testing,
implementation, operation and

maintenance of the CzMVS;
(iv) give access to the CzMVS only to

wholesalers and persons authorised or
entitled to supply medicinal products to the
public whose identity, role and legitimacy
has been verified by CzMVO as required by
Article 37 (b) of the Delegated Regulation,
as well as to allow necessary IT software
provider access to the CzMVS when

necessary;
(v)  connect all end-users to the CzMVS who

would be interested in selling products, for
which the Company is a marketing
authorisation holder, provided that any and
all requirements set forth by the relevant
legal regulations are fulflled and the
respective legal relationship with the end-

user is established;
(vi)  process in the CzMVS the Data of MAHs

that have signed an agreement with
CzMVO and that have connected and

entered into the European Hub; and
(vi) use the financial resources received from

the Company effectively with respect to
their purpose according to Section 4.

CzMVO shall publish on its official website, or in
another manner deemed appropriate by CzMVO,
information about changes in the circumstances,
its legal status (e.g., registered address and
address of management, representative etc.) and
in the process of development and implementation
of the CzMVS.

Upon due request in compliance with applicable
law, CzMVO may provide the competent national
authorities with access to the Company’s Data
available in the CzMVS within the scope specified
in Article 39 of the Delegated Regulation, in which
case CzMVO will inform the Company without
undue delay, unless such information is prohibited
by applicable laws.

3. OBLIGATIONS OF THE COMPANY

3.1

The Company undertakes to:
(i) perform its obligations set out in the

Directive, Delegated Regulation and this
Agreement duly and in a timely manner and
upon a reasonable request of CzMVO to
report to CzMVO on the performance of
such obligations;
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3.2

véas hradit Poplatky podle ¢lanku 4 této

Dohody;

jmenovat kontaktni osobu pro ucely této
Dohody a sdélit tuto osobu CzMVO;
podavat CzMVO zpravy o plnéni svych
povinnosti podle této Dohody, Smérnice

a Nafizeni v pfenesené pravomoci;
poskytnout CzMVO veskerou nezbytnou
soucinnost ve vSech pfipadech, kdy CzMVS
zjisti existenci padélaného Iécivého
pfipravku;

pfipojit se pfimo k Evropskému uloZisti
a vkladat do n&j Udaje;

spolupracovat v dobré vife s CzMVO pfi
vyvoji, testovani, zavadéni, provozu
a spravé CzMVS; a

poskytovat CzMVO uaplné a aktualni
informace nezbytné pro pinéni této Dohody.

(if))
(iii))

Spole¢nost zaru€uje, ze vlozila nebo v€as vlozi do
Evropského ulozisté Udaje tykajici se 1égivych
pripravkl, pro néz je Drzitelem registrace, nebo
zastupcem Drzitele registrace, spravné, uping,
pfesné a nikoli zavadéjicim zplsobem tak, aby
bylo umoznéno fadné fungovani CzMVS a EMVS
v souladu se Smérnici, Nafizenim v pfenesené
pravomoci, pfi pouziti jinymi Drziteli registrace,
distributory a osobami opravnénymi dodévat I€Civé
pfipravky vefejnosti.

4. FINANCOVANI CzMVS

4.1
4.1.1

4.2
421

Registracni poplatek

Spole¢nost uhradi CzMVO jednorazovy
Registrac¢ni poplatek ve vysi 4 856 EUR za pfijeti
Spolec¢nosti do CzMVS, v¢etné pfispévku na
Ghradu nakladd spojenych se zavadénim CzMVS.

Rocni uzivatelsky poplatek

Spole¢nost bude hradit CzMVO Roéni

uzivatelsky poplatek za vyvoj, testovani, zavadéni,
provoz, Udrzbu a aktualizace CzMVS. Ro¢ni
uzivatelsky poplatek bude zahrnovat ro€ni naklady
na provoz a dal$i vyvoj CzMVS, podil Ceské
republiky na nakladech na Evropské ulozisté

a vesSkere nezbytné a povinné ¢innosti CzMVO ve
vztahu k CzMVS.

4.2.2 Vyse Rocniho uzivatelského poplatku pro rok 2021

¢ini 5 800 EUR.

3.2

(i) timely pay the Fees according to Section 4

hereof;
designate a contact person for the

purposes of this Agreement and

communicate it to CzMVO;
report to CzMVO on the performance of its

obligations under this Agreement, the

Directive and the Delegated Regulation;
provide CzMVO with all necessary

cooperation in all cases where the CzMVS

identifies a falsified medicinal product;
directly connect and enter the Data to the

European Hub;
cooperate in good faith with CzMVO in the

development, testing, implementation,
operation and maintenance of the CzMVS;

and
provide CzMVO with exhaustive and upto-

date information necessary for performance
of this Agreement.

(viii)

The Company warrants that it has entered or will
enter in a timely manner the Data relating to the
medicinal products for which it is the MAH, or the
representative of the MAH, into the European Hub
correctly, fully, accurately and not misleadingly in
order to enable the proper functioning of the
CzMVS and EMVS in compliance with the
Directive and the Delegated Regulation when used
by other MAHs, wholesalers and persons
authorised or entitled to supply medicinal products
to the public.

4. FINANCING OF THE CZMVS

4.1
411

4.2
421

422

Registration Fee

The Company shall pay to CzMVO a onetime
Registration Fee in the amount of EUR 4 856 for
accepting the Company into CzMVS, including
contributing to the costs of implementation of
CzMVS.

Annual User Fee

The Company shall pay to CzMVO an Annual
User Fee for the development, testing,
implementation, operation, maintenance and
update of the CzMVS. The Annual User Fee will
cover the yearly costs of operation and further
development of the CzMVS, Czech Republic’s
share of the costs of the European Hub and all
necessary and legally compulsory activities of
CzMVO in relation to CzMVS.

The amount of an Annual User Fee shall amount
to EUR 5 800 for the year of 2021.
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423

424

4.3
4.3.1

43.2

Kazdy rok CzMVO poskytne Spole¢nosti
nezdvazny kvalifikovany odhad vySe Roéniho
uzivatelského poplatku pro nasledujici kalendarni
rok, a to nejpozdéji 3 mésice pfed skon&enim
aktualniho kalendarniho roku. Pokud CzMVO pfed
vystavenim Faktury na Ro¢ni uzivatelsky poplatek
zjisti, Zze by se kone€na vySe Roc&niho
uzivatelského poplatku lisila o vice nez 10 % oproti
vySi, ktera byla oznamena Spole¢nosti podle
predchozi véty, CzMVO poskytne Spole€nosti bez
zbyte¢ného odkladu aktualizovany nezavazny
kvalifikovany odhad. V souladu s neziskovou
povahou CzMVO bude Ro¢ni uzivatelsky poplatek
vypocitan pouze jako pomér kombinovanych
nakladl (ve kterych bude zohlednén pfipadny
pfeplatek nebo pfipadny schodek z pfedchoziho
roku) CzMVO ve vztahu k CzMVS a EMVS, v¢etné
Evropského Uloziste, pro nasledujici kalendarni rok
podle celkové poctu Drziteld registrace.

CzMVO si vyhrazuje pravo kdykoli béhem doby
trvani této Dohody zvySit Ro€ni uZivatelsky
poplatek, zvySi-li své poplatky poskytovatelé
sluzeb CzMVO nebo EMVO, zaénou-li uctovat
CzMVO nové poplatky, nebo pokud se naklady
souvisejici s vyvojem, testovanim, zavadénim,
provozem, udrzbou a aktualizaci CzMVS zvysi
z jinych davodld. CzMVO predem oznami
Spole€nosti takové zvySeni Ro¢niho uzivatelského
poplatku pisemné alespofi 3 mésice pfedem
s uvedenim dlvodl a vypocétu tohoto zvyseni.
V zadném pfipadé CzMVO nezvysSi Roé&ni
uzivatelsky poplatek stanoveny pro dany
kalendarni rok v prlibéhu tohoto kalendarniho roku.

Platebni podminky

Veskeré €astky budou stanoveny v eurech. VySe
Registra¢niho poplatku a Ro¢niho uzivatelského
poplatku nezahrnuje zadnou dan z pfidané
hodnoty (DPH), ktera se uplatni a bude hrazena
Spolecnosti ve prospéch CzMVO na zakladé
prislusnych pravnich predpist. Spole¢nost bude
odpovédna za uhradu veSkerych srazkovych dani
a obdobnych dani, odvod( ¢i obdobnych plateb
souvisejicich s poplatky hrazenymi podle této
Dohody.

Faktura na Roc¢ni uzivatelsky poplatek bude
vystavena vzdy v listopadu roku pfedchazejiciho
roku, za ktery je Ro&ni uzivatelsky poplatek
hrazen, pfi¢emz doba splatnosti ¢ini Sedesat (60)
dnl ode dne vystaveni Faktury.

4.2.3

424

4.3
4.31

43.2

Each year, CzMVO shall provide the Company
with a non-binding qualified estimate of the Annual
User Fee level for the subsequent calendar year at
the latest 3 months before the end of the current
calendar year. In the event that CzMVO learns
before issuing the Invoice for the Annual User Fee
that the actual Annual User Fee would differ by
more than 10 % as compared with the figure
notified to the Company pursuant to the preceding
sentence, CzMVO shall provide the Company with
an updated non-binding qualified estimate without
undue delay. With respect to the non-profit nature
of CzMVO, the Annual User Fee shall in any case
be calculated merely as a ratio of the combined
costs (deducted by any potential surplus
generated in the previous year and reflecting any
potential deficit generated in the previous year) of
CzMVO related to CzMVS and EMVS, including
the European Hub, for the prospective calendar
year according to the total number of MAHSs.

CzMVO reserves the right to, at any time during
the term of this Agreement, increase the Annual
User Fee, if CzMVO’s service providers or EMVO
increases its fees or charges additional fees from
CzMVO or if the costs related to the development,
testing, implementation, operation, maintenance or
update of the CzMVS increase due to any other
reasons. CzMVO shall notify the Company of such
increases in Annual User Fee at least 3 months in
advance in writing with the grounds and
calculation of such increase. In any case, CzMVO
shall not increase the Annual User Fee set for the
current calendar year during the respective
calendar year.

Payment terms

All amounts will be set in euro. The amounts of
Registration Fee and Annual User Fee do not
include value added tax (VAT) which shall apply
and shall be paid by the Company to CzMVO
according to the relevant legal regulations. The
Company shall be responsible for the payment of
any withholding taxes, similar taxes, duties levies
and such payments relating to the Fees payable
hereunder.

An Invoice for the Annual User Fee will be issued
in November of the year preceding the year for
which the Annual User Fee is paid and the
payment term is sixty (60) days from the date of
the Invoice.

STRANA/PAGE 8 Z/OF 15



Dohoda o spolupraci/Cooperation Agreement NOOL-MAH

Varianta 1/Option 1: Single MAH

4.3.3 Registraéni poplatek se hradi na zakladé Faktury
vydané CzMVO do tficeti (30) dnli od uzavieni této
Dohody se splatnosti Sedesat (60) dnd ode dne
vystaveni Faktury.

4.3.4 CzMVO vystavi Opravny doklad ke dni pfipadného
zjisténi vzniku prava na slevu nebo vzniku
povinnosti uhradit pfiplatek Spole¢nosti.

4.3.5 Vedle prisludnych prav a od$kodnéni, které prislusi
CzMVO v pfipadé prodleni Spole¢nosti s plnénim
svych podstatnych platebnich zavazkd, Spole¢nost
uhradi CzMVO i urok z prodleni podle pfislusnych
pravnich predpisd.

4.3.6 Faktura¢ni Udaje Spole¢nosti budou pisemné
sdéleny CzMVO po uzavfeni této Dohody.
Jakékoliv zmény téchto (dajl budou oznameny
CzMVO pisemné bez zbyte¢ného odkladu.

4.3.7 Budou-li poplatky za Spole¢nost hrazeny treti
osobou, zlstava Spolecnost v kazdém pripadé
vyluéné odpovédna za plnéni této Dohody,
Smérnice a Nafizeni v pfenesené pravomoci.

4.3.8 Vsechny platby budou provedeny v eurech nebo
v korunach €eskych bezhotovostnim pfevodem.
Pro platby v ¢eskych korunach se pouzije oficialni
sménny kurz EUR/CZK vyhlageny Ceskou narodni
bankou pro prvni den mésice, ve kterém byla
pfislusna Faktura vystavena.

4.3.9 Jakakoliv platba podle této Dohody je provedena
dnem pfipséni pfisludné ¢astky na bankovni ucet
CzMVO.

4.3.10 Smluvni strany sjednavaji, ze poskytnuti sluzby
registrace do systému CzMVS a poskytovani
sluzeb dle této Smlouvy v pribéhu kalendafniho
roku predstavuji pro Ucely dané z pfidané hodnoty
dil€i pInéni. Dil&i plnéni se povaZuji za uskute€nén
dnem vystaveni pfislusné Faktury na Registracni
poplatek nebo na Ro¢ni uzivatelsky poplatek.

5. PRAVA DUSEVNIHO VLASTNICTVIi

5.1 Prava dusevniho vlastnictvi:

- k CzMVS budou néalezet CzMVO (a jejim
subdodavatellim a poskytovateliim);

- k EMVS budou nalezet EMVO (a jejim
subdodavatellm a poskytovatelim).

Pro vylouceni pochybnosti, Spole¢nost a uzivatelé
CzMVS a EMVS neziskavaji zadna prava
dusevniho vlastnictvi k CzMVS ¢&i EMVS.

4.3.3

4.3.4

4.3.5

4.3.6

4.3.7

438

439

The Registration Fee is payable based on an
Invoice issued by CzMVO within thirty (30) days of
the conclusion hereof and the payment term is
sixty (60) days from the date of the Invoice.

CzMVO will issue a Corrective Document on the
day of the potential finding out of the right to
a discount or the obligation to pay a surcharge by
the Company.

In addition to any other rights and remedies
available to CzMVO, if the Company is in delay of
its substantial payment obligation, interest for
delayed payments will accrue in accordance with
the relevant legal regulations.

The Company’s invoicing details shall be
communicated to CzMVO in writing upon the
conclusion of this Agreement. Any changes shall
be communicated to CzMVO in writing without
undue delay.

If the Fees are paid by a third party on behalf of
the Company, the Company shall in any case
remain solely responsible and liable for the
compliance with this Agreement, including the
Directive and the Delegated Regulation.

All payments will be made either in euro or Czech
crowns by wire transfers. For payments in Czech
crowns, the official Czech National Bank’s
EUR/CZK exchange rate valid as at the first day of
the month in which the respective Invoice has
been issued shall be used.

Any payment pursuant to this Agreement is made
on the day of its reception by CzMVO on its bank
account.

4.3.10 The Parties agree that the provision of a service of

registration to system CzMVS and the provision of
services hereunder during a calendar year
represent partial supplies. Partial supplies are
considered as effected to the date of the issuance
of the corresponding Invoice for the Registration
Fee or for the Annual User Fee.

5. INTELLECTUAL PROPERTY RIGHTS

5.1

The Intellectual Property Rights:

- to the CzMVS will be held by CzMVO (and its
subcontractors and providers);

- to the EMVS will be held by EMVO (and its
subcontractors and providers).

For the avoidance of doubt, the Company and the
users of the CzMVS and the EMVS will not
acquire any intellectual property rights to the
CzMVS or EMVS.
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6. VLASTNICTVi UDAJU A PRAVA K UDAJUM

6.1

6.2

Jakéakoli osoba, ktera legalné vytvori Udaje
v CzMVS nebo EMVS, bude vlastnikem takovych
Udajd a ponese za né odpovédnost podle &lanku
38 Nafrizeni v pfenesené pravomoci. S vyjimkou
Udajt uvedenych v ¢&l. 33 odst. 2 Nafizeni
v pfenesené pravomoci a informaci o statusu
jedine¢ného identifikatoru slouZiciho pouze pro
ucely ovéreni (&l. 38 odst. 1 Nafizeni v pfenesené
pravomoci), nebudou Udaje dostupné zadné jiné
osobé. CzMVO mUze umoznit pfistup ke véem
Udajim v CzMVS ptislusnym vnitrostatnim
organiim podle ustanoveni ¢lanku 39 Nafizeni
v pfenesené pravomoci. V takovém pfipadé bude
CzMVO informovat Spole¢nost o poskytnuti
pfistupu k jejim Udajim (ledaZze by takové
informovani zakazovaly pravni predpisy).

Spole&nost ma pravo na piistup pouze k Udajim
o léCivych pfipravcich, pro néz je Drzitelem
registrace nebo je fadné opravnéna za timto
ucelem jako zastupce Drzitele registrace, a to
v rozsahu Udajl, které vytvorila pfi interakci se
systémem ulozist CzMVS a EMVS, a Udajd
uchovavanych ve své auditni stopé. Spole¢nost
nese plnou odpoveédnost za veskeré své jednani
pti pristupu k Udajim.

7. ZPRACOVANi OSOBNICH UDAJU

7.1

Pokud kterakoli Smluvni strana v souvislosti
s Udaji zpracovava Osobni Gdaje, odpovida za
dodrzeni pfislusnych pravnich predpist na ochranu
osobnich Gdajd. Odpovédna osoba je povinna
ucinit pfislusné pravni a faktické ukony v souladu
s pfisluSnymi pravnimi pfedpisy na ochranu
osobnich Gdaju.

8. NARUSENiI BEZPECNOSTI

8.1

Dozvi-li se Spole¢nost o NaruSeni bezpecnosti,
oznami tuto skutecnost bezodkladné CzMVO (a
prislusnym statnim organlm, stanovi-li to pravni
predpisy). Oznameni bude zahrnovat alespori: (i)
povahu Naru$eni bezpec¢nosti, v€etné kategorii
a poctu dotéenych osob a kategorii a poctu
relevantnich zaznam@ o Udajich; (ii) dusledky
NaruSeni bezpecnosti; (iii) opatieni, ktera
Spole¢nost pfijima nebo pfijme k napravé
Naru$eni bezpecénosti a omezeni jeho dopadu;
a (iv) opatfeni, ktera Spole€nost pfijima nebo
pfijme k zamezeni budouciho Naru$eni
bezpecnosti.

6. OWNERSHIP AND RIGHTS TO DATA

6.1

6.2

Any person that lawfully generates Data in the
CzMVS or EMVS will be the owner of and
responsible for such Data in accordance with
Article 38 of the Delegated Regulation. Except for
the Data listed under Article 33 (2) of the
Delegated Regulation and the information on the
status of a unique identifier for the sole purpose of
verification (Article 38 (1) of the Delegated
Regulation), the Data will not be accessible for any
other party. However, CzMVO may allow access
to all Data in the CzMVS to national competent
authorities as provided for under Article 39 of the
Delegated Regulation. In the aforesaid case,
CzMVO will inform the Company of granting
access to the Company’s Data (unless such
information would be prohibited by law).

The Company has a right of access only to the
Data for medicinal products for which it is the MAH
or is duly authorised for this purpose as the
representative of the MAH and only to the extent of
Data created by the Company’s interaction with
CzMVS and EMVS and Data stored in the
Company’s audit trail. The Company bears full
responsibility for its actions when accessing the
Data.

7. PROCESSING OF PERSONAL DATA

7.1

If either Party processes Personal Data with
regards to the Data, each of them is responsible
for the compliance with the applicable personal
data protection law. The responsible person shall
take the appropriate legal and factual actions in
compliance with the applicable personal data
protection laws.

8. SECURITY BREACHES

8.1

If the Company becomes aware of a Security
Breach, it shall notify CzMVO (and relevant state
authorities, if required by law) without undue
delay. The notification shall contain at least: (i) the
nature of the Security Breach, including the
categories and number of persons affected, and
the categories and number of relevant Data
records; (ii) the consequences of the Security
Breach; (iii) measures that are or will be
undertaken by the Company to repair the Security
Breach and limit its consequences; and (iv) the
measures that are or will be undertaken by the
Company to prevent such Security Breach in the
future.
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8.2

V pfipadé Naruseni bezpe€nosti Spole¢nost na
zadost CzMVO: (i) bude s CzMVO spolupracovat
pfi vySetfovani NaruSeni bezpecnosti; (ii)
bezodkladné ucini veskeré pfiméfené kroky
k napraveé NaruSeni bezpeénosti a omezeni jeho
dopadd; (iii) ucini veSkeré pfiméfené kroky
k zamezeni opakovani takového NaruSeni
bezpelnosti v budoucnosti; a (iv) poskytne
CzMVO souc€innost pfi pfijimani opatfeni podle
platnych pravnich predpis(.

9. DUVERNOST INFORMACI

9.1

9.2

9.3

Smluvni strany si mohou pro Gcely této Dohody
navzajem poskytovat Davérné informace. Kazda
Smluvni strana pfijimajici Divérné informace od

druhé Smluvni strany:
(i) pouzije Dlvérné informace druhé Smluvni

strany pouze pro Gcely této Dohody nebo
jiné pisemné smlouvy ¢i dohody mezi
Smluvnimi stranami nebo jinak v souladu se
Smérnici, Nafizenim v pfenesené
pravomoci a platnymi pravnimi pfedpisy;

(i)  bude zachovavat utajeni a divérnost
Duavérnych informaci druhé Smluvni strany
a nesdéli je bez pfedchoziho pisemného
souhlasu druhé Smluvni strany zadné treti
osobé, nepfipousti-li tato Dohoda,
Smérnice, Nafizeni v pfenesené pravomoci
nebo platné pravni predpisy vyslovné néco
jiného;

(i)  ucini v8echny pfimeéfené kroky k ochrané
Davérnych informaci druhé Smluvni strany;
a

(iv) u€ini nezbytna opatfeni k tomu, aby
zabranila neopravnénému uziti ¢i sdéleni
Daveérnych informaci druhé Smiuvni strany,
a okamzité uvédomi druhou Smluvni stranu,
dozvi-li se o takovém zneuziti ¢i sdéleni
Davérnych informaci a pfijme nezbytna
opatfeni ke zmirnéni jeho nasledkd.

Smluvni strana je opravnéna sdélit Dlvérné
informace druhé Smluvni strany svym spfiznénym
spole¢nostem ¢i subdodavatellim, bude-li to
nezbytné pro Ucely této Dohody a na zakladée
alesporn stejné pfisnych povinnosti k zachovani
mi¢enlivosti, jaké jsou stanoveny v tomto ¢lanku 9.

Povinnosti k zachovani mi¢enlivosti stanovené

v tomto ¢lanku 9 se nevztahuji na materiély

a informace, které:

(i) jsou obecné dostupné nebo jinak verejné
bez poruSeni této Dohody pfijimajici
Smluvni stranou; nebo

8.2

In the event of a Security Breach, the Company
shall upon CzMVOQO’s request: (i) cooperate with
CzMVO in investigating the Security Breach; (ii)
without undue delay take all reasonable steps to
repair the Security Breach and limit its
consequences; (iii) take all reasonable steps to
prevent the recurrence of such Security Breaches
in the future; and (iv) assist CzMVO in measures
required by applicable law.

9. CONFIDENTIALITY

9.1

9.2

9.3

For the purposes of this Agreement, the Parties
may provide Confidential Information to each
other. Each Party receiving Confidential

Information from the other Party shall:
(i) use the other Party’s Confidential

Information only for the purposes of this
Agreement or other written agreement
between the Parties or as otherwise
provided under the Directive, the Delegated

Regulation or applicable legal regulations;
(iy keep the other Party’s Confidential

Information secret and confidential and not
disclose it to any third party without written
prior consent of the Party, expect as
expressly permitted under this Agreement
or the Directive or the Delegated Regulation

or applicable legal regulations;
(i)  take all reasonable steps to protect the

other Party’s Confidential Information; and
(iv) take necessary precautions to prevent

unauthorised use or disclosure of the other
Party’s Confidential Information, and to
notify immediately the other Party upon
becoming aware of the same and take
necessary measures in order to reduce the
effects of such unauthorized misuse or
disclosure.

Each Party may disclose the other Party’s
Confidential Information to its affiliates or
subcontractors on a need to know basis for the
purpose of this Agreement and under at least as
stringent confidentiality obligations as set out in
this Section 9.

The confidentiality obligations set out in this
Section 9 do not apply to material and information

that:
(i) is generally available or otherwise public

without the receiving Party being in breach
of this Agreement; or
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9.4

9.5

(i) pfijimajici Smluvni strana obdrZela od tfeti
osoby bez poruSeni mi€enlivosti; nebo

byly v drZeni pfijimajici Smluvni strany bez
povinnosti k zachovani mi¢enlivosti pfed
obdrzenim informaci od poskytujici Smluvni

strany; nebo
pfijimajici Smluvni strana nezavisle vytvofila

bez pouziti informaci nebo materiall
obdrZzenych od poskytujici Smiuvni strany.

(i)

Po skonceni této Dohody pfijimajici Smluvni strana
vrati poskytujici Smluvni strané D0vérné
informace, které od ni obdrzela, nebo na zadost
poskytujici Smluvni strany dolozi, Ze takové
informace byly zni¢eny. Pfijimajici Smluvni strana
je v8ak opravnéna ponechat si takové materialy,
o kterych to stanovi platné pravni pfedpisy.

Povinnosti podle tohoto ¢lanku 9 zlstavaji
v platnosti i po skonceni této Dohody.

10. VYSSi MOC

10.1

10.2

10.3

Zadna Smluvni strana neni odpovédna za prodleni
nebo 8kody zplsobené prekazkou, jez je mimo jeji
kontrolu a kterou dana Smluvni strana nemohla
pfiméfené pfedvidat v okamziku uzavfeni této
Dohody, a jejiz disledky nemohla dana Smluvni
strana pfimérené prekonat nebo jim zamezit. Za
udalost vy88i moci se povazuje také stavka,
vyluka, bojkot ¢i obdobna priimyslova udalost, a to
i pokud smeéfuje proti dotéené Smiuvni strané nebo
se ji dot€ena Smluvni strana ucastni.

Za udalost vy$Si moci u jedné ze Smluvnich stran
se povazuje také udélost vy8si moci na strané
subdodavatele dané Smluvni strany, pokud nelze
danou subdodavku provést nebo ziskat z jiného
zdroje bez vynaloZeni nepfimérenych nakladu
nebo podstatné ztraty Casu.

Kazda Smluvni strana bezodkladné pisemné
oznami druhé Smluvni strané jakoukoli udalost
vyS§S8i moci a jeji skonceni.

11. OMEZENi ODPOVEDNOSTI

11.1

CzMVO nezarucuje, ze CzMVS nebude obsahovat
zadné chyby ¢i vady (at uz zjevné, skryté nebo
které nastanou v budoucnu). CzMVO nezaruCuje
bezvadné fungovani CzMVS.

CzMVO nenese odpovédnost za jednani EMVO
a osob, kterym byl poskytnut pfistup k CzMVS

9.4

9.5

(i) the receiving Party has received from
a third party without breach of

confidentiality; or
was in the possession of the receiving

Party without confidentiality obligation prior
to receiving the information from disclosing

Party; or
the receiving Party has independently

developed without using the information or
material received from the disclosing Party.

(iv)

Upon termination of this Agreement, the receiving
Party shall return to the disclosing Party the
Confidential Information received from it or, upon
the disclosing Party’s request, certify destruction
of the same. The receiving Party shall, however,
be entitled to retain such material as is required by
applicable law.

The obligations under this Section 9 will remain in
force after termination of this Agreement.

10. FORCE MAJEURE

10.1

10.2

10.3

Neither Party shall be liable for delay or damage
caused by an impediment beyond the Party’s
control and which the Party could not have
reasonably taken into account at the time of
conclusion of this Agreement and the
consequences of which the Party could not
reasonably have avoided or overcome. A strike,
lockout, boycott and other similar industrial action
shall also be considered a force majeure event
even when the Party concerned is the target or
a party to such an action.

A force majeure event suffered by a subcontractor
of a Party shall also be considered a force
majeure event in relation to that Party if the work to
be performed under subcontracting cannot be
done or acquired from another source without
incurring unreasonable costs or significant loss of
time.

Each Party shall without delay inform the other
Party in writing of a force majeure event and the
termination of the force majeure event.

11. LIMITATION OF LIABILITY

11.1

CzMVO does not warrant that the CzMVS will not
contain any errors or defects (whether visible,
hidden or likely to occur in the future). CzMVO
does not warrant that the CzMVS will function
without faults.

CzMVO shall not be liable for the actions of EMVO
and of the persons to whom access to the CzMVS
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a EMVS v souladu s pfisluSnymi pravnimi
pfedpisy. CzMVO nenese odpovédnost za obsah,
integritu nebo Uplnost Udajti v CzMVS & EMVS
a za aktualnost takovych Udajd.

Celkova odpovédnost CzMVO vi¢i Spole¢nosti
podle této Dohody bude omezena vysi plateb
obdrzenych od CzMVO od Spole¢nosti podle této
Dohody v tom kalendarnim roce, ve kterém Skoda
vznikla. Omezeni odpovédnosti se neuplatni, bude-
li $koda zplsobena umysIiné nebo z hrubé
nedbalosti.

12. DOBA TRVANIi DOHODY A JEJi UKONCENI

121

12.2

12.3

12.4

Tato Dohoda vstupuje v platnost a nabyva
ucinnosti k datu jejiho podpisu opravnénymi
zastupci obou Smluvnich stran.

JelikoZ tato Dohoda provadi kogentni ustanoveni
Smérnice, Nafizeni v pfenesené pravomoci
a pfipadnych dalSich pravnich predpisl, obé
Smluvni strany prohlasuji a souhlasi, ze, neni-li
v této Dohodé stanoveno jinak, maze ji kterakoliv
ze Smluvnich stran ukongit pouze v pfipadé, ze
Spole¢nost nebude nadale vystupovat jako Drzitel
registrace v Ceské republice nebo v pfipadé, ze se
na Spole¢nost, na CzMVO nebo na vSechny
registrace |éCivych pripravk, jejichz drzitelem je
v Ceské republice Spoleénost a na které se
vztahuje Smérnice a Nafizeni v pfenesené
pravomoci, nebudou nadéle vztahovat platné
pravni pfedpisy tykajici se provozovani CzMVS.
Smluvni strany maji dale pravo ukongcit tuto
Dohodu, aniz by jim tim vznikla jakakoli
odpovédnost vi¢i druhé Smluvni strané, a to
v pfipadé ukonc¢eni dohody mezi EMVO a CzMVO
0 provozovani Evropského Ulozisté z jakéhokoli
ddvodu. Pokud je tato Dohoda ukonéena v souladu
s timto ¢lankem, skonci poslednim dnem
kalendarniho mésice nasledujiciho po doruceni
pisemné vypovédi druhé Smluvni strané.

Tato Dohoda mlze byt rovnéz s okamzitou
uginnosti pisemné vypovézena Smluvni stranou,
ktera neporusila své povinnosti, v pfipade, ze se
druha Smluvni strana dopusti podstatného
poruseni této Dohody a takové porueni nenapravi
do tficeti (30) dnl od doruceni pisemné vyzvy
k napravé tohoto poruseni.

Bude-li tato Dohoda ukonéena kteroukoli Smluvni
stranou, nebude mit Spole¢nost Zadna prava na
Uplné ani ¢aste¢né vraceni jiz uhrazenych Poplatk(

11.3

and the EMVS has been provided in compliance
with applicable legislation. CzMVO shall not be
liable for the content, integrity, or completeness of
the Data in the CzMVS or the EMVS and for such
Data being up to date.

The total aggregate liability of CzZMVO towards the
Company under this Agreement will be limited to
the amount of payments received by CzMVO from
the Company under this Agreement in the
calendar year in which the damage occurred. The
limitation of liability will not apply, if the damage
has been caused by wilful misconduct or gross
negligence.

12. TERM AND TERMINATION

121

12.2

12.3

124

This Agreement shall become valid and effective
on the date of signing by the duly authorised
representatives of both Parties.

Since this Agreement covers the execution of
compulsory legal provisions as set out in the
Directive, the Delegated Regulation, and possible
other applicable legislation, both Parties
acknowledge and agree that, unless agreed
otherwise herein, this Agreement may only be
terminated by either Party when the Company no
longer acts as a MAH in the Czech Republic or
when the applicable legislation related to the
operation of CzMVS ceases to apply to either the
Company or CzMVO or to all marketing
authorisations of medicinal products held by the
Company in the Czech Republic for which the
Directive and the Delegated Regulation apply.
Furthermore, the Parties shall have the right to
terminate this Agreement without any liability to
the other Party, if the agreement between EMVO
and CzMVO for the use of the European Hub is
terminated for any reason. If terminated under this
provision the Agreement shall end on the last day
of a calendar month following the delivery of
written notice to the other Party.

This Agreement may also be terminated with
immediate effect by written notice by the
nondefaulting Party in the event that the other
Party commits a material breach of this Agreement
and fails to remedy such breach within thirty (30)
days after having been given written notice in
respect thereof.

In case this Agreement is terminated by either
Party, the Company will have no rights whatsoever
to be refunded of the already paid Fees (neither as
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(celé Castky ani jeji pomérné Casti).
125 Clanky 6, 7, 9, 10, 11, 12.4 a 15 této Dohody
zlstavaji v platnosti i po ukonéeni této Dohody.

13. ZMENY A POSTOUPENI

13.1 Zmény a dodatky této Dohody jsou platné jen
tehdy, jsou-li ucCinény pisemnou formou
a podepsany opravnénymi zastupci obou
Smluvnich stran.

13.2 Spoleénost neni bez pfedchoziho pisemného

souhlasu CzMVO opravnéna tuto Dohodu
postoupit, at’ uz zcela nebo z¢asti, a jakékoli
postoupeni v rozporu s timto ustanovenim je
neplatné; CzMVO bezdlvodné udéleni souhlasu
neodepre. CzMVO je opravnéna tuto Dohodu zcela
nebo z€asti postoupit kdykoli bez pfedchoziho
souhlasu Spole¢nosti, pficemz CzMVO oznami
Spoleénosti bez zbyte¢ného odkladu takové
postoupeni a jeho ddvody.

14. UPLNE UJEDNANI

141 Tato Dohoda predstavuje Uplné ujednani mezi
Smluvnimi stranami s ohledem na jeji pfedmét
a nahrazuje vSechny dfivéjsi ndvrhy, jednani,
dohody a jina pisemna i Ustni sdéleni tykajici se
jejiho pfedmétu.

15. ROZHODNE PRAVO A RESENi SPORU

15.1 Tato Dohoda se Fidi a vyklada podle prava Ceské
republiky, s vylougenim koliznich norem Ceské
republiky.

156.2 Veskeré spory &i naroky souvisejici s touto

Dohodou nebo z ni vyplyvajici budou pfednostné
feSeny jednanim Smluvnich stran. Nepovede-li
takové jednani ke smirnému feSeni, budou takovy
spor nebo narok koneé¢nym zplsobem rozhodnuty
prislusnymi soudy v Ceské republice, pticemz
fizeni bude vedeno v ¢eském jazyce.

16. PODPISY A ROZHODNE ZNENI

16.1 Tato Dohoda byla podepsana v ¢eské a anglické
verzi ve dvou (2) stejnopisech s platnosti originalu,
z nichZ kazda Smluvni strana obdrzela po jednom

(1) stejnopisu.

16.2 V pfipadé jakéhokoli rozporu mezi ¢eskou
a anglickou verzi této Dohody je rozhodujici ¢eské

znéni.

a whole nor pro rata).

12.5 Sections 6,7, 9, 10, 11, 12.4 and 15 hereof will
survive the termination of this Agreement.

13. AMENDMENT AND ASSIGNMENT

13.1  Amendments and modifications to this Agreement
are valid only if they are made in writing and
signed by the duly authorised representatives of
both Parties.

13.2 The Company may not assign this Agreement, in

whole or in part, without CzMVQ’s prior written
consent and any attempted assignment in violation
of this provision shall be invalid; CzMVO shall not
unreasonably withhold such consent. CzMVO may
assign this Agreement, in whole or in part, without
the Company’s consent at any time, it being
agreed that CzMVO shall inform the Company
about such assignment and the reasons thereof
CzMVOQO’s without undue delay.

14. ENTIRE AGREEMENT

141 Agreement constitutes the entire agreement
between the Parties with respect to the subject-
matter hereof and supersedes and replaces any
prior proposals, negotiations, agreements and
other written or oral communications between the

Parties relating to the subject-matter hereof.

15. GOVERNING LAW AND DISPUTE
RESOLUTION

15.1  This Agreement is governed and construed under
the laws of the Czech Republic, excluding choice

of law rules of the Czech Republic.

15.2  All disputes, controversies or claims relating to or
arising out of this Agreement will first and foremost
be settled in negotiations between the Parties. In
the event that the negotiations do not lead to an
amicable solution, such dispute, controversy or
claim will be finally settled by the relevant courts in
the Czech Republic and the proceeding shall be in

the Czech language.

16. SIGNATURES AND PREVAILING VERSION

16.1  This Agreement has been executed in Czech and
English version in two (2) original copies of which

each Party has received one (1) copy.

16.2 the event of any discrepancies between the Czech
and English versions hereof, the Czech version

shall prevail.
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V/In dne/on

V/In dne/on

Narodni organizace pro ovérovani pravosti léciv,
z.s.
Magr. Filip Vrubel
predseda predstavenstva/Chairman of the Board of

Narodni organizace pro ovéfovani pravosti léCiv,
z.s.
Mgr. Lenka Novotna, MHA
mistopfedsedkyné predstavenstva/Vice-Chairman of the

Directors Board of Directors
V/In dne/on V/In dne/on
MAH_ver_1 MAH_ver_1
TEST TEST1 TEST TEST2
CEO 1 CEO 2
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