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Agreement on the Use of the NSOL National System by End Users

SMLOUVA O UZIVANi
VNITROSTATNIHO SYSTEMU
NSOL KONCOVYMI UZIVATELI

(dale jen ,Smlouva®)
uzaviena mezi
spolkem

Narodni organizace pro ovérovani pravosti léCiv,
z.s.,

se sidlem Pobfezni 620/3, Karlin, 186 00 Praha 8,
ICO: 05851742,

zapsanym ve spolkovém rejstfiku vedeném
Mé&stskym soudem v Praze, sp. zn. L 67982

(dale jen ,NOOL"),

obchodni firma/nazev:

ICO: i ,

ZAPSANOU V ..uinriiiiiiieai et e ee e,
vedeném ...........ccoooeinnnin soudem
Vo ,SP.ZN. ...l

(dale jen ,Koncovy uzivatel),

(NOOL a Koncovy uzivatel jednotlivé dale jen
~Smluvni strana“ a spole¢né dale jen ,Smluvni
strany"®).

PREAMBULE

Tato Smlouva upravuje podminky pro pfipojeni a
pfistup k Vnitrostatnimu systému NSOL a pro
uzivani Vnitrostatniho systému NSOL, ktery je
provozovan NOOL.

NOOL povoluje uzivani Vnitrostatniho systému
NSOL Koncovému uzivateli podle obsahu této
Smlouvy. NOOL neprodava Vnitrostatni systém
NSOL Koncovému uzivateli a NOOL zUstava
neziskovym pravnim subjektem, ktery zfizuje a
spravuje Vnitrostatni systém NSOL.

AGREEMENT ON THE USE OF
THE NSOL NATIONAL
SYSTEM BY END USERS

(hereinafter referred to as the “Agreement”)
concluded between
the association

Narodni organizace pro ovérovani pravosti
léciv, z.s.,

with its registered seat at Pobfezni 620/3, Karlin,
Postal Code 186 00, Prague 8,

ID No.: 05851742,

registered in the Associations Register maintained
by the Municipal Court in Prague, File No. L 67982
(hereinafter referred to as “NOOL”),

and

commercial name:

registered in ...

maintained by the .................. Court

(hereinafter referred to as the “End User”),

(NOOL and End User hereinafter individually
referred to as the “Party” or together as the
“Parties”).

PREAMBLE

This Agreement regulates the terms and conditions
of the connection and access to the NSOL National
System and use of the NSOL National System,
which is operated by NOOL.

NOOL allows use of the NSOL National System to
the End User subject to the contents of this
Agreement. NOOL does not sell the NSOL National
System to the End User and NOOL remains the
non-profit legal entity that establishes and manages
the NSOL National System.
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1. ZAVAZNOST SMLOUVY 1. EFFECT OF THE AGREEMENT

1.1. Uzavienim této Smlouvy Koncovy uzivatel 1.1. By entering into this Agreement, the End
potvrzuje, Ze se seznamil s jejim obsahem, User acknowledges that he has read and
Ze mu rozumi a souhlasi stim, Ze je touto understood its contents and consents to be
Smlouvou vazan. bound by this Agreement.

1.2. Uzavienim této Smlouvy Koncovy uzivatel 1.2. By entering into this Agreement, the End
potvrzuje, Ze se seznamil s jejim obsahem, User acknowledges that he has read and
Ze mu rozumi a souhlasi stim, Ze je touto understood its contents and consents to be
Smlouvou vazan. bound by this Agreement.

1.3. Uzavienim této Smlouvy Koncovy uzivatel 1.3. By entering into this Agreement, the End
potvrzuje, Ze se seznamil s jejim obsahem, User acknowledges that he has read and
Ze mu rozumi a souhlasi stim, Ze je touto understood its contents and consents to be
Smlouvou vazan. bound by this Agreement.

1.4. Osoba, ktera uzavira tuto Smlouvu jménem 1.4. The person who is entering into this
Koncového uzivatele, ktery je obchodni Agreement on behalf of an End User who is
korporaci (spole¢nosti), spolkem, sdruzenim a company (corporation), association,
nebo jinou pravnickou osobou, timto partnership or other legal entity, hereby
prohlasuje, Ze ma pravni zplsobilost takovou declares that he/she has the legal capacity to
pravnickou osobu zavazovat a Ze takova bind such legal entity and that such legal
pravnicka osoba, kterou zastupuje, souhlasi, entity, which he/she represents, consents to
Ze je touto Smlouvou vazana. be bound by this Agreement.

1.5. Pokud Koncovy uzivatel nesouhlasi 1.5. Ifthe End User does not accept the contents
s obsahem této Smlouvy, nema opravnéni se of this Agreement, he/she is not authorized to
k Vnitrostatnimu systému NSOL pripojit, connect, to access nor to otherwise use the
vstoupit do ného nebo ho jinak uzivat. NSOL National System.

UCEL TETO SMLOUVY PURPOSE OF THE AGREEMENT

2.1. Ugelem této Smlouvy je stanovit pfislusna 2.1. The purpose of this Agreement is to set the
prava a povinnosti NOOL a Koncového respective rights and obligations of NOOL
uZivatele ve vztahu k pfipojeni Koncového and the End User with respect to the
uzivatele k Vnitrostatnimu systému NSOL, connection of the End User to the NSOL
jeho pfistupu knému a jeho uzivani za National System, access to and use of it in
UuCelem  ovéfeni pravosti a vyfazeni order to verify the authenticity of, and to
jedine¢ného identifikatoru 1éCivych pfipravki decommission, the unique identifier of
v souladu s ustanovenimi Smérnice EU medicinal products in accordance with the
o padélanych léc€ivych pfipravcich a Nafizeni provisions of the EU Directive on Falsified
v pfenesené pravomoci (dale jen ,Uéel”). Medicines and the Delegated Regulation

(hereinafter referred to as the “Purpose”).

3.  UDELENi PRAV KONCOVEMU UZIVATELI 3.  GRANT OF RIGHTS TO THE END USER

3.1. Vsouladu stouto Smlouvou udéluje timto 3.1. Subject to and in compliance with this
NOOL Koncovému uzivateli bezplatné, Agreement, NOOL hereby grants to the End
omezeneé, odvolatelné, nevyhradni, User a free of charge, limited, revocable,
nepfenosné licenCni pravo vztahujici se non-exclusive, non-transferable, personal
k subjektu Koncoveho uZivatele pfipojovat se license right to connect, to access to and to
k Vnitrostatnimu systému NSOL, ziskat use the NSOL National System solely for the
k nému pfistup a pouzivat ho vyhradné pro Purpose.

Ugel.
3.2. Licenéni prava jsou Koncovému uZivateli 3.2. License rights granted to the End User are

udélena  pouze vrozsahu  vyslovné
stanoveném touto Smilouvou. NOOL (a jeho
pfipadni poskytovatelé licenci) si vyhrazuji
veskera dalsi licenéni prava.

limited to those expressly granted herein.
NOOL (and its respective licensors) reserves
all other rights.
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4.2.

4.21.

422

OMEZENI LICENCE

Pokud neni stanoveno jinak, potom Koncovy
uzivatel nesmi v rozporu s podminkami této
Smlouvy (i) pouzivat, kopirovat, uchovavat,
distribuovat, prodavat, zvefejfovat,
vystavovat, poskytovat na zakladé dilCi
licence, pronajimat, opravovat nebo
pozméfovat Vnitrostatni systém NSOL ani
zadnou jeho  soucast; (ii) upravovat,
pfizpusobovat, dekompilovat, rozkladat,
zpétné skladat, zpétné sestavovat, zpétné
analyzovat nebo jinak prekladat Vnitrostatni
systém NSOL nebo jakoukoli jeho soucast;
(iii) pouzivat Vnitrostatni systém NSOL nebo
jakoukoli jeho soucast nebo k nim vydavat
diléi licence ve prospéch ftfeti strany a
obecnéji k jakémukoli jinému ucelu nez je
Ugel; (iv) ukladat informace & udaje ve
Vnitrostatnim systému NSOL, které jsou
nepfesné nebo nebyly ziskany zakonné di
porusuji  jakakoli Prava k duSevnimu
vlastnictvi nebo poruSuji Smérnici EU
o padélanych |é¢ivych pfipravcich nebo
Nafizeni v pfenesené pravomoci, nebo
k takovym informacim ¢i udajim pfistupovat
i je Sifit. Toto omezeni se netyka ukladani
udaju o splnéni povinnosti  Koncového
uzivatele vyplyvajicich z pravnich predpisu a
této Smlouvy.

Jestlize ma NOOL kdykoli oduvodnéné a
objektivni divody se domnivat, ze (dalsi)
pfipojeni Koncoveho uzivatele
k Vnitrostatnimu  systému NSOL, pfistup
Koncového uZivatele k tomuto systému nebo
uzivani ~ tohoto  systému Koncovym
uZivatelem:

bezprostfedné a podstatné ohroZuje
bezpecnost nebo fungovani
Vnitrostatniho systému NSOL nebo
EMVS (zcela nebo z&asti), je NOOL
opravnén okamzité a bez pfedchoziho
upozornéni odpojit Koncového
uzivatele (zcela nebo zCasti) od
Vnitrostatniho systému NSOL, s tim, ze
NOOL bude bez zbyte¢ného odkladu
informovat Koncového uZivatele
o takovém opatfeni a jeho divodech a
Ze pfipojeni Koncového uzivatele
k Vnitrostatnimu systému NSOL bude
obnoveno co nejdfive, jakmile to bude
mozne, az jiz nebude existovat zadné
bezprostfedni a podstatné ohrozeni
bezpecnosti nebo fungovani
Vnitrostatniho systému NSOL nebo
EMVS; a

je vrozporu s touto Smlouvou, avsak

41.

4.2.

LICENCE RESTRICTIONS

Except as stipulated otherwise, the End User
may not, in contrary to the terms of this
Agreement, (i) use, copy, maintain,
distribute, sell, publish, display, sublicense,
rent, make corrections to, or modify the
NSOL National System nor any component
thereof; (i) modify, adapt, decompile,
disassemble, reverse assemble, reverse
compile, reverse engineer, or otherwise
translate the NSOL National System or any
component thereof; (iii) use or sublicense
use of the NSOL National System or any
component thereof for the benefit of a third
party, and more generally, for any purpose
other than the Purpose, (iv) store, access or
transmit information or data on the NSOL
National System that is inaccurate or that has
not been legally obtained or that is in violation
of any other applicable Intellectual Property
Right, or that is in violation of the EU Directive
on Falsified Medicines or Delegated
Regulation. This limitation does not apply to
the storage of data regarding the fulfilment of
the End User’s obligations resulting from
legal regulations and this Agreement.

If, at any time, NOOL has reasonable and
objective grounds to believe that the (further)
connection, access to or use of the NSOL
National System by the End User:

4.2.1. immediately and substantially
endangers the security or functioning of
the NSOL National System or the EMVS
(in whole or in part), NOOL is entitled to
immediately and without prior notice
disconnect the End User (in whole or in
part) from the NSOL National System, it
being agreed that NOOL shall inform
the End User about such measure and
the reasons thereof without undue
delay, and that the connection of the
End User to the NSOL National System
shall be re-established as soon as
possible when there is no longer any
immediate and substantial danger to the
security or functioning of the NSOL
National System or the EMVS; and

4.2.2. is in breach of this Agreement but does
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4.3.

4.4.

5.2.

5.2.1.

neohrozuje bezprostfedné a podstatné
bezpecnost nebo fungovani
Vnitrostatniho systému NSOL nebo
EMVS (zcela nebo c¢astecné), ma
NOOL pravo odpojit Koncového
uZivatele od Vnitrostatniho systému
NSOL (a muze pak uplatnit sva dalSi
prava v souladu stouto Smlouvou),
pokud Koncovy uZivatel nenapravi
takové poruseni béhem 90 (devadesati)
kalendarnich dnl (nebo béhem kratsi
Ihaty tam, kde to NOOL muze divodné
pozadovat), je-li mozné takové
poruSeni napravit, po pfedloZeni
pisemné vyzvy k takové napravé ze
strany NOOL.

Jestlize ma Koncovy uzZivatel kdykoli
oduivodnéné a objektivni divody domnivat
se, ze (budouci) pfipojeni, pFistup
k Vnitrostatnimu systému NSOL nebo jeho
uzivani bezprostfedné a podstatné ohrozZuji
bezpecnost Koncového uzivatele, mlize se
Koncovy uZivatel odpojit od Vnitrostatniho
systému NSOL s tim, Zze Koncovy uzivatel
musi bez zbyte¢ného odkladu informovat
NOOL o takovém opatfeni a jeho dlivodech a
Ze pripojeni Koncového uZivatele bude
obnoveno, jakmile nebude trvat
bezprostfedni a  podstatné  ohrozeni
bezpec€nosti Koncového uzivatele. Tim neni
nijak ovlivnéno jednostranné rozhodnuti
Koncového uZivatele, Ze se kdykoliv odpoji
od Vnitrostatniho systému NSOL (aniz by tim
byly ovlivnény  povinnosti Koncového
uzivatele podle Smeérnice EU o padélanych
IéCivych pfipravcich a Nafizeni v pfenesené
pravomoci).

Smluvni strany se zavazuji poskytovat si
vzajemnou soucinnost tak, aby odpojeni
podle bodi 4.2 a 4.3 bylo uplatnéno jen
v krajnim pfipadé.

POVINNOSTI KONCOVEHO UZIVATELE

Koncovy uzZivatel se pfipoji a bude pfistupovat
k Vnitrostatnimu systému NSOL a uzivat
Vnitrostatni systém NSOL, aby ovéfil pravost
jedine¢ného identifikatoru 1éCivych pfipravki
a vyfadil jedineCny identifikator v souladu
s touto Smlouvou a vSemi svymi povinnostmi
podle Smérnice EU o padélanych [éCivych
pfipravcich  a Nafizeni v pfenesené
pravomaoci.

Koncovy uZivatel zaruCuje, ze

bude udrzovat
povéfeni a

v davérnosti  sva
hesla pro pfipojeni

4.3.

4.4.

5.2.

not immediately and substantially
endanger the security or functioning of
the NSOL National System or the EMVS
(in whole or in part), NOOL is entitled to
disconnect the End User from the NSOL
National System (and may then
exercise its further rights in accordance
with this Agreement), provided that, if
such breach is capable of cure, the End
User failed to cure the breach within 90
(ninety) calendar days (or such shorter
period where NOOL may reasonably
require) after a written request for such
cure has been presented by NOOL

If, at any time, the End User has reasonable
and objective grounds to believe that the
(further) connection, access to or use of the
NSOL National System immediately and
substantially endanger the security of the
End User, the End User may disconnect from
the NSOL National System, it being agreed
that the End User shall inform NOOL without
undue delay about such measure and the
reasons thereof at the End User’s earliest
convenience, and that the connection of the
End User shall be re-established as soon as
there is no longer any immediate and
substantial danger to the security of the End
User. This is without prejudice to the End
User's unilateral decision to disconnect from
the NSOL National System at any time (this

without prejudice to the End User's
obligations under the EU Directive on
Falsified Medicines  and Delegated
Regulation).

The Parties shall fully cooperate so that any
disconnection as foreseen under Sections
4.24.3. is only used as a last resort.

OBLIGATIONS OF THE END USER

The End User shall connect, access to and
use the NSOL National System to verify the
authenticity of the unique identifier of
medicinal products and decommission the
unique identifier in accordance with this
Agreement and all its obligations under the
EU Directive on Falsified Medicines and the
Delegated Regulation.

The End User warrants that:

5.2.1. he will maintain the confidentiality of its
credentials and passwords to connect
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5.3.

5.2.2.

5.2.3.

5.2.4.

k Vnitrostatnimu systému NSOL a do
Vnitrostatniho systému NSOL bude
nahravat pouze spravné a presné
informace nebo Udaje;

bude udrzovat v dlvérnosti sva
povéfeni a hesla pro pfipojeni
k Vnitrostatnimu systému NSOL a do
Vnitrostatniho systému NSOL bude
nahravat pouze spravné a presné
informace nebo Udaje;

vlastni systém Koncového uzZivatele a
jakékoli  pfipojeni nebo  pfistup
Koncového uZivatele do Vnitrostatniho
systtmu NSOL budou chranény
dostateCnymi bezpecnostnimi
opatfenimi k ochrané proti
neopravnénému pristupu, zastaveni a
preruseni neopravnéného pfistupu a
ochrané proti jinym  PoruSenim
bezpecnosti, v&etné bezpecnostnich
opatieni, kterd mohou byt Koncovému
uzivateli oznamena ze strany NOOL;
v pfipadé, Zze NOOL vyzaduje pouziti
urCitého bezpecénostniho opatfeni, je
Koncovy uZivatel opravnén uzit takové
feSeni, které zaruCi obdobnou uroveri
bezpeénosti; a

neprodlené upozorni NOOL na jakékoli
PoruSeni bezpec€nosti, jakmile se
o takovém Porudeni bezpeénosti dozvi,
a pfijme vSechna nezbytna opatfeni,
aby zmirnil takové Poruseni
bezpecnosti, je-li to mozné.

Koncovy uzivatel v Zadném pfipadé nesmi
(i) pouzivat  Vnitrostatni  systém NSOL
jakymkoli nezakonnym zpUsobem,
k Zzadnému nezakonnému ucelu ani Zzadnym
zpusobem porusujicim tuto Smlouvu nebo
Smérnici EU o padélanych Ié€ivych
pfipravcich a  Nafizeni v pfenesené
pravomoci, ani jednat podvodné nebo se zlym
umyslem, napfiklad proniknutim do kodu
nebo vlozenim skodlivého kodu, vEetné vird,
nebo umysinym vloZzenim nepfesnych,
padélanych ¢&i  Skodlivych  Udajd  do
Vnitrostatniho systému NSOL; (ii) poruSovat
jakakoli Prava k duSevnimu vlastnictvi
vztahujici se k Vnitrostatnimu systému NSOL
nebo prava jakékoli tfeti strany ve vztahu
k uzivani Vnitrostatniho systému NSOL,
nebo (iii) pouzivat Vnitrostatni systém NSOL
zpusobem, ktery by mohl poskodit,
porouchat, pfetizit nebo narusit Vnitrostatni
systtm NSOL nebo prekazet ostatnim
Uzivatelm.

5.3.

to the NSOL National System, and that
he will upload to the NSOL National
System only correct and accurate
information or Data;

5.2.2. he will maintain the confidentiality of its
credentials and passwords to connect
to the NSOL National System, and that
he will upload to the NSOL National
System only correct and accurate

information or Data;

5.2.3. the End User's own system and any
connection or access by the End User
to the NSOL National System shall be
protected by sufficient security
measures to protect against
unauthorized access, to intercept and
disrupt  unauthorized access and
protect against other Security Breach,
including the security measures as may
be notified by NOOL to the End User; in
case that NOOL requires the use of a
certain security measure, the End User
is entitled to use such measure that will
ensure a similar level of security; and

5.2.4. the End User shall promptly notify
NOOL of any Security Breach as soon
as it becomes aware of such Security
Breach and shall take all necessary
measures to mitigate such Security

Breach, if possible.

In any case, the End User must not (i) use
the NSOL National System in any unlawful
manner, for any unlawful purpose, or in any
manner inconsistent with this Agreement or
the EU Directive on Falsified Medicines and
Delegated Regulation, or act fraudulently or
maliciously, for example, by hacking into or
inserting malicious code, including viruses, or
intentionally inserting inaccurate, false or
harmful data into the NSOL National System;
(i) infringe any Intellectual Property Rights
relating to the NSOL National System, or
those of any third party in relation to the use
of the NSOL National System, or (iii) use the
NSOL National System in a way that could
damage, disable, overburden or compromise
the NSOL National System or interfere with
other Users.
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5.4.

5.5.

5.6.

5.6.1.

5.6.2.

5.6.3.

Koncovy uzivatel je povinen pouZzivat pouze
takova IT feSeni (IT systémy), ktera jsou pred
prvnim pfipojenim k Vnitrostatnimu systému
NSOL certifikovana (validovana) ze strany
NOOL. V pfipadé prechodu Koncového
uZivatele na takove IT fedeni, které nebylo
certifikovano (validovano) ze strany NOOL,
plati povinnost podle pfedchozi véty
obdobné. Podrobnosti certifikace (validace)
jsou zvefejnény a priibézné aktualizovany na
internetovych strankach NOOL. Nesplnéni
povinnosti podle tohoto ¢&lanku bude
povazovano za poruseni  podstatné
povinnosti podle této Smlouvy; pro vylouceni
pochybnosti plati povinnost podle prvni véty i
v pfipadé postupu podle c¢lanku Chyba!
Nenalezen zdroj odkaz., tzn., Ze Koncovy
uzivatel nesmi IT feSeni, které nebylo
certifikovano (validovano) podle tohoto
Clanku, pfipojit k Vnitrostatnimu  systému
NSOL ani Vnitrostatni systém NSOL
s takovym IT FeSenim jakkoli uzivat nebo
k nému pfistupovat, dokud neni povinnost
podle tohoto ¢lanku spinéna.

Koncovi uzivatelé sméji provadét (hromadné)
ovéfovani pouze ve vztahu klé€ivym
pfipravkim, které maji pod svou fyzickou
kontrolou. Koncovi uzivatelé sméji provadét
vyfazovani jedinecnych identifikatord pouze
pfi nebo po ovéfeni a naskenovani
jednotlivych baleni, nad kterymi maji fyzickou
kontrolu a aktualné s nimi disponuiji.

Koncovy uzivatel mize povéfit své Zastupce
Koncového uzivatele, aby vyuZivali jeho
prava podle této Smlouvy a pfipojovali se
k Vnitrostatnimu systému NSOL a
pfistupovali k nému jménem Koncového
uZivatele, jak je to nezbytné pro pinéni Ugelu,
pfi spInéni niZze uvedenych podminek:

Zastupce Koncového uzivatele musi
byt informovan o vSech povinnostech,
IhGitach, omezenich a podminkach
platnych pro Koncového uZivatele, jak
jsou stanoveny v této Smlouve;

Koncovy uZivatel je nadéle plné
odpovédny za jakékoli jednani nebo
opomenuti svého Zastupce Koncového
uzivatele nebo Uzivatele;

aniz by tim byly omezeny ostatni
napravné prostfedky, NOOL si
vyhrazuje v pfipadé vyznamného
poruSeni této Smlouvy Uzivatelem
pravo pozadat Koncového uzivatele,
aby identifikoval takového Uzivatele a
aby takovému UZivateli pferusil nebo

5.4.

5.5.

5.6.

The End User is obliged to use only such IT
solutions (IT systems) that are certified
(validated) by NOOL before their first
connection to the NSOL National System. In
the event of the End User’s transition to such
IT solution which was not certified (validated)
by NOOL, the obligation according to the
previous sentence shall apply. Certification
(validation) details are published and
updated on NOOL website. Failure to fulfil
the obligation under this Article shall be
deemed as a breach of a substantive
obligation under this Agreement; to avoid any
doubt, obligation according to the first
sentence applies also to the procedure
according to Section Chyba! Nenalezen
zdroj odkazu., i.e. the End User may not
connect an IT solution not certified
(validated) under this Article to the NSOL
National System and he may not use or
access the NSOL National System until the
obligation under this Article has been met.

(Bulk) verifications can only be performed by
End Users in respect of medicinal products
under their physical control.
Decommissioning of unique identifiers by
End Users can only be performed by or after
verifying and scanning individual packs
under their physical control and in hand.

The End User may authorize its End User
Representatives to benefit from its rights
under this Agreement and to connect, to
access to and to use the NSOL National
System on behalf of the End User as
necessary for the Purpose, subject to the
following conditions:

5.6.1. the End User Representative is
informed of all obligations, terms,
limitations and conditions applying to
the End User as set forth in this
Agreement;

5.6.2. the End User remains fully responsible
and liable for any act or omission of its

End User Representative or the User;

5.6.3. without prejudice to other remedies, in
case of material breach of this
Agreement by the User, NOOL reserves
the right to require the End User to
identify such User and to suspend or
withdraw such User's authorization

granted in accordance with this Section

STRANA/PAGE 6 Z/OF 41



Smlouva o uzivani vnitrostatniho systému NSOL koncovymi uzivateli

Verze 4.0 / Version 4.0

Agreement on the Use of the NSOL National System by End Users

5.7.

5.8.

5.6.4.

5.8.1.

5.8.2.

5.8.3.

odvolal opravnéni udélené v souladu
s timto bodem 5.6Chyba! Nenalezen
zdroj odkazu., aniz by tim Koncovému
uzivateli vzniklo pravo na jakékoli
odskodnéni, pficemz v takovém
pfipadé NOOL sdéli Koncovému
uzivateli na jeho zadost divody takové
Zadosti; a

bylo vyslovné dohodnuto, Ze pokud jde
o zaméstnance Koncového uzivatele,
jsou ustanoveni tohoto bodu 5.6
splnéna, jestlize jsou takovi
zaméstnanci fadné informovani o
obsahu této Smlouvy a maji povinnost
dodrZovat jeji podminky sjednany ve
své pracovni smlouvé uzaviené
s Koncovym  uzivatelem ¢&i jinym
vhodnym zplsobem, a Koncovy
uZivatel je nadale plné odpovédny a
zodpovida za své zaméstnance, jejich
jednani a jakékoli nevhodné pouZiti
systémi NOOL a EMVS.

V pfipadé potencialniho pfipadu padélani ve
smyslu Nafizeni v pfenesené pravomoci je
Koncovy uzivatel, kromé& jinych povinnosti
ulozenych mu touto Smlouvou, Nafizenim
v pfenesené pravomoci a jinymi pravnimi
predpisy, povinen na vyzvu NOOL pisemné
poskytnout informace, na kterém konkrétnim
pracovisti Koncového uzivatele k identifikaci
potencialniho pfipadu padélani doslo, a to
v potfebném detailu, véetné presné adresy
daného pracovisté a jednoznaéné
identifikace pocitace a Uzivatele, ktery dany
Ukon ovéfeni a vyfazeni jedinec¢ného
identifikatoru provedl|; tim nejsou dotcena
ustanoveni tykajici se vedeni a uchovavani
Auditni stopy, jak je definovana dale.

Koncovy uzivatel bude informovat NOOL
ohledné vyznamnych skute€nosti, které by
mohly mit vliv na pInéni této Smlouvy,
zejmeéna o:

zméné pravni formy, prfeméné
Koncového uZivatele, zméné
vétSinového spoleénika ¢&i akcionafe
a/nebo skute€ného majitele Koncového
uZivatele,

vstupu Koncového uzivatele do

likvidace ¢i insolvence,

zméné, pfemisténi & zaniku zavodu,
pobocky nebo provozovny Koncového
uzivatele, nafizeni exekuce na zavod
nebo pobocku Koncového uzivatele,

5.7.

5.8.

5.6, without any indemnity being due to
the End User; in such case NOOL shall
notify the End User upon his request of
the reasons of such demand; and

5.6.4. itis expressly agreed that, as far as the
End User's employees are concerned,
the provisions under this Section 5.6
shall be met provided that such
employees are duly informed about
contents of this Agreement and have a
duty to observe its conditions as per
their employment agreement concluded
with  the End User or in other
appropriate way, and the End User
remains fully responsible and liable for
its employees, their actions and any
inappropriate use of NOOL systems
and the EMVS.

In the event of a potential case of falsification
within  the meaning of the Delegated
Regulation, the End User is required, in
addition to his other obligations imposed by
this Agreement, by the Delegated Regulation
and by other regulations, to provide NOOL in
writing, upon its request, with information on
End User's specific workplace where a
potential case of falsification was identified,
in required detail, including the exact address
of the workplace and the unambiguous
identification of the computer and the User
who performed the verification and
decommissioning of the unique identifier; this
is without prejudice to provisions relating to
the keeping and the preservation of the Audit
Trail, as defined below.

The End User shall inform NOOL of material
facts that could affect the performance of this
Agreement, in particular of:

5.8.1. change of legal form, transformation of
the End User, change of majority
shareholder or stockholder and/or

beneficial owner of the End User,

5.8.2. entry of the End User to liquidation or

insolvency,

5.8.3. change, relocation or termination of the
End User’s business enterprise, branch
or establishment, enforcement order on

the business enterprise or branch of the
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6.2.

6.3.

5.8.4.

5.8.5.

6.2.1.

6.2.2.

6.2.3.

6.2.4.

skuteCnosti, Ze je Koncovy uzivatel
zaroven provozovatelem I1ékarny i
drzitelem povoleni k distribuci 1&€ivych
pFipravkd,

zaniku vefejnopravniho opravnéni k
provozu lékarny €i k distribuci IéCivych
pfipravkd Koncového uzivatele.

POVINNOSTI NOOL

NOOL pfijme potfebna opatfeni, aby zajistil,
Ze bude Vnitrostatni systém NSOL vyvinut,
zaveden, vyzkou$en a provozovan v souladu
se Smérnici EU o padélanych IéCivych
pfipravcich a Nafizenim v pfenesené
pravomoci a v souladu s touto Smlouvou.

Vnitrostatni systém NSOL musi odpovidat
viem podminkam stanovenym v ¢lanku 35
odst. 1 Nafizeni v pfenesené pravomoci, a to:

musi umoznovat spolehlivou
elektronickou identifikaci a ovéfeni
jednotlivych baleni lécivych pfipravkd
Koncovym uzivatelem v souladu
s pozadavky Nafizeni v pfenesené
pravomaoci;

musi  mit programovaci rozhrani
aplikace umozZnujici  pfenaset a
vyménovat Udaje se  softwarem
pouzivanym Koncovym uzivatelem a
tam, kde je to vhodné, pfisluSnymi

vnitrostatnimi organy;

jestlize Koncovy uzZivatel zada dotazy
do Vnitrostatniho systému NSOL za
uCelem ovéfeni pravosti a vyfrazeni
jedineéného identifikatoru, musi byt
doba odpovédi Vnitrostatniho systému
NSOL, bez ohledu na rychlost
internetového pfipojeni, nizsi nez 300
milisekund u nejméné 95 % dotaz(;
vykon Vnitrostatniho systému NSOL
musi umoznovat Koncovému uzivateli
provoz bez vyznamného zdrzeni, a

ve vyjimecnych pfipadech vypadku
vlastniho software Koncového uzivatele
musi  Vnitrostatni  systétm  NSOL
zahrnovat graficka uzivatelska rozhrani
umoziujici  pfimy  pfistup  knému
Koncovému uZivateli ovéfenému
v souladu s nize uvedenym bodem
6.3.2 za UuCelem ovéfeni pravosti
jedine€ného identifikatoru a jeho
vyfazeni.

AniZ je tim omezena obecna povaha vyse

6.2.

6.3.

End User,

facts that the End User is both the
operator of the pharmacy and the holder
of the authorisation to distribute
medicinal products,

5.8.4.

5.8.5. termination of the End User’s public
authorisation to operate a pharmacy or

to distribute medicinal products.
OBLIGATIONS OF NOOL

NOOL shall take appropriate measures to
ensure that the NSOL National System shall
be developed, implemented, tested and
operated in accordance with the EU Directive
on Falsified Medicines and the Delegated
Regulation and in accordance with this
Agreement.

The NSOL National System shall satisfy all
conditions as set forth under Article 35, para.
1 of the Delegated Regulation, namely:

6.2.1. it shall allow the reliable electronic
identification and authentication of
individual packs of medicinal products
by the End User, in accordance with the
requirements of the Delegated
Regulation;

6.2.2. it shall have application programming
interfaces able to transfer and
exchange data with the software used
by the End User and, where applicable,

national competent authorities;

6.2.3. when the End User queries the NSOL
National System for the purposes of
verification ~ of  authenticity and
decommissioning of a unique identifier,
the response time of the NSOL National
System, not considering the speed of
the internet connection, shall be lower
than 300 milliseconds in at least 95 % of
queries; the NSOL National System
performance shall allow the End User to
operate without significant delay; and

6.2.4. inthe exceptional case of a failure of the
End User's own software, the NSOL
National System shall include graphical
user interfaces providing direct access
to it to the End User verified in
accordance with Section 6.3.2 below,
for the purposes of verifying the
authenticity of the unique identifier and

decommissioning it.

Without prejudice to the generality of the
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uvedeného, zavazuje se NOOL, Ze:

6.3.1.

6.3.2.

6.3.3.

6.3.4.

vynaloZi vesSkeré rozumné
poZadovatelné usili, aby nalezitym
zplsobem zfidil Vnitrostatni systém
NSOL, a pfijme pfislusna opatfeni, aby
Vnitrostatni systém NSOL samotny a
udaje ve Vnitrostatnim systému NSOL
ulozené byly chranény vhodnymi
bezpenostnimi  opatfenimi, v&etné
opatfeni proti neopravnénému pfistupu,
zadrzZeni nebo naruseni;

v souladu s ¢lankem 37 odst. 1 pism. b)
Nafizeni v pfenesené  pravomoci
zavede bezpec&nostni postupy, které
zajisti, Ze  ziskat pfistup do
Vnitrostatniho systému NSOL nebo
nahravat udaje do Vnitrostatniho
systtmu NSOL budou moci pouze
Uzivatelé, jejichz totoznost, funkce a
legitimita byly ovéfeny, pfiCemz toto

ovéfeni provede Koncovy uzivatel
alespon pred prvnim
pFipojenim/pfistupem Uzivatele

k Vnitrostatnimu systému NSOL; pro
tento ucel se Koncovy uZivatel zavazuje

poskytnout NOOL veskerou jim
pozadovanou  soucinnost, vcetné
poskytnuti vesSkerych informaci

pozadovanych NOOL;

v souladu s ¢lankem 36 odst. 1 pism. b)
Nafizeni v pfenesené pravomoci zajisti
Vnitrostatni  systém NSOL spusténi
upozornéni v systému a v terminalu,
kde se uskuteCriuje ovéfovani pravosti

jedinecného identifikatoru,  jestlize
takové ovéfovani nepotvrdi, Ze je
jedine¢ny identifikator pravy; bude

nepretrzité sledovat Vnitrostatni systém
NSOL, zda v ném nevznikaji udalosti
upozoriujici na potencialni pfipady
padélani, a zajisti okamzité vySetfeni
vSech potencialnich pfipadt padélani
oznaCenych  vsystému v souladu
s Nafizenim v pfenesené pravomoci;

v souladu s ¢lankem 36 odst. 1 pism. g)
Nafizeni v pfenesené pravomoci a aniz
je tim dotéen ¢lanek 35 odst. 1 pism. h)
uvedeného Nafizeni a bod 6.3.1 vySe,
bude Vnitrostatni systétm NSOL
umoziovat pfistup ovéfenym
distributorm k seznamu distributord
zminénému v ¢&lanku 33 odst. 2
pism. h) Nafizeni v pfenesené
pravomoci za ucelem rozhodnuti, zda
musi ovérfovat jedineCny identifikator

above, NOOL undertakes:

6.3.1.

6.3.2.

6.3.3.

6.3.4.
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to use all reasonably required efforts to
set up the NSOL National System in a
diligent manner and shall take
appropriate measures so that the NSOL
National System and Data on the NSOL
National System be protected by
appropriate security measures,
including against unauthorized access,
interception or disruption;

in accordance with Article 37, para. 1, b)
of the Delegated Regulation, to put in
place security procedures ensuring that
only Users whose identity, role and
legitimacy has been verified can access
the NSOL National System or upload
Data to the NSOL National System,
whereas such verification shall be made
by the End User at least prior to the first
connection/access of the User to the
NSOL National System:; for this purpose
the End User undertakes to provide
NOOL with all required assistance,
including provision of all information
required by NOOL;

in accordance with Article 36, b) of the
Delegated Regulation, the NSOL
National System shall provide for the
triggering of an alert in the system and
in the terminal where the verification of
the authenticity of a unique identifier is
taking place when such verification fails
to confirm that the unique identifier is
authentic, shall continuously monitor
the NSOL National System for events
alerting to potential incidents of
falsification and provide for immediate
investigation of all potential incidents of
falsification flagged in the system as
required under the  Delegated
Regulation;

in accordance with Article 36, para. 1, g)
of the Delegated Regulation and without
prejudice to Article 35, para. 1, h)
thereof and Section 6.3.1 above, the
NSOL National System shall allow the
access by verified wholesalers to the list
of wholesalers referred to in Article 33
para. 2, h) of the Delegated Regulation,
for the purpose of determining whether
they have to verify the unique identifier
of a given medicinal product in
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daného IéCivého pfipravku v souladu se

Smeérnici 0 padélanych léCivych
pfipravcich a Nafizenim v pfenesené
pravomaoci.

6.3.5. bude bezplatné podporovat Koncového
uzZivatele a umozZni mu bezplatny
pfistup ke véem relevantnim
materialim a dokumentaci a
k programu  Skoleni, aby umoznil

Koncovému uzZivateli pfipojovat se
k Vnitrostatnimu  systému NSOL  pfi
plnéni Ucelu.

INTERNI AUDIT NOOL

NOOL bude vhodnymi prostfedky
uskute€novat pravidelné Kkontroly pInéni
pozadavkl stanovenych pro néj Nafizenim
v pfenesené pravomoci (zvlasté vSech
technickych a organizaénich bezpec&nostnich
aspekttl vztahujicich se ke zfizeni a
provozovani Vnitrostatniho systému NSOL),
jak je pozadovano ve Smérnici EU
o padélanych léc&ivych pfipravcich, Nafizeni
v pfenesené pravomoci a této Smlouvé.

PRAVA K DUSEVNIMU VLASTNICTVI

Koncovy uZivatel uznavd a souhlasi, Ze
vSechna prava a naroky k pravim dusevniho

vlastnictvi souvisejici s Vnitrostatnim
systtmem  NSOL, vcetné  jakychkoli
programovacich  rozhrani  aplikace a
grafickych  uzivatelskych rozhrani  nebo

jakékoli soucasti EMVS a podily na nich

kdekoli na svété patiti NOOL, pfipadné
EMVO, a udéluje se knim licence
(neprodavaji se) Koncovému uzivateli.
Koncovy wuzivatel nema Zadna prava
k Vnitrostatnimu  systému  NSOL, ani
k Zadnému programovacimu rozhrani
aplikace a grafickému uzivatelskému

rozhrani nebo jakékoli soucasti EMVS, kromé
prava pouzivat je k Ugelu v souladu s touto
Smlouvou a Smérnici EU o padélanych
[éCivych pfipravcich a Nafizenim
v pfenesené pravomoci.

OCHRANA UDAJU A VLASTNICTVi

V souladu s ¢lankem 35 odst. 1 pism. h)
Nafizeni v pfenesené pravomoci musi mit
Vnitrostatni systém NSOL takovou strukturu,
aby zajiStoval ochranu Osobnich udaju a
davérnych informaci obchodni povahy a
vlastnictvi a divérnost udaji vytvofenych pfi
interakci Koncového uZivatele se systémem
v souladu s ¢lankem 38 Nafizeni

9.1.

accordance with the EU Directive on
Falsified Medicines and Delegated
Regulation;

6.3.5. to support the End User free of charge
and to provide it with free of charge
access to all relevant material and
documentation and training
programme, in order to allow the End
User to connect to the NSOL National

System for the Purpose.

INTERNAL AUDIT BY NOOL

NOOL shall carry out regular audits, by
appropriate means, of its own compliance
with the requirements under the Delegated
Regulation (in particular all technical and
organizational security aspects relating to the
set-up and the operation of the NSOL
National System), as required under the EU
Directive on Falsified Medicines, Delegated
Regulation and this Agreement.

INTELLECTUAL PROPERTY RIGHTS

The End User acknowledges and agrees that
all rights, titles and interests to, and all
underlying Intellectual Property Rights in the
NSOL National System, including any
application programming interfaces and
graphical user interfaces or any other
component of the EMVS anywhere in the
world, belong to NOOL, respectively EMVO,
and are licensed (not sold) to the End User.
The End User has no rights in, or to, the
NSOL National System, including any
application programming interfaces and
graphical user interfaces or any component
of the EMVS, other than the right to use them
for the Purpose in accordance with this
Agreement and the EU Directive on Falsified
Medicines and Delegated Regulation.

DATA PROTECTION AND OWNERSHIP

In accordance with Article 35, para. 1, h) of
the Delegated Regulation, the structure of
the NSOL National System shall be such as
to guarantee the protection of Personal Data
and information of a commercially
confidential nature and the ownership and
confidentiality of the data generated when
the End User interacts with it, in accordance
with Article 38 of the Delegated Regulation,

STRANA/PAGE 10 Z/OF 41



Smlouva o uzivani vnitrostatniho systému NSOL koncovymi uzivateli

Verze 4.0 / Version 4.0

Agreement on the Use of the NSOL National System by End Users

9.2.

9.3.

9.4.

9.21.

9.2.2.

v pfenesené pravomoci, jak je popsano nize.

V zasadé plati, e Udaje obsazené v EMVS
patfi Koncovému uzivateli, ktery tyto Udaje
vytvafi (generuje) pfi interakci s EMVS
(,Udaje patfi tomu, kdo je vytvoril‘). EMVS
musi uchovavat tyto datové prvky:

statické udaje (. informace uvedené
v ¢lanku 33 odst. 2 Nafizeni
v pfenesené pravomoci), a

dynamické udaje, tedy:

9.2.2.1. status jedine¢ného identifikatoru, tj.
aktivni nebo vyfazeny. V pfipadé
.vyfazeného* jedine¢ného
identifikatoru obsahuji dynamické
Udaje také podrobnosti, napf. zda

byl vydan, stazen, ukraden atd., a

9.2.2.2. zmeény celého zaznamu (dale jen
L2Auditni stopa‘“), jak je uvedeno
v¢lanku 35 odst.1 pism.g)
Nafizeni v pfenesené pravomoci,
ktery obsahuje zaznam o v8ech
operacich spojenych s jedineCnym
identifikatorem, o  Uzivatelich
uskute€nujicich tyto operace a
0 povaze téchto operaci.

Podle vySe uvedené zasady je vlastnikem
dynamickych udaji a statickych udajl
obsazenych v EMVS Koncovy uZivatel, ktery
generuje Udaje pfi interakci s Vnitrostatnim
systémem NSOL. Tyto informace nesméji byt
pfistupné Zzadné jiné strané, s vyjimkou
statickych udaju a informaci o statusu
jedine¢ného identifikatoru za jedinym ucelem
ovéfeni (Clanek 38 odst. 1  Nafizeni
v pfenesené pravomoci), aniz je tim dotéeno
pravo pfistupu pfisludnych vnitrostatnich
organd, jak je upraveno v ¢lanku 39 Nafizeni
v pfenesené pravomoci.

Udaje generované vlastnim IT systémem
Koncového uzivatele (napf. udaje o prodejich
nebo transakcich, o pohybu zasob, cenach
atd.) elektronickymi nebo  manualnimi
prostfedky nebo takovymi  prostifedky
shromazdéné, vlastni vyhradné Koncovy
uzivatel a muze je volné uzivat bez jakéhokoli
omezeni. Pro vylou€eni pochybnosti to
znamena, ze provozovatelé lékaren vlastni
udaje generovaneé jejich vlastnim IT systém,
distributofi vlastni udaje generované jejich
vlastnim IT systétmem a drzZitelé povoleni

9.2.

9.3.

9.4.

as described below.

As a principle, the Data contained in the
EMVS belongs to the End User who
generates this Data when interacting with the
EMVS (‘whoever creates the Data, owns the
Data’). The EMVS shall hold the following
data components:

9.2.1. Static data (i.e. the information listed
under Article 33, para. 2 of the
Delegated Regulation); and

9.2.2. Dynamic datai.e.:

9.2.2.1. the status of the unique identifier,
i.e., active or de-commissioned. In
case of ‘de-commissioned’ unique

identifier, dynamic data also
includes the detail, e.g.
dispensed, recalled, stolen, etc.;
and

9.2.2.2. changes to the complete record
(hereinafter referred to as the
"Audit Trail") as referred to in
Article 35, para. 1, g) of the
Delegated Regulation, which
contains a record of all operations

concerning a unique identifier, of

the Users performing those
operations and the nature of the
operations.

As per the principle outlined above, dynamic
data and static data contained in the EMVS
belong to the End User who generates the
Data when interacting with the NSOL
National System. This information must not
be accessible for any other party, with
exception of the static data and the
information on the status of a unique
identifier for the sole purpose of verification
(Article 38, para. 1 of the Delegated
Regulation) and without prejudice to the right
of access by national competent authorities
as provided for under Article 39 of the
Delegated Regulation.

Data generated by the End User's own IT
system (e.g., sales or transactional data,
stock movements, pricing information, etc.)
by electronic or manual means, or captured
with the same, is exclusively owned and may
be freely used without any restriction
whatsoever by the concerned End User. For
the avoidance of doubt, this means that
pharmacists own the data generated by their
own IT system, that wholesalers own the
data generated by their own IT system, and
that manufacturing and/or marketing
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9.5.

9.6.

9.7.

9.8.

k vyrobé a/nebo drzitelé rozhodnuti o
registraci vlastni Udaje generované jejich
vlastnim IT systémem.

Aniz by tim bylo jakkoli omezeno pouzivani
udaju generovanych vilastnim IT systémem
Koncového uZivatele, jak je uvedeno vyse,
museji s pfistupem  k jakymkoli  udajim
(statickym nebo dynamickym) vypsanym,
zkopirovanym nebo stazenym z EMVS, pro
Ucely mimo ramec Smérnice EU o
padélanych l|égivych pfFipravcich a Nafizeni
v pfenesené pravomoci a/nebo jejich
uzivanim souhlasit vSechny zapojené strany
vlastnici udaje v daném pfipadé v souladu
s pfislusnou legislativou.

V souladu s ¢lankem 35 odst. 1 pism. g)
Nafizeni v pfenesené pravomoci musi
Koncovy uzivatel poskytnout Vnitrostatnimu
systému NSOL a Vnitrostatni systém NSOL
uchovavat Auditni stopu vSech operaci
spojenych s jedineénym identifikatorem,
Uzivatell uskuteCnujicich tyto operace a
povahy operaci. NOOL nesmi pfistupovat
k Auditni stopé ulozené ve Vnitrostatnim
systému NSOL a Udajim v ni obsazenym
bez pisemného souhlasu legitimnich
vlastnikd udaju (uréenych v souladu s vyse
uvedenymi body 9.1 az 9.5), s vyjimkou
pfistupu za uc€elem vySetfovani potencialnich
pfipadd padélani oznacCenych v EMVS
v souladu s ¢lankem 36 pism. b), ¢lankem 37
pism. d) a c¢lankem 38.2 Nafizeni
v pfenesené pravomoci nebo za ucelem
poskytnuti pFistupu pfisluSnym vnitrostatnim
organim v souladu s ¢lankem 39 Nafizeni
v pfenesené pravomoci nebo za ucelem
udrzby, oprav ~nebo  jinych ~ zmén
Vnitrostatniho systému NSOL dolozitelné a
zasadné nezbytnych pro jeho funkénost.

Uziti adajii obsazenych v Auditni stopé a
pfistup k nim jsou povoleny vylu¢né ke shora
uvedenym uceltm, pficemz Zastupce NOOL,
ktery bude provadét operaci pfistupu
k Auditni stopé, bude mit pfistup pouze
k dajim nezbytné nutnym k naplnéni shora
uvedenych ucelt, NOOL jej pouci ohledné
omezeni uziti Udaju obsazenych v Auditni
stopé a pfistupu k nim a zavaze povinnosti
miCenlivosti tykajici se ochrany udaju
obsaZenych v Auditni stopé& pfinejmensim
vrozsahu, vjakém jsou chranény touto
Smlouvou.

NOOL umozni pfistup ke

9.5.

9.6.

9.7.

svému 9.8.

authorisation holders own the data generated
by their own IT system.

Without any restriction whatsoever to the use
of the data generated by an End User's own
IT system as mentioned above, access to
and/or use of any Data (static or dynamic)
extracted from, copied from or downloaded
from the EMVS for purposes outside of the
scope of the EU Directive on Falsified
Medicines and Delegated Regulation needs
to be agreed by all the stakeholders owning
that Data on a case-by-case basis in
compliance with relevant legislation.

In accordance with Article 35, para. 1, g) of
the Delegated Regulation, the End User shall
provide to the NSOL National System and
the NSOL National System shall maintain an
Audit Trail of all operations concerning a
unique identifier, of the Users performing
those operations and the nature of the
operations. NOOL shall not access the Audit
Trail stored on its NSOL National System and
the Data contained therein without the written
agreement of the legitimate data owners
(determined in accordance with Sections 9.1
to 9.5Chyba! Nenalezen zdroj odkazt.

above), except for the purpose of
investigating potential incidents of
falsification flagged in the EMVS in

accordance with Article 36, b), Article 37 d)
and Article 38.2 of the Delegated Regulation
or for the purpose of granting access to the
national competent authorities in accordance
with Article 39 of the Delegated Regulation or
for the purpose of maintenance, repair work
or other alterations to the NSOL National
System as evidentially and essentially
necessary for its operation.

The access to and the use of the data
contained in the Audit Trail shall be strictly
limited to these purposes, it being noted that
the NOOL Representative that will conduct
the operation of accessing the Audit Trail will
be restricted on a need-to-know basis as
necessary for the above purposes provided
that NOOL informs its Representative of the
restrictions as to the access and use of the
data contained in the Audit Trail and ensures
that its Representative is bound by a
confidentiality undertaking or obligations of
confidence which protect the data contained
in the Audit Trail to at least the extent that it
is protected under this Agreement.

NOOL shall only grant access to its NSOL
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9.9.

9.10.

10.
10.1.

10.1.1.

10.1.2.

Vnitrostatnimu systému NSOL a k Udajim
vném obsazenym pouze pfisluSnym
vnitrostatnim organim za ucelem uvedenym
v ¢lanku 39 Nafizeni v pfenesené pravomoci,
a to pouze v rozsahu, v jakém se tykaji uzemi
Ceské republiky, pokud Smérnice EU
o padélanych Iéc€ivych pfipravcich a Nafizeni
v pfenesené pravomoci nebo Ceské pravni
predpisy nestanovi jinak.

S vyjimkou pfipadd, kdy jsou Uudaje
zpfistupnény za ucelem vysSetfovani (Clanek
39 Nafizeni v pfenesené pravomoci) nebo
kdy je to vyslovné zakazano pravnimi
pfedpisy nebo tak neni pfisluSnymi pravnimi
predpisy predvidano, je vlastnik Udajd
obsazenych ve Vnitrostatnim systému NSOL
v pfipadé pfistupu pfisluSnych vnitrostatnich
organ k Udajim dle bodu 9.8 opravnén
pozadovat informace o takovém pfistupu.
NOOL si s pfisluSnymi vnitrostatnimi organy
potvrdi, Ze mohou byt takové informace
poskytnuty. Podminky poskytnuti téchto
informaci, v€etné terminu, kdy budou moci
byt tyto informace poskytnuty, budou
stanoveny NOOL dle jeho uvazeni v mezich
pokynu udélenych pfisluSnymi vnitrostatnimi
organy, tzn. o zpusobu podavani zprav, jeho
vyvoji, uzivani a Uuhradé souvisejicich
nakladd bude rozhodnuto na narodni Urovni

Pfi plnéni této Smlouvy dochazi ke
zpracovani osobnich udaju fyzickych osob
zapojenych do pInéni Smlouvy z iniciativy
Koncového wuzivatele, a to NOOL jako
spravcem osobnich udaji. Koncovy uzivatel
se zavazuje informovat tyto osoby jako
subjekty udajl, jejichz osobni Udaje jsou
zpracovavany pfi plnéni Smlouvy, o daném
zpracovani osobnich udaju, a to v rozsahu dle
¢l. 13 a 14 GDPR. Podrobnéjsi informace o
zpracovani osobnich udajii prostfednictvim
NOOL jako spravcem osobnich udaju
obsahuje Priloha €. 2 této Smiouvy.

MLCENLIVOST (DUVERNE INFORMACE)

NOOL a Koncovy uzivatel se ve vztahu
k Ddvérnym informacim pfijatym od druhé
Smluvni strany zavazuji, ze:

ucini vSechna nezbytna opatfeni, aby
zabranili kopirovani, kradeZi nebo
jinému odcizeni Duvérnych informaci
druhé Smluvni strany, které maji ve
svém drzeni, spravé nebo pod svou
kontrolou;

budou nakladat s Davérnymi

9.9.

9.10.

10.
10.1

National System and the Data contained
therein to competent authorities for its
territory for the purposes set forth under
Article 39 of the Delegated Regulation and in
so far as they concern the territory of the
Czech Republic unless otherwise required
under the EU Directive on Falsified
Medicines and Delegated Regulation, or
under Czech law.

In the instances of competent authority
access referred to under Section 9.8 except
where data are accessed for the purpose of
investigation (Article 39 of the Delegated
Regulation) or where explicitly prohibited by
law or not foreseen under applicable
legislation, the owner of the Data contained
in the NSOL National System may request to
be informed about access to its data by
national competent authorities. NOOL should
confirm with the national competent
authorities that such information may be
provided. The modalities for the provision of
this information — including the delay for the
provision of the information — are to be
defined by NOOL at its discretion in line with
any guidance provided by the national
competent authorities, i.e. the respective
reporting capabilities, their development, use
and the associated cost allocations are to be
decided at national level.

During the performance of this Agreement,
the personal data of the individuals involved
in the performance of the Agreement is
processed on the initiative of the End User by
NOOL as the data controller. The End User
undertakes to inform these persons as data
subjects whose personal data is processed
within the performance of the Agreement
about the processing of the personal data to
the extent provided for in Articles 13 and 14
of the GDPR. More detailed information on
the processing of personal data by NOOL as
data controller is contained in Annex No. 2 to
this Agreement.

CONFIDENTIALITY

. NOOL and the End User, each with respect

to Confidential Information received from the
other Party, undertakes to:

10.1.1. take all necessary precautions to
prevent the other Party’s Confidential
Information in its possession,
custody or control from being copied,

stolen or otherwise misappropriated;

10.1.2. keep the other Party’s Confidential
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10.1.3.

10.1.4.

10.1.5.

informacemi druhé Smluvni strany
jako s tajnymi a davérnymi, a aniz by
byla omezena platnost pfedchoziho,
nebudou sdélovat takové Duvérné
informace zadné osobég, s vyjimkou
pfipadd, kdy je vyslovné dovoleno
jinak touto Smlouvou nebo Smérnici o
padélanych 1é¢ivych pfipravcich a
Nafizenim v pfenesené pravomoci;

budou vynakladat alespori stejny
stupefi péfe a ochrany ve vztahu
k Divérnym informacim druhé
Smluvni strany, jaky vynakladaji ve
vztahu kvlastnim chranénym a
davérnym informacim stejného typu,
vzdy v8ak budou postupovat
s nejvyssi pédi;

budou pouzivat DGvérné informace
druhé Smluvni strany pouze ke
stanovenému Ugelu, nebo jak je
stanoveno ve Smérnici o padélanych
léCivych pfipravcich a v Nafizeni
v pfenesené pravomoci, s vylouéenim
jakéhokoli jiného ucelu;

u€ini vSechny nezbytné preventivni
kroky, aby zabranili jakémukoli
nepovolenému  zneuziti, sdéleni,
kradezi nebo jiné ztraté Dlvérnych
informaci, a upozorni okamzité druhou
Smluvni stranu, jakmile se o nich
dozvi, a pfijmou v8echna nezbytna
opatieni, aby sniZili u€inky takového
nepovoleného zneuziti, sdéleni,
kradeze nebo jiné ztraty.

10.2. Omezeni uzivani nebo sdélovani Dlvérnych
informaci, jak je stanoveno vySe, se netyka
informaci, které:

10.2.1.

10.2.2.

10.2.3.

10.2.4.

jsou nebo se stanou vefejné znamymi,
aniz by byla porusena tato Smlouva;

ziska druha Smluvni strana zakonnym
zpusobem nikoli jako davérné po Datu
nabyti G€innosti nebo ziska NOOL ¢i
Koncovy uzivatel zakonnym
zpusobem nikoli jako duvérné pred
Datem nabyti uc€innosti od tfeti strany

nezavisle vyvine NOOL nebo Koncovy
uzivatel;

je nutno sdélovat podle pozadavku
zakona, rozhodnuti soudu nebo
pfisludného ufadu, stim, Ze pred
takovym sdélenim musi NOOL nebo
Koncovy uZivatel, jestlize ma povoleni
ke sdéleni, druhou Smluvni stranu

10.1.3.

10.1.4.

10.1.5.

Information secret and confidential,
and without limiting the foregoing, not
disclose such Confidential
Information to any person, except as
expressly otherwise permitted by this
Agreement or the EU Directive on
Falsified Medicines and Delegated
Regulation;

exercise at least the same degree of
care and protection with respect to
the other Party’'s Confidential
Information that it exercises with
respect to its own proprietary and
confidential information of the same
kind, but in no case less than with
best care;

only use the other Party’'s
Confidential Information for the
Purpose or as otherwise provided
under the EU Directive on Falsified
Medicines and Delegated
Regulation, at the exclusion of any
other purpose;

take all necessary precautions in
order to prevent any unauthorised
misuse, disclosure, theft or other loss
of the Confidential Information, and
to notify immediately the other Party
upon becoming aware of the same
and take all necessary measures in
order to reduce the effects of such
unauthorized misuse, disclosure,
theft or other loss

10.2. The restrictions on use or disclosure of
Confidential Information as defined above do
not extend to information which:

10.2.1.

10.2.2.

10.2.3.

10.2.4.
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is or comes into the public domain
through no breach of this Agreement;

will be lawfully received by the other
Party on a non-confidential basis
after the Effective Date or has been
lawfully received by NOOL or the End
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to the Effective Date from a third
party;

is independently developed by NOOL
or the End User;

is required by law, by decision of a
court or a competent authority to be
disclosed, provided that before
making such disclosure, NOOL or the
End User, if permitted, gives the
other Party immediate notice thereof,
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10.2.5.

10.3.

1.

. Smluvni

. Vylouceni

neprodlené upozornit na takovou
povinnost, a poskytnout druhé
Smluvni strané dobu pfiméfenou
danym okolnostem, aby mohla
pozadat o predbézné opatfeni nebo
jinou vhodnou ochranu, nebo se vzdat
plnéni ustanoveni, ktera se tykaji
davérnosti v této Smlouvé. V takovém
pfipadé musi NOOL nebo Koncovy
uZivatel  spolupracovat s druhou
Smluvni stranou vSemi zakonnymi
prostfedky, aby omezil dopady sdéleni
a zabranil sdéleni jakychkoli jinych
Davérnych informaci, a

je tfeba sdélit pro pInéni Ugelu.

NOOL pfijme pfiméfena opatfeni k ochrané
identity Koncovych uzivateld, aniz by tim byla
dotena povinnost NOOL pfijmout pfiméfena
opatieni k zajisténi, Ze Vnitrostatni systém
NSOL bude po celou dobu trvani této
Smlouvy uzivan a provozovan k naplnéni
Ugelu, vsouladu se (i) Smérmici EU o
padélanych IéCivych pfipravcich a Nafizenim
v pfenesené pravomoci a (i) touto
Smlouvou.

OMEZENi ZARUKY A ODPOVEDNOSTI

. Vyhrada k poskytnuti zaruky. Pfistup

k Vnitrostatnimu systém NSOL se poskytuje
bez jakychkoli zaruk. Zvlasté, aniz by byly
ovlivnény povinnosti NOOL podle Smeérnice
EU o padélanych Ié&ivych pfipravcich a
Nafizeni v pfenesené pravomoci, NOOL
nezarucCuje, ze Vnitrostatni systém NSOL
bude prosty chyb a vad (at uz zjevnych nebo
skrytych/latentnich) nebo Ze bude fungovat
nepretrzité.

strany se dohodly, Ze v mife
maximalné povolené zakonem NOOL zvlasté
neposkytuje jakékoli zaruky, véetné jakékoli
zaruky za stav, kvalitu, vykon, dostate¢nou
jakost, prodejnost nebo vhodnost pro urcity
Ucel (i kdyby byl NOOL o takovém Uucelu
informovan), v€etné zaruky za latentni nebo
skryté vady, s ohledem k jakékoli Casti
Vnitrostatniho systému NSOL

nahrady sSkody. Aniz jsou
dotéeny vySe uvedené body 11.1. a 11.2. a
v maximalnim rozsahu povoleném zadkonem,
nenese NOOL odpovédnost za jakékoli Skody
vzniklé Koncovému uzivateli z této Smiouvy,
naroky, platby odskodného, vydaje, naklady a

10.3

1.

and gives the other Party reasonable
time under the specific
circumstances, so that it may seek a
preliminary order or other appropriate
protection, or waive compliance with
the non-disclosure provisions of this
Agreement. In such case, NOOL or
the End User shall cooperate with the
other Party, by all legal means, in
order to limit the effects of the
disclosure and to prevent the
disclosure of any other Confidential
Information; and

10.2.5. is to be disclosed as necessary for

the Purpose.

. NOOL shall take appropriate measures in

relation to the protection of the identity of the
End Users, without prejudice to NOOL’s
obligation to take appropriate measures to
ensure that its NSOL National System shall
be used and operated for the whole term of
this Agreement for the Purposes, in
accordance with (i) the EU Directive on
Falsified = Medicines and  Delegated
Regulation and (ii) this Agreement.

LIMITATION
LIABILITY

OF WARRANTY AND

. Reservation to provision of warranty.
Access to the NSOL National System is
provided without any warranties. Specifically,
without prejudice to NOOL'’s obligations
under the EU Directive on Falsified
Medicines and Delegated Regulation, NOOL
does not warrant that the NSOL National
System will be error and defect free (whether
apparent or hidden/latent) or will perform in
an uninterrupted manner.

. The Parties have agreed that to the
maximum extent allowed by law, NOOL
specifically disclaims all warranties, including
any warranty of condition, quality,
performance, satisfactory quality,
merchantability or fitness for a particular
purpose (even if NOOL had been informed of
such purpose), including for latent or hidden
defects, with respect to any part of the NSOL
National System.

. Exclusion of Damages. Without prejudice to
Sections 11.1 and 11.2 above and to the
maximum extent allowed by law, NOOL shall
not be liable for any damages caused to the
End User under the Agreement, for any
claims, damages, expenses, costs and
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12.
12.1.

12.2.

12.3.

12.4.

12.5.

ztraty, které jsou pfimé, nepfimé nebo
nasledné, véetné jakéhokoli uslého zisku,
uslého prospéchu, uslého obratu, uslého
pfijmu, ztraty uspor, uslé smlouvy, ztraty
uzivani, uslého obchodu nebo pferudeni
provozu, ztraty dobré povésti, ztraty dat,
ztraty klientd, naroky tfetich stran, jakékoli
jiné pfimé, nepfimé, zvlastni, nahodné nebo
nasledné Skody jakéhokoli druhu, at uz
vznikly na zakladé poruseni této Smlouvy,
zakonné povinnosti, skryté nebo latentni vady
nebo jinak, bez ohledu na to, zda byla 8koda
pfedvidatelnd, ve spojeni s pfFistupem
k Vnitrostatnimu  systému NSOL, nebo
vznikla z pfistupu k Vnitrostatnimu systému
NSOL ¢i z jeho uzivani.

DOBA TRVANi A UKONCENi PLATNOSTI

Tato Smlouva je uzavfena na dobu neurcitou.

Kterakoli ze Smluvnich stran ma pravo
ukongit tuto Smlouvu s okamzitou uc€innosti
pouhym doruc¢enim vypovédi druhé Smluvni
strang, jestlize (i)druha Smluvni strana
porus$i jakoukoli podstatnou povinnost podle
této Smlouvy, a (ii) porusujici Smluvni strana
nenapravi takové poruSeni béhem
devadesati (90) kalendainich dnli po pfedani
pisemné Zzadosti o napravu, je-li mozné
takové poruseni napravit.

NOOL ma dale pravo ukongit tuto Smiouvu
vypovédi s okamzitou uc&innosti, jestlize
(i) bude ukonena nebo vyprsi z jakéhokoli
ddvodu smlouva mezi EMVO a NOOL
o uzivani Evropského centralniho Glozisté ze
strany NOOL, nebo (ii) Koncovy uzivatel
pozbude opravnéni vydavat Iécivé pfipravky
verejnosti nebo pozbude povoleni
k distribuci, jak pfedpoklada Smérnice EU
o padélanych [éCivech a Nafizeni
v pfenesené pravomoci a pfislusny cCesky
pravni predpis. Ustanoveni § 1999 odst. 1
zakona ¢. 89/2012 Sb., ob&ansky zakonik, ve
znéni pozdéjSich predpisu, se pro NOOL
nepouzije.

VyprSeni nebo ukonéeni této Smlouvy
neovliviiuje ta ustanoveni, ktera jsou na
zékladé svych Ihat a smyslu cCasové
neomezené povahy v souladu s bodem 14.7
nize.

NOOL je opravnén navrhnout Koncovému
uzivateli zménu Smlouvy, zejména v pfipadé
zmén pravnich predpisi nebo fungovani
Vnitrostatniho systému NSOL, a Koncovy
uzivatel je povinen se ktakovému navrhu

12.
12.1.

12.2.

12.3.

12.4.

12.5.

losses that are direct, indirect or
consequential, including any loss of profits,
loss of benefit, loss of turnover, loss of
income, loss of savings, loss of contract, loss
of use, loss of business or business
interruption, loss of goodwill, loss of data,
loss of clientele, third party’s claim, or any
other direct, indirect, special, incidental or
consequential damages of any kind whether
based on a breach of the Agreement, breach
of statutory duty, hidden or latent defect, or
otherwise, regardless of whether the
damages were foreseeable, in connection
with or arising out of access to or use of the
NSOL National System.

TERM AND TERMINATION

This Agreement is concluded for an indefinite
period of time.

Either Party is entitled to terminate the
Agreement with immediate effect by mere
delivery of a notice to the other Party, if (i) the
latter is in breach of any material obligation
under this Agreement and, (ii) the defaulting
Party fails to cure such breach within ninety
(90) calendar days after such cure has been
demanded in writing if such breach is
capable of cure.

NOOL is further entitled to terminate the
Agreement by notice with immediate effect if
(i) the contract between EMVO and NOOL for
the use of the European Hub by NOOL is
terminated or expires for whatever reason, or
(ii) if the End User is no longer authorised to
give out medicinal products to the public or is
no longer authorised to distribute medicinal
products, as foreseen by the EU Directive on
Falsified Medicines and the Delegated
Regulation and respective Czech legal
regulation. Provision of Section 1999 (1) of
Act No. 89/2012 Coll., the Civil Code, as
amended, shall not apply for NOOL.

The expiration or termination of this
Agreement shall not affect provisions thereof
that by their terms and meaning are of a
continuing nature, in accordance with
Section 14.7 below.

NOOL is entitled to propose to the End User
an amendment of the Agreement, in
particular in case of change of legal
regulations or operating of the NSOL
National System and the End User is
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13.

13.1.

13.2.

13.3.

13.4.

14.
14.1.

14.2.

14.3.

vyjadfit do dvou (2) mésict ode dne doruceni
takového navrhu. V pfipadé, Ze Koncovy
uzivatel vitéto I[haté nevyjadfi souhlas
s takovou zménou, je NOOL opravnén
ukoncCit tuto Smlouvu s vypovédni dobou
v délce dvou (2) tydnd ode dne doruceni
vypovédi.

ZMENY A AKTUALIZACE
VNITROSTATNIHO SYSTEMU NSOL

NOOL muze kdykoli uplatnit aktualizace,
zmény anebo Upravy Vnitrostatniho systému
NSOL v souladu s nasledujicimi podminkami.

Jestlize bude nasazeni nebo instalace
aktualizaci, zmén anebo Uprav ve
Vnitrostatnim systému NSOL vyzadovat
(do¢asné) omezeni nebo preruseni pfistupu
Koncového uzivatele k ¢astem Vnitrostatniho
systému NSOL nebo k celému systému, musi
NOOL pfedem poskytnout Koncovému
uZivateli pfiméfené upozornéni, které umozni
zmirnit dopad takovych zmén, a musi
vynaloZit veSkerou snahu, aby minimalizoval
jakékoli omezeni nebo preruseni.

VSechny aktualizace, zmé&ny nebo Upravy
budou vyhradnim vlastnictvim NOOL.

Veskera udrzba, opravy, nahrady,
aktualizace, zmény a upravy Vnitrostatniho
systému NSOL jakékoli povahy se budou
uskute€niovat na zdkladé vyhradniho
rozhodnuti NOOL podle vySe uvedeného
bodu Chyba! Nenalezen zdroj odkazti..

VSEOBECNA USTANOVENI

Tato Smlouva nahrazuje jakakoliv pfedchozi
ujednani Smluvnich stran, ktera byla uc€inéna
ohledné pfedmétu této Smilouvy.

Tato Smlouva mulze byt dale ménéna di
ukoncena pisemné shodnym projevem vule
obou Smluvnich stran, a to i jednanim
ucinénym ve smyslu § 562 zakona ¢. 89/2012
Sb., ob&ansky zakonik, ve znéni pozdé&jsich
predpisQ.

Uzavienim této Smlouvy Koncovy uzivatel
potvrzuje, Ze se seznamil s obsahem
licenénich podminek uZivani systému pro
spravu alertud, jez tvofi pfilohu €. 1 Smlouvy
(dale jen ,Licence®), Ze mu rozumi a souhlasi
s tim, Ze je Licenci vazan.

13.

13.1.

13.2.

13.3.

13.4.

14.
14.1.

14.2.

14.3.

obligated to provide his statement to such
proposal within two (2) months from the day
of delivery of such proposal. In the event that
the End User does not provide his consent
with the change in this period, NOOL is
entitled to terminate the Agreement with a
notice period of two (2) weeks from the day
of the delivery of the notice.

CHANGES AND UPDATES TO THE NSOL
NATIONAL SYSTEM

NOOL may apply updates, changes or
modifications to the NSOL National System
at any time in accordance with the following
conditions.

If the deployment or installation of updates,
changes or modifications to the NSOL
National System imply a (temporary)
restriction or interruption of the End User’s
access to parts or all of the NSOL National
System, NOOL shall provide the End User
with reasonable prior notice that allows to
mitigate the impact and shall take all diligent
efforts to minimize any restriction or
interruption.

All updates, changes or modifications shall
be the sole property of NOOL.

All maintenance, repair work, alterations,
updates, changes and modifications of any
nature whatsoever to the NSOL National
System shall be done at NOOL'’s discretion,
subject to Section Chyba! Nenalezen zdroj
odkazi. above.

GENERAL PROVISIONS

This Agreement supersedes any previous
arrangements made by the Parties with
respect to the subject matter of this
Agreement.

This Agreement may be further amended or
terminated in writing by an identical
expression of will of both Parties, including by
an action taken within the meaning of Section
562 of Act No. 80/2012 Coll., the Civil Code,
as amended.

By entering into this Agreement, the End
User confirms that he has read and
understood the content of the Licence Terms
and Conditions for the Use of the Alert
Management System, which form Annex No.
1 to the Agreement (hereinafter referred to as
the "Licence") and agrees to be bound by the
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14.4.

14.5.

14.6.

14.7.

14.8.

14.9.

Koncovy uzivatel nesmi bez pfedem daného
pisemného souhlasu NOOL postoupit tuto
Smlouvu zcela ani ¢aste¢né jinému subjektu
a jakykoli pokus o jeji postoupeni porusujici
toto ustanoveni bude neplatny od samého
pocatku. NOOL muze kdykoli tuto Smilouvu,
v&etné vSech prav a povinnosti, postoupit bez
souhlasu Koncového uzivatele a NOOL se
zavazuje bez zbyte¢ného odkladu informovat
Koncového uzivatele o takovém postoupeni a
jeho duvodech.

Koncovy uZivatel je povinen si na vlastni
naklady obstarat v8echna nezbytna zafizeni,
sluzby a vybaveni potifebnd k pouzivani
Vnitrostatniho systému NSOL a pfistupu

knému, v€etné vhodného poditatového
vybaveni a internetovych pfipojeni, na
vyhradni riziko a naklady Koncového
uzivatele.

Koncovy wuzivatel musi hlasit NOOL

mimoradné udalosti, kterych byl svédkem ve
vztahu k uzivani Vnitrostatniho systému
NSOL a pfistupu knému, a musi bez
zbyte€ného odkladu odpovédét na jakoukoli
relevantni zadost NOOL o informace.

Ustanoveni ¢lanku 10 této Smlouvy zdstanou
v platnosti po dobu 5 let ode dne ukonéeni
této Smiouvy.

PFi ukonceni ucinnosti této Smlouvy musi
Koncovy uzivatel zni€it vSechny kopie
Vnitrostatniho systému NSOL (pokud takové
kopie ma), jakékoli jiné soucasti EMVS a
s nimi spojenou dokumentaci, kterou ma
(pfipadné) ve svém drzeni, s vyjimkou
prfipadd, kdy je uchovani takovych Kkopii
nezbytné, aby Koncovy uZivatel mohl plnit
své povinnosti podle Smérnice EU
o padélanych Iéc€ivych pfipravcich a Nafizeni
v pfenesené  pravomoci nebo podle
pfislusného prava.

Volba prava a soudni pravomoci

Tato Smilouva se Fidi pravem Ceské republiky.

Jakykoli spor mezi Smluvnimi stranami
vznikly ztéto Smlouvy bude predlozen
C¢eskym soudlm a s konecnou platnosti jimi
rozhodnut.

14.10.V pfipadé jakychkoli rozpori mezi ¢eskou a

anglickou verzi této Smlouvy je rozhodujici
Ceska verze.

14.4.

14.5.

14.6.

14.7.

14.8.

14.9.

Licence.

The End User may not assign this
Agreement, in whole or in part, without
NOOL’s prior written consent and any
attempted assignment in violation of this
provision shall be null and void. NOOL may
assign this Agreement, including all rights
and obligations, without the End User's
consent at any time, and NOOL shall inform
the End User about such assignment and the
reasons thereof without undue delay.

The End User must at his own expense
obtain for himself all necessary facilities,
utilities and equipment necessary to use and
access the NSOL National System, including
appropriate  computer equipment and
Internet connections, at the End User's sole
risk and expense.

The End User must report the incidents he
witnessed in relation with the use and access
to the NSOL National System to NOOL and
respond to any relevant request for
information from NOOL without undue delay.

Provisions of Article 10 of this Agreement
shall remain valid for the period of 5 years
from the day of termination of this
Agreement.

Upon termination of the effectiveness of this
Agreement, the End User must destroy all
copies of the NSOL National System (if he
has any), any other component of the EMVS
and related documentation in his/her
possession (if any), except where the
retention of such copies is necessary for the
End User to comply with his obligations
under the EU Directive on Falsified
Medicines and the Delegated Regulation or
under applicable law.

Choice of law and jurisdiction

This Agreement is governed by the laws of
the Czech Repubilic.

Any dispute between the Parties arising out
of this Agreement shall be submitted to and
finally decided by the courts of the Czech
Republic.

14.10.In case of any discrepancies between the

Czech and English versions hereof, the
Czech version shall prevail.
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15.

15.1.

15.2.

DEFINICE

PFi pouziti v této Smlouvé maji nize uvedené
pojmy tento vyznam:

Datum nabyti u€innosti znamena datum, ke
kterému je tato Smlouva uzaviena.

Duveérné informace jsou

(i)

(iv)

vSechny informace jakékoli povahy
(v€etné napfiklad, nikoli vSak pouze,
vSech udaji, obchodnich tajemstvi,
znalosti a zku8enosti, obchodnich
informaci, pland, zprav, analyz, studii,
vykrest, navrhd, modell, konceptd,

mySlenek, objevd, technik, skic,
nastrojli, pocitaCovych  program,
vyvojovych diagramd, postupd,

C¢asovych harmonogramu, specifikaci,
technickych norem a norem kvality)
(jako jsou navrhy smluv a podepsané

smlouvy, obchodni a/nebo finanéni
zédznamy, vzorky, korespondence,
prezentace),

na jakémkoli nosici a v jakékoli formé,
formatu nebo sdélovacim prostfedku
(napfiklad, nikoli vSak pouze, pisemné,
ustni, grafické, elektronické, stranky ve
formatu html, obrazy, zvukové a video
zaznamy),

které  sdélujici strana  pfedava
pfijimajici ~strané nebo ke kterym
pfijimajici strana dostane pfistup, a
které se vztahuji k EMVS, jeho vyvoji,
zavedeni, zkouskam nebo
provozovani, véetné napfiklad, nikoli
vSak pouze, pfisluSnych informaci
¢len EMVO, ¢lent NOOL, tfetich stran
zapojenych do vyvoje, zavadéni,
zkousek nebo provozu Vnitrostatniho
systému NSOL a Koncovych uzivatelU;

véechny Udaje;

vSechny informace a software pro
Vnitrostatni systétm NSOL (vCetné
rozhrani Vnitrostatniho systému NSOL)
nebo vztahujici se k tomuto systému, a

jakeékoli informace, které, nejsou-li jinak
vy8e popsany, jsou sdélujici stranou
oznaceny jako davérné, nebo maji
takovou povahu, Ze rozumné uvazujici
osoba VéfFi, Ze jsou duveérné.

15.

15.1.

15.2.

DEFINITIONS

As used in this Agreement, the following
capitalized terms shall have the meanings
set forth below:

Effective Date shall mean the date on which
the Agreement is concluded.

Confidential Information shall mean

(i)

(i)
(iif)

(iv)
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all information of any nature
whatsoever (including, but not limited
to, all data, trade secrets, know-how,
business information, plans, reports,
analyses, studies, drawings, designs,
models, concepts, ideas, discoveries,
techniques, sketches, tools, computer
programs, flow charts, processes,
timetables, specifications and technical
and quality standards (such as draft
and signed contracts, business and/or
financial records, samples,
correspondence, presentations),

on whatever support and in whatever
form, format, or medium (including, but
not limited to, written, oral, graphic,
electronic, html pages, pictures, audio,
video),

that a disclosing party discloses to the
receiving party, or to which the
receiving party obtains access, and
that relates to the EMVS, its
development, implementation, testing
or operation, including but not limited to
respective information of EMVO
members, NOOL members, third
parties involved in the development,
implementation, testing or operation of
the NSOL National System and of End
Users;

all Data;

all information and software for or
related to the NSOL National System
(including the NSOL National System
interface); and

any information which, if not otherwise
described above, is designated by the
disclosing party as confidential or is of
such a nature that a reasonable person
would believe it to be confidential.
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15.3.

15.4.

15.5.

15.6.

15.7.

15.8.

15.9.

Evropska organizace pro ovérovani léciv
nebo ,EMVO“ znamena neziskovy pravni
subjekt zaloZzeny za ucelem zfizeni a spravy
Evropského centralniho uloZisté v souladu se

Smérnici EU o padélanych IéCivych
pfipravcich a Nafizenim v pfenesené
pravomaoci.

Evropské centralni ulozisté oznacuje
soucast EMVS v odpovédnosti EMVO, ktera
slouzi jako centralni informacni a datovy
router podle ¢lanku 32 odst. 1 pism. a)
Nafizeni v pfenesené pravomoci pro pfenos
dat do  Vnitrostatnich  systémd a
z Vnitrostatnich systému; je zfizovano a
spravovano EMVO.

Evropsky systém ovéfovani lécivych
pripravki nebo ,,EMVS* znamena evropsky
systtm pro ovéfovani I|éCiv zfizeny a
spravovany v souladu s kapitolou VI
Nafizeni v pfenesené pravomoci; je tvofen

Evropskym centralnim ulozistém a
Vnitrostatnimi  systémy a  umoZhiuje
Koncovym uzivatelim ovéfovat pravost

[éCivych pfipravkl v souladu s ustanovenimi

Smérnice EU o padélanych Ié€ivych
pfipravcich  a Nafizeni v pfenesené
pravomaoci.

GDPR znamena nafizeni Evropského

parlamentu a Rady (EU) 2016/679 ze dne
27.dubna 2016 o ochrané fyzickych osob
v souvislosti se zpracovanim osobnich udaji
a o volném pohybu téchto udajd a o zruseni
smérnice 95/46/ES (obecné nafizeni o
ochrané osobnich udajud).

Nafrizeni v prenesené pravomoci znamena
nafizeni Komise (EU) 2016/161 ze dne
2. fijna 2015, kterym se doplriuje smérnice
Evropského parlamentu a Rady 2001/83/ES
stanovenim  podrobnych  pravidel pro
ochranné prvky uvedené na obalu
humannich lécivych pfipravka.

Osobni udaje znamenaji veskeré informace
o identifikované nebo identifikovatelné
fyzické osobé, jak jsou definované GDPR.

Poruseni bezpecnosti znamena jakoukoli
udalost, ktera ohroZuje bezpelnost nebo
fungovani EMVS, vcetné napfiklad, nikoli
vSak pouze, jakéhokoli poruseni bezpelnosti
vedouciho k nahodnému nebo nezakonnému

zni¢eni, ztraté, zméné, neopravnénému
sdéleni udaji nebo (jinych) divérnych
informaci ¢&i pfistupu knim, a jakékoli

15.3.

15.4.

15.5.

15.6.

15.7.

15.8.

15.9.

European Medicines Verification
Organisation or "EMVO" shall mean the non-
profit legal entity established to set up and
manage the European Hub in accordance
with the EU Directive on Falsified Medicines
and Delegated Regulation.

European Hub designates the component
of the EMVS under the responsibility of
EMVO that serves as a central information
and data router according to Article 32, para.
1, a) of the Delegated Regulation for the
transmission of Data to and from the National
Systems; it is set up and managed by EMVO.

European Medicines Verification System
or "EMVS" shall mean the European system
for medicines verification set up and
managed in accordance with Chapter VIl of
the Delegated Regulation; it consists of the
European Hub and the National Systems,
and allows the End Users to verify the
authenticity of medicinal products in
accordance with the provisions of the EU
Directive on Falsified Medicines and the
Delegated Regulation.

GDPR shall mean Regulation (EU) 2016/679
of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing
of personal data and on the free movement

of such data, and repealing Directive
95/46/EC  (General Data  Protection
Regulation).

Delegated Regulation shall mean the

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.

Personal Data shall mean any and all
information relating to an identified or
identifiable individual as defined under the
GDPR.

Security Breach shall mean any event that
endangers the security or the functioning of
the EMVS, including but not limited to any
breach of security 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
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15.10.

15.11.

15.12.

15.13.

15.14.

neopravnéné ulozeni (upload) udajiu v EMVS
nebo uloZeni (upload) nezakonnych udajd
v EMVS.

Prava k duSevnimu vlastnictvi jsou jakékoli
nebo vSechny patenty, prava k vynalezim,
uzitnym vzordm, zapsanym primyslovym
vzorlm, prava k navrhiim, ochranné znamky;,
servisni znaCky, autorska prava, kopirovaci
prava, vedlejSi a souvisejici prava, prava
k databazim,” obchodni nazvy a nazvy
podnikd, nazvy domén, znalosti a zkuSenosti,
prava k pocitatovému software, chranéné
propagacni materialy, obchodni tajemstvi a
jakakoli a vdechna ostatni prava k dusevnimu
nebo prdmyslovému vlastnictvi ve vSech
jejich dédickych a moralnich aspektech, jakoz
i jakékoli jejich uplatnéni kdekoli ve svété (bez
ohledu na to, zda jsou nebo nejsou zapsana).

Produkéni faze EMVS znamena plny
(bézny) operacni modus EMVS, ktery byl
zahajen dne 9. Gnora 2019 v 00:00 SEC a
ktery se fidi touto Smlouvou.

Smérnice EU o padélanych IéCivych
pFipravcich znamena smérnici 2011/62/EU ze
dne 8. Cervna 2011, kterou se méni smérnice
2001/83/ES o kodexu Spole€enstvi tykajici
se humannich lécivych pfipravkl, pokud jde
o zabranéni vstupu padélanych I[éCivych
pfipravkl do legalniho dodavatelského
fetézce, a tam, kde je to vhodné, pfislusné

provadéci zakony pfislusnych c&lenskych
statd EHP.

Udaje jsou jakékoli informace nahrané do
EMVS, zpracované EMVS, prevedené,

generované nebo ulozené EMVS nebo
prostfednictvim EMVS, jak se predpoklada
podle Smérnice EU o padélanych IéCivych
pfipravcich  a Nafizeni v pfenesené
pravomoci (zejména ¢lanek 33 odst. 2), a to
bez ohledu na to, zda jsou takové udaje
uloZeny v Evropském centralnim uloZisti
nebo ve Vnitrostatnim systému a zda tyto
Udaje obsahuji nebo neobsahuji Osobni
udaje.

Uzivatel je jakykoli opravnény uzivatel EMVS
nebo  Vnitrostatniho  systému, vcetné
Koncovych uzivatell, jak je uvedeno ve
Smérnici EU o padélanych Ié€ivych
pfipravcich a v Nafizeni v pfenesené

15.10.

15.11.

15.12.

15.13.

15.14.

upload of data or the upload of illegitimate
data on the EMVS.

Intellectual Property Rights shall mean any
or all patents, rights to inventions, utility
models, registered designs, design rights,
trademarks, service marks, author rights,
copyrights, neighbouring rights and related
rights, database rights2, trade and business
names, domain names, know-how, rights in
computer software, proprietary marketing
materials, trade secrets, and any and all
other intellectual or industrial property rights
in all their patrimonial and moral aspects, as
well as any application therefore, anywhere
in the world (whether registered or not).

EMVS Operational Phase means the full
scale (day-to-day) operational mode of the
EMVS, which starts on 9th February 2019, at
00:00 CET and which is governed by this
Agreement.

EU Directive on Falsified Medicines shall
mean Directive 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, where appropriate, the relevant
implementing national laws in the relevant
EEA Member States.

Data shall mean any information uploaded,
processed, transferred, generated or stored
on or through the EMVS as foreseen under
the EU Directive on Falsified Medicines and
the Delegated Regulation (in particular its
Article 33, para. 2), irrespective of whether
such Data are stored in the European Hub or
a National System and whether or not these
include Personal Data.

User(s) shall mean any authorized user,
including the End User, of the EMVS or a
National System as referred to under the EU
Directive on Falsified Medicines and the
Delegated Regulation, as well as any person

T Veetné prav k databazim sui generis vyplyvajicich ze smérnice Evropského parlamentu a Rady 96/9/ES ze dne 11. bfezna

1996 o

pravni ochrané databazi.

2 Including sui generis database rights resulting from Directive 96/9/EC of the European Parliament and of the Council of 11
March 1996 on the legal protection of databases.
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pravomoci, jakoZ i osoba opravnéna nebo
zmocnéna  vydavat |éCivé  pfipravky
vefejnosti.

15.15.Vnitrostatni organizace pro ovérovani
lééiv nebo ,NMVO“ znamena neziskovy
pravni subjekt zaloZzeny v Evropské unii, ktery
odpovida za zfizeni a spravu vnitrostatniho
a/nebo nadnarodniho Ulozisté v souladu
s ustanovenimi Smérnice EU o padélanych
IéCivych pfipravcich a Nafizeni v pfenesené

pravomaoci.

15.16.Vnitrostatni systém nebo ,NMVS“
znamena vnitrostatni nebo nadnarodni
ulozisté EMVS podle ¢lanku 31 odst. 1 pism.
b) Nafizeni v pfenesené  pravomoci
v odpovédnosti jedné NMVO: je spojen

s Evropskym centralnim uloZistém a dovoluje

Koncovym uzivatelim ovéfovat pravost
[éCivych pfipravkd v souladu s ustanovenimi
Smémice EU o padélanych [éCivych
pfipravcich  a Nafizeni v pfenesené
pravomaoci.

15.17.Vnitrostatni systém NSOL znamena
vnitrostatni  systém  ovéfovani  IéCivych

pFipravku, za ktery odpovida NOOL.

15.18.Zastupce Koncového uzivatele znamena

jakéhokoli opravnéného jednatele,
funkcionare nebo zaméstnance Koncového
uzivatele.

15.19.Zastupce  NOOL znamena opravnéného
jednatele, funkcionare, zaméstnance nebo
zastupce NOOL nebo IT spole¢nosti NOOL.

authorised to supply medicinal products to
the public.

15.15.National Medicines Verification
Organisation(s) or “NMVO(s)” mean the
non-profit legal entity (entities) established in
the European Union that is(are) responsible
to set up and manage a national and/or
supranational repository(ies) in accordance
with the provisions of the EU Directive on
Falsified Medicines and the Delegated
Regulation.

15.16.National (Medicines Verification) System
or "NMVS" shall mean a national or
supranational repository of the EMVS
according to Article 31, para. 1, b) of the
Delegated Regulation under the
responsibility of one NMVO; it is connected
to the European Hub and allows the End
Users to verify the authenticity of medicinal
products in accordance with the provisions of
the EU Directive on Falsified Medicines and
the Delegated Regulation.

15.17.NSOL National System shall mean the
National Medicines Verification System that
is under the responsibility of NOOL.

15.18.End User Representative shall mean any
End User's authorised director, officer or
employee.

15.19.NOOL Representative shall mean NOOL's
or NOOL IT company’s authorised director,
officer, employee or agent.

Priloha €. 1/ Annex No. 1 — Licenéni podminky uZivani systému pro spravu alertt / Licence Terms and
Conditions for the Use of the Alert Management System

Priloha ¢. 2/ Annex No. 2 — Zpracovani osobnich udaji / Processing of Personal Data

PODPISOVA STRANA NASLEDUJE / PAGE WITH SIGNATURES FOLLOWS
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NOOL

V/In dne/on

Narodni organizace
pro ovérovani pravosti léCiv, z.s.
Mgr. Filip Vrubel,
predseda predstavenstva / chairman of the Board
of Directors

Narodni organizace
pro ovérovani pravosti léCiv, z.s.
Mgr. Lenka Novotna, MHA,
mistopfedsedkyné predstavenstva / vice
chairman of the Board of Directors

Koncovy uzivatel / End User

V/In dne/on

Podpis / Signature:

Jméno/Name:

Funkce/Position:

V/In dne/on

Podpis / Signature:

Jméno/Name:

Funkce/Position:
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PRILOHA C. 1/ ANNEX NO. 1

LICE'NCNi PODMiN[(Y UZiVANI
SYSTEMU PRO SPRAVU ALERTU

(dale jen ,Licence®)

Poskytovatel licence:

Narodni organizace pro ovérovani pravosti IéCiv,
z.s.,

se sidlem Pobiezni 620/3, Karlin, 186 00
Praha 8,
ICO: 058 51 742,

zapsany ve spolkovém rejstfiku vedeném
Mé&stskym soudem v Praze, sp. zn. L 67982
(dale jen ,NOOL"),

Tato Licence upravuje podminky pro pfipojeni a
pristup ksystému pro spravu alertdl (Alert
Management System, dale jen ,AMS*) a pro uzivani
AMS, ktery je provozovan NOOL.

NOOL povoluje uzivani AMS uzivateli (jak je
definovan v ¢élanku Chyba! Nenalezen zdroj
odkazi. této Licence) podle obsahu této Licence.
NOOL neprodava AMS Uzivateli (jak je definovan
v ¢lanku Chyba! Nenalezen zdroj odkazi. této
Licence) a NOOL zlstava neziskovym pravnim
subjektem, ktery zfizuje a spravuje AMS.

1. DEFINICE

Pfi pouziti v této Licenci maji niZze uvedené pojmy
tento vyznam:

1.1. Alerty jsou vystrahy, které vznikaji pfi
ovéfovani pravosti léCivych  pfipravkd
v disledku detekce potencialniho padélku
[éCivého pripravku nebo v dlisledku procesni

¢i technické chyby a jsou spravovany v AMS.

1.2. AMS znamena cCesky (narodni) systém pro
spravu Alertl (Alert Management System),
ktery byl zfizen a je spravovan NOOL. V AMS
jsou spravovany (ij. vkladany, modifikovany a
feSeny) Alerty.

1.3. Datum nabyti u€innosti znamena datum, ke

kterému je tato Licence uzaviena.

1.4. Drzitel registrace je spoleCnost, jakoz i
jakykoli jiny drzitel rozhodnuti o registraci
léSivého pripravku s Gginky na Gzemi Ceské
republiky, na kterého se vztahuje Smérnice
EU o padélanych IéCivych pfipravcich a

LICENCE TERMS AND
CONDITIONS FOR THE USE OF
THE ALERT MANAGEMENT
SYSTEM

(hereinafter referred to as the “Licence”)

Provider of the licence:

Narodni organizace pro ovérovani pravosti
léciv, z.s.,

with its registered seat at Pobfezni 620/3, Karlin,
Postal Code 186 00, Prague 8,
ID No.: 058 51 742,

registered in the Associations Register maintained
by the Municipal Court in Prague, File No. L 67982
(hereinafter referred to as “NOOL”),

This Licence regulates the terms and conditions of
the connection and access to the Alert
Management System (hereinafter referred to as
the “AMS”) and use of the AMS, which is operated
by NOOL.

NOOL allows use of the AMS to the User (as
defined in Art. 1 of this Licence) subject to the
contents of this Licence. NOOL does not sell the
AMS to the User (as defined in Art. 1 of this
Licence) and NOOL remains the non-profit legal
entity that establishes and manages the AMS.

1. DEFINITION

As used in this Licence, the following terms shall
have the following meanings:

1.1. Alerts are alerts which arise in the process
of authentication of medicinal products as a
result of the detection of a potential
counterfeit medicinal product or as a result
of a procedural or technical error and which

are managed in the AMS.

AMS means Czech (national) Alert
Management System, which has been set
up and is operated by NOOL. Alerts are
operated (i.e. inserted, modified and solved)
in the AMS.

Effective Date means the date on which this
Licence is executed.

1.2.

1.3.

1.4. Marketing Authorisation Holder or
“MAH” is a company, as well as any other
holder of a marketing authorisation for a
medicinal product with effects in the Czech

Republic, to which the EU Falsified
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1.5.

1.6.

1.7.

1.8.

1.9.

Drziteli
dovozci

Nafizeni v pFfenesené pravomoci.
registrace jsou rovnéZz paralelni
IéCivych pFipravkd v Ceské republice.

Duavérné informace jsou
(i) vsechny Udaje;

(ii) vSechny informace a software pro AMS
(v€etné rozhrani AMS) nebo vztahujici
se k tomuto systému, a

(iii) jakékoli informace, které, nejsou-li jinak
vySe popsany, jsou sdélujici stranou
oznaCeny jako d(vérné, nebo maji
takovou povahu, Ze rozumné uvazujici
osoba Vvéfi, ze jsou duvérné.

Evropska organizace pro ovérovani léciv
nebo ,,EMVO“ znamena neziskovy pravni
subjekt zaloZzeny za ucelem zfizeni a spravy
Evropského centralniho uloZisté v souladu se

Smérmici EU o padélanych IéCivych
pfipravcich a  Nafizenim v pfenesené
pravomaoci.

Evropské centralni ulozisté oznacuje

souc¢ast EMVS v odpovédnosti EMVO, ktera
slouzi jako centralni informaéni a datovy
router podle ¢lanku 32 odst. 1 pism. a)
Nafizeni v pfenesené pravomoci pro pfenos
dat do Vnitrostatnich systéemG a =z
Vnitrostatnich  systému; je zfizovano a
spravovano EMVO.

Evropsky systém ovéfovani lécivych
pripravki nebo ,,EMVS“ znamena evropsky
systém pro ovéfovani [éCiv zfizeny a
spravovany v souladu s kapitolou VIl Nafizeni
vV pfenesené pravomoci; je tvofen Evropskym
centralnim ulozistém a Vnitrostatnimi systémy
a umoznuje Koncovym uzivatelim ovéfovat
pravost  |éCivych  pfipravkd v souladu
s ustanovenim Smérnice EU o padélanych
IéCivych pFipravcich a Nafizeni v pfenesené
pravomaoci.

GDPR znamena nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich udaji a
o volném pohybu téchto udaji a o zruseni
smérnice 95/46/ES (obecné nafizeni o
ochrané osobnich udaju).

. Koncovy uzivatel je distributor nebo osoba

opravnéna nebo zmocnéna vydavat léCivé
pfipravky vefejnosti.

. Nafizeni v prenesené pravomoci znamena

1.5.

1.6.

1.7.

1.8.

1.9.

1.11.

Medicinal Products Directive and the
Delegated Regulation apply. Marketing
Authorisation holders are also parallel
importers of medicinal products in the Czech
Republic.

Confidential Information is

(i) all Data;
(i) all information and software for or
relating to the AMS (including the AMS
interface); and

(i) any information  which, unless
otherwise  described above, is
designated by the disclosing party as
confidential or is of such a nature that
areasonable person would believe it to
be confidential.

European Medicines Verification
Organisation or "EMVO" means a non-
profit legal entity established to set up and
manage the European Central Repository in
accordance with the EU Falsified Medicines
Directive and the Delegated Regulation.

European Central Repository refers to the
part of the EMVS under the responsibility of
EMVO which serves as the central
information and data router as referred to in
Article 32(1)(a) of the Delegated Regulation
for the transfer of data to and from the
National Systems; it is set up and managed
by EMVO

European Medicines Verification System
or "EMVS" means the European Medicines
Verification System established and
administered in accordance with Chapter VI
of the Delegated Regulation; it consists of
the European Central Repository and the
National Systems and enables End Users to
verify the authenticity of medicinal products
in accordance with the provisions of the EU
Falsified Medicines Directive and the
Delegated Regulation.

GDPR means Regulation (EU) 2016/679 of
the European Parliament and of the Council
of 27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data, and repealing Directive 95/46/EC
(General Data Protection Regulation).

. End User is a distributor or a person

authorised or entitled to dispense medicinal
products to the public.

Delegated Regulation means Commission
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. Pristup

. Smérnice EU o padélanych

nafizeni Komise (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
[éCivych pFipravkd.

. Osobni udaje znamenaji veSkeré informace

o identifikované nebo identifikovatelné fyzické
osobé, jak jsou definované v GDPR a
pfisludnych vhitrostatnich pravnich
predpisech o ochrané osobnich udaja.

. Poruseni bezpecnosti znamena jakoukoli

udalost, kterd ohroZuje bezpecnost nebo
fungovani AMS, v¢etné napfiklad, nikoli vSak
pouze, jakéhokoli poruSeni bezpecnosti
vedouciho k nahodnému nebo nezakonnému
zni¢eni, ztraté, zméné, neopravnénému
sdéleni udaji nebo (jinych) Duvérnych
informaci ¢€i pfistupu knim, a jakékoli

neopravnéné ulozeni (upload) udaji v AMS
nebo ulozeni (upload) nezakonnych udaju v
AMS.

. Prava k dusevnimu vlastnictvi jsou jakékoli

nebo vSechny patenty, prava k vynalezdm,
uzithym vzordm, zapsanym pramyslovym
vzorlm, prava k navrhdm, ochranné znamky,
servisni znacky, autorska prava, kopirovaci
prava, vedlejSi a souvisejici prava, prava
k databazim,® obchodni nazvy a nazvy
podnikd, nazvy domén, znalosti a zkuSenosti,
prava k pocitaéovému software, chranéné
propagacni materialy, obchodni tajemstvi a
jakakoli a vSechna ostatni prava k dusevnimu
nebo pramyslovému vlastnictvi ve vSech jejich
dédickych a moralnich aspektech, jakoz ji
jakékoli jejich uplatnéni kdekoli ve svété (bez
ohledu na to, zda jsou nebo nejsou zapsana).

je soubor pfihlaSovacich udaju
umoznujici pfihlaseni do AMS a spravu Alert(
v AMS.

lé€ivych
pripravcich znamena smérnici 2011/62/EU
ze dne 8.c¢ervna 2011, kterou se méni
smérnice 2001/83/ES o kodexu Spole€enstvi
tykajici se humannich Iécivych pfipravka,
pokud jde o zabranéni vstupu padélanych

[éCivych pfipravku do legalniho
dodavatelského fetézce, a tam, kde je to
vhodné, pfislusné provadéci  zakony

1.16.

. Personal

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
on the safety features appearing on the
packaging of medicinal products for human
use.

Data means any information
about an identified or identifiable natural
person as defined in GDPR and relevant
national data protection legislation.

. Security Breach means any event that

compromises the security or operation of
AMS, including, but not limited to, any
breach of security resulting in accidental or
unlawful  destruction, loss, alteration,
unauthorised disclosure of or access to Data
or (other) Confidential Information, and any
unauthorised storage (upload) of data in
AMS or storage (upload) of unlawful data in
AMS.

. Intellectual Property Rights are any or all

patents, rights to inventions, utility models,

registered designs, design rights,
trademarks, service marks, copyrights,
copyrights, ancillary and related rights,

database rights, trade names and business
names, domain rights,* knowledge and
experience, computer software rights,
proprietary promotional materials, trade
secrets and any and all other intellectual or
industrial property rights in all their inherent
and moral aspects, as well as any
application thereof anywhere in the world
(whether or not registered).

. Access is a set of login data that allows to

log into AMS and manage Alerts in AMS.

EU Falsified Medicines Directive means
Directive 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 of falsified medicinal
products into the legal supply chain and,
where applicable, the relevant implementing
laws of the relevant EEA Member States.

3 Veetné prav k databazim sui generis vyplyvajicich ze smérnice Evropského parlamentu a Rady 96/9/ES ze dne 11. bfezna 1996
o pravni ochrané databazi.
4 Including sui generis rights to databases under Directive 96/9/EC of the European Parliament and of the Council of
11 March 1996 on the legal protection of databases.
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1.20.

1.21.

1.22.

2.2.

pfislusnych €lenskych stati EHP.

. Udaje jsou jakékoli informace nahrané do

AMS, zpracované AMS, prevedené,
generované nebo ulozené AMS nebo
prostfednictvim AMS, a to bez ohledu na to,
zda tyto udaje obsahuji nebo neobsahuji
Osobni udaje.

. Uzivatel je opravnény uzivatel AMS, ktery

uzavrel Licenci. UzZivateli mohou byt Koncovi
uzivatelé, Drzitelé registrace a Statni urad pro
kontrolu 1&€iv nebo jina vefejnopravni instituce
Ci vefejnopravni subjekt.

. Vnitrostatni organizace pro ovérovani léCiv

nebo ,,NMVO“ znamena neziskovy pravni
subjekt zaloZeny v Evropské unii, ktery
odpovida za zfizeni a spravu vnitrostatniho
a/nebo nadnarodniho Ulozisté v souladu
s ustanovenimi Smérnice EU o padélanych
IéCivych pFipravcich a Nafizeni v pfenesené
pravomaoci.

Vnitrostatni systém nebo ,,NMVS“ znamena
vnitrostatni nebo nadnarodni ulozisté EMVS
podle ¢l. 31 odst. 1 pism. b) Nafizeni
v pfenesené pravomoci v odpovédnosti jedné
NMVO: je spojen s evropskym centralnim
ulozistém a dovoluje Koncovym uzivatelim
ovéfovat pravost [éCivych pfipravk( v souladu
s ustanovenimi Smérnice EU o padélanych
IéCivych pfipravcich a Nafizeni v pfenesené
pravomaoci.

Zastupce uzivatele znamena jakéhokoli
opravnéného C¢lena statutarniho organu,
funkcionare, zaméstnance Uzivatele nebo
zastupce, jemuzZ byla udélena UZivatelem
plna moc.

Zastupce NOOL znamena opravnéného
Clena statutarniho organu, funkcionare,
zameéstnance nebo zastupce NOOL nebo IT
spole¢nosti NOOL.

ZAVAZNOST LICENCE

Uzavfenim této Licence UZivatel potvrzuje, Ze
se seznamil s jejim obsahem, Ze mu rozumi a
souhlasi s tim, Ze je touto Licenci vazan.

Osoba, kterd uzavira tuto Licenci jménem
UZivatele, ktery je obchodni korporaci
(spolecnosti), spolkem, sdruzenim nebo jinou
pravnickou osobou, timto prohlasuje, Ze ma
pravni zpUsobilost takovou pravnickou osobu
zavazovat a Ze takova pravnicka osoba,
kterou zastupuje, souhlasi, Ze je touto Licenci

1.17.

1.18.

1.19.

1.20.

1.21.

1.22.

2.2.

Data means any information uploaded to the
AMS, processed by the AMS, transferred to
the AMS, generated or stored by or through
AMS, whether or not such data contains
Personal Data.

User is an authorised user of AMS who has
concluded the Licence. Users may be End
Users, MAHs and the State Institute for Drug
Control (in Czech: Statni tstav pro kontrolu
Iéciv) or any other public institution or public
entity.

National Medicines Verification
Organisation or "NMVO" means a non-
profit legal entity established in the
European Union that is responsible for the
establishment and management of a
national and/or transnational repository in
accordance with the provisions of the EU
Falsified Medicines Directive and the
Delegated Regulation.

National System or "NMVS" means a
national or transnational EMVS repository as
defined in Article 31(1)(b) of the Delegated
Regulation under the responsibility of a
single NMVO: it is linked to the European
Central Repository and allows End Users to
authenticate  medicinal products in
accordance with the provisions of the EU

Falsified Medicines Directive and the
Delegated Regulation.
User Representative means any

authorized member of the User's statutory
body, officer, employee or representative
authorized by power of attorney.

NOOL Representative means an
authorized member of the statutory body,
officer, employee or agent of NOOL or IT
company of NOOL.

EFFECT OF THE LICENCE

By entering into this Licence, the User
acknowledges that he has read and
understood its contents and he consents to
be bound by this Licence.

The person who is entering into this Licence
on behalf of a User who is a company
(corporation), association, partnership or
other legal entity, hereby declares that
he/she has the legal capacity to bind such
legal entity and that such legal entity, which
he/she represents, consents to be bound by
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2.3.

4.2.

4.3.

vazana.

Pokud UzZivatel nesouhlasi s obsahem této
Licence, nema opravnéni se k AMS pfipajit,
vstoupit do ného nebo ho jinak uZivat.

UCEL TETO LICENCE

Ugelem této Licence je stanovit prislusna
prava a povinnosti NOOL a Uzivatele ve
vztahu k pfipojeni Uzivatele k AMS, jeho
Pfistupu k nému a jeho uzivani za ucelem
spravy Alertdl v souladu s ustanovenimi
Smérnice EU o padélanych IécCivych
pfipravcich a Nafizeni v pfenesené
pravomoci (dale jen ,Ugel”).

UDELENI PRAV UZIVATELI

V souladu s touto Licenci udéluje timto NOOL
UZivateli bezplatné, omezené, odvolatelné,
nevyhradni, nepfenosné licenéni pravo
vztahujici se k subjektu Uzivatele pfipojovat
se k AMS, ziskat k nému pfistup a pouzivat ho
vyhradné pro Ugel.

Licenéni prava jsou UZzivateli udélena pouze
v rozsahu vyslovné stanoveném touto Licenci.
NOOL a jeho pfipadni poskytovatelé licenci si
vyhrazuji veSkera dalSi licenéni prava.

Uzivatel uznava a souhlasi, Zze vSechna prava
a naroky kpravim dusevniho vlastnictvi
souvisejici s AMS, vCetné  jakychkoli
programovacich rozhrani  aplikace a
grafickych uzivatelskych rozhrani a podily na
nich kdekoli na svété patfi NOOL, a udéluje se
k nim licence (neprodavaji se) Uzivateli.
Uzivatel nema Zzadna prava k AMS, ani
k zadnému programovacimu rozhrani
aplikace a grafickému  uzivatelskému
rozhrani, kromé& prava pouzivat je k Ugelu
v souladu stouto Licenci a Smeérnici EU
o padélanych  léCivych  pfipravcich a
Nafizenim v pfenesené pravomoci.

OMEZENI LICENCE

Pokud neni stanoveno jinak, potom UZivatel
nesmi v rozporu s podminkami této Licence
(i) pouzivat, kopirovat, uchovavat,
distribuovat, prodavat, zvefejnovat,
vystavovat, poskytovat na zakladé dilCi
licence, pronajimat, opravovat nebo
pozménovat AMS, Evropské centralni ulozisté
nebo aplikacni programovaci rozhrani mezi
nimi ani zadnou jejich soucast; (ii) upravovat,
pfizplisobovat, = dekompilovat, rozkladat,
zpétné skladat, zpétné sestavovat, zpétné

2.3.

4.2.

4.3.

this Licence.

If the User does not accept the contents of
this Licence, he/she is not authorized to
connect, to access nor to otherwise use the
AMS.

PURPOSE OF THE LICENCE

The purpose of this Licence is to set the
respective rights and obligations of NOOL
and the User with respect to the connection
of the User to the AMS, Access to and use
of it in order to manage the Alerts in
accordance with the provisions of the EU
Directive on Falsified Medicines and the
Delegated Regulation (hereinafter referred
to as the “Purpose”).

GRANT OF RIGHTS TO THE USER

Pursuant to this Licence, NOOL hereby
grants the User a free of charge, limited,
revocable, non-exclusive, non-transferable
licence relating to User's entity to connect to,
access and use the AMS solely for the
Purpose.

Licence rights granted to the User are limited
to those expressly granted herein. NOOL
and its respective licensors reserve all other
licence rights.

User acknowledges and agrees that all
rights and titles to the intellectual property

rights related to AMS, including any
application programming interfaces and
graphical user interfaces and interests

therein, anywhere in the world, belong to
NOOL and are licensed (not sold) to User.
User shall have no rights in AMS or any
application programming interface and
graphical user interface, except the right to
use them for the Purpose in accordance with
this Licence and the EU Falsified Medicines
Directive and Delegated Regulation.

LICENCE RESTRICTIONS

Unless stipulated otherwise, the User may
not, in contrary to the terms of this Licence,
(i) use, copy, maintain, distribute, sell,
publish, display, sublicence, rent, make
corrections to, or modify the AMS, European
Central Repository or application
programming interface between them nor
any component thereof; (ii) modify, adapt,
decompile, disassemble, reverse assemble,
reverse compile, reverse engineer, or
otherwise translate AMS, European Central
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5.2.

5.3.

5.2.1.

5.2.2.

analyzovat nebo jinak prekladat AMS,
Evropské centralni uloZisté nebo aplikacni
programovaci rozhrani mezi nimi nebo
jakoukoli jejich soucast; (iii) pouzivat AMS,
Evropské centralni uloZisté nebo aplikaéni
programovaci rozhrani mezi nimi nebo
jakoukoli jejich sougast nebo k nim vydavat
diléi licence ve prospéch tfeti strany a
obecnéji k jakémukoli jinému ucelu nez je
Ugel; (iv) ukladat informace & Gdaje v AMS,
které jsou nepfesné, nespravné nebo nebyly
ziskany zakonné ¢&i porusuji jakdkoli Prava

k duSevnimu  vlastnictvi nebo  porusuji
Smeérnici EU o padélanych [éCivych
pfipravcich nebo Nafizeni v pfenesené

pravomoci, nebo k takovym informacim ¢i
udajum pfistupovat i je Sifit. Toto omezeni se
netyka ukladani udaji o splnéni povinnosti
Uzivatele vyplyvajicich z pravnich predpist a
této Licence.

Jestlize ma NOOL kdykoli oddvodnéné a
objektivni divody se domnivat, ze (dalSi)
pfipojeni uzivatele k AMS, Pristup Uzivatele
nebo uzivani tohoto systému UZivatelem:

bezprostfedné a podstatné ohroZuje
bezpecnost nebo fungovani AMS (zcela
nebo zc€asti), je NOOL opravnén po
pfedchozim upozornéni odpojit
Uzivatele (zcela nebo z€asti) od AMS,
nebude-li ze strany Uzivatele
poskytnuta nezbytna soucinnost Ci
pfijata nezbytna opatfeni pozZadovana
ze strany NOOL, stim, ze pfipojeni
Uzivatele k AMS bude obnoveno co
nejdfive, jakmile to bude mozné, az jiz
nebude existovat Zadné bezprostfedni a
podstatné ohrozeni bezpecénosti nebo
fungovani AMS; a

je vrozporu stouto Licenci, av8ak
neohrozuje bezprostfedné a podstatné
bezpecnost nebo fungovani AMS (zcela
nebo ¢astec¢né), ma NOOL pravo odpojit
Uzivatele od AMS (a muze pak uplatnit
sva dalsi prava v souladu s touto
Licenci), pokud Uzivatel nenapravi
takové poruseni béhem 90 (devadesati)
kalendarnich dna (nebo bé&hem kratsi
Ihaty tam, kde to NOOL muze dlivodné
pozadovat), je-li mozné takové poruseni
napravit, po pfedloZzeni pisemné vyzvy k
takové napravé ze strany NOOL.

Jestlize ma Uzivatel kdykoli odivodnéné a
objektivni divody domnivat se, ze (budouci)
pfipojeni, Pfistup k AMS nebo jeho uzivani
bezprostfedné a podstatné  ohroZuji

5.2.

5.3.

Repository or application programming
interface between them or any component
thereof; (iii) use or sublicence use of the
AMS, European Central Repository or
application programming interface between
them or any component thereof for the
benefit of a third party, and more generally,
for any purpose other than the Purpose, (iv)
store, access or transmit information or data
on the AMS that is inaccurate or that has not
been legally obtained or that is in violation of
any other applicable Intellectual Property
Right, or that is in violation of the EU
Directive on Falsified Medicines or
Delegated Regulation. This limitation does
not apply to the storage of data regarding the
fulfilment of the User’s obligations resulting
from legal regulations and this Licence.

If, at any time, NOOL has reasonable and
objective grounds to believe that the (further)
connection, access to or use of the AMS by
the User:

5.2.1. immediately and substantially
endangers the security or operation of
the AMS (in whole or in part), NOOL
shall be entitled to disconnect the User
(in whole or in part) after previous
notice from the AMS, if the User does
not provide the necessary cooperation
or take the necessary measures
required by NOOL, provided that the
User's connection to the AMS shall be
restored as soon as reasonably
practicable after there is no longer any
immediate and substantial threat to the
security or operation of the AMS; and

5.2.2. isin breach of this Licence but does not
immediately and substantially
endanger the security or functioning of
the AMS (in whole or in part), NOOL is
entitled to disconnect the User from the
AMS (and may then exercise its further
rights in accordance with this Licence),
provided that, if such breach is capable
of cure, the User failed to cure the
breach within 90 (ninety) calendar days
(or such shorter period where NOOL
may reasonably require) after a written
request for such cure has been
presented by NOOL.

If, at any time, the User has reasonable and
objective grounds to believe that the (further)
connection, access to or use of the AMS
immediately and substantially endanger the
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5.4.

6.2.

6.3.

6.2.1.

6.2.2.

6.2.3.

bezpecnost Uzivatele, mize se Uzivatel
odpojit od AMS s tim, ze Uzivatel musi bez
zbyte€ného odkladu informovat NOOL
o takovém opatfeni a jeho dlvodech a zZe
pfipojeni UZivatele bude obnoveno, jakmile
nebude trvat bezprostfedni a podstatné
ohrozeni bezpelnosti Uzivatele. Tim neni
nijak ovlivnéno jednostranné rozhodnuti
Uzivatele, zZe se kdykoliv odpoji od AMS (aniz
by tim byly ovlivnény povinnosti uzZivatele
podle Smérnice EU o padélanych lécivych
pfipravcich a Nafizeni v pfenesené
pravomoci).

Smluvni strany se zavazuji poskytovat si
vzajemnou soucinnost tak, aby odpojeni podle
bodd 5.2 a 5.3Chyba! Nenalezen zdroj
odkazu. bylo uplatnéno jen v krajnim pfipadé.

POVINNOSTI UZIVATELE

Uzivatel se pfipoji a bude pfistupovat k AMS a
uzivat AMS za ucelem spravy Alertl v souladu
s touto Licenci a v8emi svymi povinnostmi
podle Smérnice EU o padélanych lécivych
pfipravcich a Nafizeni vV pfenesené
pravomaoci.

UZivatel zaruCuje, Ze:

bude udrzovat v divérnosti svij Pfistup
Ci jakakoliv jina povéfeni a hesla pro
pfipojeni kAMS a do AMS bude
nahravat pouze spravné a presné
informace;

vlastni systém UZivatele a jakékoli
pfipojeni nebo Pristup uzivatele do AMS
budou chranény dostateénymi
bezpeénostnimi opatfenimi k ochrané
proti neopravnénému pfistupu,
zastaveni a pferuseni neopravnéného
pfistupu a ochrané proti jinym
Porusenim bezpecnosti, vCetné
bezpeénostnich opatfeni, ktera mohou
byt UzZivateli oznamena ze strany
NOOL; v pfipadé, ze NOOL vyzaduje
pouZziti urcitého bezpeénostniho
opatfeni, je UZivatel opravnén uzit
takové feSeni, které zaru€i obdobnou
uroven bezpecnosti; a

neprodlené upozorni NOOL na jakékoli
PoruSeni bezpecnosti, jakmile se o
takovém Poruseni bezpec€nosti dozvi, a
pfijme vSechna nezbytna opatfeni, aby
zmirnil takové Porudeni bezpeénosti, je-
li to mozné.

Uzivatel v zadném pfipadé nesmi (i) pouzivat

5.4.

6.2.

6.3.

security of the User, the User may
disconnect from the AMS, it being agreed
that the User shall inform NOOL without
undue delay about such measure and the
reasons thereof at the User's earliest
convenience, and that the connection of the
User shall be re-established as soon as
there is no longer any immediate and
substantial danger to the security of the
User. This is without prejudice to the User's
unilateral decision to disconnect from the
AMS at any time (this without prejudice to
the User's obligations under the EU Directive
on Falsified Medicines and Delegated
Regulation).

The Parties shall fully cooperate so that any
disconnection as foreseen under Sections
5.2 and 5.3 is only used as a last resort.

OBLIGATIONS OF THE USER

The User shall connect, access to and use
the AMS to manage Alerts in accordance
with this Licence and all its obligations under
the EU Falsified Medicines Directive and the
Delegated Regulation.

The User warrants that:

6.2.1. he will maintain the confidentiality of its
Access and passwords to access to the
AMS, and that he will upload to the
AMS only correct and accurate
information;

6.2.2. the User's own system and any
connection or access by the User to the
AMS shall be protected by sufficient
security measures to protect against
unauthorized access, to intercept and
disrupt unauthorized access and
protect against other Security Breach,
including the security measures as may
be notified by NOOL to the User; in
case that NOOL requires the use of a
certain security measure, the User is
entitled to use such measure that will
ensure a similar level of security; and

6.2.3. the User shall promptly notify NOOL of
any Security Breach as soon as it
becomes aware of such Security
Breach and shall take all necessary
measures to mitigate such Security

Breach, if possible.

In any case, the User must not (i) use the
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6.4.

6.5.

6.5.1.

6.5.2.

6.5.3.

AMS jakymkoli nezakonnym zpusobem, k
Zadnému nezakonnému ucelu ani Zadnym
zpUusobem porusujicim tuto Licenci nebo
Smérnici EU o padélanych IécCivych
pfipravcich a Nafizeni v pfenesené
pravomoci, ani jednat podvodné nebo se zlym
umyslem, napfiklad proniknutim do kodu nebo
vloZzenim Skodlivého kédu, véetné vird, nebo
umyslnym vloZenim nepfesnych, padélanych
¢i Skodlivych udaju do AMS; (ii) poruSovat
jakakoli Prava k duSevnimu vlastnictvi
vztahujici se k AMS nebo prava EMVO ¢i
jakékoli tfeti strany ve vztahu k uzivani AMS,
nebo (iii) pouzivat AMS zplsobem, ktery by
mohl poskodit, porouchat, pretizit nebo narusit
AMS, Evropské centralni ulozisté Ci jejich
propojeni nebo pfekazet ostatnim Uzivatelim
UZivatel je povinen pouzivat pouze takova IT
feSeni (IT systémy), ktera jsou pred prvnim
pfipojenim k AMS certifikovana (validovana)
ze strany NOOL. V pfipadé prechodu
UZivatele na takoveé IT FeSeni, které nebylo
certifikovano (validovano) ze strany NOOL,
plati povinnost podle pfedchozi véty obdobné.
Podrobnosti  certifikace  (validace) jsou
zvefejnény a pribézné aktualizovany na
internetovych strankach NOOL. Nesplnéni
povinnosti podle tohoto ¢&lanku bude
povazovano za porudeni podstatné povinnosti
podle této Licence; pro vylou€eni pochybnosti
plati povinnost podle prvni véty i v pfipadé
postupu podle clanku Chyba! Nenalezen
zdroj odkazu., tzn., Zze Uzivatel nesmi IT
feSeni, které nebylo certifikovano (validovano)
podle tohoto €lanku, pfipojit k AMS ani AMS
s takovym IT FeSenim jakkoli uzivat nebo
k nému pfistupovat, dokud neni povinnost
podle tohoto &lanku spinéna.

Uzivatel m(ize povefit své Zastupce uzivatele,
aby vyuZivali jeho prava podle této Licence a
pfipojovali se k AMS a pfistupovali k nému
jménem UZivatele, jak je to nezbytné pro
plnéni Ugelu, pfi splnéni nize uvedenych
podminek:

Zastupce uzivatele musi byt informovan
o vSech povinnostech, Ihdtach,
omezenich a podminkach platnych pro
UZivatele, jak jsou stanoveny v této
Licenci;

UZivatel je nadale plné odpovédny za
jakékoli jednani nebo opomenuti svého
Zastupce uzivatele nebo UZivatele;

aniz by tim byly omezeny ostatni
napravné  prostiredky, NOOL si
vyhrazuje v pfipadé  vyznamného

6.4.

6.5.

AMS in any unlawful manner, for any
unlawful purpose, or in any manner
inconsistent with this Licence or the EU
Directive on Falsified Medicines and
Delegated Regulation, or act fraudulently or
maliciously, for example, by hacking into or
inserting malicious code, including viruses,
or intentionally inserting inaccurate, false or
harmful data into the AMS; (ii) infringe any
Intellectual Property Rights relating to the
AMS or EMVO, or those of any third party in
relation to the use of the AMS, or (iii) use the
AMS in a way that could damage, disable,
overburden or compromise the AMS,
European Central Repository or their
connection or interfere with other Users.

The User is obliged to use only such IT
solutions (IT systems) that are certified
(validated) by NOOL before their first
connection to the AMS. In the event of the
User’s transition to such IT solution which
was not certified (validated) by NOOL, the
obligation according to the previous
sentence  shall apply. Certification
(validation) details are published and
updated on NOOL website. Failure to fulfil
the obligation under this Article shall be
deemed as a breach of a substantive
obligation under this Licence; to avoid any
doubt, obligation according to the first
sentence applies also to the procedure
according to Article Chyba! Nenalezen
zdroj odkazu., i.e. the User may not connect
an IT solution not certified (validated) under
this Article to the AMS and he may not use
or access the AMS until the obligation under
this Article has been met.

The User may authorize its User
Representatives to benefit from its rights
under this Licence and to connect, to access
to and to use the AMS on behalf of the User
as necessary for the Purpose, subject to the
following conditions:

6.5.1. the User Representative is informed of
all obligations, terms, limitations and
conditions applying to the User as set
forth in this Licence;

6.5.2. the User remains fully responsible and
liable for any act or omission of its User

Representative or the User;

6.5.3. without prejudice to other remedies, in
case of material breach of this Licence

by the User, NOOL reserves the right
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6.6.

7.2.

7.3.

7.4.

6.5.4.

poruSeni této Licence UZivatelem pravo
pozadat Uzivatele, aby identifikoval
takového Zastupce uzivatele a aby
takovému Zastupci uZivatele prerusil
nebo odvolal opravnéni udélené
v souladu s timto bodem 6.5, aniz by tim
UZivateli vzniklo pravo na jakékoli
odSkodnéni, pficemz v takovém pfipadé
NOOL sdéli Uzivateli na jeho zadost
dlvody takové zadosti; a

bylo vyslovné dohodnuto, Ze pokud jde
o zaméstnance UZivatele, jsou
ustanoveni tohoto bodu 6.5 splnéna,
jestlize jsou takovi zaméstnanci fadné
informovani o obsahu této Licence a
maji povinnost dodrZzovat jeji podminky
sjedndnu ve své pracovni smlouvé
uzaviené s Uzivatelem ¢ jinym
vhodnym zplsobem, a uzivatel je
nadale plné odpovédny a zodpovida za
své zaméstnance, jejich jednani a
jakékoli nevhodné pouziti AMS.

Pfi pInéni této Licence dochazi ke zpracovani
osobnich udaju fyzickych osob zapojenych do
plnéni Licence z iniciativy UzZivatele, a to
NOOL jako spravcem osobnich udaju.
Uzivatel se zavazuje informovat tyto osoby
jako subjekty udaju, jejichz osobni Udaje jsou
zpracovavany pfi plnéni Licence, o daném
zpracovani osobnich udaju, a to v rozsahu dle

zpracovani osobnich udaji prostfednictvim

NOOL jako spravcem osobnich adaju
obsahuje prfiloha této Smlouvy.
PRISTUP

PFistup maze byt jednotny pro vice Uzivatel(,
ktefi tvofi skupinu nebo trvale ¢i doCasné
spolupracuji. UmozZnéni jednotného Pfistupu
je vyhradné v diskreci NOOL.

Vsichni UzZivatelé, ktefi maji jednotny Pfistup,
musi byt Smluvni stranou této Licence.
Jednomu Uzivateli mize byt zfizeno vice
PFistupl pro Ucely rozliseni pfistupu Zastupcl
uzivatele ¢€i zjiného dlvodu. Zfizeni vice
Pfistupl jednomu Uzivateli je vyhradné
v diskreci NOOL.

Jednomu Uzivateli mize byt zfizeno vice
PFistupl pro Gcely rozliseni pfistupu Zastupcl
uzivatele ¢€i zjiného dlvodu. Zfizeni vice
Pfistupl jednomu Uzivateli je vyhradné
v diskreci NOOL.

6.6.

7.

7.1.

7.2.

7.3.

7.4.

to require the User to identify such User
and to suspend or withdraw such
User's authorization granted in
accordance with this Section 6.5,
without any indemnity being due to the
User; in such case NOOL shall notify
the User upon his request of the
reasons of such demand; and

6.5.4. itis expressly agreed that, as far as the
User's employees are concerned, the
provisions under this Section 6.5 shall
be met provided that such employees
are duly informed about contents of this
Licence and have a duty to observe its
conditions as per their employment
agreement concluded with the User or
in other appropriate way, and the User
remains fully responsible and liable for
its employees, their actions and any
inappropriate use of AMS.

During the performance of this Licence, the
personal data of individuals involved in the
performance of the Licence at the initiative
of the User is processed by NOOL as the
data controller. The User undertakes to
inform these individuals as data subjects
whose personal data are processed during
the performance of the Licence about the
processing of personal data in accordance
with Articles 13 and 14 of the GDPR. More
detailed information on the processing of
personal data by NOOL as the data
controller is contained in the Annex to this
Agreement.

ACCESS
Access may be uniform for multiple Users
who form a group or collaborate

permanently or temporarily. Allowing unified
Access is at the sole discretion of NOOL.

All Users who have unified Access must be
a Party to this Licence.

Access may be uniform for multiple Users
who form a group or collaborate
permanently or temporarily. Allowing unified
Access is at the sole discretion of NOOL.

Multiple Accesses may be established for a
single User for the purpose of differentiating
access by User Representatives or for any
other reason. The establishment of multiple
Accesses for a single User is at the sole
discretion of NOOL.
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8. OPRAVNENIi NOOL A INTERNi AUDIT 8. AUTHORIZATION OF NOOL AND
NOOL INTERNAL AUDIT BY NOOL

8.1. NOOL shromazduje a uchovava data o 8.1. NOOL collects and stores Alert data
Alertech ziskana prostfednictvim AMS. NOOL collected through AMS. NOOL is not
neodpovida za spravnost Alertd, jejich obsah responsible for the accuracy of the Alerts,
ani presnost, jelikoz tyto data jsou NOOL their content or their accuracy, as this data
zasilana prostfednictvim AMS automaticky. is sent to NOOL automatically via AMS.
NOOL je opravnén predavat tato data do NOOL is authorised to transmit this data to
Evropského centralniho ulozisté ke the European Central Repository for the
shromazdéni, spravé a uchovavani téchto dat collection, management and storage of this
EMVO. data by EMVO.

8.2. NOOL je opravnén vhodnymi prostfedky 8.2. NOOL may, by appropriate means, carry out
uskuteChovat pravidelné kontroly plnéni regular checks on compliance with the
pozadavkl stanovenych Uzivateli v této requirements set out for the User by this
Licenci. Licence.

9. MLCENLIVOST (DUVERNE INFORMACE) 9. CONFIDENTIALITY (CONFIDENTIAL

INFORMATION)

9.1. NOOL a Uzivatel se ve vztahu k DGvérnym 9.1.. NOOL and the User, each with respect to
informacim pfijatym od druhé Smluvni strany Confidential Information received from the
zavazuiji, ze: other Party, undertake to:

9.1.1. uc€ini v8echna nezbytna opatfeni, aby 9.1.1. take all necessary precautions to
zabranili kopirovani, kradezi nebo prevent the other Party’s Confidential
jinému odcizeni Duvérnych informaci Information in its possession, custody
druhé Smluvni strany, které maji ve or control from being copied, stolen or
svém drzeni, spravé nebo pod svou otherwise misappropriated;
kontrolou;

9.1.2. budou nakladat s Davérnymi 9.1.2. keep the other Party’s Confidential
informacemi druhé Smluvni strany jako Information secret and confidential,
s tajnymi a davérnymi, a aniz by byla and without limiting the foregoing, not
omezena platnost predchoziho, disclose such Confidential Information
nebudou sdélovat takové Duvérné to any person, except as expressly
informace zadné osobé, s vyjimkou otherwise permitted by this Licence or
pfipadd, kdy je vyslovné dovoleno jinak the EU Falsified Medicines Directive
touto Licenci nebo Smeérnici o and Delegated Regulation;
padélanych |éCivych pfipravcich a
Nafizenim v pfenesené pravomoci;

9.1.3. budou vynakladat alespori stejny stupen 9.1.3. exercise at least the same degree of
péce a ochrany ve vztahu k Davérnym care and protection with respect to the
informacim druhé Smluvni strany, jaky other Party’s Confidential Information
vynakladaji ve vztahu kvlastnim that it exercises with respect to its own
chranénym a duavérnym informacim proprietary and confidential information
stejného typu, vzdy v8ak budou of the same kind, but in no case less
postupovat s nejvySsi péci; than with best care;

9.1.4. budou pouzivat Duvérné informace 9.1.4. only use the other Party’s Confidential
druhé Smluvni strany pouze ke Information for the Purpose or as
stanovenému Ugelu, nebo jak je otherwise provided under the EU
stanoveno ve Smeérnici o padélanych Falsified Medicines Directive and
léCivych  pfipravcich a v Nafizeni Delegated Regulation, at the exclusion
v pfenesené pravomoci, s vylougenim of any other purpose;
jakéhokoli jiného ucelu;

9.1.5. u€ini vSechny nezbytné preventivni 9.1.5. take all necessary precautions in order
kroky, aby zabranili  jakémukoli to prevent any unauthorised misuse,
nepovolenému zneuziti, sdéleni, disclosure, theft or other loss of the
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9.2.

9.21.

9.2.2.

9.2.3.

9.24.

9.3.

10.

10.1.

10.2.

kradezi nebo jiné ztraté Dlvérnych
informaci, a upozorni okamzité druhou
Smluvni stranu, jakmile se o nich dozvi,
a pfijmou v8echna nezbytna opatfeni,
aby snizili ucinky takového
nepovoleného zneuziti, sdéleni,
kradeze nebo jiné ztraty.

Omezeni uzivani nebo sdélovani Dlvérnych
informaci, jak je stanoveno vyse, se netyka
informaci, které:

jsou nebo se stanou vefejné znamymi,
aniz by byla poruSena tato Licence;

ziska druha Smluvni strana zakonnym
zpusobem nikoli jako divérné po Datu
nabyti ucinnosti nebo ziska NOOL ¢i
Uzivatel zakonnym zplsobem nikoli
jako davérné pred Datem nabyti
ucinnosti od tfeti strany;

nezavisle vyvine NOOL nebo Uzivatel,

je tfeba sdélit pro pInéni Ugelu.

NOOL pfijme pfiméfena opatfeni k ochrané
identity Uzivateld, aniz by tim byla dotena
povinnost NOOL pfijmout pfiméfena opatfeni
k zajisténi, ze AMS bude po celou dobu trvani
této Licence uzZivan a provozovan k naplnéni
Ugelu, vsouladu se Smémici EU o
padélanych IéCivych pfipravcich a Nafizenim
v pfenesené pravomoci a touto Licenci.

OMEZENI ZARUKY A ODPOVEDNOSTI

Vyhrada k poskytnuti zaruky. Pfistup k AMS
se poskytuje bez jakychkoli zaruk. Zvlasté,
aniz by byly ovlivnény povinnosti NOOL podle
Smérnice EU o padélanych IécCivych
pfipravcich a Nafizeni v pfenesené
pravomoci, NOOL nezarucuje, ze AMS bude
prosty chyb a vad (at uz zjevnych nebo
skrytych/latentnich) nebo Zze bude fungovat
nepretrzité.

Smluvni strany se dohodly, Ze v mife
maximalné povolené zakonem NOOL zvlasté
neposkytuje jakékoli zaruky, véetné jakékoli
zaruky za stav, kvalitu, vykon, dostate¢nou
jakost, prodejnost nebo vhodnost pro urcity
ucel (i kdyby byl NOOL o takovém ucelu
informovan), v€etné zaruky za latentni nebo
skryté vady, s ohledem k jakékoli ¢asti AMS

9.2.

9.21.

9.2.2.

9.23. is

9.24.

9.3.

10.

10.1.

10.2.

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

The restrictions on use or disclosure of
Confidential Information as defined above
do not extend to information which:

is or becomes public through no
breach of this Licence;

will be lawfully received by the other
Party on a non-confidential basis
after the Effective Date or has been
lawfully received by NOOL or the
User on a non-confidential basis
prior to the Effective Date from a third

party;

independently developed by
NOOL or the User;

is necessary to be communicated for
the performance of the Purpose.

NOOL shall take appropriate measures in
relation to the protection of the identity of the
Users, without prejudice to NOOL's
obligation to take appropriate measures to
ensure that its AMS shall be used and
operated for the whole term of this Licence
for the Purposes, in accordance with the EU
Falsified Medicines Directive and Delegated
Regulation and with this Licence.

LIMITATION OF WARRANTY AND
LIABILITY

Reservation to provision of warranty.
Access to the AMS is provided without any
warranties. Specifically, without prejudice to
NOOL'’s obligations under the EU Falsified
Medicines  Directive and  Delegated
Regulation, NOOL does not warrant that the
AMS will be error and defect free (whether
apparent or hidden/latent) or will perform in
an uninterrupted manner.

The Parties have agreed that to the
maximum extent allowed by law, NOOL
specifically  disclaims all  warranties,
including any warranty of condition, quality,
performance, satisfactory quality,
merchantability or fitness for a particular
purpose (even if NOOL had been informed
of such purpose), including for latent or
hidden defects, with respect to any part of
the AMS.
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10.3

1.
11.1

11.2

. Vylouéeni nahrady skody. Aniz jsou dotéeny

vySe uvedené body 101 a 10.2 a
v maximalnim rozsahu povoleném zakonem,
nenese NOOL odpovédnost za jakékoli Skody
vzniklé UZivateli z této Licence, naroky, platby
od8kodného, vydaje, naklady a ztraty, které
jsou pfimé, nepfimé nebo nasledné, vietné
jakéhokoli uslého zisku, uslého prospéchu,
uslého obratu, udlého pfijmu, ztraty uaspor,
uslé smlouvy, ztraty uzivani, uslého obchodu
nebo pFeruseni provozu, ztraty dobré povésti,
ztraty dat, ztraty klientd, naroky tfetich stran,
jakékoli jiné pfimé, nepfimé, zvlastni,
nahodné nebo nasledné Skody jakéhokoli
druhu, at uz vznikly na zékladé poruseni této
Licence, zakonné povinnosti, skryté nebo
latentni vady nebo jinak, bez ohledu na to, zda
byla 8koda pFedvidatelna, ve spojeni
s pfistupem k AMS, nebo vznikla z pfistupu
k AMS ¢&i z jeho uzivani.

DOBA TRVANi A UKONCENIi PLATNOSTI

. Tato Licence je uzaviena:

11.1.1. v pfipadé&, kdy je smluvni stranou této
Licence Koncovy uZivatel, na dobu

u€innosti smlouvy o] uzivani
vnitrostatniho systému NSOL
Koncovymi uzivateli uzavien mezi

NOOL a Uzivatelem,

v pfipadé, kdy je smluvni stranou této
Licence Drzitel registrace, na dobu
trvani u€innosti dohody o spolupraci
uzaviené mezi NOOL a Drzitelem
registrace (pfipadné i jinymi Drziteli
registrace) vuci prisluSnému Drziteli
registrace, a

11.1.2.

11.1.3. na dobu neuréitou v pfipadé Statniho

ustavu pro kontrolu 1é&iv (SUKL).

. Kterakoli ze Smluvnich stran ma pravo ukondit

tuto Licenci s okamzitou ucinnosti pouhym
doru¢enim vypovédi druhé Smluvni strané,
jestlize (i)druha Smluvni strana porusi
jakoukoli podstatnou povinnost podle této
Licence, a (ii) poruSujici Smluvni strana
nenapravi takové poruseni béhem devadesati
(90) kalendainich dnd po predani pisemné
Zadosti o napravu, je-li mozné takové
poruSeni napravit.

. NOOL ma dale pravo ukoncit tuto Licenci

vypovédi s okamzZitou ucinnosti, jestlize
(i) bude ukonCena nebo vyprsi z jakéhokoli
ddvodu smlouva mezi EMVO a NOOL
0 uzivani Evropského centralniho ulozisté ze
strany NOOL, nebo (ii) Uzivatel, ktery je

10.3

1.
11.1

11.2

. Exclusion of Damages. Without prejudice

to Sections 10.1 and 10.2 above and to the
maximum extent allowed by law, NOOL shall
not be liable for any damages caused to the
User under the Licence, for any claims,
damages, expenses, costs and losses that
are direct, indirect or consequential,
including any loss of profits, loss of benefit,
loss of turnover, loss of income, loss of
savings, loss of contract, loss of use, loss of
business or business interruption, loss of
goodwill, loss of data, loss of clientele, third
party’s claim, or any other direct, indirect,
special, incidental or consequential
damages of any kind whether based on a
breach of the Licence, breach of statutory
duty, hidden or latent defect, or otherwise,
regardless of whether the damages were
foreseeable, in connection with or arising out
of access to or use of the AMS.

TERM AND TERMINATION

. This Licence is concluded:

11.1.1.in the case where the End User is a
party to this Licence, for the duration of
the effectiveness of the Agreement on
the Use of the NSOL National System
by End Users concluded by NOOL and
the respective User,

11.1.2.in the case where the MAH is a party to
this Licence, for the duration of the
effectiveness of the Cooperation
Agreement concluded by NOOL and
the respective MAH (and possibly other
MAHSs, as applicable) in respect of the
relevant MAH; and

11.1.3.for an indefinite period in the case of
the State Institute for Drug Control (in
Czech: Statni ustav pro kontrolu IéCiv).

. Either Party is entitled to terminate the

Licence with immediate effect by mere
delivery of a notice to the other Party, if (i)
the latter is in breach of any material
obligation under this Licence and, (ii) the
defaulting Party fails to cure such breach
within ninety (90) calendar days after such
cure has been demanded in writing if such
breach is capable of cure.

. In addition, NOOL shall have the right to

terminate this Licence by notice with
immediate effect if (i) the agreement
between EMVO and NOOL for NOOL's use
of the European Central Repository is
terminated or expires for any reason, or (ii)
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12
12.1.

12.2.

Drzitelem registrace, pozbude opravnéni
vyrabét a/nebo dovazet léCivé pripravky, jak
predpoklada Smérnice EU o padélanych
IéCivech a Nafizeni v pfenesené pravomoci a
prislusny Cesky pravni predpis, nebo (iii)
UZivatel, ktery je Koncovym uZivatelem,
pozbude opravnéni vydavat IéCive pfFipravky
vefejnosti nebo pozbude povoleni k distribuci,
jak predpoklada Smérnice EU o padélanych
IéCivech a Nafizeni v pfenesené pravomoci a
pfisludny Cesky pravni predpis. Ustanoveni
§ 1999 odst. 1 zakona ¢.89/2012 Sb.,
ob&ansky zakonik, ve znéni pozdéjSich
predpisl, se pro NOOL nepouzije.

. Kukon€eni Licence dojde i v pfipadé, kdy

UZivatel zanikne bez pravniho nastupce.
Uzivatel je povinen pfedem informovat NOOL
o jakychkoliv krocich sméfujicich k takovému
zaniku UZivatele.

. Pfi jakémkoliv ukonceni Licence odebere

NOOL Uzivateli Pfistup.

. Vypr8eni nebo ukonleni této Licence
neovliviiuje ta ustanoveni, ktera jsou na
zaékladé svych |hat a smyslu casove

neomezené povahy v souladu s bodem 13.5.
nize.

. Kukon€eni Licence dojde i v pfipadé, kdy

Uzivatel zanikne bez pravniho nastupce.
Uzivatel je povinen pfedem informovat NOOL
o jakychkoliv krocich sméfujicich k takovému
zaniku UZivatele.

. Pfi jakémkoliv ukonceni Licence odebere

NOOL Uzivateli Pfistup.

. VyprSeni nebo ukonCeni této Licence
neovliviiuje ta ustanoveni, ktera jsou na
zakladé svych Ihat a smyslu casove

neomezené povahy v souladu s bodem 13.5
nize.
ZMENY A AKTUALIZACE AMS

NOOL je opravnén navrhnout Uzivateli zménu
Licence, zejména v pfipadé zmén pravnich
predpist nebo fungovani AMS, a Uzivatel je
povinen se ktakovému navrhu vyjadfit do
dvou (2) mésicl ode dne doruc€eni takového
navrhu. V pfipadé, Ze Uzivatel v této lhaté
nevyjadfi souhlas s takovou zménou, je
NOOL opravnén ukonéit tuto Licenci
s vypoveédni dobou v délce dvou (2) tydnl ode
dne doruceni vypovédi.

NOOL muze kdykoli uplatnit aktualizace,

11.6.

12.
12.1.

12.2.

the User who is a MAH ceases to be
authorized to manufacture and/or import
medicinal products, as contemplated by the
EU Falsified Medicines Directive and the
Delegated Regulation and the relevant
Czech legislation, or (iii) a User who is an
End User ceases to be authorised to
dispense medicinal products to the public or
ceases to be empowered to distribute
medicinal products as contemplated by the
EU Falsified Medicines Directive and the
Delegated Regulation and the relevant
Czech legislation. Section 1999(1) of Act No.
89/2012 Coll., Civil Code, as amended, does
not apply to NOOL.

. The Licence shall terminate even if the User

shall be dissolved without a legal successor.
The User shall inform NOOL in advance of
any steps leading to such dissolution of the
User.

. Upon any termination of the Licence, NOOL

will revoke the User's Access.

The expiration or termination of this Licence
shall not affect provisions thereof that by
their terms and meaning are of a continuing
nature, in accordance with Section 13.5
below.

. The Licence shall terminate even if the User

shall be dissolved without a legal successor.
The User shall inform NOOL in advance of
any steps leading to such dissolution of the
User.

. Upon any termination of the Licence, NOOL

will revoke the User's Access.

. The expiration or termination of this Licence

shall not affect provisions thereof that by
their terms and meaning are of a continuing
nature, in accordance with Section 13.5
below.

CHANGES AND UPDATES TO THE AMS

NOOL is entitled to propose to the User an
amendment of the Licence, in particular in
case of change of legal regulations or
operating of the AMS and the User is
obligated to provide his statement to such
proposal within two (2) months from the day
of delivery of such proposal. In the event that
the User does not provide his consent with
the change in this period, NOOL is entitled
to terminate the Licence with a notice period
of two (2) weeks from the day of the delivery
of the notice.

NOOL may apply updates, changes or
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12.3.

12.4.

12.5.

13.
13.1.

13.2.

13.3.

13.4.

13.5.

zmény anebo Upravy AMS v souladu
s nasledujicimi podminkami.
Jestlize bude nasazeni nebo instalace

aktualizaci, zmén anebo Uprav v AMS
vyzadovat (doCasné) omezeni nebo preruseni
pristupu uzivatele k cCastem AMS nebo
k celému systému, musi NOOL predem
poskytnout Uzivateli pfiméfené upozornéni.

VSechny aktualizace, zmény nebo Upravy
budou vyhradnim vlastnictvim NOOL.

Veskera udrzba, opravy, nadhrady, aktualizace,
zmény a upravy AMS jakékoli povahy se
budou uskuteCriovat na zakladé vyhradniho
rozhodnuti NOOL podle vySe uvedeného
bodu 12.1.

VSEOBECNA USTANOVENI

Tato Licence muze byt dale ménéna di
ukoncena pisemné shodnym projevem vile
obou Smluvnich stran, a to i jednanim
uéinénym ve smyslu § 562 zakona
€. 89/2012 Sb., ob&ansky zakonik, ve znéni
pozdéjSich predpisu.

Uzivatel nesmi bez pfedem daného
pisemného souhlasu NOOL postoupit tuto
Licenci zcela ani ¢aste¢né jinému subjektu a
jakykoli pokus o jeji postoupeni porusujici toto
ustanoveni bude neplatny od samého
pocatku. NOOL muze kdykoli tuto Licenci,
vCetné v8ech prav a povinnosti, postoupit bez
souhlasu Uzivatele a NOOL se zavazuje bez
zbyte€ného odkladu informovat Uzivatele
o takovém postoupeni a jeho duvodech.

Uzivatel bere na védomi, ze NOOL nenese
naklady Uzivatele na obstarani nezbytnych
zafizeni, sluzeb a vybaveni potiebnych
k pouzivani AMS a pfistupu k nému, vcetné
vhodného  pocitatového  vybaveni a
internetovych pfipojeni a neni povinen na tyto
naklady pfispivat.

Uzivatel musi hlasit NOOL mimoradné
udalosti, kterych byl svédkem ve vztahu
k uzivani AMS a pfistupu k nému, a zavazuje
se o nich poskytnout NOOL nezbytné
informace a pozadovanou soucinnost.

Ustanoveni ¢lanku 9 této Licence zUstanou
v platnosti po dobu 5 let ode dne ukonceni této
Licence.

12.3.

12.4.

12.5.

13.
13.1.

13.2.

13.3.

13.4.

13.5.

modifications to the AMS at any time in
accordance with the following conditions.

If the deployment or installation of updates,
changes or modifications to the AMS imply a
(temporary) restriction or interruption of the
User's access to parts of or all the AMS,
NOOL shall provide the User with
reasonable prior notice that allows to
mitigate the impact and shall take all diligent
efforts to minimize any restriction or
interruption.

All updates, changes or modifications shall
be the sole property of NOOL.

All maintenance, repair work, alterations,
updates, changes and modifications of any
nature whatsoever to the AMS shall be done
at NOOL'’s discretion, subject to Section
12.1 above.

GENERAL PROVISIONS

This Licence may be further amended or
terminated by a written expression of the
mutual will of both the Parties, including by
acting in accordance with Section 562 of
Act No. 89/2012 Coll., the Civil Code, as
amended.

The User may not assign this Licence, in
whole or in part, without NOOL'’s prior written
consent and any attempted assignment in
violation of this provision shall be null and
void. NOOL may assign this Licence,
including all rights and obligations, without
the User's consent at any time, and NOOL
shall inform the User about such assignment
and the reasons thereof without undue
delay.

The User acknowledges that NOOL shall not
bear any User's expenses to obtain all
necessary facilities, utilities and equipment
necessary to use and access the AMS,
including appropriate computer equipment
and Internet connections and shall not be
obliged to contribute to these expenses.

The User shall report the incidents he
witnessed in relation with the use and
access to the AMS to NOOL and undertakes
to provide NOOL with necessary information
and required cooperation.

Provisions of Article 9 of this Licence shall
remain valid for the period of 5 years from
the day of termination of this Licence.
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13.6. Volba prava a soudni pravomoci 13.6. Choice of law and jurisdiction
Tato Licence se Fidi pravem Ceské republiky. This Licence shall be governed by the laws
of the Czech Republic.
Jakykoli spor mezi Smluvnimi stranami vznikly Any dispute between the Parties arising out
ztéto Licence bude predloZzen Ceskym of this Licence shall be submitted to and
soudim a skoneCnou platnosti jimi finally decided by the courts of the Czech
rozhodnut. Republic.
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PRILOHA C. 2 / ANNEX NO. 2

ZPRACOVANi OSOBNICH
UDAJU

Tato pfiloha navazuje na Smlouvu. VSechny
pojmy zde uzité maji vyznam stanoveny ve
Smlouvé.

1. INFORMACE O ZPRACOVANI OSOBNICH
UDAJU

NOOL klade velky diraz na dodrzovani zasad a
pravidel ochrany fyzickych osob v souvislosti se
zpracovanim jejich osobnich udaju. VeSkeré
osobni udaje povazuje za divérné a zpracovava
je v souladu s GDPR.

PFfi plnéni Smlouvy dochazi ke zpracovani
osobnich Gdaju fyzickych osob zapojenych do
plnéni Smlouvy, a to NOOL jako spravcem
osobnich udaja.

Na zakladé ¢l. 13 a 14 GDPR timto NOOL
poskytuje informace o zpracovani osobnich
udaju, k némuz dochazi v ramci pInéni Smilouvy.

2. KONTAKTNi UDAJE NOOL

Korespondenc¢ni adresa: Pobfezni 620/3, Karlin,
186 00 Praha

Telefon: +420 224 834 153

E-mail: info@czmvo.cz

WWW.CZmVo.Cz

3. KONTAKTNi UDAJE POVERENCE PRO
OCHRANU OSOBNICH UDAJU

Jméno: Mgr. Ing. Martin Lukas

Korespondenéni adresa: Weinhold Legal, v.o.s.
advokatni kancelar, Na Florenci 2116/15, 110 00
Praha 1

E-mail: dpo_nool@weinholdlegal.com

4. JAKE OSOBNi  UDAJE  JSOU

ZPRACOVAVANY A ZA JAKYM UCELEM
4.1. Zpracovani osobnich udaja osoby,
ktera  naskenovala potencionalné
padélany lécivy pripravek

(i) Ugel zpracovani: identifikace osoby,
ktera naskenovala potencionalné
padélany |Ié€ivy pFipravek.

(i) Pravni zéklad zpracovani:
zpracovani je nezbytné pro splnéni

PROCESSING OF PERSONAL
DATA

This Annex follows up to the Agreement. All terms
used herein shall have the meanings set forth in
the Agreement.

1. INFORMATION ON THE PROCESSING OF
PERSONAL DATA

NOOL places great emphasis on compliance with
the principles and rules for the protection of
individuals in connection with the processing of
their personal data. We consider all personal data
to be confidential and process it in accordance
with the GDPR.

During the performance of the Agreement,
personal data of individuals involved in the
performance of the Agreement is processed by
NOOL as the data controller.

NOOL hereby provides, in accordance with
Articles 13 and 14 of the GDPR, information
about the processing of personal data that occurs
within the performance of the Agreement.

2. NOOL CONTACT DETAILS

Correspondence address: Pobfezni 620/3,
Karlin, 186 00 Prague

Telephone: +420 224 834 153

E-mail: info@czmvo.cz

WWW.CZmVo.Cz

3. CONTACT DETAILS OF THE DATA
PROTECTION OFFICER

Name: Mgr. Ing. Martin Lukas

Correspondence address: Weinhold Legal, v.o.s.
advokatni kancelar, Na Florenci 2116/15, 110 00
Praha 1

E-mail: dpo_nool@weinholdlegal.com

4. WHAT PERSONAL DATA ARE
PROCESSED AND FOR WHAT PURPOSE

4.1. Processing of personal data of the
person who scanned the potentially
falsified medicinal product

0] Purpose of processing: identification
of the person who scanned the
potentially falsified medicinal
product.

(i) Legal basis for  processing:
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pravni povinnosti, ktera se na processing is necessary for

spravce vztahuje / zpracovani je
nezbytné pro  splnéni  Ukolu
provadéného ve vefejném zgjmu.

(iii) Rozsah zpracovavanych osobnich
udaju:  jméno, pfijmeni, adresa
trvalého pobytu a datum narozeni.
(iv) Pfijemce osobnich udaju: Statni
ustav pro kontrolu lé&iv; po pfipojeni
AMS k Evropskému centralnimu
systému pro spravu alertl (European
Central Alert Management System —
dale jen L,LAMS Hub*) bude
pfijemcem i EMVO.

(v) Doba zpracovani: 6 mésic(.
Zpracovani osobnich udaji uzivatela
vnitrostatniho systému NSOL

(i) Ugel zpracovani: identifikace
uzivateldl  vnitrostatniho  systému
NSOL.

(i) Pravni zaklad Zpracovani:

zpracovani je nezbytné pro splnéni
smlouvy, jejiz smluvni stranou je
subjekt udaju.

Rozsah zpracovavanych osobnich
udaju: jméno, pfijmeni, adresa
trvalého pobytu, datum narozeni a e-
mailova adresa.

(iif)

(iv) Prijemce: po pfipojeni AMS k AMS

Hub bude pfijemcem EMVO.
(v) Doba_zpracovani: po dobu trvani
smluvniho vztahu mezi NOOL a
subjektem udaju, adale 2 roky po
jeho zaniku.

5. PRAVA SUBJEKTU UDAJU

5.1 Subjekt idaju ma pravo na pfistup k osobnim

udajum, které o ném NOOL zpracovava, na
jejich opravu nebo vymaz, na omezeni
zpracovani osobnich (daji0 a pravo na
pfenositelnost osobnich udaja.

5.2 Tato prava mize uplatnit elektronicky na e-

mailové adrese info@czmvo.cz, telefonicky
na Cisle +420 224 834 153 nebo pisemné
na vySe uvedené adrese sidla NOOL. Ma
rovnéz pravo podat stiznost k Uradu pro
ochranu osobnich udajd nebo k jinému

4.2.

5.1

compliance with a legal obligation to
which the controller is subject /
processing is necessary for the
performance of a task carried out in
the public interest.
(iii) Scope of personal data processed:
name, surname, residing address
and date of birth.
(iv) Recipient of personal data: the State
Institute for Drug Control (in Czech:
Statni ustav pro kontolu léciv); once
AMS is connected to the European
Central Alert Management system
(hereinafter referred to as the “AMS
Hub”), EMVO will also be recipient.

(v)

Processing of personal data of user of
the national NSOL system

Processing period: 6 months.

(i) Purpose of processing: identification
of users of the national NSOL
system.

Legal basis for processing: the
processing is necessary for the
performance of a contract to which
the data subject is a party.

Scope of personal data processed:
name, surname, residing address,
date of birth and e-mail address.

Recipient: once AMS is connected to
the AMS Hub, EMVO will be the
recipient.

Processing period: for the duration of
the contractual relationship between
NOOL and the data subject, and for
2 years after its termination.

RIGHTS OF DATA SUBJECTS

The data subject has the right to access,
rectification or erasure of personal data
processed by NOOL, restriction of the
processing of personal data and the right to
the portability of personal data.

5.2 These rights can be exercised electronically

at the e-mail address info@czmvo.cz, by
telephone at +420 224 834 153 or in writing
at the abovementioned address of NOOL's
registered office. Moreover, the data subject
has the right to lodge a complaint with the
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pfisluSnému dozorovému ufadu v souvislosti
se zpracovanim osobnich udaju.

5.3 V pfipadech, kdy jedna o zpracovani

osobnich Udaji na zakladé opravnéného
zajmu ma subjekt udajli rovnéz pravo vznést
namitku proti zpracovani svych osobnich
udaju z divodul tykajicich se jeho konkrétni
situace, které v namitce popiSe. Namitku
muZe subjekt Udaji podat elektronicky na e-
mailové adrese info@czmvo.cz, telefonicky
na Cisle +420 224 834 153 nebo pisemné
na vySe uvedené adrese sidla NOOL.

Office for Personal Data Protection or any
other competent supervisory authority in
connection with the processing of personal
data.

5.3 Where the processing of personal data is

based on legitimate interest, the data subject
also has the right to object to the processing
of his or her personal data on grounds
relating to his or her particular situation,
which he or she shall describe in the
objection. The data subject may object
electronically at the e-mail address
info@czmvo.cz, by telephone at +420 224
834 153 or in writing at the abovementioned
address of NOOL's registered office.
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