PROHLASENI
My, niZe podepsany spolek

Nérodni organizace pro ovérovani pravosti
léciv, z.s.,
se sidlem Pobfezni 620/3, Karlin, 186 00
Praha 8, ICO: 058 51 742, zapsany ve
spolkovém rejstfiku vedeném Méstskym
soudem v Praze pod sp. zn. L 67982
(dale jen ,NOOL"),

jako strana

Smlouvy o uzivani vnitrostatniho systému
NSOL koncovymi uzivateli
(dale jen ,Smlouva®)

timto prohlasujeme,

Ze se ve vztahu ke Koncovym uZivatelim,
s nimiz byla uzavfena Smlouva pfede dnem
9. unora 2019, ujimame nad ramec uzaviené
Smlouvy (verse 2) rovnéz veskerych zavazkd,
které pro NOOL vyplyvaji z aktualné
uzaviraného znéni Smlouvy (verse 3).

Zejmeéna se jedna o nasledujici nové zavazky
NOOL vyplyvajici z verse 3 Smlouvy:

1. ,Smluvni strany se zavazuji poskytovat si
vzajemnou soucinnost tak, aby odpojeni
podle bod(l 4.2 a 4.3 bylo uplatnéno jen
v krajnim pripadé.”

(novy bod 4.4. Smlouvy)

2. Vsouladu 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, UZivateld
uskuteCnujicich tyto operace a povahy
operaci. NOOL nesmi pfistupovat
k Auditni stopé uloZené ve Vnitrostatnim
systému NSOL a Udajum 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 Ucelem vySetiovani
potencialnich pFipadu padélani
oznacenych v EMVS v souladu s ¢lankem
36 pism. b), ,Clankem 37 pism. d) a
Clankem 38.2 Narizeni v pienesené
pravomoci nebo za ucelem poskytnuti
pristupu pfislusnym vnitrostatnim
organtim v souladu s ¢lankem 39 Narizeni
v pfenesené pravomoci nebo za Uéelem
udrzby, oprav nebo jinych zmén

DECLARATION

We, the undersigned association

Narodni organizace pro ovérovani pravosti

l1édiv, z.s.,

with its registered seat at Pobfezni 620/3, Karlin,

186 00 Praha 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"),

as a party to the

Agreement on the Use of the NSOL National

System by End Users
(hereinafter the “Agreement”)

hereby declare

that we assume in relation to the End Users who
concluded the Agreement before 9 February
2019, in addition to the concluded Agreement
(Version 2), also all obligations arising to NOOL
from the up-to-date version of the Agreement
(Version 3).

In particular, this concerns the following new
obligations of NOOL ensuing from Version 3 of
the Agreement:

1.

“The Parties shall fully cooperate so that any
disconnection as foreseen under Sections
4.2 and 4.3 is only used as a last resort.”
(new Section 4.4. of the Agreement)

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 9.5 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



Vhitrostatniho systemu NSOL doloZitelné
a zasadné nezbytnych pro jeho
funkénost.”

(rozSifené znéni bodu 9.6. Smilouvy)

LUZiti udaji obsaZenych v Auditni stopé a
pfistup k nim jsou povoleny vyluéné ke
shora uvedenym  uceldm, pficemz
Zéastupce NOOL, ktery bude provadét
operaci pristupu k Auditni stopé, bude mit
pristup pouze k tdajum nezbytné nutnym
k naplnéni shora uvedenych tcelli, NOOL
jej pouci ohledné omezeni uZiti udaji
obsaZenych v Auditni stopé a pfistupu
k nim a zavaze povinnosti miéenlivosti
tykajici se ochrany udaji obsazZenych
v Auditni stopé pfinejmensim v rozsahu,
v jakém jsou chranény touto Smlouvou.*”
(novy bod 9.6.1. Smiouvy)

»O Vyjimkou pfipadd, kdy jsou udaje
zpfistupnény za ucelem vySetfovani
(Clanek 39  Narizeni v prfenesené
pravomoci) nebo kdy je to vyslovné
zakazano pravnimi predpisy nebo tak neni
pfislusnymi préavnimi pfedpisy pfedvidano,
je viastnik Udaji  obsaZenych ve
Vnitrostatnim systému NSOL v pripadé
pristupu pfislusnych vnitrostatnich organt
k Udajum dle bodu 9.7 oprévnén
poZadovat informace o takovém pristupu.
NOOL si s prislusnymi vnitrostatnimi
organy potvrdi, Ze mohou byt takové
informace poskytnuty. Podminky
poskytnuti  téchto informaci, vcetné
terminu, kdy budou moci byt tyto
informace poskytnuty, budou stanoveny
NOOL dle jeho uvazeni v mezich pokyni
udélenych  prislusnymi  vnitrostatnimi
organy, tzn. o zplsobu podavani zprav,
Jeho vyvaji, uZivani a ihradé souvisejicich
nakladu bude rozhodnuto na narodni
arovni.”

(novy bod 9.8 Smiouvy)

,NOOL  pfijme pfiméfena opatfeni
k ochrané identity Koncovych uZivateld,
aniz by tim byla dotcena povinnost NOOL
pfijmout pfimérena opatreni k zajisténi, ze
Vhnitrostatni systém NSOL bude po celou
dobu trvani této Smlouvy uZivan a
provozovén k naplnéni Uéelu, v souladu
se (i) Smérnici EU o padélanych lécivych
pfipravcich a Nafizenim v prenesené
pravomoci a (i) touto Smiouvou.”

(novy bod 10.3. Smlouvy)

evidentially and essentially necessary for its
operation.”
(extended wording of Section 9.6. of the
Agreement)

“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.”

(new Section 9.6.1. of the Agreement)

“In the instances of competent authority
access referred to under Section 9.7, 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 gquidance 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.”

(new Section 9.8 of the Agreement)

“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.”

(new Section 10.3. of the Agreement)

Pojmy s pocate&nim velkym pismenem uzivané The capitalized terms used herein shall have the
vtomto prohlaSeni maji vyznam definovany meaning set forth in the Agreement. References



ve Smlouvé. Odkazy na body vtomto
prohlaseni sméfuji na body verse 3 Smilouvy.

Aktualni verse Smlouvy (verse 3) je pfistupna
zde:

[https:/ /www.czmvo.cz/cs/uzivatele-

to Sections herein relate to Sections of Version 3
of the Agreement.

The up-to-date version of the Agreement (Version
3) can be viewed here:

[https:/ /www.czmvo.cz/en/system-

systemu /lekarnici/ users/pharmacies/
https:/ /www.czmvo.cz/cs/uzivatele- https:/ /www.czmvo.cz/en/system-
systemu / distributori/] users/ distributors/]

V pfipadé jakychkoli rozpord mezi ¢eskou a
anglickou verzi tohoto prohlaseni je rozhodujici
Ceska verze.

In case of any discrepancies between the Czech
and English versions hereof, the Czech version
shall prevail.

V Praze dne 9. tnora 2019 / In Prague on 9 February 2019

Narodni organizé{cm
pro ovéfovani pravosti léCiv, z.s.
Mgr. Jakub Dvoracek
predseda predstavenstva / chairman of the Board of Directors
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Narodni O?Gaﬂizace
osti léCiv, z.s.

pro ovérovani pr

Mgr. Mafrtin Matl
mistopfedseda predstavenstva / vice chairman of the Board of Directors



