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COOPERATION AGREEMENT

Ref.c.

ZMLUVA O SPOLUPRACI

This cooperation agreement was concluded within the meaning
of Directive 2011/62/EU and Delegated Regulation 2016/161.

1. PARTIES

a) Slovak Medicines Verification Organization, an
interest association of legal persons, an association
duly incorporated and organized under the laws of the
Slovak Republic, whose registered office is at
Einsteinova 11, 851 01 Bratislava, Slovakia,
Identification Number: 51 019 868, registered at the
District Office of Bratislava, Department of General
Internal Administration, file No. OU-BA-OVVS1-
2017/064763 (hereinafter referred to as "SOOL")

o) PPN , @ company established
under the laws of the ... ,
whose registered office is
AL e ,
Identification Number: ..................... , registered
in the Commercial Register maintained by
the ...l Court in .....ccooeeiininnnnn. :
Section ..., File bank account

NO. eireeieierieieeie st , which is the authorized
representative of the marketing authorization holders
listed in Appendix 2 of the Agreement, or is the
marketing authorisation holder itself

(hereinafter referred to as the “Company”)

SOOL and the Company are hereinafter also jointly referred to
as the “Parties” or individually as the “Party”.

2. DEFINITIONS

“Agreement” means this Cooperation Agreement and its
appendices;

“Annual Flat Fee” means the fee specified in Section 6.1 of
this Agreement and calculation mechanism of this fee is
described in Appendix 1 of this Agreement.

“Confidential Information” means any and all technical
and/or commercial information and other material of a Party
relating to, without limitations, its business, business plans,
financial details, customers, partners, intellectual property,
facilities, products, techniques and/or processes whether in
oral, written or electronic form, that is specifically marked or
otherwise communicated as being confidential at the time of
disclosure or reasonably should be understood as being

Tato zmluva o spolupréci bola uzatvorend v zmysle Smernice
2011/62/EU a Delegovaného nariadenia 2016/161.

1. ZMLUVNE STRANY

a) Slovenska organizacia pre overovanie liekov,
zdujmové zdruZzenie pravnickych osob riadne zalozené
a existujuce v sulade s pravnymi predpismi Slovenskej
republiky, so sidlom na adrese Einsteinova 11, 851 01
Bratislava, Slovenska republika, ICO: 51 019 868,
zapisané na Okresnom urade Bratislava, odbor
v§eobecnej vnutornej spravy, sp.zn OU-BA-OVVS1-
2017/064763 (dalej len ,,SOOL)

D) ,  spolo¢nost’  zaloZena
podla .o, prava, so sidlom na
AUMESE .ot
........ , ICO: ..oovvevvcevseirerannns, Zapisand v Obchodnom
=101 f I SUAU V e ,
oddiel ..... , vlozka €. .vciieiinnn. , ¢. bankového
L0113 BSOS , konajtica
ProstredniCtVOm  .oveeveeiieeiirie e
ktora je splnomocnenym zastupcom drzitelov

registracie humanneho lieku uvedenych v Prilohe ¢. 2
k tejto zmluve, alebo sama je drzitelom registracie
humanneho lieku

(d’alej len ,,Spolo¢nost™)

SOOL a Spolo¢nost’ budu d’alej ozna¢ované spolocne aj ako
,Strany“ alebo samostatne aj ako ,,Strana“.

2. DEFINICIE POJMOV

"Zmluva™ znamena tato zmluvu o spolupraci a jej prilohy;

“Ro¢ny pausalny poplatok” znamena poplatok Specifikovany
v Clanku 6.1 tejto Zmluvy a spdsob jeho vypoétu je uvedeny v
Prilohe ¢. 1 k tejto Zmluve;

“Doverné informacie* znamenaji akékol'vek technické a/
alebo obchodné informécie a iné materialy Strany tykajice sa
najmd podnikania, obchodnych planov, financnych udajov,
zékaznikov, partnerov, dusevného vlastnictva, zariadeni,
produktov ¢i v ustnej, pisomnej alebo elektronickej podobe,
ktoré s osobitne oznaené alebo inak komunikované ako
doverné v Case zverejnenia, alebo kde je mozné primerane
predpokladat’, ze ide o doverny material. Déverné informacie



confidential. SOOL’s Confidential Information includes
EMVO’s documents and other confidential information;

“Data” means information uploaded, processed, transferred,
generated or stored in the EMVS or the NMVS as set out in the
Directive and the Delegated Regulation (in particular its Article
33, paragraph 2);

“Delegated Regulation” means 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;

“Directive” means the Directive on Falsified Medicines
2011/62/EU of 8 June 2011 amending Directive 2001/83/EC on
the Community code relating to medicinal products for human
use, as regards the prevention of the entry into the legal supply
chain of falsified medicinal products;

“EMVO” means the European Medicines Verification
Organization, which is the non-profit legal entity established to
set up and manage the European Hub in accordance with the
Directive and Delegated Regulation;

“EMVS” means the European Medicines Verification System,
which is set up and managed in accordance with Chapter VII of
the Delegated Regulation. The EMVS consists of the European
Hub and the National Systems and allows the wholesalers and
retailers to verify the authenticity of medicinal products in
accordance with the provisions of the Directive and the
Delegated Regulation;

“European Hub” means the component of the EMVS that
serves as a central information and data router for the
transmission of Data to and from the NMVS;

“Intellectual Property Rights” means patents of any type,
design rights, utility models or other similar invention rights,
copyrights, trade secrets, trademarks, trade names and service
marks and any other intangible property rights, including
applications and registrations for any of the foregoing, in any
country, arising under statutory law or by contract and whether
or not perfected, now existing or hereafter filed, issued, or
acquired;

“MAH” or “Marketing authorization holder” means the
Company as well as other holders of a marketing authorization
for a medicinal product with effect on the territory of the Slovak
Republic, during the term of this Agreement. MAH also
includes parallel importers of medicinal products in the Slovak
Republic;

“NMVS” or “National Medicines Verification System”
means the Slovak National Medicines Verification System
implemented by SOOL,; it is a national medicines verification
system that is connected to the European Hub and allows the
wholesale distributors, pharmacies and other relevant subjects

SOOL-u zahfiaji aj dokumenty EMVO atiez iné¢ doverné
informacie;

“Udaje“ znamenaju informacie odovzdané, spracované,
prevedené, generované alebo ulozené v EMVS alebo NMVS,
ako je stanovené v Smernici a v Delegovanom nariadeni (najmé
Vv jeho ¢lanku 33 ods. 2);

“Delegované nariadenie® znamena nariadenie Komisie (EU)
2016/161 z 2. oktébra 2015, ktorym sa dopliia smernica
Eurdépskeho parlamentu a Rady 2001/83/ES o ustanovenia
tykajice sa podrobnych pravidiel bezpe¢nostnych prvkov
uvadzanych na obale liekov na huménne pouzitie;

“Smernica“ znamena smernicu o falSovanych liekoch
2011/62/EU z 8. juna 2011, ktorou sa meni a dopliiia smernica
2001/83/ES, ktorou sa ustanovuje zakonnik Spolocenstva o
humannych liekoch, pokial ide o predchddzanie vstupu
falSovanych liekov do legalneho dodavatel'ského retazca;

“EMVO“ znamena Europsku organizaciu pre overovanie
lickov, ktora je neziskovou pravnickou osobou zriadenou na
vytvorenie a riadenie eurdpskej centraly v sulade so Smernicou
a Delegovanym nariadenim;

“EMVS* znamend Eurdpsky systém overovania liekov, ktory
je vytvoreny a riadeny v sulade s kapitolou VII Delegovaného
nariadenia. Systém EMVS pozostava z eurdpskej centraly a
narodnych systémov a umoznuje velkoobchodnym a
maloobchodnym predajcom overovat’ pravost’ liekov v stlade
s ustanoveniami Smernice a Delegovaného nariadenia;

“Europska centrala® znamena komponent EMVS, ktory sluzi
ako centralny informaény a datovy smerova¢ na prenos Udajov
do az NMVS;

“Prava duSevného vlastnictva® znamenaji patenty
akéhokol'vek druhu, prava na dizajn, Gzitkové vzory alebo iné
podobné prava vynalezov, autorské prava, obchodné tajomstva,
ochranné¢ znamky, obchodné ndzvy a servisné znamky a
akékol'vek iné prava k nehmotnému majetku vratane ziadosti a
registracii pre ktorékol'vek z vysSie uvedenych, v akejkol'vek
krajine, vyplyvajuce z pravnych predpisov alebo zo zmluvy a
bez ohl'adu na to, ¢i bola alebo nebola uzatvorena, uz existujica
alebo nasledne podana, vydana alebo ziskana;

“MAH“ alebo  “DrziteP registracie = humanneho
lieku* znamena Spolo¢nost’, ako aj akéhokol'vek iného drzitel'a
registracie humanneho lieku s i¢inkami na izemi Slovenskej
republiky, poc¢as platnosti tejto zmluvy. MAH tiez zahffia
paralelnych dovozcov liekov v Slovenskej republike;

“NMVS* alebo “Vnutrostatny systém overovania
liekov* znamena Slovensky narodny systém pre overovanie
liekov implementovany SOOL-om; je to vnitrostatny systém
overovania liekov, ktory je prepojeny s Europskou centralou a
umoziuje velkodistributorom, lekariiam a inym opravnenym



to verify the authenticity of medicinal products in accordance
with the provisions of the Directive and the Delegated
Regulation;

“Security Breach” means an event that endangers the security
or the functioning of the EMVS or the NMVS, including, but
not limited to, any security breach leading to the accidental or
unlawful destruction, loss, alteration, unauthorized disclosure
of, or unauthorized access to Data or (other) Confidential
Information, as well as the unauthorized upload of data or the
upload of illegitimate data on the EMVS or the NMVS;

“SOOL” means the Slovak Medicines Verification
Organization, which is responsible for the implementation of
the National System in accordance with the Directive and the
Delegated Regulation.

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

subjektom overit® pravost liekov v stlade s ustanoveniami
Smernice a Delegovaného nariadenia;

“Porusenie bezpecnosti“ je wudalost, ktora ohrozuje
bezpecnost’ alebo fungovanie EMVS alebo NMVS vratane, ale
nie vyluéne, akéhokol'vek porusenia bezpecnosti vediceho k
nahodnému alebo nezdkonnému zniCeniu, strate, zmene,
neopravnenému zverejneniu alebo neopravnenému pristupu k
Udajom alebo (inym) Doévernym informéaciam, ako aj
neopravnenému odovzdaniu udajov alebo odovzdaniu
nezékonnych udajov do syst¢ému EMVS alebo NMVS;

“SOOL“ znamena Slovenskl organizaciu pre overovanie
liekov, ktord je zodpovednd za implementiciu narodného
systému v stilade so Smernicou a Delegovanym nariadenim.

Akékol'vek iné pojmy s velkymi pociatoénymi pismenami,
ktoré nie st definované v tejto Zmluve, maji vyznam, ktory im
bol prideleny v Smernici a/alebo v Delegovanom nariadeni.

3. BACKGROUND AND PURPOSE OF THE 3. UVODNE USTANOVENIA A UCEL ZMLUVY

AGREEMENT
3.1 In the application of the Directive and the Delegated
Regulation, a National Medicines Verification System will
be set up in the Slovak Republic. The Slovak Medicines
Verification System, NMVS, will be part of the European
Medicines Verification System and will be implemented
by SOOL by the end of 2018. NMVS will be operational
by February 2019 in accordance with the Directive and the
Delegated Regulation.

3.2 According to the Directive and the Delegated Regulation,
the costs of the development, implementation, operation
and maintenance of the National Medicines Verification
System shall be borne by MAHSs for medicinal products
in the relevant market. Therefore, the Company, together
with other MAHS, is responsible for the aforesaid costs of
the NMVS in the form of paying the fees in accordance
with this Agreement.

3.3 The purpose of this Agreement is to agree on the

implementation and maintenance of the NMVS by

SOOL, the financing of the NMVS, and the Parties’

related obligations.

3.4 The Parties agree that amendments to EU legislation

regarding the Directive and the Delegated Regulation

may lead to extra responsibilities on the Parties, in which
case the Parties may need to update or amend this

Agreement accordingly. Furthermore, the Parties agree to

update or amend this Agreement, if necessary based on

the agreement between SOOL and EMVO or SOOL and
its IT service provider. The Company undertakes to enter
into an amendment to the Agreement with SOOL in the

3.1 Priuplatiiovani Smernice a Delegovaného nariadenia
sa v Slovenskej republike vytvori narodny systém
overovania liekov. Slovensky systém overovania
liekov, NMVS, bude sucast'ou Eurdpskeho systému
overovania liekov a bude implementovany SOOL-
om do konca roka 2018. NMVS bude uvedeny do
prevadzky do februara 2019 v stulade so Smernicou a
Delegovanym nariadenim.

3.2 Podla Smernice a Delegovaného nariadenia znéa$aju

naklady na vyvoj, implementaciu, prevadzku a

udrzbu Narodného systému overovania liekov

Drzitelia registracie humanneho lieku na prislusnom

trhu. Preto Spolocnost’ spolu s d’als$imi Drzitel'mi

registracie humanneho lieku zodpoveda za vysSie
uvedené naklady NMVS vo forme platenia poplatkov

v stlade s touto Zmluvou.

3.3 Utelom tejto Zmluvy je dohodnat sa na

implementécii a adrzbe NMVS zo strany SOOL a

financovani NMVS a s tym stvisiacich povinnostiach

zmluvnych Stran.

3.4 Strany suthlasia s tym, Ze zmeny a doplnenia

pravnych predpisov EU tykajlice sa Smernice a

Delegovaného nariadenia moézu viest k dal$im

povinnostiam Stran, pricom v takom pripade moze

vzniknit' potreba Stran aktualizovat’ alebo zmenit a

doplnit’ tato Zmluvu. Strany sa d’alej dohodli na

aktualizacii alebo zmene a doplneni tejto Zmluvy, ak

to bude potrebné na zéklade dohody medzi SOOL a

EMVO alebo SOOL a jeho poskytovatel'om sluzieb



event that it is necessary due to an amendment of the
agreement between SOOL and EMVO or SOOL and its
IT service provider.

4. OBLIGATIONS OF SOOL

4.1 SOOL undertakes to:

(i)

(i)

(iii)

(iv)

v)

4.2

4.3

develop, implement and maintain the NMVS in
compliance with the Directive, Delegated Regulation
and this Agreement;

take appropriate security measures to protect the
integrity and safety of the NMVS as well as the
confidentiality of the Data in the NMVS against e.g.
Security Breaches or other similar risks;

cooperate in good faith with the Company and other
MAHSs in the development, testing, implementation,
operation and maintenance of the NMVS;

give access to the NMVS, as set out in this
Agreement, only to persons who are eligible under the
Directive and the Delegated Regulation; and

process in the NMVS the Data of MAHSs that have
signed an agreement with SOOL and that have
connected and entered into the European Hub either
directly or via the connection of an affiliated
company.

SOOL shall publish on its official website, or some
other manner deemed appropriate by SOOL,
information about changes in the circumstances of its
legal status (e.g., registered number and address,
representative etc.).

Upon due and lawful request in compliance with
applicable law, SOOL may provide the competent
national authorities with access to the Company’s
Data available in the NMVS within the scope
specified in Article 39 of the Delegated Regulation,
in which case SOOL will inform the Company
thereof without undue delay.

5. OBLIGATIONS OF THE COMPANY

IT. Spolo¢nost sa zavédzuje uzatvorit so SOOL
dodatok k tejto Zmluve v pripade, ze to bude
potrebné z dévodu zmeny dohody medzi SOOL a
EMVO alebo SOOL a jeho poskytovatel'om sluzieb
IT.

4. POVINNOSTI SOOL-u

4.1 SOOL sa zavizuje:

(i)

(i)

vyvijat, riadit a udrziavat NMVS v sulade so
Smernicou, Delegovanym nariadenim a touto
Zmluvou;

prijat vhodné bezpe€nostné opatrenia na ochranu
celistvosti a bezpecnosti NMVS, ako aj dovernosti
Udajov v NMVS napriklad proti Porueniam
bezpecnosti alebo inym podobnym rizikam;

(iii) spolupracovat v dobrej viere so Spolo¢nostou a

d’alsimi MAH-mi pri vyvoji, testovani, implementacii,
prevadzke a udrzbe NMVS;

(iv) poskytnut’ pristup k NMVS, ako je stanovené v tejto

v)

4.2

4.3

Zmluve, len osobam, ktoré su opravnené na zaklade
Smernice a Delegovaného nariadenia; a

spracovat v NMVS Udaje MAH-ov, ktori podpisali
zmluvu so SOOL a ktori sa pripojili a vstapili do
Eurdpskej centraly bud’ priamo, alebo
prostrednictvom prepojenia pridruzenej spolocnosti.

SOOL uverejni na svojej oficialnej webovej stranke
alebo inym spdsobom, ktory SOOL povazuje za
vhodny, informacie o zmenédch okolnosti svojho
pravneho postavenia (napr. registracné Cislo, adresu,
zastupcu atd’.)

Na zaklade nalezitej a zadkonnej ziadosti a v sulade s
platnymi  pravnymi predpismi mobéze SOOL
poskytnut’ prislusnym Statnym organom pristup k
Udajom Spoloénosti, ktoré su k dispozicii v NMVS,
v rozsahu stanovenom Clankom 39 Delegovaného
nariadenia. V takom pripade SOOL bude informovat’
Spolo¢nost’ o tomto kroku bez zbyto¢ného odkladu.

5. POVINNOSTI SPOLOCNOSTI



5.1 The Company undertakes to: 5.1 Spolo¢nost’ sa zavizuje:

Q) perform its obligations set out in the Directive, (i) riadne a véas plnit' svoje povinnosti stanovené v
Delegated Regulation and this Agreement duly and in Smernici, Delegovanom nariadeni a v tejto Zmluve;
a timely manner;

(ii) timely pay the respective amounts according to (i) v&as platit’ prisluiné poplatky podla Clanku 6 tejto
Section 6 of this Agreement; Zmluvy;

(iii) inform SOOL in writing of any change in the (iii) pisomne informovat SOOL o akejkol'vek zmene
circumstances of its legal status (e.g., registered okolnosti  svojho  pravneho postavenia (napr.
address and address of management, representative registrovant adresu a adresu vedenia, zastupcu atd’.) a o
etc.), and of any change in the legal status of the kazdej zmene pravneho postavenia MAH-a alebo
MAHSs which it represents; MAH-ov, ktorych zastupuje;

(iv) designate a contact person for the purposes of this  (iv) ur¢it kontaktni osobu na téely tejto Zmluvy a oznamit’
Agreement and communicate it to SOOL; ju SOOL;

(v) Upon SOOL’s reasonable and detailed request, report (V) na zéklade primeranej a detailnej ziadosti SOOL
to SOOL on the performance of its obligations under informovatt  SOOL o plneni svojich povinnosti
this Agreement, the Directive and the Delegated vyplyvajucich ~ z tejto  Zmluvy, Smernice a
Regulation; Delegovaného nariadenia;

(vi) directly or indirectly connect and enter the Datatothe  (vi) priamo alebo nepriamo pripojit’ sa a vkladat’ Udaje do
European Hub; Eurépskej centraly;

(vii) cooperate in good faith with SOOL in the (vii) spolupracovat’ v dobrej viere so SOOL pri vyvoji,
development, testing, implementation, operation and testovani, implementacii, prevadzke a udrzbe NMVS.
maintenance of the NMVS.

5.2 Spolo¢nost zaruduje, ze Udaje tykajiice sa lickov, pre
ktoré je Drzitel'om registracie humanneho lieku alebo

5.2 The Company warrants that the Data relating to the zastupcom Drzitela registracie humanneho lieku,

medicinal products for which it is the MAH of, or the
representative of the MAH, have been entered in the
European Hub correctly, fully, accurately and not
misleadingly, and that such Data will meet the
requirements of the proper functioning of the NMVS and
EMVS in compliance with the Directive and the Delegated
Regulation.

boli spravne, tiplne, presne a nie zavadzajico nahraté
do Eurdpskej centraly a e tieto Udaje budu spliiat
poziadavky spravneho fungovania NMVS a EMVS v
stlade so Smernicou a Delegovanym nariadenim.

6. FINANCING OF THE NMVS 6. FINANCOVANIE NMVS

6.1 FEES 6.1 POPLATKY

6.1.1  The Company, together with other MAHSs, shall payto 6.1.1  Spolo¢nost spolu s d’al§imi MAH-mi zaplati SOOL-u

6.1.2

6.1.3

SOOL an Annual Flat Fee per each represented MAH
for the development, testing, implementation,
operation, maintenance and update of the NMVS. The
Annual Flat Fee will cover, inter alia, the yearly costs
of operation and further development of the NMVS,
Slovakia’s share of the costs of the European Hub and
all necessary and legally compulsory activities of
SOOL in relation to NMVS.

The amount of an Annual Flat Fee shall amount to
EUR 7500 (in words: seven thousand five hundred
Euros) for the year of 2019 per one MAH. The amount of
an Annual Flat Fee may change in the following years in
compliance with the rules set out in this Article 6 and in
the Appendix 1 to this Agreement.

Each year, SOOL shall provide the Company with the
information on the Annual Flat Fee amount for the

6.1.2

6.1.3

Roc¢ny pausalny poplatok za kazdého zastipeného MAH-a
za vyvoj, testovanie, implementaciu, prevadzku, udrzbu a
aktualizaciu NMVS. Ro¢ny pauSalny poplatok bude
pokryvat, okrem iného, ro¢né naklady na prevadzku a
dalsi rozvoj NMVS, podiel Slovenska na nakladoch na
Eurépsku centralu a vSetky potrebné a pravne zavidzné
¢innosti SOOL vo vztahu k NMVS.

Vyska Roéného pausalneho poplatku predstavuje
sumu 7500,- EUR (slovom: sedemtisicpét’sto eur) na rok
2019 na jedného MAH-a. Vyska Roc¢ného pausalneho
poplatku sa méze Vv nasledujtcich rokoch menit’ v ulade
s pravidlami uvedenymi v tomto Clanku 6 a v Prilohe ¢. 1
k tejto Zmluve.

SOOL kazdoro¢ne poskytne Spolo¢nosti informaciu o
vyske Roc¢ného pausalneho poplatku za nasledujuci



subsequent calendar year at the latest on 31. August of
the current calendar year.

6.1.4  The Annual Flat Fee shall in any case be calculated
merely as a ratio of the combined costs of SOOL related to
NMVS and EMVS, for the prospective calendar year
according to the total number of MAHSs and according to
principles and rules outlined in Appendix 1 of this
Agreement.

6.1.5  SOOL reserves the right to, at any time during the term
of this Agreement, unilaterally increase the Annual Flat
Fee, if SOOL’s service providers or EMVO increases its
fees or charges additional fees from SOOL or if the costs
related to the development, testing, implementation,
operation, maintenance or update of the NMVS increase
due to any other reasons. SOOL shall notify the Company
of such amendment in the Annual Flat Fee amount without
undue delay in advance and describe the reasoning behind
the amendment. In any case, SOOL shall not increase the
Annual Flat Fee set for the current calendar year during the
respective calendar year.

6.2 PAYMENT TERMS

6.2.1  All payments will be made in euro. The fees do not
include any value added tax (VAT). The Company
shall be responsible for the payment of any
withholding taxes, similar taxes, duties levies and such
payments relating to the fees payable under this
Agreement.

6.2.2  An invoice for the Annual Flat Fee will be issued by
the end of September of the year preceding the year
for which the Annual Flat Fee is paid and the payment
term is sixty (60) days from the date of the invoice.
More detailed payment terms are specified in
Appendix 1 to this Agreement.

6.2.3  If the Company is in delay of its payment obligation,
interest for delayed payments will accrue in
accordance with the relevant legal regulations. In
addition to any other rights and remedies available to
SOOL, if the Company is in delay of its payment
obligation by more than thirty (30) days from the date
of sending the written payment reminder provided by
SOOL to the Company, SOOL shall

i) reserve the right to notify the Slovak Ministry
of Health and other relevant national
competent authorities of the non-fulfilment
of the Company’s obligation under Article 31
paragraph 5 of the Delegated Regulation and

kalendarny rok najneskoér do 31. augusta aktudlneho
kalendarneho roka.

6.1.4 Rocny pausdlny poplatok sa v kazdom pripade
vypocita ako pomer kombinovanych nakladov SOOL-u
suvisiacich s NMVS a EMVS pre buduci kalendarny rok a
celkového poctu MAH-ov podla zasad a pravidiel
uvedenych v Prilohe €. 1 tejto Zmluvy.

6.1.5 SOOL si vyhradzuje pravo kedykol'vek pocas
platnosti tejto Zmluvy jednostranne zvysit Ro¢ny pausalny
poplatok, ak poskytovatelia sluzieb SOOL-u alebo EMVO
zvysia svoje poplatky alebo zavedu d’alsie poplatky pre
SOOQOL, alebo ak naklady stuvisiace s vyvojom, testovanim,
implementéciou, prevadzkou, udrzbou alebo aktualizaciou
NMVS sa zvysia z inych dévodov. SOOL oznami tuto
zmenu vy$ky Rocného pausalneho poplatku Spolo¢nosti
bez zbyto¢ného odkladu vopred a ozndmi dovody zmeny.
V kazdom pripade SOOL nezvys$i Rocny pausalny
poplatok stanoveny pre aktualny kalendarny rok pocas
prislusného kalendarneho roka.

6.2 PLATOBNE PODMIENKY

6.2.1  Vsetky platby sa uskutofnia v eurach. Poplatky
nezahfnaju ziadnu dai z pridanej hodnoty (DPH).
Spolo¢nost’ je zodpovedna za uhradu akychkol'vek
zrazkovych dani, podobnych dani, odvodov ¢&i
obdobnych  platieb  suvisiacich s poplatkami
hradenymi podra tejto Zmluvy.

6.2.2  Faktura za Ro¢ny pausalny poplatok bude vystavena
do konca septembra roku, ktory predchadza roku, za
ktory sa Roc¢ny pausalny poplatok plati, a splatnost’
faktiry je Sestdesiat (60) dni od datumu vystavenia
faktury. DetailnejSie platobné podmienky Specifikuje
Priloha ¢. 1 k tejto Zmluve.

6.2.3 Ak sa Spolo¢nost omeska s platenim svojich
zaviazkov, zaplati aj Grok zomeskania v sulade
S prislusnymi platnymi pravnymi predpismi. Naviac k
akymkol'vek inym pravam a prostriedkom napravy, na
ktor¢ ma SOOL narok, ak sa Spolo¢nost omeska
s platbou svojho zavizku o viac ako tridsat’ (30) dni
od odoslania pisomnej upomienky na zaplatenie
platby, ktort posle SOOL Spolo¢nosti, SOOL

i) bude mat pravo oznamit' Ministerstvu
zdravotnictva Slovenskej republiky a inym
prislusnym S$tatnym organom neplnenie si
povinnosti Spolocnosti podl'a ¢lanku 31 ods.
5 Delegovaného nariadenia a



i) reserve the right to suspend the access of
Company to the NMVS until the due
fulfilment of its payment obligations. The
Company represents that it acknowledges
and agrees that in such event it will have no
right to claim damages if it incurs damage as
a result of suspension of its access to the
NMVS.

6.2.4  Any payment pursuant to this Agreement is made on

the day of its reception by SOOL on its bank account.

6.25 The Company’s invoicing address or electronic

invoicing details are set out in Appendix 3. The
Company shall inform SOOL immediately in case of
any changes in its invoicing address.

6.2.6  If the fees are paid by a third party on behalf of the

7.1

ii)
7.2

8.1

Company, the Company shall in any case remain
solely responsible and liable for the compliance with
this Agreement, including the Directive and the
Delegated Regulation.

INTELLECTUAL PROPERTY RIGHTS
The Intellectual Property Rights:

to the NMVS will be held by SOOL (and its
subcontractors and providers);
to the EMVS will be held by EMVO (and its
subcontractors and providers).
For the avoidance of doubt, the Company and the users of
the NMVS and the EMVS will not acquire any intellectual
property rights to the NMVS or EMVS.

OWNERSHIP AND RIGHT OF DATA

Any entity that lawfully generates Data in the NMVS or
EMVS will be the owner of and responsible for such Data
in accordance with Article 38 of the Delegated Regulation.
Except for the Data listed under Article 33 paragraph 2 of
the Delegated Regulation and the information on the status
of a unique identifier for the sole purpose of verification
(Article 38, paragraph 1 of the Delegated Regulation), the
Data will not be accessible for any other party. However,
as set out in Article 4.3 above, SOOL may allow access to
all Data in the NMVS to national competent authorities as
provided for under Article 39 of the Delegated Regulation.
In the aforesaid case, SOOL will inform the Company of
granting access to the Company’s Data (unless such
information would be prohibited by law).

i) bude mat pravo pozastavit pristup
Spolo¢nosti k NMVS az do riadneho
splnenia  jej  platobnych  povinnosti.
Spolo¢nost’ vyhlasuje, Ze berie na vedomie a
suhlasi, ze vtakom pripade nebude mat
ziadny narok na nahradu akejkol'vek skody,
ktora jej vznikne v dosledku pozastavenia jej
pristupu k NMVS.

6.2.4  Kazda platba podla tejto Zmluvy sa povazuje za
uskutoénent v deii jej prijatia zo strany SOOL na jej
bankovy ucet.

6.25  Fakturatnd adresa Spolo¢nosti alebo udaje o
elektronickej fakturacii st uvedené v Prilohe ¢. 3.
Spolo¢nost’ je povinna okamzite informovat’ SOOL o
akychkol'vek zmenach na fakturacnej adrese.

6.26 Ak st poplatky platené tretou stranou v mene
Spolo¢nosti, Spolo¢nost’ zostava v kazdom pripade
vyluéne zodpovednd za dodrZiavanie tejto Zmluvy
vratane Smernice a Delegovaného nariadenia.

7. PRAVA DUSEVNEHO VLASTNICTVA
7.1 Prava duSevného vlastnictva:

i) vo¢i NMVS bude mat’ SOOL (a jej subdodavatelia a
poskytovatelia);
i) vo¢i EMVS bude mat EMVO (a jeho subdodavatelia a
poskytovatelia).
7.2 Aby sa predislo pochybnostiam, Spolo¢nost’ a pouzivatelia
NMVS a EMVS nenadobudnu ziadne Prava dusevného
vlastnictva voci NMVS alebo EMVS.

8. YLASTNiCTVO UDAJOV A PRAVA K
UDAJOM

8.1 Ktorykol'vek subjekt, ktory legalne vytvori Udaje vNMVS
alebo EMVS, bude vlastnikom tychto Udajov a ponesie za
ne zodpovednost’ v sulade s ¢lankom 38 Delegovaného
nariadenia. S vynimkou Udajov uvedenych v &lanku 33
0ds. 2 Delegovaného nariadenia a informacii o statuse
jedinecného identifikatora sluziaceho vyhradne na ucely
overenia (Clanok 38 ods. 1 Delegovaného nariadenia),
Udaje nebudu pristupné ziadnym inym stranam. Ako sa
viak uvadza vyssie v Clanku 4.3 tejto Zmluvy, SOOL
moZe povolit pristup k vSetkym udajom v NMVS
prislusSnym vnutrostaitnym organom, ako sa ustanovuje v
Clanku 39 Delegovaného nariadenia. V takom pripade
bude SOOL informovat’ Spolo¢nost’ o poskytnuti pristupu
k jej Udajom (pokial’ takéto informovanie nie je zdkonom
zakézang).



8.2

9.1

10.

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

PROCESSING OF PERSONAL DATA

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

SECURITY BREACHES

10.11f the Company becomes aware of a Security Breach, it

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

10.2In the event of a Security Breach, the Company shall upon

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

11. CONFIDENTIALITY

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

() use the other Party’s Confidential Information only
for the purposes of this Agreement or as otherwise
provided under the Directive or the Delegated
Regulation;

(i) keep the other Party’s Confidential Information secret

and confidential and not disclose it to any third party,

8.2

9.

9.1

10.

Spoloénost’ ma pravo pristupu len k Udajom o liekoch, pre
ktoré je Drzitelom registracie humanneho lieku, alebo je
na tento ucel riadne opravnena Drzitelom registracie
huméanneho lieku ako jeho zastupca a to v rozsahu Udajov,
ktoré vytvorila pri interakcii so systémom ulozisk NMVS
aEMVS aUdajov uchovanych v jej auditnej stope.
Spolo¢nost’ nesie plnlii zodpovednost’ za svoje tkony pri
pristupe k Udajom.

SPRACOVANIE OSOBNYCH UDAJOV

Ak ktorakol'vek Strana v stvislosti s Udajmi spracovéva
osobné udaje, zodpovedd za dodrziavanie platnych
zakonov na ochranu osobnych tdajov. Zodpovedna osoba
vykond prislusné pravne a vecné opatrenia v sulade s
platnymi zakonmi o ochrane osobnych udajov.

PORUSENIA BEZPECNOSTI

10.1Ak sa Spolo¢nost’ dozvie o Poruseni bezpecnosti, musi to

bez zbyto¢ného odkladu oznamit’ SOOL-u (a prislusnym
Statnym organom, ak to vyzaduje zakon). Oznamenie musi
obsahovat’ aspoii: i) charakter PoruSenia bezpecnosti
vratane kategorii a poétu dotknutych os6b a poctu
prislusnych zaznamov v Udajoch; ii) dosledky Porugenia
bezpecnosti; (iii) opatrenia, ktoré Spolo¢nost’ prijme alebo
prijala na napravu Porusenia bezpe€nosti a na obmedzenie
jeho dosledkov; a (iv) opatrenia, ktoré Spolo¢nost’ prijme
alebo prijala s ciclom zabranit' takémuto Poruseniu
bezpecnosti v budicnosti.

10.2V pripade Porusenia bezpec¢nosti Spolo¢nost’ na ziadost’

11.

SOOQOL: (i) bude so SOOL spolupracovat’ pri vysetrovani
Porusenia bezpecnosti; (i) bez zbytocného odkladu
uskutoéni vSetky primerané kroky na odstranenie
Porusenia bezpecnosti a obmedzenie jeho dosledkov; (iii)
uskutoéni vSetky primerané kroky, aby zabranila
opakovaniu takychto Poruseni bezpe¢nosti v budicnosti; a
(iv) poskytne SOOL sucinnost pri prijimani opatreni
pozadovanych prislusnymi pravnymi predpismi.

DOVERNOST INFORMACII

11.1Na tlely tejto Zmluvy si moézu Strany navzajom

(i)

(i)

poskytovat Doverné informacie. Kazda Strana, ktora
obdrzi Doverné informacie od druhej Strany:

pouzije Doverné informacie druhej Strany len na
ucely tejto Zmluvy, alebo tak, ako to predpoklada
Smernica alebo Delegované nariadenie;

uchova Doéverné informacie druhej Strany tajné a
déverné a nespristupni ich ziadnej tretej strane, iba ak



(iii)

(iv)

11.2

11.3

()
(i)
(iii)

(iv)

114

115

12.

121

except as expressly permitted under this Agreement
or the Directive or the Delegated Regulation;

take all reasonable steps to protect the other Party’s
Confidential Information; and

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

Each Party may disclose the other Party’s Confidential
Information to its affiliates or subcontractors on a need to
know basis for the purpose of this Agreement and under at
least as stringent confidentiality obligations as set out in
this Section 11. Notwithstanding this Section, either Party
shall be allowed to disclose information to the extent
required by a lawful request made or decision taken by a
competent authority or court of law.

The confidentiality obligations set out in this Section
11 do not apply to material and information that:

is generally available or otherwise public without the
receiving Party being in breach of this Agreement; or
the receiving Party has received from a third party
without breach of confidentiality; or

was in the possession of the receiving Party without
confidentiality obligation prior to receiving the
information from disclosing Party; or

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

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

The obligations under this Section 11 will remain in
force after termination of this Agreement.

FORCE MAJEURE

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

(iii)
(iv)

11.2

by to bolo vyslovne povolené podla tejto Zmluvy
alebo Smernice alebo Delegovaného nariadenia;
vykona vSetky primerané kroky k ochrane Dévernych
informacii druhej Strany; a

prijme nevyhnutné opatrenia na zabranenie zneuzitia
alebo spristupnenia tretej strane Dovernych
informacii druhej Strany a bezodkladne bude
informovat’ druha Stranu, ak sa dozvie o ich zneuziti
alebo spristupneni tretej strane a podnikne potrebné
opatrenia na obmedzenie nasledkov takéhoto
zneuzitia alebo spristupnenia tretej strane.

Kazdéa Strana moze spristupnit’ Doverné informaécie
druhej Strany svojim spriaznenym spolo¢nostiam i
subdodavatel'om, ak to bude nevyhnutné pre ucely tejto
Zmluvy aza podmienky dodrziavania povinnosti
dovernosti minimalne v takom rozsahu, ako je uvedené
v tomto Clanku 11.2. Bez ohladu na tento Clanok kazda
zmluvna Strana moéze poskytnut' informacie v rozsahu
vyzadovanom opravnenou Zziadostou alebo rozhodnutim
prislusného organu alebo sudu.

11.3Povinnosti dovernosti uvedené v tomto Clanku 11 sa

nevzt'ahuju na materialy a informacie, ktoré:

0] st vS§eobecne dostupné alebo inak verejné bez toho,
aby prijimajuca Strana poruSovala tato Zmluvu; alebo

(i) prijimajuca Strana dostala od tretej strany bez
porusenia dévernosti; alebo

(iii) boli vo vlastnictve prijimajicej Strany bez povinnosti
zachovavat dovernost predtym, ako ziskala
informacie od Strany poskytujicej informacie; alebo

(iv) si prijimajtca Strana nezavisle vytvorila bez pouZitia
informécii alebo materidlov, ktoré ziskala od Strany
poskytujticej informéacie alebo materialy.

11.4  Po ukonceni platnosti tejto Zmluvy prijimajica Strana

vrati poskytujticej Strane Doverné informacie, ktoré od nej
dostala, alebo na zaklade Zziadosti poskytujicej Strany
dolozi ich zni¢enie. Prijimajuca Strana je vSak opravnena
ponechat’ si také informacie a materialy, ktorych
ponechanie vyzaduju prislusné pravne predpisy.

11.5Povinnosti podl'a tohto Clanku 11 zostant v platnosti aj po

ukonceni platnosti tejto Zmluvy.

12. VYSSIA MOC
12.1

Ziadna Strana nie je zodpovedn4 za omeskanie alebo
Skodu sposobené prekazkou, ktora je mimo jej kontroly a
ktora Strana nemohla primerane predvidat v case
uzatvorenia tejto Zmluvy aktorej dosledky nemohla
Strana primerane prekonat, alebo im zabranit’. Za udalost’
vysSej moci sa povazuje aj Strajk, vyluka, bojkot a iné
podobna protestna akcia, ato aj vtedy, ked je dotknuta
Strana ciel'om takejto akcie, alebo sa jej sama tcastni.



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

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

13. LIMITATION OF LIABILITY

13.1  SOOL does not warrant that the NMVS will not
contain any errors or defects (whether visible, hidden or
likely to occur in the future). SOOL does not warrant that
the NMVS will function without faults. SOOL shall,
however, use all reasonable efforts to ensure the proper
functioning of the NMVS.

13.2  SOOL shall not be liable for the actions of EMVO or
any other third party outside SOOL’s control. SOOL shall
not be liable for the content, integrity, or completeness of
the Data in the NMVS or the EMVS and for such Data
being up to date.

13.3The total aggregate liability of SOOL towards the
Company under this Agreement will be limited to the
amount of payments received by SOOL from the Company
under this Agreement in the calendar year in which the
damage occurred. The limitation of liability will not apply
if the damage has been caused by wilful misconduct or
gross negligence.

14. TERM AND TERMINATION

14.1This Agreement enters into force when it has been signed
by the duly authorized representatives of both Parties.

14.2Since this Agreement covers the execution of compulsory
legal provisions as set out in the Directive, the Delegated
Regulation, and possible other applicable legislation, both
Parties acknowledge and agree that this Agreement may
only be terminated when the Company no longer acts as a
MAH or as a representative of any MAHSs in the Slovak
Republic or when the applicable legislation ceases to apply
to either the Company or SOOL. In such an event, this
Agreement may be terminated by the respective Party
immediately when said circumstances occur, by a written
notice sent to the other Party. Furthermore, SOOL shall
have the right to terminate this Agreement without any
liability to the Company, if the agreement between EMVO
and SOOL for the use of the European Hub is terminated
for any reason

12.2  Zaudalost vy$Sej moci u jednej zo Stran sa povazuje
tiez udalost’ vysSej moci na strane subdodavatela danej
Strany, ak praca, ktord sa ma vykonat' na zaklade
subdodavatel'skych zmliv, neméze byt vykonana alebo
ziskana z iného zdroja bez vynaloZenia neprimeranych
nakladov alebo vyznamne;j straty ¢asu.

123 Kazdd Strana je povinna bezodkladne pisomne
informovat’ druhtt Stranu o udalostiach, ktoré boli
zapri¢inené vySSou mocou a 0 skonéeni takychto udalosti.

13. OBMEDZENIE ZODPOVEDNOSTI

13.1  SOOL nezarutuje, ze NMVS nebude obsahovat
ziadne chyby alebo nedostatky (¢i uz viditelné, skryté
alebo ktoré mozu nastat’ v buducnosti). SOOL nezarucuje,
ze NMVS bude fungovat’ bez poruch. SOOL vsak vynaloZzi
vsetko primerané usilie na zabezpecenie riadneho
fungovania NMVS.

13.2  SOOL nenesie zodpovednost’ za konanie EMVO ani
akejkol'vek inej tretej strany mimo kontroly SOOL. SOOL
nezodpoveda za obsah, celistvost’ alebo tplnost’ Udajov v
NMVS alebo EMVS ani za aktualnost’ tychto udajov.

13.3Celkova suhrnna zodpovednost SOOL voci Spolo¢nosti
podra tejto Zmluvy bude obmedzena vyskou platieb, ktoré
obdrzala SOOL od Spolo¢nosti podl'a tejto Zmluvy v tom
kalenddrnom roku, v ktorom $koda vznikla. Obmedzenie
zodpovednosti sa neuplatni, ak bude S$koda sposobena
umyselne , alebo z hrubej nedbanlivosti.

14. TRVANIE ZMLUVY A UKONCENIE JEJ
PLATNOSTI

14.1Tato Zmluva nadobtida platnost’ a t¢innost’ jej podpisanim
riadne splnomocnenymi zastupcami oboch Stran.

14.2Kedze sa tato Zmluva vzt'ahuje na vykonavanie povinnych
pravnych ustanoveni uvedenych v Smernici, a Vv
Delegovanom nariadeni a pripadnych d’alSich platnych
pravnych predpisoch, obidve zmluvné Strany potvrdzuju a
stihlasia, Ze platnost’ tejto Zmluvy méze byt ukoncena len
vtedy, ked” Spolo¢nost uz neposobi ako MAH
v Slovenskej republike alebo ako zastupca akéhokol'vek
MAMH-a v Slovenskej republike, alebo ked’ prislusné platné
pravne predpisy prestanu platit’ bud’ pre Spolocnost’, alebo
pre SOOL. V takom pripade je mozné ukoncit' platnost
tejto Zmluvy prislusnou Stranou hned’, ako nastant
uvedené okolnosti, ato pisomnym oznamenim druhej
zmluvnej Strane. SOOL ma okrem toho pravo ukonéit
platnost’ tejto Zmluvy bez akejkol'vek zodpovednosti voci
Spolo¢nosti, ak je z akéhokol'vek doévodu ukoncena
platnost zmluvy medzi EMVO a SOOL o pouzivani
Eurdpskej centraly.

10



14.3
This Agreement may also be terminated with immediate
effect by written notice by the non-defaulting Party in the
event that the other Party commits a material breach of this
Agreement and fails to remedy such breach within thirty
(30) days after having been given written notice in respect
thereof. Only unjustified and unfounded suspension or
withdrawal of access of the Company to the NMVS shall
be deemed a material breach of this Agreement on part of
SOOL. For avoidance of doubt, suspension of access of the
Company to the NMVS in accordance with Article 6.2.3
(ii) hereof shall always be justified by a failure of the
Company to fulfil its financial obligations even in an
additional time period provided under Article 6.2.3 hereof.

14.41n the event that this Agreement is terminated by either
Party, the Company will have no rights whatsoever to be
refunded of the already paid fees (neither as a whole nor
pro rata).

14.5Sections 7, 8, 11, 13 and 17 will survive the termination of
this Agreement.

15. ENTIRE AGREEMENT AND SEVERABILITY

15.1This Agreement constitutes the entire agreement between
the Parties with respect to the subject matter of this
Agreement and supersedes and replaces any prior
proposals, negotiations, agreements and other written or
oral communications between the Parties relating to the
subject matter of this Agreement.

15.21f any term or provision of this Agreement is found to be
illegal, invalid or unenforceable, such term shall, insofar as
it is severable from the remaining terms, be deemed
omitted from this Agreement and shall in no way affect the
legality, validity or enforceability of the remaining terms
or the Agreement as a whole. If any article is rendered
illegal, invalid or unenforceable, whether wholly or in part,
the Parties shall endeavour, without delay, to attain the
intended result in another legally permissible manner.

16. AMENDMENT AND ASSIGNMENT

16.1Amendments and modifications to this Agreement are
valid only if they are made in writing and signed by the
duly authorised representatives of both Parties.

16.2The Company may not assign this Agreement, in whole or
in part, without SOOL’s prior written consent and any
attempted assignment in violation of this provision shall be
invalid. SOOL may assign this Agreement, in whole or in
part, without the Company’s consent at any time, it being
agreed that SOOL shall inform the Company about such
assignment and the reasons thereof without undue delay.

14.3
Tato Zmluva méze byt tiez okamzite ukonéend pisomnym
oznamenim (odstipenim od Zmluvy) Strany, ktora
neporusila svoje povinnosti, v pripade, Ze druha Strana
zavaznym spdsobom porusila tiito Zmluvu a toto porusenie
nedokaze napravit' do tridsiatich (30) dni od pisomne;j
vyzvy neporusujucej Strany na napravu tohto porusenia.
Za zavazné porusenie tejto Zmluvy zo strany SOOL sa
bude povazovat len bezddvodné a neopodstatnené
pozastavenie alebo bezdévodné a neopodstatnené odnatie
pristupu Spolo¢nosti k NMVS. Pre vylucenie pochybnosti,
neplnenie si finanénych zavézkov zo strany Spolocnosti
ani po poskytnuti dodatoénej lehoty v zmysle Clanku 6.2.3
tejto Zmluvy je vzdy dévodom pre pozastavenie pristupu
Spolo¢nosti k NMVS v siilade s Clankom 6.2.3. (ii) tejto
Zmluvy.

14.4
V pripade, Ze tato Zmluva bude ukonéena ktoroukol'vek zo
zmluvnych Stran, Spolo¢nost’ nebude mat’ ziadne prava na
vratenie uz zaplatenych poplatkov (ani celej ¢iastky, ani jej
pomernej Casti).

14.2
Clanky 7, 8, 11, 13 a 17 zostanu V platnosti aj po ukonéeni
platnosti tejto Zmluvy.

15. UPLNE DOJEDNANIE A ODDELITELCNOST
USTANOVENI

15.1T4ato Zmluva predstavuje uplné dojednanie medzi Stranami
v stvislosti s predmetom tejto Zmluvy a nahradza
akékol'vek predchadzajuce navrhy, rokovania, dohody a
iné pisomné alebo Ustne oznamenia medzi Stranami
tykajuce sa predmetu tejto Zmluvy.

15.2 Ak akékol'vek ustanovenie tejto Zmluvy je alebo sa stane
neplatnym alebo nevykonatelnym, také ustanovenie,
pokial’ je oddelitelné od zvySnych ustanoveni tejto
Zmluvy, sa bude povaZzovat' za neobsiahnuté v tejto
Zmluve a ziadnym spdsobom neovplyvni platnost’ alebo
vykonatel'nost’ zvy$nych ustanoveni tejto Zmluvy ako
celku. Ak bude akékol'vek ustanovenie tejto Zmluvy
vyhlasené za neplatné alebo nevykonatel'né, ¢i uz v celosti
alebo v Casti, Strany sa zavizuju, Ze bezodkladne pristipia
k dosiahnutiu zamysl'aného ti¢elu inym, pravne dovolenym
spdsobom.

16. ZMENY A POSTUPENIA

16.1Zmeny a doplnenia tejto Zmluvy su platné iba vtedy, ak su
vyhotovené pisomne a podpisané riadne splnomocnenymi
zastupcami oboch Stran.

16.2Spolocnost’ nesmie bez predchadzajuceho pisomného
stthlasu SOOL postupit’ tato Zmluvu, ¢i uz v celku, alebo
ciastkovo a akékol'vek postipenie, ktoré je v rozpore s
tymto ustanovenim, je neplatné. SOOL mdze kedykol'vek
posthpit’ tito Zmluvu ¢i uz v celku, alebo Ciastkovo bez
suhlasu Spolo¢nosti, pricom v§ak SOOL musi informovat’
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17. GOVERNING LAW AND DISPUTE
RESOLUTION

17.1This Agreement is governed and construed under the laws
of the Slovak Republic excluding choice of law rules of the
Slovak Republic.

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

18. SIGNATURES AND PREVAILING VERSION

18.1This Agreement has been executed in the Slovak and
English versions in two (2) original counterparts of which
each Party has received one (1) counterpart.

18.21In the event of any discrepancies between the Slovak and
English versions hereof, the Slovak version shall prevail.

19. APPENDICES

Appendix 1 Principles for creation of the Annual Flat Fee
Appendix 2 List of marketing authorization holders
represented by the Company
Appendix 3 Registration form for Company

If there is any discrepancy between the main body of this
Agreement and the appendix, the main body of this Agreement
prevails.

20. SIGNATURES

This Agreement has been drawn up and executed in two (2)
identical counterparts of which each Party has received one (1)
counterpart.

Spolo¢nost’ o takomto postupeni a o jeho dévodoch bez
zbytocného odkladu.

17. ROZHODUJUCE PRAVO A RIESENIE SPORU

17.1Tato Zmluva sa riadi a vyklada podla platnych pravnych
predpisov Slovenskej republiky s vynimkou koliznych
noriem Slovenskej republiky.

17.2Vsetky spory, nezhody alebo naroky stivisiace alebo
vyplyvajuce z tejto Zmluvy budi prednostne rieSené
rokovaniami medzi Stranami. V pripade, ze rokovania
nebudu viest’ k priatel’skému rieSeniu, takyto spor, nezhoda
alebo narok budu zavizne rozhodnuté prislusnymi sadmi v
Slovenskej republike, pricom konanie bude prebiehat’ v
slovenskom jazyku.

18. PODPISY A ROZHODUJUCE ZNENIE

18.1Tato Zmluva bola uzatvorena v slovenskej a anglickej
verzii v dvoch (2) vyhotoveniach s platnostou originalu, z
ktorych kazda Strana dostala jedno (1) vyhotovenie.

18.2V pripade akéhokol'vek rozporu medzi slovenskou a
anglickou verziou tejto Zmluvy je rozhodujuce slovenské

znenie.
19. PRILOHY
Priloha €. 1 Principy pre tvorbu Ro¢ného pausalneho
poplatku
Priloha €. 2 Zoznam drzitel'ov registracie humanneho

lieku zastupenych Spoloénostou
Priloha ¢. 3 Registraény formular pre Spolo¢nost’

Ak existuje nejaky rozpor medzi hlavnou ¢ast'ou tejto Zmluvy
a jej prilohou, prednost’ ma hlavna ¢ast’ tejto Zmluvy.

20. PODPISY

Tato Zmluva bola vypracovana a podpisana v dvoch (2)
identickych rovnopisoch , z ktorych kazda zmluvna Strana
dostala jeden (1) rovnopis.

12



Slovenska organizacia pre overovanie liekov
Slovak Medicines Verification Organization

Podpis/Signature:
Meno/Name: MUDr. Miroslav Lednar

Funkcia/Title: Predseda predstavenstva/Chairman of the
Board

Podpis/Signature:
Meno/Name: Ing. Roman Guba
Funkcia/Title: Vykonny riaditel/Executive Director

Podpis/Signature

Meno/Name:

Funkcia/Title:
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APPENDIX 1/PRILOHA C. 1
Slovenska verzia

Principy pre tvorbu Ro¢ného pausalneho poplatku za vyuZzivanie Slovenského Verifika¢ného
Systému na overovanie pravosti liekov pre drzitePov registracie humanneho lieku v Slovenskej

vi.

10.

republike
Vypocet poplatku pre kazdy rok, pre ktory bude poplatok urovany, bude definovany nasledovnym spdsobom:

SOOL zisti poéet a zoznam MAH-ov podla tidajov zverejnenych Statnym tstavom pre kontrolu liediv, a to vzdy
podla stavu k 1. jilu roka predchadzajuceho roku, pre ktory je poplatok ur¢ovany = PocetMAHov.

SOOL uréi pre rok, pre ktory sa poplatok uréuje, rizikovy koeficient zohl'adfiujiici mieru nepresnosti a variability
po¢tu MAHov, ktora je spdsobena moznou zmenou po¢tu MAHov po datume, v ktorom sa po¢et MAHov zist'uje,
ato ako maximalne mozné percentualne znizenie po¢tu MAHov od datumu, kedy sa pocet MAHov zistuje, po
zaciatok roka, pre ktory sa poplatok ur¢uje = RiskMAH.

SOOL v sulade so Stanovami SOOL uréi vSetky predpokladané prevadzkové naklady roku, pre ktory je poplatok
uréovany = NakladySOOL.

Poplatok je nasledne vypocitany podl'a vzorca:

NakladySOOL

Poplatok = RiskMAH

PocetMAHov — (PocetMAHov * W)

Takto vypocitany poplatok bude zverejneny na web stranke SOOL www.sool.sk do 31.Augusta roka
predchadzajticeho roku, pre ktory je poplatok uréeny (prvy krat do 31.8.2018).
SOOL si vyhradzuje pravo zadefinovat’ zl'avy z poplatku pre Géely motivovania MAHov Kk véasnému splateniu
poplatku formou dobropisu za podmienok presne definovanych internymi procediirami SOOL a zverejnenymi spolu
s vyskou poplatku.
Nasledne SOOL do konca Septembra roku predchadzajuceho roku, pre ktory je poplatok uréeny, vystavi a rozposle
faktiry kazdému MAH-ovi, ktory bol v zozname MAHov - vid bod 1 - so splatnostou 60 dni a S definovanym
sankénym tirokom z omeskania splatenia poplatku.
V pripade, ze drzitel’ registracie humanneho lieku v Slovenskej republike (MAH) zaplati poplatok do konca roku
predchadzajiceho roku, pre ktory je poplatok uréeny, a si¢asne prestane byt’ drzitel'om registracie humanneho lieku
v Slovenskej republike do konca roku predchadzajiiceho roku, pre ktory je poplatok uréeny, SOOL tomuto MAH-
ovi uz zaplateny poplatok vrati formou dobropisu.
V pripade, ze MAH vstupi do Narodného verifika¢ného systému pocas roku, pre ktory uz je poplatok schvaleny,
potom budu platit’ nasledujice principy platenia poplatku:

ak MAH vstapi na trh v prvom §tvrtroku (januar, februar, marec) - plati 100% z poplatku;

ak MAH vstapi na trh v druhom $tvrtroku (april, m4j, jun) - plati 75% z poplatku;

ak MAH vstapi na trh v trefom Stvrtroku (jul, august, september) - plati 50% z poplatku;

ak MAH vstapi na trh vo Stvrtom $tvrtroku (oktober, november, december) - plati 25% z poplatku;

ak MAH vystapi z trhu pocas roku, pre ktory je poplatok uréeny — poplatok, ktory bol zaplateny, sa nevracia

MAH-ovi.

Za vstup MAHa na trh sa poklada datum, kedy prislusny registracny urad vydal rozhodnutie o registracii lieku

daného MAHa podliehajicemu Smernici.
Vsetky zaplatené poplatky a nevyuzité na prevadzkové naklady SOOL v roku, pre ktory boli poplatky uréené, budu
zohladnené pri urovani poplatkov na nasledujuci rok od¢itanim tychto prostriedkov od predpokladanych
prevadzkovych nakladov pre ten rok, pre ktory budu poplatky uréované. Taktiez si SOOL vyhradzuje pravo na
vyrubenie dodato¢ného poplatku, ak poplatok vypocitany podl'a bodu 4 sa dodato¢ne ukaze ako nedostatoény na
krytie vetkych nakladov SOOL z doévodu nespravneho odhadu parametrov vypoctu tohto poplatku. Kazdy MAH je
povinny takto dodato¢ne vyrubeny poplatok SOOL zaplatit'.

14


http://www.sool.sk/

English version

Principles for Creation of an Annual Flat Fee Model for the Slovak Medicines Verification System usage

by Marketing Authorization Holders

Mechanism of calculation of flat fee for each and particular year will follow the following principles:

1.

10.

SOOL will determine the number and the list of MAHSs based on the MAH register maintained by the Slovak State
Institute of Drug Control each year by 1st July of the year preceding the year for which the fee is calculated. Let’s
name this parameter as MAH_Number.

SOOL will determine the risk factor which reflects the level of MAH_Number inaccuracy and variability caused by
a possible change of this parameter after the date on which the MAH_Number was determined, as the maximum
possible percentage deviation between MAH_Number and the actual number of MAHSs valid at the beginning of the
year, for which the fee is calculated. Let’s name this parameter as Risk MAH.

SOOL (in accordance with the SOOL Statutes) will determine all estimated operating costs for the year for which
the fee is calculated - let’s name this parameter OpExSOOL.

The Flat fee is thereafter calculated according to the following expression:

OpExSOOL

Flat Fee = RiskMAH

MAH_Number — (MAH_Number * T)

The fee thus calculated will be published on the SOOL web site www.sool.sk by 31 August of the year preceding
the year for which the fee is determined (for the first time by 31 August 2018).

SOOL reserves the right to define discounts from the fee with the aim to keep payment discipline of MAHs. A
discount, if any, will be delivered to the MAH in the form of a credit note under the terms and conditions defined by
the internal SOOL procedures and published jointly with the fee model.

Subsequently, SOOL will issue an invoice to each MAH listed on the MAH list - see paragraph 1 - with the payment
terms of 60 days and with a defined penalty fee valid for the late payment of the fee. Invoices will be issued and sent
to the MAHSs by the end of September of the year preceding the year for which the fee is determined.

If the MAH pays the fee by the end of the year preceding the year for which the fee is determined and at the same
time such MAH ceases to be a marketing authorization holder in the Slovak Republic by the end of the year preceding
the year for which the fee is determined, SOOL will refund such already paid fee in the form of a credit note.

If the MAH enters the NMVS during the year for which the fee had already been approved, then the following
principles for the fee determination will apply:

l. if the MAH enters the market in the first quarter of the year (January, February, March) - 100% of the
flat fee valid for this year is applied;

ii. if the MAH enters the market in the second quarter of the year (April, May, June) - 75% of the flat fee
valid for this year is applied;

iii. if the MAH enters the market in the third quarter of the year (July, August, September) - 50% of the flat
fee valid for this year is applied;

iv. if the MAH enters the market in the fourth quarter of the year (October, November, December) - 25% of
the flat fee valid for this year is applied;

V. if the MAH exits the market during the year for which the fee is determined - the fee already paid shall
not be refunded to the MAH.

Vi. The date of entry into the market of the MAH is the date on which the competent authorization authority

has taken a marketing authorization decision for the medicine of MAH under the Directive.

All fees not used for SOOL operation in the year for which the fees were determined and paid by MAHs will be
taken into account during calculation of the fees for the next year by subtracting these funds from the estimated
operating costs for the year for which the flat fee will be calculated. SOOL reserves the right to claim an additional
fee in case of inaccurate estimation of amount of the fee calculated according to paragraph 4 of this Appendix and
which could not cover all actual operational expenses of SOOL. Each MAH shall be obliged to pay SOOL such
additionally claimed fee.
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APPENDIX 2/ PRILOHA C. 2

List of MAHSs represented by the Company in Slovakia

The Company represents the following MAH No. 1:

Name

Registration No.

VAT Registration No.

Address

Contact person

Contact person title

E-mail address

Phone No.

The Company represents the following MAH No. 2:

Name

Registration No.

VAT Registration No.

Address

Contact person

Contact person title

E-mail address

Phone No.

The Company represents the following MAH No. 3:

Name

Registration No.

VAT Registration No.

Address

Contact person

Contact person title

E-mail address

Phone No.

The Company represents the following MAH No. 4:

Name

Registration No.

VAT Registration No.

Address

Contact person

Contact person title

E-mail address

Phone No.
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APPENDIX 3/ PRILOHA C. 3

Registraény formular pre Spoloénost

COMPANY REGISTRATION FORM

Identifikacné udaje Spolocnosti

Identification of Company

Cely nazov Spolocnosti
Business Name of Company

Adresa sidla
Registered Office Address

Ico
Organization identification number
(“1D”) of Company

Kontaktné udaje
Contact details

Telefon:
Phone:

Email:
Email:

Splnomocneny zastupca Spoloc¢nosti
Authorized Representative of the Company

Celé meno zastupcu
Name

Funkcia
Function

Adresa
Address

Kontaktné udaje
Contact details

Telefén:
Phone:

Email:
Email:

Fakturacné udaje
Invoicing information

Nazov
Name

Adresa
Address

Dariové tdaje iI€o:
Tax information ID:

DIC:
TAX ID:

Objednavkovy proces

Nie je potrebny objednavkovy proces
A specific purchase order process is NOT required

Ano
YES

Nie
NO

Purchase order process

Cislo objednavky je potrebné -
Prosim pouzite Cislo PO
A Purchase Order number is required -Please use PO no

Ano
YES

Nie
NO
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