Bird & Bird

Co nas ¢aka 2024?

Slovenska republika

One firm.
Your firm.




Aké pravne novinky cakame v roku 2024?
What legal developments can we expect in 2024?

Obchodné pravo - Corporate Law Smernica CER
Premeny obchodnych spolocnosti CER DIFECLIVE ..eeuveeeieeiieeieeste ettt stte st ste e sieesteesaeesbeesabeesasesbaesaseens 13
Companies’ TransformMations ........cccceveereerieenieeieeie et sre et sre e resnesreens 3

DORA ..ottt ettt sttt sttt ettt et e e e e et eneens 14

Zapisy do obchodného registra

CommMmeErcial REGISLEr ENLIIES .......uveveeeieeeeeeeeeeeeeeseesee s ssesssssessessesneas 5 Europska regulacia kryptoaktiv - European regulation of crypto-
assets
Pracovné pravo - Employment Law IHCA et 16
Umeld inteligencia v pracovnom prave
ALIN EMPIOYMENT LAW ...ovviniiiiiiiietcnceic et 7 Stavebné pravo - Construction Law
Zakon o Uzemnom planovani

Danové pravo - Taxation law

New Act on Spatial PIanning ........cccceeveviieeiiienieceecieecieeee e esne e 18
Zdanovanie ESOP-ov
ESOP-S TAXATION .uviiiiiiiiiiieiiiee ettt ettt sre e st e e st e e sba e s sabaessasaessasaessbeesanneas 9 Novy zdkon o vystavbe

New Act 0N CONSTIUCTION .oovvievieiieeiieeieesie ettt 20
Kyberneticka bezpecnost - Cybersecurity
Vyvoj regulacie kybernetickej bezpecnosti Medicinske pI‘éVO - Medicine Law
Developments in cybersecurity regulation ..........cccceevevvencieniieneeneeneeneeseenne 11 Novela zakona o liekoch

Amendments to the Act on MediCines .......cccceevvevvieeieriienieneeneenieene 22

Smernica NIS 2
NI B T T 1 V= SRS 12 Slovensky tim - SIOVak T@AM ......ccveveeveeiiciecececeecee e 24




Obchodné pravo
Corporate Law

Obchodné pravo
Corporate Law

Premeny obchodnych spolocnosti
Companies’' Transformations

Dna 1. marca 2024 nadobuda ucinnost novy
Zakon €. 309/2023 Z. z. o premenach
obchodnych spolocnosti a druzstiev a o zmene
a doplneni niektorych zakonov (Zakon).

U¢elom Z&kona je implementécia EU Smernice
€. 2019/2121, ako aj vytvorenie jednotnej

a prehladnej pravnej Upravy, precizujucej
jednotlivé druhy vnutrostatnych

a cezhrani¢nych premien obchodnych
spolocnosti a zmien pravnej formy.

Zakon pojme aj pravnu upravu premien
obchodnych spoloc¢nosti, ktora bola do
ucinnosti Zakona sucastou Obchodného
zakonnika (8 69, a nasl. Zakona ¢. 513/1991
Zb.). Po nadobudnuti ucinnosti Zakona bude
predmetna pravna uprava vynata

z Obchodného zakonnika.

On 1 March 2024, the new Act No. 309/2023
Coll. on Transformations of Companies and
Cooperatives and on Amendments and
Supplements to Certain Acts (the Act) comes
into force.

The purpose of the Act is to implement EU
Directive 2019/2121, and to create a uniform,
clear legal regulation specifying the different
possible types of domestic and cross-border
companies’ transformations and changes of
legal form.

The Act will also cover the legal regulation of
companies' transformations, which is now part
of the Commercial Code (sec. 69, et seq. of Act
No. 513/1991 Coll.), but after 1 March 2024 will
be excluded from it.
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. Podla Zakona premeny obchodnych spolocnosti znamenaju ich Under the Act, transformations of companies mean mergers -
Premeny ObC/’)OO’I’)yCh fuzie - zluCenie alebo splynutie a rozdelenia - rozStiepenie alebo fusions or mergers, and divisions - splits or spin-offs.
S,OO/OC\'/I’)OSUI odstiepenie.
. , The Act also introduces other new legal mechanisms, such as
COI’)’),OOI’)/E’S t/’ansformat/ons Okrem odstiepenia Zdkon zavadza dalSie nové pravne instituty ako cross-border demergers and cross-border changes of legal form.

cezhrani¢né rozdelenie a cezhranicna zmena pravnej formy.
The companies participating in a transformation will be obliged to

Obchodné spolocnosti ucastné na premene budd mat povinnost jointly draw up what is known as a Transformation Project. The

spolo¢ne vypracovat'tzv. Projekt premeny. Ucinnost premeny transformation will take effect on the date the transformation is

nastane drnom zapisu premeny do Obchodného registra. registered in the Commercial Register.

Zakon upravuje aj limity, kedy premeny nie su pripustné: The Act also establishes limits when transformations are not
permissible:

e ak zucastnena alebo nastupnicka obchodna spolocnost'je

v likvidacii, e if the participating or successor company is being wound up,
e ak voci zucastnenej alebo nastupnickej obchodnej spolo¢nosti e if the participating or successor company is subject to the
posobia ucinky vyhlasenia konkurzu alebo restrukturalizacie, effects of insolvency,
e ak sud vedie voci zucCastnenej alebo nastupnickej obchodnej e if a courtis conducting dissolution proceedings against the
spolocnosti konanie o zruSeni, participating or successor company,
e ak by v dbésledku odsStiepenia hrozil niektorej zo zic¢astnenych « if any of the companies involved would be threatened with
obchodnych spolo¢nosti upadok. bankruptcy as a result of the spin-off.
Prostrednictvom Zakona ma dojst'k podpore vacsej cezhranicnej The Act is intended to promote greater cross-border mobility of
mobility obchodnych spolocnosti a k podpore slobody usadit'sa. companies and freedom of establishment.
Zakon nadalej garantuje zachovanie ochrany pre spolocnikov, ktori The Act continues to protect shareholders who do not become
sa nestavaju spolocnikmi nastupnickych obchodnych spolocnosti shareholders of successor companies, as well as creditors of the
ako aj ochranu veritelov zucastnenych obchodnych spolocnosti, participating companies, and strengthens the right of employees to
a tiez posiliuje pravo zamestnancov na informacie a prerokovanie information and consultations in cross-border companies'

pri cezhrani¢nych premenach obchodnych spolocnosti. transformations.




Obchodné pravo
Corporate Law

/apisy do obchodného registra
Commercial Register Entries

Podla novely Zdkona o Obchodnom registri
(Zakon €. 530/2003 Z. z.) (Novela) ucinnej od
1. novembra 2023 sa oCakava, Ze v roku 2024
sa na Slovensku zvysi zaujem o vykonavanie
zapisov udajov o obchodnych spolocnostiach
do Obchodného registra prostrednictvom
notarov ako tzv. externych registratorov.

Pocnuc novembrom 2023 je u notara mozné
podat'navrh na prvozapis spolo¢nosti

s ru¢enim obmedzenym (vynimkou budu
zapisy do Obchodného registra v dosledku
premeny, cezhrani¢nej premeny alebo zmeny
pravnej formy).

Od 1. januara 2025 bude u notara mozné tiez
realizovat dalSie sluzby spojené so zapisom
udajov a zapisom zmien zapisanych udajov

o obchodnych spolo¢nostiach do Obchodného
registra, ako aj s vymazom zapisanych udajov
z Obchodného registra. Rovnako bude mozné
od daného datumu u notara vykonat aj
prvozapis akciovych spolo¢nosti.

Under the amendment to the Commercial
Register Act (Act No. 530/2003 Coll.) (the
Amendment) effective as of 1 November 2023,
in 2024 in Slovakia it is likely that there will be
increased interest in making company entries
in the Commercial Register through notaries
as external registrars.

Starting from November 2023, it is possible to
file a petition for the registration of a limited
liability company with a notary (except for
registrations in the Commercial Register due
to a transformation, cross-border
transformation or change of legal form).

From 1 January 2025, notaries will also be able
to provide other services related to entering
information and changes to the information
on companies in the Commercial Register, as
well as deleting information from the
Commercial Register. It will also be possible
from that date to make the registration of
joint-stock companies through a notary.
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Zapisy do obchodného

reg[s[/’a Prostrednictvom novely sa ma zrychlit proces registracie udajov The Amendment is intended to speed up the process of entering
. . . 0 obchodnych spolo¢nostiach do Obchodného registra. Predmetna information on companies in the Commercial Register. The

Commercial Reg/Sfer Entries agenda sa tak prerozdeli medzi vybrané stdy a priblizne 300 registration process will be redistributed among competent courts
notarov na Slovensku, pricom Ziadatel (navrhovatel) si méze sam and approximately 300 notaries in Slovakia, where the petitioner
zvolit' ktorou cestou pojde. can decide which option to take.
Vyhodou vykonavania zapisov u notara je predovsetkym The main advantage of registration with a notary is that any notary
skutocnost, Ze zapis je opravneny vykonat akykolvek notar na in Slovakia will be able to register a company, regardless of the
Slovensku, a to bez ohladu na miestnu prislusnost a registroveé location of the company’s registered office. There will be no time
sidlo obchodnej spolo¢nosti. Lehota na vybavenie Ziadosti o zapis limit for processing the registration application, but the notary
nie je stanovena, avsak notar by mal zapis vykonat bezodkladne, should carry out the registration without delay, ideally while the
idedlne na pockanie. V samotnej vySke poplatkov za vykonanie petitioner waits. There should not be any big fee differences for
zapisov na sude a u notara by nemali byt markantné rozdiely. registrations with the court or a notary.
Podrobnosti o vykonavani zapisov prostrednictvom notara, ako aj Details on making entries through a notary, as well as the scope of
0 rozsahu zapisovanych Udajov do Obchodného registra information entered by a notary into the Commercial Register are
prostrednictvom notara bliZzSie upravuje vyhlaska Ministerstva further regulated by the Decree of the Ministry of Justice of the

spravodlivosti SR €. 389/2023 Z. z. Slovak Republic No. 389/2023 Coll.




Pracovneé pravo
Employment law
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Al'in Employment Law

Vzhladom na rastuci trend uvazovania

o vyuzivani umelej inteligencie (Al) na vSetkych
urovniach fungovania podnikania, rok 2024
bezpochyby prinesie nové vyzvy aj do oblasti
pracovného prava.

Na Slovensku zatial pravna regulacia Al
neexistuje. Evidujeme vSak snahy o regulaciu
tejto problematiky na trovni EU, a to v podobe
pripravovaného tzv. Nariadenia o umelej
inteligencii (Artificial Intelligence Act -
D52021PC0206), ktoré zatial pracovnopravne
témy nereguluje.

V pracovnom prostredi zamestnavatelov je
vSak velkou novinkou tzv. platforma ChatGPT,
ktora sa naplno vyuziva aj na Slovensku.
Napriek jej vyhodam spocivajucich najma

v zvySeni efektivity prace zamestnancov,
vyuzivanie tejto platformy so sebou postupne
prinesie aj niektoré vyzvy, najma:

Pracovné pravo
Employment Law

Given the growing trend of considering using
artificial intelligence (Al) at all levels of
business operations, 2024 will undoubtedly
bring new challenges to employment law as
well.

There is no legal regulation on Al in Slovakia
yet. However, we can see the first efforts to
regulate this issue at the EU level in the form
of the upcoming so-called Regulation on
artificial intelligence (Artificial Intelligence Act -
D52021PC0206), which does not explicitly
regulate employment law issues.

However, in the working environment of
employers, a big novelty is the so-called
ChatGPT platform, which is also widely used in
Slovakia. Despite its advantages consisting
mainly in increasing the efficiency of
employees’ work, this platform will probably
gradually bring with it some real challenges,
namely:
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Umela inteligencia
vV pracovnom prave
Al in Employment Law

Nadbytocnost, resp. rusSenie pracovnych miest zamestnancov
- s uvedenym bezprostredne suvisi potreba zmeny, resp. Upravy
naplne prace niektorych zamestnancov, vratane Upravy
pracovného casu, ako aj zmena funkéného zaradenia
zamestnancov, resp. ich preradenie na inu pracu.

Problematické posudzovanie kvality pracovnych vykonov

v situacii, ked zamestnanci vyuzivaju pri praci platformy Al -

s tym bezprostredne suvisi potreba zadefinovania konkrétnych
oCakavani, ¢i prehodnotenie vhodnosti nastavenych parametrov
vykonnosti a urcenie jasnych cielov a poZiadaviek na vykon prace
zamestnancov.

ZneuZitie platforiem Al na vytvaranie nelegalneho €i
kompromitujuceho obsahu - s uvedenym bezprostredne suvisi
potreba vytvorenia internych kontrolnych mechanizmov a kanalov
na oznamovanie podozrenia zo zneuZitia platforiem Al, ako aj
zavedenie pravidiel a zadefinovanie mantinelov ich vyuZivania pri
praci, vratane désledkov ich nedodrzania.

Potreba zapojenia zastupcov zamestnancov pri zavadzani
mechanizmov regulujucich vyuzivanie Al platforiem na pracovisku,

a to najma v situaciach, kedy tento mechanizmus vedie k zasadnym

zmenam v organizacii prace zamestnancov.

Bude zaujimavé pozorovat, ako sa s uvedenymi vyzvami
v kontexte formalistického Zakonnika prace vysporiada
v buducnosti slovensky zakonodarca.

Redundancy or dissolution of job positions - this is directly
related to the need to change or modify the job description of
some staff, including working hours, as well as to change the job
classification of staff or to reassign them to other work.

Problematic assessment of the quality of work performance in
situations where employees use Al platforms - this is directly
related to the need to define specific expectations or reassess the
appropriateness of the set of performance parameters and
determine clear objectives and requirements for work
performance by employees.

Misuse of Al platforms to create illegal or compromising
content - directly related to the misuse is also the need to
establish internal control mechanisms and channels for reporting
suspected misuse of Al platforms, as well as to establish rules and
define boundaries for employees using Al platforms at work,
including the consequences of non-compliance.

Participation of employee representatives in introducing
mechanisms regulating the use of Al platforms in the workplace,
especially in situations where this mechanism may lead to
fundamental changes in the work organization of employees at the
employer.

It will be interesting to observe how the Slovak legislator will deal
with the mentioned challenges in the context of the formalistic
Labor Code in the future.
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©Tax law '

ESOP-s Taxation

Od 1. januara 2024 nadobuda ucinnost novela
Zakona o dani z prijmov €. 595/2003 Z. z.
(Novela), ktora okrem iného upravi rezim
zdanovania ESOP-ov na Slovensku.

ESOP (Employee Stock Option Plan) je tzv.
benefitny program umoznujuci zamestnancom
alebo inym spolupracujucim osobam
(zamestnanec) ziskat' za splnenia podmienok
akcie alebo podiely v spolocnosti, v ktorej
posobia.

Doteraz platilo, Zze akcie alebo podiely
nadobudnuté zamestnancom podliehali
zdaneniu. Po 1. janudri 2024 sa vSak na akcie
alebo podiely (hadobudnuté od tohto datumu)
uplatni danové oslobodenie, ak:

e zamestnanec akciu alebo podiel nadobudol
od svojho zamestnavatela, a

e nebola z nich vyplacana dividenda, resp.
podiel na zisku.

NavySe, akcie nesmu byt do konca
zdanovacieho obdobia, v ktorom ich
zamestnanec nadobudol, prijaté na
obchodovanie na regulovanom trhu.

Danové pravo
Tax Law

As of 1 January 2024, the amendment to the
Income Tax Act No. 595/2003 Coll. (the
Amendment), which modifies the taxation
regime for ESOPs in Slovakia, comes into force.

An Employee Stock Option Plan (ESOP) is

a "benefit plan" that allows employees or
other cooperating persons (the employee) to
acquire stocks or shares in the company in
which they are employed, subject to
conditions.

Previously, stocks and shares acquired by an
employee were taxable. However, after

1 January 2024, the stocks and shares
(acquired from that date) will be exempt from
tax if:

» the employee acquired the stock or share
from his/her employer, and

e no dividend or profit share was paid on
them.

In addition, the stocks must not be admitted to
trading on a regulated market before the end
of the tax year in which the employee acquired
them.
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Zdanovanie ESOP-ov
ESOP-s Taxation

Podla Novely predaj zamestnaneckych podielov ma po 1. januari
2024 podliehat' zdaneniu. Pri zamestnaneckych akciach prichadza
do uvahy danové oslobodenie, ak k ich predaju d6jde po 3 rokoch
od nadobudnutia, ak neboli prijaté na obchodovanie na
regulovanom trhu, alebo ak boli prijaté na obchodovanie na
regulovanom trhu, po uplynuti minimalne 1 roka po ich prijati.

Zamestnanecké akcie a podiely nadobudnuté pred 1. januarom
2024 a predané po tomto datume podliehaju zdaneniu podla
pravnej Upravy ucinnej do 31. decembra 2023.

V suvislosti s Novelou moZzno ocakavat zvySenie zaujmu spolocnosti
0 ESOP-y, a to napriek tomu, Ze v praxi ich implementacia stale
naraza na viaceré obchodnopravne aj administrativne obmedzenia.

NavySe, s ohladom na zamyslané rokovania novej vlady sa aktualne
javi, Ze rezim zdanovania ESOP-ov eSte nenadobudol finalnu

podobu a Ze v budlcnosti mézeme ocakavat pri tejto problematike
dalSie legislativhe zmeny.

According to the Amendment, the sale of employee shares is to be
taxable each time after 1 January 2024. Employee stocks will be tax
exempt if they are sold 3 years after acquisition, if they have not
been admitted to trading on a regulated market, or, if they have
been admitted to trading on a regulated market, at least 1 year
after their admission.

Employee stocks and shares acquired before 1 January 2024 and
sold after that date are subject to taxation under the legislation in
force until 31 December 2023.

In the context of the Amendment, an increase in the interest of
companies in ESOPs can be expected, even though in practice their
implementation still faces several commercial and administrative
constraints.

Moreover, in view of the intended negotiations of the new
Government, it currently appears that the taxation regime for
ESOPs has not yet been finalized and that we can expect further
legislative changes on this issue in the future.
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Kyberneticka bezpecnost’
Cybersecurity

Vyvoj regulacie kybernetickej bezpecnosti
Developments in cybersecurity regulation

Rok 2024 predstavuje v oblasti kybernetickej
bezpelnosti vyznamné obdobie pre
implementaciu klucovych legislativnych aktov,
ktoré budu mat' rozsiahle dopady na rézne
sektory.

Smernica NIS 2, Smernica o odolnosti kritickych
subjektov a Nariadenie DORA, posilnia
kyberneticku bezpecnost'a odolnost'v kritickych
sektoroch. Stanovuju prisnejSie pravidla pre
subjekty v réznych sektoroch, vratane energetiky,
dopravy, bankovnictva a informacnych

a komunikacnych technoldgii. Tieto subjekty
musia v roku 2024 vykonat pripravné kroky, aby
zabezpedili sulad s novou pravnou upravou.
Implementacia na narodnej Urovni ma prebehnuat
do oktébra 2024.

Dosledky pre spolo€nosti v roku 2024

Spolocnosti by mali by vyhodnotit, ¢i spadaju do
posobnosti novej legislativy, a nasledne
implementovat poZzadované opatrenia,
aktualizovat procesy nahlasovania incidentov

a zvazit dalSie regulacné povinnosti. Okrem toho
musia hodnotit'harmonizaciu poziadaviek na
kybernetickd bezpe¢nost'v EU a miestne
poZiadavky na IT bezpecnost.

2024 marks a significant period for the cyber
security field with the implementation of key
legislative acts that will have an extensive impact
on various sectors.

The NIS 2 Directive, the Resilience of Critical
Entities Directive and the DORA Regulation, will
strengthen cybersecurity and resilience in critical
sectors. They establish stricter rules for entities
operating in various sectors, including energy,
transport, banking and information and
communication technologies. These entities must
take preparatory steps in 2024 to ensure
compliance with the new legislation. National
implementation should be carried out by October
2024.

Implications for companies in 2024

Companies should evaluate whether they fall
within the scope of the new legislation, and
consequently implement any measures required,
update incident reporting processes and consider
regulatory obligations. Additionally, they must
assess the harmonization of cybersecurity
requirements across the EU and local IT security
requirements.
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Smernica NIS 2

Smernica NIS 2, oficidlne zndma ako Smernica (EU) 2022/2555,
meni predchadzajuce predpisy o kyberbezpecnosti a stanovuje

NIS 2 Directive opatrenia na zabezpecenie vysokej urovne kybernetickej
bezpecnosti v celej Unii.

Kltucové aspekty tejto smernice:

Bird & Bird NIS 2 Tracker
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Rozsah subjektov spadajucich pod regulaciu sa rozsiruje. Do
rozsahu posobnosti smernice su zahrnuté kluc¢ové a dolezité
subjekty v sektoroch s vysokou kritickostou, uvedené v Prilohe

1 a2 smernice.

Dotknuté subjekty budu podliehat registracii.

Riadenie kybernetickych rizik je posilnené, ¢o zahfna rieSenie
incidentov, biznis kontinuitu, bezpecnost dodavatelského
retazca atd.

Certifikacia: Clenské $taty moZu od subjektov poZadovat’
pouZzivanie certifikovanych IKT produktov, sluZieb a procesov.
Zodpovednost' vrcholového manazmentu: Zvysena
zodpovednost'za nesplnenie, vratane harmonizovanych sankcii
napriec ¢lenskymi statmi.

Administrativne pokuty: Za poruSenie mozu byt uloZzené pokuty
az do vysky 10 miliénov EUR alebo 2% z celkového ro¢ného
obratu na svetovej urovni pre klucové subjekty.

The NIS 2 Directive, officially known as Directive (EU) 2022/2555,
amends previous cybersecurity regulations and sets out measures
to ensure a high level of cybersecurity across the Union.

Key aspects of this directive:

The scope of entities under the new regulation is extended.
Essential and important entities in sectors of high criticality, as
listed in Annex | and I, are now included.

Entities concerned are subject to registration.

Cybersecurity Risk Management is enhanced, including
measures on incident handling, business continuity, supply

chain security, etc.

Cybersecurity Certification: Member States may require entities
to use certified ICT products, services, and processes.

Top Management Accountability: Increased accountability and
liability for non-compliance, including harmonized sanctions
across Member States.

Administrative Fines: For infringements, fines can reach up to
EUR 10 million or 2% of the total worldwide annual turnover for

essential entities.




Kyberneticka bezpeénost’
Cybersecurity

Smernica CER
CER Directive

Smernica o odolnosti kritickych subjektov (Smernica The Directive on the resilience of critical entities
(EU) 2022/2557) nahradza predchadzajucu smernicu (Directive (EU) 2022/2557) replaces the previous
obmedzenu na energetické a dopravné sektory. directive limited to the energy and transport
RozSiruje sa na jedenast sektorov vratane sectors. It extends to eleven sectors including
energetiky, dopravy, bankovnictva a digitalnej energy, transport, banking, and digital
infrastruktury. Smernica sa zameriava na fyzicku infrastructure. The Directive focuses on the
odolnost subjektov a stanovuje poZiadavky na physical resilience of entities in critical sectors
zabezpecenie priestorov a zariadeni ¢i vypracovanie and lays down requirements for securing
planov nepretrzitej prevadzky. premises and facilities or drawing up continuity
plans.

Klucové aspekty tejto smernice: Key aspects of this directive:

Clenské $taty musia identifikovat tzv. kritické Member States must identify critical entities

subjekty aplikovanim Specifickych kritérii. by applying specific criteria.

Kritické subjekty budul povinné vykonavat Critical entities must conduct risk

hodnotenia rizik na vyhodnotenie potencialnych assessments to evaluate potential disruptions

naruseni a implementovat opatrenia, aby zaistili and implement measures to ensure the

ich odolnost. resilience; and report significant incidents

Kritické subjekty musia bezodkladne nahlasit without undue delay.

vyznamne incidenty. Critical entities must report significant

Prislusné organy mézu nariadit' subjektom prijat incidents without undue delay.

nevyhnutné opatrenia na napravu zistenych Competent authorities can order entities to

poruseni, prip. uloZit'sankcie. take the measures necessary to remedy
infringements identified and impose
penalties.
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DORA
DORA

Nariadenie (EU) 2022/2554 o digitalnej prevadzkovej odolnosti
financného sektora, zname ako DORA, sa zameriava nielen na
odolnost financ¢ného sektora a Siroku Skalu financnych subjektov,
ale bude mat'dopad aj na poskytovatelov IKT sluzieb pre financny
sektor, vratane poskytovatelov cloudovych sluzieb. Na rozdiel od
smernic, nariadenie bude priamo ucinné v ¢lenskych statoch.

DORA nadobudne ucinnost'sice az v januari 2025, avSak uz rok
2024 bude pre institucie z financného sektora klucovy, nakolko
pocas tohto roka sa musia pripravit a prijat' kroky a opatrenia na
zabezpeclenie suladu s tymto nariadenim.

DORA stanovuje jednotné poZiadavky tykajuce sa bezpecnosti sieti
a informacnych systémov pre subjekty financného sektora

a zameriava sa na oblast fyzickej, aj digitalnej bezpecnosti. Vo
vztahu k NIS 2 je DORA osobitnym predpisom. DORA upravuje aj
odolnost financnych subjektov a vylucuje aplikaciu niektorych
ustanoveni CER smernice na subjekty financného sektora.

Regulation on digital operational resilience for the financial sector
(EU) 2022/2554, known as DORA, focuses on resilience for the
financial sector and a wide range of financial entities and also
impacts ICT third-party service providers, including cloud providers.
Unlike a directive, the regulation will have direct effect in the
Member States.

Although DORA will come into effect in January 2025, the year 2024
will be a crucial for the institutions from the financial sector,
because during this year they must prepare and take steps and
measures to ensure compliance with this regulation.

DORA establishes uniform requirements regarding the security of
networks and information systems for financial sector entities and
focuses on physical and digital security. In relation to NIS 2, it
represents the special law. DORA also regulates the resilience of
financial entities and excludes the application of some provisions
of the CER directive to financial sector entities.




Lokalna implementacia
Local implementation

Clenské $taty maju do 17 oktébra 2024 &as na
lokalnu implementaciu uvedenych smernic.

K smernici NIS 2 nebola doposial zverejnena Ziadna
oficidlna informacia o procese lokalnej
implementacie.

K smernici CER je zverejnena predbezna informacia
o pripravovanej novele Zakona o kritickej
infrastrukture. Zacatie medzirezortného
pripomienkového konania sa predpoklada na
januar 2024.

Kyberneticka bezpeénost’
Cybersecurity

Member States have time until 17 October 2024
to implement the Directives locally.

With respect to Directive NIS 2,no official
information on the local implementation process
has been published yet.

As regards the CER Directive, preliminary
information on the forthcoming amendment to
the Critical Infrastructure Act has been published.
The interdepartmental consultative process is
expected to start in January 2024.




European

(MiCA)

egulacia kryptoaktiv (MiCA)

Kryptoaktiva
Crypto-assets

European regulation of crypto-assets is at the door

V roku 2024 nastane vyznamny posun v regulacii
kryptoaktiv v Eurépskej unii, a to implementaciou
nariadenia (EU) 2023/1114 o trhoch

s kryptoaktivami (MiCA).

Nariadenie harmonizuje roztrieStené narodné
pristupy k regulacii kryptoaktiv a bude priamo
ucinné vo vsetkych clenskych Statoch. Niektoré
jeho ustanovenia sa budu uplathovat uz

od 30.6. 2024 a upInu ucinnost' nadobudne
30.12.2024.

MiCA dopifa existujlcu legislativu a zameriava sa
na urcité kryptoaktiva, ktoré nie su zahrnuté
v MiFID II.

MiCA definuje tri hlavné kategorie
zamenitelnych kryptoaktiv nefinanc€nej
povahy:

o tokeny elektronickych penazi

e tokeny naviazané na aktiva

e Uzitkové tokeny.

In 2024, the European crypto market will undergo
a significant transformation with the
implementation of the Regulation on Markets in
Crypto-Assets (EU) 2023/1114 (MiCA).

The regulation harmonizes the fragmented
national regulation of crypto-assets and will apply
directly in all EU Member States. Some provisions
starting on 30 June 2024 and the rest

on 30 December 2024.

MiCA complement existing legislation, focusing on
certain crypto-assets not covered by MiFID II.

MiCA defines three basic types of fungible non-
financial crypto-assets:

e e-money tokens
e asset-referenced tokens
e utility tokens.
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MiCA stanovuje najma poZiadavky na:

EUI’é,DSkG regu/dcia kl’ypthktl’V e transparentnost a spristupriovanie informacii v sdvislosti
s emisiou kryptoaktiv, ich verejnou ponukou a prijimanim na

European regu/ation Of crypto- bchodovanie na obchodnej platforme
e udelovanie povoleni poskytovatelom sluzieb kryptoaktiv,
assets emitentom tokenov a dohlad nad nimi;
e ochranu drzitelov kryptoaktiv a klientov poskytovatelov sluzieb
kryptoaktiv.

Priprava na MiCA v roku 2024

e Urcite, i vase Cinnosti spadaju pod MiCA a identifikujte
poziadavky, ktoré musite splnit. Klasifikujte svoje
kryptoprodukty podla MiCA a zosuladte svoje operacie
s konkrétnymi poziadavkami.

Ak vydavate kryptoaktiva, zacnite s pripravou bieleho dokladu,
ktory splna poZiadavky MiCA.

« Skontrolujte Strukturu a ¢innost'vasej spolocnosti, aby ste
zabezpedili, Ze splhaju organizacné poziadavky stanovené
MiCA. Preverte poZiadavky na povolenie.

e Vypracujte a implementujte politiky a postupy na zabezpecenie
zhody s pravidlami spravania sa podla MiCA.

Lokalna implementacia

MiCA bude na Slovensku priamo ucinna. Okrem toho, Ministerstvo
financii pripravuje zakon, ktory umozni efektivhe vymahanie
povinnosti vyplyvajucich z MiCA a upravi pravomoci Narodnej
banky Slovenska v spojeni s kryptoaktivami.

MiCA lays down:
e transparency and disclosure requirements for issuing crypto-

assets, offering them to the public, or admitting them to trading

on a trading platform;

e requirements for authorising and supervising crypto-asset
service providers and issuers of tokens;

e requirements for protecting crypto-asset holders and crypto-
asset service provider clients.

Preparing for MiCA in 2024

e Determine whether your operations fall under MiCA and
identify the requirements you need to meet. Classify your
crypto-assets under MiCA, and align your operations with the
specific requirements.

e If you issue crypto-assets, start preparing a white paper that
meets the MiCA requirements.

e Review your business structure and operations to ensure they
comply with the MiCA organisational requirements. Check the
requirement on authorisation.

e Develop and implement policies and procedures to ensure
compliance with the MiCA conduct rules.

Local implementation

MiCA will be directly effective and enforceable in Slovakia. In
addition, the Ministry of Finance prepares the Act that will enable
effective enforcement of the MiCA obligations and will modify the
powers of the National Bank of Slovakia with respect to crypto-
assets.



Stavebné pravo
Construction Law

Novy zakon ¢. 200/2022 Z.z. 0 uzemnom planovani
New Act No. 200/2022 Coll. on Spatial Planning

Zakon o uzemnom planovani prinasa rézne The Act on Spatial Planning introduces several
zmeny, ktoré zahrnaju napriklad nasledovné changes, including in the following areas:
oblasti:

Zmeny Vo verejnej sprave: Changes in Public Administration:

e Z3kon vytvara novy Ustredny organ Statne; e The Act creates a new central administration

Stavebné pravo
Construction Law

spravy - Urad pre Gzemné planovanie
a vystavbu SR, ktory okrem iného bude
vypracuvat Koncepciu uzemného rozvoja SR.

« Uzemnej samosprave zostane v kompetencii
koncepcia Uzemného rozvoja regionu, Uzemny
plan obce, zény a novovytvoreny uzemny plan
mikroregionu.

e Z3vazné stanovisko potrebné pre rozhodnutie
0 povoleni stavby, ktoré vyplyva z posudenia
suladu stavebného zameru s prislusnym
uzemnym planom alebo prislusnou
koncepciou uzemného rozvoja, bude vydavat
obec, v niektorych pripadoch samospravny
kraj.

body - the Office for Spatial Planning and
Construction of the Slovak Republic, which will
implement Slovakia’s Spatial Development
Concept.

e Territorial governments will remain

responsible for the regional spatial
development concept, the municipal spatial
plan, the zoning spatial plan, and the newly
created micro-region spatial plan.

* The binding opinion required for a decision on

a construction permit, which results from an
assessment of the conformity of a construction
project with the relevant spatial plan or the
relevant spatial development concept, will be
issued by the municipality or, in some cases,
by the territorial governing region.
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Elektronizacia: Electronisation:

Novy zakon o uzemnom

,O/(jf?OVC/m// e Velkou novinkou bude vytvorenie informacného systému, tzv. e A major new feature will be the creation of an information
. . URBION, v ramci ktorého vznikne ,digitalna dvojicka” uzemia system known as URBION, which will depict a “digital twin” of
New Act on S,OOUO/ P/Ol’)l’)lﬂg Slovenska. the territory of Slovakia.
e Vramci verejnej casti URBIONu bude kazdému k dispozicii na e Within the public part of URBION, the spatial planning
nahliadnutie Uzemnoplanovacia dokumentacia. documentation will be available for everyone to see.
e Cely proces uzemného planovania sa planuje preniest'do e The entire spatial planning process is planned to be shifted to
digitalneho priestoru. cyberspace.
Novy typ tzemnoplanovacej dokumentacie: New Type of Spatial Planning Documentation:
e Zavadza sa novy typ Uzemnoplanovacej dokumentacie - * A new type of spatial planning documentation is introduced -
Uuzemny plan mikroregiénu, ktory sa bude tykat regidonov so the micro-region spatial plan, which will cover regions with
specifickymi (napr. ekologickymi) potrebami (ako je napr. oblast specific needs (e.g. ecological needs, such as the Rye Island
Zitného ostrova). area (Zitny ostrov)).
Upozorniujeme, Ze Zdakon je stdle predmetom politickych rokovani Please note that the Act is still subject to political negotiations, so

a nemoZno vylucit niektoré dalSie zmeny. further changes may still be made.




Stavebné pravo
Construction Law

Novy zakon €. 201/2022 7. z. 0 vystavbe
New Act No. 201/2022 Coll. on Construction

Zakon o vystavbe prinasa napriklad nasledujuce
zmeny:

Zmeny Vo verejnej sprave:

e VSeobecnym stavebnym uradom sa stane
Urad pre Gzemné planovanie a vystavbu SR,
pricom jeho osem regionalnych uradov bude
vystupovat ako regionalne stavebné urady.

e Stavebné konania zacaté pred 01.04.2024
dokoncia v dvojro¢nom prechodnom obdobi
podla doterajSich predpisov obce a mesta.

Nova uprava priebehu tzv. konania vo
vystavbe:

Konanie vo vystavbe sa bude skladat'z troch
nadvazujucich casti.

1.Konanie o stavebnom zamere
o V prvom kroku vo vSeobecnosti
projektant pripravi stavebny zamer, t. .
zakladné stavebné rieSenie navrhovane;j
stavby.

The Act on Construction brings the following
changes:

Changes in Public Administration:

e The Office for Spatial Planning and
Construction of the Slovak Republic will
become the general construction
authority, while its eight regional offices will
act as regional construction authorities.
Construction procedures started before 1
April 2024 will be completed by
municipalities within a two-year transitional
period under the existing applicable laws.

New Regulation of Construction Proceedings:

Construction proceedings will consist of three
successive parts:

1.Intent in Construction
o Generally, in the first stage, the designer
prepares an intent in construction, i.e.
the basic construction design of the
proposed building.
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Novy zakon o vystavbe
New Act on Construction

o Stavebny zamer sa prostrednictvom nového informacného
systému, s nazvom URBION, doruci dotknutym organom
a osobam na prerokovanie. V tejto faze obec alebo
samospravny kraj vyda zavazné stanovisko o sulade
stavebného zameru s Uzemnoplanovacou dokumentaciou.
Tym sa odstranuje doterajSia duplicita Uzemného
a stavebného konania.

o Po prerokovani a podani elektronickej Ziadosti stavebnika
rozhodne regionalny stavebny Urad do 15 dni o povoleni
stavby. Tu sa v ramci rozhodovania vykona aj posudenie vplyvu
na zivotné prostredie, ak sa vyZaduje.

2. Overenie projektu stavby
o Qverenie spociva v porovnani projektu stavby s obsahom
rozhodnutia o povoleni stavby. Az nasledne bude mozné zacat
stavebné prace.

3. Kolaudacia
o Qverenie projektu stavby a kolaudacia by sa nemalo tykat’
niektorych druhov stavieb, napr. jednoduchych stavieb.
Navyse, pri drobnych stavbach (ako je napr. zahradny bazén)
nebude potrebny ani stavebny zamer a dostatocné bude len
elektronické ohlasenie.

Novy pravny rezim Ciernych stavieb:

Po 01.04.2024 by vo vSeobecnosti nemala byt mozna ziadna
dodato¢na legalizacia nelegalnych stavieb. Cierne stavby dokonéené
pred 01.04.2024 budu podliehat' dodato¢nému preskimaniu
sposobilosti a povinnosti ziskat osvedcenie.

Upozorriujeme, Ze Zdkon je stdle predmetom politickych rokovani
a nemoZzno vylucit niektoré dalSie zmeny.

Stavebné pravo
Construction Law

o The intent in construction is delivered to the relevant
authorities and other persons concerned for consultation
via the new information system, URBION. At this stage, the
municipality or self-governing region issues a binding
opinion on the conformity of the intent in construction with
the spatial planning documentation. This eliminates the
previous duplication of the spatial planning and building
procedures.

o After the consultation and the submission of an electronic
application of the builder, within 15 days the regional
construction office decides whether to issue a construction
permit. An environmental impact assessment, if required, is
also be carried out as part of the decision-making process.

2. Verification of the Construction Project
o The verification consists of comparing the construction
project with the content of the construction permit
decision. Only afterwards is it possible to start the actual
construction work.

3. Final Construction Approval
o The verification of the construction project and the final
approval should not be needed for some types of projects,
e.g. simple constructions. Additionally, for small
constructions (e.g. a garden swimming pool), even an intent
in construction is not required, simply an electronic
notification of construction will suffice.

The New Regime for lllegal Buildings:

Generally, after 1 April 2024 no additional legalisation of illegal
buildings will be possible. lllegal buildings completed before that
date will be subject to an additional eligibility review and the
obligation to obtain the required certificate.

Please note that the Act is still subject to political negotiations, so
further changes may still be made.



Medicine Law

Medicinske pravo

Medicine Law

Novela zakona ¢. 362/2011 Z.z. o liekoch
Amendments to the Act No. 362/2011 Coll. on Medicines

Dna 28.06.2023 schvalila Narodna rada SR novelu
zakona €. 362/2011 Z.z. o liekoch v zneni
neskorsSich predpisov, ktora nadobudla tzv. delenu
ucinnost (dalej len ako ,Zakon").

Podstatna cast' novelizovaného Zakona
nadobudla a€innost' k 01.08.2023, pricom
kla€ové zmeny zahrfnali napriklad nasledovné:

* Internetovy vydaj: zaviedla sa nova moznost
internetového vydaja liekov aj
prostrednictvom mobilnej aplikacie, ak je
verejna lekaren drzitelom prislusného
opravnenia.

Osobitné liecebné programy: novela
upravuje zakonné moznosti a podmienky,
kedy mb&ze Ministerstvo zdravotnictva SR
povolit' terapeutické alebo diagnostické
pouzitie humanneho lieku v ramci liecebného
programu, aby by bol bezodplatne poskytnuty
pre lieCbu spravidla tazko chorého pacienta,
ktory si liek financne nemd&ze dovolit'a zaroven
je v ohrozeni zivota.

On 28 June 2023, the Slovak Parliament adopted
an amendment to Act No. 362/2011 Coll. on
medicines, as amended, which entered into what
is known as ‘divided effect’ (the "Act").

A substantial part of the Act entered into force
on 1 August 2023. The key changes included:

e Online Dispensation: The online dispensation
of medicines is now possible through a mobile
application, if the public pharmacy holds the
relevant authorization.

Special Treatment Programmes: The
amendment sets out the legal options and
conditions under which the Slovak Ministry of
Health may authorise the therapeutic or
diagnostic use of a human medicinal product
within the framework of a treatment
programme, to be provided free of charge for
the treatment of a usually seriously ill patient
who cannot financially afford the medicinal
product and is also in a life-threatening
condition.
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» Predpisovanie: Lekar so Specializaciou v Specializacnom * Prescriptions: In an institutional health care facility, a doctor

Novela zakona o liekoch

odbore inom ako vseobecné lekarstvo (t.j. ,odborny lekar") who specialises in a field of medicine other than general
Amendments to the Act on v Ustavnom zdravotnickom zariadeni méze predpisovanim medicine (a "specialist") may authorise another doctor who is in
o liekov, zdravotnickej pomocky a dietetickej potraviny poverit an employment or similar relationship with the same
medicines lekara, ktory neziskal odbornu sp6sobilost na vykon institutional health care facility but who has not obtained the
Specializovanych pracovnych ¢innosti a ktory je same qualifications as to specialist to perform specific activities,
v pracovnopravnom vztahu alebo inom obdobnom vztahu such as to prescribe medicines, medical device and dietetic
s tym istym poskytovatelom Ustavnej zdravotnej starostlivosti food. This means, for example, that the specialist can authorise
ako predpisujuci lekar. Teda napriklad Specialista m&ze poverit a general practitioner colleague to prescribe drugs. The
predpisanim lieku kolegu vSeobecného lekara. Za spravnu specialist is responsible for the correctness of the medicine,
indikaciu predpisaného humanneho lieku, predpisanej medical device, individually manufactured medical device or
zdravotnickej pomocky, individualne zhotovenej zdravotnicke;j dietetic food prescribed.

pomocky a dietetickej potraviny je zodpovedny lekar, ktory
poverenie udelil.
Other important changes to the Act will enter into force
Dal3ie déleZité zmeny Zakona sa budua aplikovat's Géinnostou on 1 January 2024. They include:
od 01.01.2024 medzi ktoré patri:
e Vaccination in pharmacies: From the age of 18, it will be

e Ockovanie lekarfami: Moznost ockovania v lekarnach od 18 possible to be vaccinated against influenza in a pharmacy on
rokov veku proti chripke na zaklade pisomného odporucania the written recommendation of the prescribing physician; the
predpisujuceho lekara; odporucanie nemdze byt starSie ako 3 recommendation cannot be more than 3 days old. Vaccinating
dni. Ockujuce lekarne budu musiet zabezpecit odborne pharmacies will be required to have qualified personnel on
sp6sobild osobu na ockovanie, poucit'o ockovani pacienta hand to instruct patients about the vaccines, collect their
a vyziadat'si od pacienta informovany suhlas, viest' o ockovani informed consent, administer the vaccines, maintain medical

zdravotnu dokumentaciu a zaroven ju uchovavat/archivovat. records of the vaccinations, and archive them.




Slovak Republic

Ivan Sagal

Managing Partner
Czech Republic & Slovakia
ivan.sagal@twobirds.com

Ivan Kisely

Partner
ivan.kisely@twobirds.com

Slovensky tim
Slovak team

W

Katarina Ondrovicova Katarina Pfeffer Robert Cuperka
Senior Associate Senior Associate Associate
katarina.ondrovicova@twobirds.com katarina.pfeffer@twobirds.com robert.cuperka@twobirds.com

Filip Vlnecka David Fussi Jan Ryznar

Junior Associate Junior Associate Junior Associate
filip.vInecka@twobirds.com david.fussi@twobirds.com jan.ryznar@twobirds.com



mailto:katarina.ondrovicova@twobirds.com
mailto:filip.vlnecka@twobirds.com
mailto:ivan.sagal@twobirds.com
mailto:ivan.kisely@twobirds.com
mailto:katarina.pfeffer@twobirds.com
mailto:david.fussi@twobirds.com
mailto:robert.cuperka@twobirds.com
mailto:jan.ryznar@twobirds.com

Bird & Bird

One firm.
Your firm.

twobirds.com

The information given in this document concerning technical legal or professional subject matter is for guidance only and does not constitute legal or professional advice. Always
3 . consult a suitably qualified lawyer on any specific legal problem or matter. Bird & Bird assumes no responsibility for such information contained in this document and disclaims
O @tWOblrdSCZ all liability in respect of such information.This document is confidential. Bird & Bird is, unless otherwise stated, the copyright owner of this document and its contents. No part of
: this document may be published, distributed, extracted, re-utilised, or reproduced in any material form. Bird & Bird is an international legal practice comprising Bird & Bird LLP
. . . . and its affiliated and associated businesses. Bird & Bird LLP is a limited liability partnership, registered in England and Wales with registered number OC340318 and is authorised
m B]rd & B]I‘d CzeCh Repubhc & Slovakla and regulated by the Solicitors Regulation Authority. Its registered office and principal place of business is at 12 New Fetter Lane, London EC4A 1JP. A list of members of Bird &

Bird LLP and of any non-members who are designated as partners, and of their respective professional qualifications, is open to inspection at that address.



https://www.linkedin.com/showcase/84061926/admin/feed/posts/
http://www.twobirds.com/
https://www.instagram.com/twobirdscz/?hl=en

