MINISTERSTVO
ZDRAVOTNICTVA

SLOVENSKE)] REPUBLIKY

Oddelenie pre zaobchadzanie s liekmi a
zdravotnickymi pomdéckami
PharmDr. Gabriela Svecovd Cvekovd

Pharmaceutical Review Strategy —
status quo V

SARAP

MODUL 1 Novinky v oblasti zdravotnickych pomoécok.
Prebiehajuce zmeny v narodnej legislative (zakon 362/2011)

2.jun 2026
DoubleTree by Hilton Bratislava



Vyhlasenie

Tohto podujatia sa zucastnujem ako individualny expert a nereprezentujem Pracovnu skupinu
pre lieky a zdravotnicke pomécky pri Rade EU* Prezentované informécie predstavuji moje
osobné odborné zhrnutie a nemozno ich chapat ani interpretovat ako stanovisko uvedenej

pracovnej skupiny, Rady EU alebo Ministerstva zdravotnictva SR.

Gabriela Svecova Cvekova
*EU - Eurépska Unia
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Uvod a ciele prednasky

30 minut: od politického kompromisu k praktickym dopadom pre prax v oblasti humannej farmacie

Kde sme v legislativhom procese a ¢o eSte
formalne nasleduje

Ako citat novy systém datovej a trhovej ochrany ]

Co sa meni v registraénych lehotéach, Bolari, Ako sa posilhuje prevencia ariadenie
baleni a ATB nedostupnosti liekov

Clenské Staty a drzitelov registracie

Co bude znamenat implementaéna faza pre ]
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Farmaceuticky balik - ¢o je ,,posledna cast* diskusie

Nova smernica
Union code for human medicines +
NAP/DCP/MRP + regulatory protection + supply
access

Nové nariadenie
Union procedures + EMA + CAP +
orphan/paediatric + shortages + antimicrobials

ST 6366/26 - finalny kompromis nariadenia ST 6367/26 - finalny kompromis smernice

https://data.consilium.europa.eu/doc/document/ST-6366-2026-INIT/en/pdf https://data.consilium.europa.eu/doc/document/ST-6367-2026-INIT/en/pdf

% Formalne finalne znenie sa eSte moze lisit po pravno-lingvistickej kontrole a publikacii v Uradnom

vestniku EU.
** Prakticky d6raz: dostupnost, nedostatky, AMR, zjednodusenie, predvidatelnost stimulov a

konkurencieschopnost.

MINISTERSTVO
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Casova os rokovani: od navrhu po finalny kompromis

04/2023 2023-2024 06/2025 07-12/2025 02-03/2026
Komisia predloZila navrh ES/BE/HU PRES: klastre, PL PRES: v§eobecny pristup DK PRES: trialdgy, politicky CY PRES: findlne kompromisné
smernice a nariadenia technické rokovania v Rade Rady kompromis 11. 12. 2025 texty a COREPER

1) SE PRES

Sweden

2) ES PRES
Spain

1)

3) BE PRES

Belgium

Predsednictva Rady EU: minimalne 6 rokovacich predsednictiev 7) CY PRES
od ES PRES po CY PRES. Ak zapocitame obdobie zverejnenia
navrhu pocas SE PRES, ide o 7 predsednictiev.

Presidencies of
the Council of the EU

SE - ES » BE » HU > PL > DK - CY

6) DK PRES

Denmark

5) PLPRES / ¥———\ 4) HU PRES
Poland Hungary

s Prakticky ide o legislativny proces presahujuci viac politickych cyklov a viaceré citlivé negociacné linie: stimuly,
dostupnost, nedostatky, AMR, governance EMA, orphan/paediatric.
*»Prezentacia preto necita cely text paragrafovo, ale sustreduje sa na regulacné ustanovenia s najva¢sim dopadom na

MAH, NCA a dostupnost v ¢lenskych Statoch.
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Rokovanie v Rade EU*

***. | European Council
" | Council of the European Union

Cyprus Presidency
Council of the European Union

CY PRES**: 1. januar - 30. jun 2026.

Sucast predsednickeho tria Polsko — Dansko — Cyprus.

PL PRES***: januar — jun 2025, DK PRES****: jul — december 2025.

Trio pracuje podla spolo¢ného programu; kazdy Stat ho rozpracuva vo vlastnom 6-
mesacnom programe.

V oblasti zdravia CY PRES nadvazuje na rokovania k liekom, zdravotnickym poméckam a
Eurdpskej zdravotnej unii.

EU*- Eurépska tnia MINISTERSTVO
CY PRES** — cyperské predsednictvo v Rade EU ZDRAVOTNICTVA

PL PRES ***— polské predsednictvo v Rade EU SLOVENSKE| REPUBLIKY
DK PRES**** _ danske predsednictvo v Rade EU



Rokovanie v Rade EU*

/

+* CY PRES v oblasti zdravia nadvazuje na predchadzajuce

predsednictva a sustreduje sa na dostupnost liekov a
zdravotnickych pomécok, bezpecnost dodavok,
zjednodusSenie regulacie, inovacie a digitalizaciu.

¢ Prioritami su najma finalizacia rokovani o Critical
Medicines Act, pokracovanie reformy farmaceutickej
legislativy, diskusia k Biotech Act, cielenarevizia
MDR/IVDR a implementacia European Health Data

Space.

Other meetings: Working Party on Pharmaceuticals and Medical

Devices

Past meetings

8 May 2026
Working Party on Pharmaceuticals and Medical Devices

7May 2026
Working Party on Pharmaceuticals and Medical Devices

8 May 2026
Working Party on Pharmaceuticals and Medical Devices

Upcoming meetings

21 May 2026
Working Party on Pharmaceuticals and Medical Devices

22 May 2026
Working Party on Pharmaceuticals and Medical Devices

28 May 2026
Working Party on Pharmaceuticals and Medical Devices

)

: European Council
=" | Council of the European Union

VYPIUS FICSIUCTICY

CY20 . :
56.EU Council of the European Union

Programme of the Cyprus
Presidency

Under the motto “An Autonomous Union. Open to the
World.”, Cyprus will assume the Presidency of the Council of

the European Union for the second time, from 1 January to

Related documents
— 12/05/2026 - Working Party on Pharmaceuticals and Medical Devices

— 12/05/2026 - Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards
simplifying and reducing the burden of the rules on medical devices and in vitro
diagnostic medical devices, and amending Regulation (EU) 2022/123 as regards the
support of the European Medicines Agency for the expert panels on medical devices
and Regulation (EU) 2024/1689 as regards the list of Union harmonisation legislation
referred to in its Annex | - Examination of the proposal - cluster 4
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Stav legislativneho procesu a hlasovanie v EP* - 1. citanie

/

o

farmaceutického balika.
Tento krok otvoril priestor pre medziinStitucionalne

10. april 2024
EP* prijal poziciu v prvom Citani pre oba pravne akty

rokovania s Radou.

J

/

N )
Smernica Nariadenie
% 495 za «» 488 za
s 57 proti s 67 proti
«» 45 sa zdrzalo +* 34 sazdrzalo

RN J

4 Dalsia procesna informacia )
¢ Politickd dohoda dosiahnuta v trialégoch a potvrdena na Grovni COREPER.
¢ Rada musi najskor prijat poziciu v prvom ¢itani — Council first reading position.
s Druhé ¢itanie v EP sa otvori az po postupeni pozicie Rady Eurépskemu parlamentu- podla aktualneho stavu sa druhé

\_ Citanie oCakava najskor na jesen 2026. Y,

Dostu

EP*- Eurépsky parlament

pné na: https://www.europarl.europa.eu/legislative-train/spotlight-

MINISTERSTVO
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Dalsi postup: od plenarky EP po uplatiiovanie

B ™ {
marec 2026 2026 Q4 2026 +6/+12/+24 m. Q4 2028
SANTECOREPER hlasovanie EP v pléne oCakavana publikacia vybrané skorsie vSeobecny datum
endorsement textov + formalne prijatie a entry into force, —> ustanovenia —> uplatfiovania a
" Radou 20. den po OJ** podla éasovej osi transpozicia smernice
e 20
= = e B Iz
ftis:” s &= "@
_J A \
I i =
6 mesiacov po EiF* 12 mesiacov po EiF 24 mesiacov po EiF
monitoring a shortage access provision register orphan
management pre nové lieky designated medicines
¢l. 116-126 nariadenia ¢l. 56a smernice ¢l. 67 nariadenia
. 7, N J . J

o,
S

Eln

MINISTERSTVO

ZDRAVOTNICTVA

DG SANTE 103rd Pharmaceutical Committee, 27. 3. 2026 — Next steps and implementation, e
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EiF* — nadobudnutie uéinnosti
0J** — Uradny vestnik EU



Datova a
trhova

ochrana,
AMR +
voucher,
balenie a PIL




Regulatory data protection vs. market protection — zakladny model

DEYYVER 1l 8 rokov — udaje referenéného lieku nemozno pouzit inym Ziadatelom

Trhova ochrana

Roky od prvého povolenia referenéného lieku v Unii

Zaklad +12 mesiacov + 12 mesiacov +1rok RDP
8r. datova ochrana UMN / osobitné podmienky nova terapeuticka indikacia s TEV pre prioritnii
+1r. tth\f ochrana podl’a &L 81 vﬁznamn}'{m klinickfm prinosom antimikrobidalnu latku

dostupnostny / supply test evidence-based comparator first EU filing / 90 dni limitacia kumulativneho trvania

E MINISTERSTVO
) _ ZDRAVOTNICTVA
ST6367/26, &l. 80 - regulatory data and market protection. SLOVENSKE) REPUBLIKY



Orphan lieky a UMN - samostatna architektura stimulov trhovej ochrany

9 rokov 11 rokov

rézne kategorie orphan market exclusivity podla kompromisného rezimu

maximalne dosiahnutelna
market exclusivity
13 rokov

+1 rok za novu orphan indikaciu breakthrough orphan
mozno udelit dvakrat +2 roky market exclusivity

VSetky orphan lieky su v logike kompromisu zaroven vnimané cez prizmu nenaplnenej lieCebnej potreby.
Pri breakthrough orphan lieku sa vyZaduje absencia autorizovanej lieCby a klinicky relevantné znizenie morbidity alebo mortality.

7
0‘0
7
0‘0
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y

Bolar vynimka - Sirsia a harmonizovanejsia vynimka z IP ochrany

Dnes: fragmentacia vykladu medzi Novy ¢l. 85 smernice: harmonizovany Ciel: rychlejsi vstup generik,
clenskymi statmi rozsah potrebnych cinnosti biosimilarov, hybridov a bio-hybridov
Article 85
Exemption to the protection of intellectual property rights

The protection provided by patent rights, or supplementary protection certificates underthe / \

sl i O e e R s of +» ziskanie povolenia na uvedenie natrh a
medicinal products shall not be regarded as infringed when areterenec medicmal preduetisused n a’ S l e d n é va ri a’ C i e
the necessary studies, trials and other activities are conducted for the purposes of: Ve o -

” N\ % &innosti potrebné na HTA
@ ¢ ¢innosti potrebné na cenové a thradové
) obtaining a marketing authonisation of medicinal products, in particular of generic, kO nan ie
biosimilar, hybrid or bio-hybrid medicinal products and for subsequent vanations; _ 0:0 p ra kti c ké poiia d avky na dvéz uj l:l ceé ha
(aaxt)  conducting health technology assessment as defined in Regulation (EU) 2021/2282; uved en é p o St u py
’0

L)

» podanie do verejného obstaravania, ak
nejde o predaj, ponuku na predaj alebo
marketing pocas patentovej/SPC
ochrany

(abu) obtaining pricing and reimbursement- approval;

(ac) complying with subsequent practical requirements associated with activities referred to

in points (a)-(ab).

(ad) submitting an application on procurement tenders, in compliance with Union and

national law, to the extent that it does not entail the sale or offering for sale or k /

marketing of the medicinal product concerned during the protection period provided by

patent rights or supplementary protection certificate.

MINISTERSTVO
ST6367/26, &l. 85; recital 63. ZDRAVOTNICTVA

SLOVENSKE] REPUBLIKY




Registracny proces — vybrané nové alebo zjednodusené lehoty

Centralizovany postup DQP/MRP . RUP
decké hodnotenie 180 dni 180 dni hodnotenie A tR t do 30 dni
ve ’ec.e odnotenie ni 105 dni RMS + 75 dni CMS sse.ssmen. ’ep"orv o , ni
150 dni pri accelerated assessment + 30 dni rozhodnutie pri aktualizacii az 90 dni

X/
0’0

Ziadatel ma povinnost predlozit kvalitné preklady produktovych informacii do 7 dni.

Clensky $tat, ktory nie je CMS, méze opt-in do DCP/MRP, ak je to potrebné na pokrytie potrieb pacientov.
Ak dokumentacia nie je dostatoCne kvalitna alebo zreld, postup sa méze ukoncit do 90 dni.

Udaje ziskané prostrednictvom in silico metéd, ako su poc&itacdové modelovanie a simuldcia, molekularne
modelovanie, mechanistické modelovanie, digitalne dvojcata a umela inteligencia, by sa v pripade potreby
mohli vyuZzit aj na podporu rozhodovania v oblasti regulacie.

X/
0’0

X/
0’0

X/
0’0

Odborny odkaz pre prax: reforma neznizuje standard kvality, bezpecnosti a ucinnosti - skér skracuje ,,regulacny cas“ a
zvysSuje zodpovednost za kvalitu podania.

E MINISTERSTVO
ST6367/26, &l. 30, 34, 36. ZDRAVOTNICTVA

SLOVENSKE] REPUBLIKY



Balenie, jazykoveé verzie a elektronické informacie o lieku

Multi-country / multi-language packages
prakticky nastroj pre malé trhy a

nedostatky

X/

X/

Electronic Product Information
spolocné standardy do 6 mesiacov pred
datumom uplatiovania

Labelling a PIL
clensky stat nesmie branit trhu z
doévodov oznacenia, ak je kapitola
splnena

s Kompromis smeruje k tomu, aby jazykové a baliace pravidla neboli sekundarnou bariérou dostupnosti.
** Pre prax to znamena vacsiu ulohu elektronickych a harmonizovanych produktovych informacii a potrebu v€asnej

koordinacie medzi drzitelom registracie, narodnou kompetentnou autoritou a Uhradovymi procesmi.

(129)

Where Member States decide that the package leaflet should be made available-n-prnetple
only electronically, all concerned marketing authorisation holders-they should-alse
ensure that a paper version of the package leaflet is-te-be made available on demand and
without additenatadditional cost to patients. Marketing authorisation holders—hey should
also ensure adherence to all specifications, standards and format specified by the
relevant implementing acts and guidance and that the information in digital format 1s
eastly accessible to all patients, for instance by including in the outer packaging of the
product a digitally readable element, for example a QR code, a data matrix code, a
barcode, or any other appropriate technology which would direct the patient to the

electronic version of the package leaflet in a simple, user friendly and effective manner.

(130)

The use of mult-languagemulti-country packages that are also multi-lingual can be a tool
for access to medicinal products, in particular for small markets and in public health
emergencies. Where multi-languagesuch packages are used, Member States may also
allow the use on the labelling and package leaflet of an official language of the Union that
1s commonly understood in the Member States where the mult-languagemulti-country

package that is alse multi-lingual 1s marketed.

MINISTERSTVO
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Antimikrobialne latky — regulacha odpoved'na AMR

Prudent use Informacie . Pr.ed.plsm{a!nle . . B?leme. .
. _ .. vSetky antimikrobialne latky na velkost balenia ma
AM stewardship plan edukacéné materialy HCP . s
. o . Rx zodpovedat obvyklej davke
risk mitigation + monitoring awareness card + AMR symbol

exception: topical use a dizke lieéby

K/
0‘0

ERA pri antimikrobialnych latkach zahfna aj riziko selekcie AMR v Zivotnom prostredi sposobené vyrobou, pouzivanim a likvidaciou.
Ak su opatrenia v antimicrobial stewardship plan nedostato¢né, mézu vzniknut dodatocné povinnosti.

/
0‘0

Priority antimicrobial voucher a subscription model

Grant Use Transfer Limits Controls
developer dostane voucher pri +1 rok regulatory data protection predaj iba raz, s notifikaciou a 5 rokov platnost, 5 voucherov alebo blockbuster clause 430 mil. € EU
pocmtorino_m M;f pl"‘:’”t:*" pre liek v portféliu publikaciou hodnoty 15 rokov sunset
antimicrobia

turnover; hodnotenie Komisiou

Voluntary subscription model: spoloéna dobrovolna iniciativa élenskych statov, viacroény model s delinkage/partial
delinkage v supply conditions. Komisia pripravi usmernenia ku komponentom modelu.

*
e

Voucher ma byt vynimoény nastroj na zlyhanie trhu v AMR, nie plosna odmena za kaZzdé antibiotikum.

Z pohladu verejnych rozpoétov a dostupnosti je klG€ova transparentnost, supply obligations a hodnotenie primeranosti po
pouZiti voucherow.

*
e

MINISTERSTVO
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Dostupnost =0

a
nedostupno
st, union list

¢
&
of critical \__'/_,

m ed ICINa l DOSTUPNOST NEDOSTUPNOST UNION LIST ACCESS PROVISION

OF CRITICAL MEDICINAL ZlepSeny pristup pacientov

Zabezpedena dostupnost Identifikécia rizik a vypadkov
products, pecend dostup fikacia rizfk a vyp T wp |
kritickych liekov v dodavatelskych retazcoch k potrebnym liekom
Spoloény zoznam EU pre v celej EU

s 5 strategické planovanie
provision ! a pripravenost

ZDRAVOTNA SPOLUPRACA oDoLNosT MONITORING
BEZPECNOST VEU DODAVATELSKYCH A TRANSPARENTNOST

RETAZCOV




Nedostupnost liekov — oznamovanie a predstih podla kompromisu

Permanent cessation Withdrawal MA . Temporary disruption
< o < . - . o s . . Temporary suspension > 2 tyzdne alebo podla
trvalé ukoncenie uvadzania Ziadost o trvalé stiahnutie registracie do&asné pozastavenie uvadzania forecastu
=12 mesiacov pred poslednou =12 mesiacov pred poslednou - X E’ . co naJsko.r, 2 6 mesiacov
p = ¢o najskoér, = 6 mesiacov vopred vopred; vynimka pri
dodavkou dodavkou

odovodnenych okolnostiach

Oznamenie sa podava elektronicky vo formate spristupnenom EMA. Drzitel registracie musi uviest dévody a aktualizovat
relevantné zmeny bezodkladne.

Pri kritickych liekoch a priority antimicrobials sa pred trvalym ukonCenim/stiahnutim vyZaduje ponuka prevodu MA alebo letter
of access za primeranych podmienok.

Shortage Prevention Plan - komu, kedy a s akym obsahom

Predlozenie -
Rozsah . .
" L . SUKL / EMA / Komisia mbzu poziadat Aj mimo SPP .
prescription medicines + lieky kedykolvek regular documented supply-chain risk
identifikované podla ¢l. 126(2b) MAH predloi najneskar do 2 dni assessment + mitigating measures

L7
b

Minimalny obsah: product details, zoznam ¢lenskych statov, kde je liek na trhu, supply chain map, identifikacia zranitelnosti, rizikova
klasifikacia, demand forecast, mechanizmus detekcie a notifikacie vypadkov, root causes a mitigation record.
<+ EMA pripravi usmernenie k detailu informacii podla trovne rizika a k opatreniam shortage management.

ST6366/26, ¢l. 116 — notification of cessation, suspension and temporary supply disruption.

MINISTERSTVO
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Union list of critical medicinal products — pravne zakotvenie a nasledky

CS EMA MSSG Komisia Publikacia

NCA identifikuje critical medicines zber Udajov a vulnerability , L A prijatie a aktualizacia zoznamu EMA zverejni zoznam a aktualizacie
) .. . . navrh Union list a odporucania ; , .
podla spolo¢nej metodiky evaluation vykonavacim aktom na web-portali

* Zoznam uz nebude iba politicko-koordina¢ny néstroj; kompromis ho spravidla viaze na metodiku, vykonavaci akt Komisie a
nasledné povinnosti spoluprace.

+» MSSG moéze odporucat opatrenia bezpecénosti dodavok vratane diverzifikacie dodavatelov, inventory management a regulaénych
flexibilit.

% Komisia moéze prijat aj ,Union long list“ z kritickych liekov identifikovanych ¢lenskymi Statmi.

Riadenie kritickej nedostupnosti na trovni Unie

Critical shortage of Union concern MAH obligations Voluntary Solidarity Mechanism
EMA + NCA monitoruju a zhromazduju stocks, dalsie informacie, opatrenia, last resort medzi élenskymi Statmi pri
informacie informovanie o ukonéeni shortage riziku stock-out do 1 mesiaca

%+ Mechanizmus nepresiiva narodné kompetencie v organizacii zdravotnej starostlivosti, ale vytvara spoloény informaény a
koordinaény ramec.

%+ Aktivacia solidarity vyZzaduje absenciu alebo nedostatoénost terapeutickych alternativ, nedostatoéné mnozstva a nemoznost
véasného rieSenia importom z tretich krajin alebo inymi kratkodobymi opatreniami.

%+ Pre MAH pribuda déraz na spravnost, uplnost a véasnost Gdajov.

ZDRAVOTNICTVA

ST6366/26, ¢l. 127-132 - critical medicinal products, Union list and MSSG recommendations. E MINISTERSTVO
SLOVENSKE] REPUBLIKY

ST6366/26, ¢l. 123-125a.



Access provision — dostupnost ako regulacna podmienka praktickej ochrany trhu

do 1 roka

CS moze poziadat MAH o supply / P&R
filing / procurement/ roll-out plan

MS a MAH spolupracuju v medziach
svojej zodpovednosti

good faith

do 3 rokov

supply test: dostupnost a kontinudlna
dodavka podla potrieb pacientov

ak nesplnené

market protection sa neuplatniv
dotknutom CS

+» Toto ustanovenie je klucové: prepéja stimul s readlnou dostupnostou, pricom vyslovne nezasahuje do narodnych pravidiel P&R,
verejného obstaravania a organizacie poskytovania liekov.
+» Dostupnostna poziadavka nie je absolutny zavazok mimo kontroly MAH, ale test ,within the limits of responsibility*.

Article 56a
Specific requirements on making available and supplying

of a medicinal product in a Member State

I With a view to facilitating access to a medicinal product covered by a valid marketing
authorisation within the territory of a Member State subject to regulatory protection
pursuant to Article 80, or, if applicable, the market exclusivity in accerdance with
Article 72 of [revised Regulation 726/2004], a Member State may request the marketing
authorisation holder of that medicinal product to place it on the market of that Member
State and supply it so that the needs of patients in the Member State in Guestion are

covered as specified by that Member State.

2. For the purposes of paragraph 1, a Member State may require the marketing

authorisation holder to carry out, one or more of the following:

(@)  submit a valid pricing and reimbursement application, in accordance with national

Taw;

(h)  fulfil specific requirements for marketing autherisation holders in procurement

procedures, in accordance with natienal and Union law;
(c) establish a roll-out plan, as referred to in paragraph 3.

The arrangements to implement the requirements referred to in this paragraph shall be

proportionate to the objective pursued and in compliance with Union law.

The roll-out plan shall include information about the supply of the medicinal product by
the marketing authorisation holder over a given period in the Member State concerned.
The roll-out plan shall be prepared by the marketing authorisation holder and be agreed
by the Member State concerned. The Member State may when justified require the

marketing authorisation holder to update the roll-out plan.

When a Member State applies paragraph 1, it shall communicate it to the marketing
authorisation holder, together with the modalities referred to in paragraph 2, within one
year from the marketing authorisation for that medicinal product. The communication
under this paragraph shall contain explicit reference to this Article.

When applying this Article, the Member State and the marketing authorisation holder
shall cooperate in good faith and undertake best efforts to ensure, within the limits of

their responsibility, the availability and supply of the medicinal product concerned.

Where within 3 years after a Member State submitted its request pursuant to
paragraph 2 the marketing authorisation holder has not, within the limits of its

responsibilities, made the medicinal product available and has not supplied it

continuously within that period so that the needs of pati in the req ing Memb

State in question are covered, the market protection for that medicinal product in

accordance with Article 80(2), and, if applicable, the prolong of the market
exclusivity in accordance with Article 72(2) of [revised Regulation 726/2004] shall not

apply within that Member State. In those cases, Article 166(5) shall apply.

Sa.

The Member State shall make the information referred to in paragraph 5 publicly
available without undue delay. For medicinal products authorised in accordance with

[revised Regulation (EC) No 726/2004] the Member State shall also notify the Agency.

By way of derogation from Article 80(1}, a marketing authorisation application may be
validated and assessed by the national competent authorities or the Agency six years
after the start of the data protection period of the reference medicinal product, where the
medicinal product is a generic or biosimilar medicinal product to a reference medicinal
product and where a Member State has made publicly available information with regard
to that reference medicinal product in accordance with paragraph 5a. The marketing
authorisation validated and assessed in accordance with this paragraph shall not be

granted prior to the expiry of the regulatory data protection period.

This Article shall not affect the application of national legislati

and procedures,
including pricing and reimbursement, public procurement and any other procedures,
aiming at making available and supplying the medicinal product concerned within their

territory at any time following the marketing authorisation.

This Article shall also not affect the right of marketing authorisation holders to make
available and supply the medicinal product concerned in a Member State by carrying out
the relevant procedures pursuant to national law, regardless of whether a request in

accordance with paragraph 1 has been made by that Member State.
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Co nas ¢aka v ramci nasledujiceho obdobia

oireiigsion @ EN Salich ‘ a
‘ M A Public health > Bictechnology
\\ Healn Ir > Bistechnology
.o P N
Critical Medicines Act N :
( ) % fq\\ Biotechnology
\ ,44 Page contonts Bisechnedogy is pushing forward scencd and révolutionising industry. It is crucial
Y Vi for addrenning public health and staying sconomically sirong
o / Health biotechnalogy in the EU
~ - 4 The Europaan Commission aims to position the EU as a leader in biotechnology by
Komisia vita leitiCkl:l dohodu fo] akte ~ s i l_.»" o buof:min'f.'!hoﬁrz?raim:n;nnhwnhllsebcntnnwm:ém?: 10 UM new ideas
- k P h . k h - ‘b + - Proposal for a Biotech " A i WE-pSiotices Companim Iy o S
D krItIC yc lle OC Act Of the almost 4,000+ auros that the biotechnology sector adds (o the EU's aconomy,

maore than 30% comes from health blotechnology.
Public consultations

1 Health biotechnology in the EU — figures

i, Critical Medicines Act (CMA) -
predbeZna politickd dohoda medzi Spoloény ciel: /.,_/

=  Owver the lasi decade, the sector grew more than twice as last as the overall EU economy.

=  Since 2022, almost 35% of canvas medicines were gither biologicals (antibodies,
bictechnology medicines) or classified as Advanced Therapy Medicinal Products {ATMPs).

= In 2024, EU biotech i expected 1o represent an increased medicings sales in the EU, equivent 1o 41% of
the iats 00k the global market

- Radou EU a Eurépskym parlamentom
h—° dosiahnuta v trialégoch:

dostupnost = inovdcie « konkurencieschopnost

odolnost dodavok « wvysoka drover ochrany zdravia

1 2 méj 2026 *  21% of the biclechnolegy scienlific publications come from the EU, comparable to US and China,
p / And yet...
= Thae EU is lagging bohind in venture-capital investment in health bioscience, with 1.7% global share
OBSAH STRANKY versus 5% percent for the US and 15% for China,
# Many EU biotech/health start-ups choose to grow elsewhere, with 45% out of EU biotechnology
Na zadiatok Eurdpska komisia vita prelomovi politicki dohodu o akte o kritickych liekoch, ktord véera finmes chooaing $o-sat or: move ELI veniina champlons: from 2015.

= The global share of canvascical (biojvalue lies in European Commission Area has slashed,

veter dosiahli Rada a Europsky parlament. Ide o déleZity milnik pri posilfiovani odolnosti from 23.19% in 2013 to 1% in 2024, during the same poriod, China's share alevated from §% 1o 15%

Clanky eurdpskeho sektora zdravotnickych techneolagii a medicinskej fixacie a zlepSovani bezpeénosti « The European blotschnology sector lacks the capabilftios need 1ot arly in, while EU investments total
" dodavok kritickych liekow v CBlEj EU lack 104 doves, a saving time to the market, patient access and refurns on invesiment.
Stvisiace témy '
VR ARV CMA bude podporovat diverzifikdciu dodavatelskych refazcov a farmaceutickd vyrobu v rdmci Cislonm hub
@ formate PDF EU a zaroveri umozni ¢lenskym Etatom noZu spolupracu s cielom zlepsit pristup k liekom v Eull ot cenport on the EU compatitiveness (2024) 2
Eurdpe. CMA doplni existujlce iniciativy na riesenie nedostatku liekov a posilnenie
D<) Kontakt pre média odolnosti v EU, najma nedavno prijatd farmaceutickd reformu. Q 2025 — Proposal for a Biotech Act
5 Commission President von der Leyen anncunced the Biotech Act in the political guidelines for (2024-2029) »
The act
% Biotech Act dostupny na: Tlacova sprava k nariadeniu o kritickych liekoch dostupna na: @ Tlaéova sprava k EU farmaceutickej legislative dostupna na: MINISTERSTVO
https://health ec europa ewbiotechnology en https:/fec auropa.eu/commission/presscormner/detail/skfip 25 1017 https/iwww.consilium.europa ewlen/press/press-relejses/2025/01/21/pharma-package-council-and-parliament- a ZDRAVOTNICTVA
SLOVEMNSKE] REPUBLIKY
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Revizia MDR/IVDR*

Komisia 16. decembra 2025 zverejnila navrh cielenegj revizie nariadeni o zdravotnickych pomockach a
diagnostickych zdravotnickych poméckach in vitro.

European
Commission

m ‘
Public Health el EUROPEAN COMMISSION Reforma rozdelena
N na zaklade navrhu
EK** do 6
rokovacich

— _ _ _ _ klastroch
Simpler and more sfective Simpler and more effective rules for medical devices - Proposal for a
rutes for medical devices - Commission proposal for a targeted revision of the

Commission proposal for &

mssdreisonofremedica  Medical devices regulations

devices regulations

New Regulations

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on 16D ber 2025, the E ission proposed a targeted simplification of the current rules for . N T . ip s .

i i amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards simplifying and reducing the burden of the
Medical Devices regulations medical devices to make them easier, faster and more effective and further promaote competitiveness, g g. . ED) . . . ( ) . ‘g DA . g . g
Extension of the transition innavation and a high-level of patient safety in this key sectar. The proposal will simplify EU rules far rules on medical devices and in vitro diagnostic medical devices, and amending Regulation (EU) 2022/123 as
periods laid down in the medical devices, support the digitalisation of procedures, and offer a modemn, adaptive framewark =o that regards the support of the European Medicines Agency for the expert panels on medical devices and Regulation
regulations companies can respond to changing market conditions and patient nesds: (EU) 2024/1689 as regards the list of Union harmonisation legislation referred to in its Annex I
Implementing measures for = Proposal for a regulation to reduce and simply rules on medical and in vitro diagrostic devices 4,
regulations

The adoption of the Legislative proposal was announced in a press release @.
Delegated acts adopted under The key elements of the revision are summarised in a
the regulations document .

actsheet 4, and in a guestions and answers

Other acts Twio staff working documents suppart the propasal:

Corrigenda to the regulations . .
= SWD on targeted evaluation 4

Factsheets = SWD on cost savings analysis 4,
Guidance . - : .
The proposal has been 1to the European Parliament and the Council. To become binding Union
Latest updates law, the co-legisiators need to adopt the text by ordinary legislative procedure. An overview of this
procedure is available in the Eurcpean Parliament sgwebsite. You can follow the development of the
Documents

legislative decision-making process on the “Legisla " of the European Parliament.

Lead Rapporteur (SANT
Committee): Oliver
Schenk (EPP/DE)

The Commission services have prepared non-official working documents integrating the changes as
propesed in the Commission propesal COM{2025)1023 final of 16 December 2025 in the consclidated
wversions of Regulations (EU) 2017/745 and [EV} 2017/746:

= MOR - Articles 4, - Annexes @,

= IVDR - Articles 4, - Annexes &,

These documents have no legal effect. Only the text of the Commission proposal COM{2025)1023 as R f M D R/ I VD R*
published on EUR-LEX has legal effect. e o rm a

*MDR/IVDR- Nariadenie (EU) 2017/745 o zdravotnickych poméckach sa zagalo uplatiiovat od 26. méja 2021 a nahradilo smernicu 90/385/EHS o aktivnych implantovatetnych zdravotnickych pomdckach a smernicu 93/42/EHS o zdravotnickych pomdckach a nariadenie (EU) 2017/746 o diagnostickych zdravotnickych E MINISTERSIVO
pomaockach in vitro sa zacalo uplatiiovat od 26. maja 2022 a nahradilo smernicu 98/79/ES o diagnostickych zdravotnickych poméckach in vitro. ZDRAVOTNICTVA

Press release dostupny na: https://health.ec.europa.eu/medical-devices-sector/new-regulations_en SLOVENSKE| REPUBLIKY
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Predbezné stanovisko k navrhu revizie MDR/IVDR* a Biotech aktu

Predbezné stanovisko k navrhu aktu EU

I. VSEOBECNA CAST

. SYSTEM SLEDOVANIA
1. Nizov EUROPSKYCH ZALEZITOSTI
Navth NARIADENIE EUROPSKEHO PARLAMENTU A RADY, ktorym sa menia
nariadenia (EU) 2017/745 a (EU) 2017/746, pokial’ ide o zjednodusenie a zniZenie zat'aze g Vyhladat agendu AGENDA S TZE T
vyplyvajicej] z pravidiel tykajucich sa zdravotnickych pomocok a diagnostickych [@ Vyhladat’ dokument [
zdravotnickych pomoécok in vitro, a ktorym sa meni nariadenie (EU) 2022/123, pokial ide o L
, j h . A , == English version Spisove oznadenie Komisie: COM [2023) 133
podporu poskytovani Eurdpskou agentiirou pre lieky panelom odbornikov na zdravotnicke spisove oznaSenie iné:
pomécky, a nariadenie (EU) 2024/1689, pokial’ ide o zoznam harmonizaénych pravnych Ditum vydzniz ndurhy Komisiou (7): 26.04. 2023
predpisov Unie uvedeny v prilohe I k uvedenému nariadeniu Détum dorufenia vitkych jazykovjch verzii 13.09. 2023
Datum zaéatia procesu (dorudenia SK verziek: 13.09. 2023
2 éiSlO a ditum zverejnenia dokumentu EK Lehota na prijatie oddvodnensho stanoviska: 08. 1. 2023
) Diatum transpozicie:
COM(2025)1023, 16.12.2025 S AT wkonéen
Nézow ndvrhu akiu: Nzvrh NARIADENIE EURGPSKEHO PARLAMENTU A RADY,
ktorjm sa stanevuji pestupy Unie pri povel'ovani lickev na
PROCES [SK) humanne pouZitie a vykonavani dozoru nad nimi a uréuja

pravidla platné pre Eurépsku agentaru pre lieky a ktarym sa
meni nariadenie (ES) €. 1394/2007 a nariadenie (EU) &.

Ustavny zakon &. 397/2004 Z z. o spolupraci Marodnej rady Slovenskej republiky a visdy Slovenskej rapubliky v
zaledRostiach Eurdpske] inie udeluje Mansdne] rade SR prévomoc kontroly viady SR v oblasti eurdpskych zéleZitosti.
Parlament delegoval tito pravomeos na Wybor NR SR pre eurdpske zaleZitosti. Slowenska republika uplatfuje systém
kontroly eurdpskych zileFitosti cznatovany ako .mandatny systém”. Povereny Slen visdy Slovenskej republiky predidads
wijboru ndvrhy pravne zavaznych aktov Eurdpsks] lnie, o ktorych budt rokovaf zdstupcovia visd Slenskych Stitov EU a
informuje ju o ostatnjch zileSitostiach stivisiacich s flenstvom SR v EU. Ak vibor schvsli ndwrh stanoviska SR, &len viddy j
tymito stanoviskom viazany pri zastupovani Slovenskej republiky v organoch EU. Ak sa Marodnd rada SR alebo vipbor
nevyjadri k navrhu stanoviska Slovenskej republiy do dvoch ty2diiov od jeho predlegenia, Slen wlady je viazany nawrhom
stanoviska. Clen viddy sa moZe od stanoviska Slovenskej republiky odchyfit len v nevyhnutnom pripade a so zret=fom na
zaujmy Skovenskej republicy, ale musi bezodkladne informovaf wybor a tento postup zdovednif.

Procesné kroky v ramci vykonnej moci Procesné kroky v NR 5R

20.12. 2023 +_ Uznesenie
Uznesenie
{Witbar NR SR pre eurdpske z3leditosti)
Predbeiné stanovisko 22.10. 2025

Predbefngé stanovisko
(Mmisterstvo zdravotnichy
repubiiky

Dokument:

Prilahy:

Startie verzie dokumento:
Kategdria ndvrhu aktu:
|dentifikcia néurhu podfa UOSS:
Frauny zaklad:

Oblast dpravy podla Komisie:
Zodpovednj UDSS:

Spolugestor:

Legislativny postup v in&titiciach EL:
Spisob hlzsovania v Rade:

Odporigany spaseb rokovania o Vybore NR SR pre

eurdpske zaleZitosti:
Uradny vestnik EU:
Poipis:

536/2014 a zrusuje nariadenie (E5) &. T26/2004, nariadenie
(ES) . 141/2000 a nariadenie (ES) &. 1901/2006

COM (2023) 133
COM (2023)193 (1 5K annexe proposition parti v2)

nariadenie

stredna dolefitost

Ministerstvo zdravotnictva Slovenskej republiky

*MDR/IVDR— Nariadenie (EU) 2017/745 o zdravotnickych pomdckach sa zagalo uplatiiovat od 26. maja 2021 a nahradilo smernicu 90/385/EHS o aktivnych implantovatelnych zdravotnickych poméckach a smernicu 93/42/EHS o zdravotnickych poméckach a nariadenie (EU) 2017/746 o diagnostickych zdravotnickych MIN I.—STE RSTYO
poméckach in vitro sa zagalo uplatiiovat od 26. maja 2022 a nahradilo smernicu 98/79/ES o diagnostickych zdravotnickych poméckach in vitro. ZDRAVOTNICTVA
Press release dostupny na: https://health.ec.europa.eu/medical-devices-sector/new-regulations_en SLOVENSKE] REPUBLIKY
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