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* Vyvoj v zaradovani novych liekov do Uhradového systému
* EU farma legislativa, US colna politika a dopady na farma priemysel

 Dopady konsolidacného rozpoctu
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Pocet podanych ziadosti AIN/A1P 2018 - 2024

SPOLU A1N/A1P ZIADOSTI

mm-mmm

Bez potreby FER

CMA 18 17 14 10
CMA/CUA 1 1

CUA

ORPHAN-like
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Bez potreby FER

CMA 4
CMA/CUA

CUA

ORPHAN like

Pozndmka k metodoldgii:

* rok podania zodpovedd pévodnému ddtumu podania (neposuva sa, ak bola vyzva)

* nie su zahrnuté spdtvzaté podania drZitelom registrdcie,

+ jedno podanie => jeden obchodny ndzov (t.j. ak md jeden obchodny ndzov viacero SUKL kddov, v analyze je zahrnuty len raz)




Ukoncené konania AIN/A1P

podla terapeutickej oblasti (TOP5)
(podla obdobia rozhodnutia, bez R-STOP)
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Zaradené
LO1 Nezaradené 10
Podiel zaradenych
Zaradené
Nezaradené
Podiel zaradenych
Zaradené
Nezaradené
Podiel zaradenych
Zaradené
C10 Nezaradené
Podiel zaradenych 100%
Ostatné Zaradené
ATC Nezaradené vylicime

SK 100% bez FER
AIFP Zaradené
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Pocet rozhodnuti Q3/2022 — Q4/2024
s vylucenim A1N bez FER + ZM nové indikacie

2022-Q3 2022-Q4 2023-Q1 2023-Q2 2023-Q3 2023-Q4 2024-Q1 2024-Q2 2024-Q3 2024 Q4

B AIN ®ZM

2024
Al: 18 akceptovanych, 1 zamietnuté
ZM 13 akceptovanych




Nerozhodnuté konania A1N a ZM podania na
nové indikacie do 31.3.2025 podla mesiaca
oJJeleENIF!

Pozndmka k metodoldgii:

* su zahrnuté len ZM za ucelom rozsirenie
10= ind. obmedzenia (a/alebo PO = preskr.
obmedzenia)

Nie sud zahrnuté spétvzaté podania
drzitelom registrdcie ani podania
poistovni (zrusenie predchvdlenia ZP
alebo zuZenie ind.obm.)

rok podania zodpovedd pévodnému
ddtumu podania (nepostva sa, ak bola
vyzva)

jedno podanie => jeden obchodny ndzov v
jednom case, t.j. ak md jeden obchodny
ndzov viacero SUKL kédov, v analyze je
zahrnuty len raz; avsak podania v réznych
mesiacoch su ratané ako viaceré
Najkratsia mozna doba zaradenia je
vypocitand, ak by bolo zverejnené
rozhodnutie 15.4.2025 - aj vtedy by
25 konani bolo nad lehotou 12
mesiacov do zaradenia

Ku koncu 1.Q. 2025 bolo
nerozhodnutych celkovo 66 liekov, z
toho 39 novych liekov a 27 rozSireni

indikacného obmedzenia k uz

7
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Porovnanie konani z podnetu MZ v rokoch 2021-2024

podla datumu zacatia
mmm

Preskimanie rozhodnutia Ministra
Referencovanie + Znizenie UUC
Revizia uhrad

Urcenie maximalnej sumy Uhrad
Zmena |0/PO, zrusenie 10/PO

ZvysSenie ceny a/alebo Uhrady vo verejnom zaujme
Viyradenie liekov zo ZKL/Zru$enie UUC/Zrugenie Ghrad.skupin
Zosuladenie Uhrady a Uhrad. skupin / Regulacia uhradovych
skupin v zmysle novelizacie zakona

Osobitnda cenova regulacia (OCR)*
Zmena charakteristik ref. skupiny
Zmena osobitného sposobu Uhrady

Medzikvartalna revizia uhrad po vstupe 1. Gx / Bx
AIFP Zmena DPH z 10% na 5%
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*Vyhldska MZ SR ¢. 29/2023 o osobitnom zreteli pre OCR je ucinnd od 1.2.2023




EU legislativa informacie

Smernica o odpadovych vodach
EU farma legislativa

Zakon o kritickych liekoch
Chemicka legislativa - REACH

Clo USA




State Healthcare Budget — by Insurance Companies & Type of HC

Total expenditure of Insurance companies
for Healthcare in 2025

A4

vSzp

Minimum of total sum in euros by different types of Healthcare

In€ vizp Dévera Union TOTAL VT“C‘;rTC/’xT T‘;Sc_hzznzie

Hospital HC 1,798,282,773 860,730,625 252,442,714 2,911,456,111 36% 5,22%
Medicines and dietetic food 1,020,034,608 456,923,060 128,387,979 1,605,345,647 20% -2,69%
Specialized Outpatient HC 891,996,313 448,432,447 157,088,280 1,497,517,041 18% 5,68%
Laboratories and Diagnostics 374,556,702 161,753,718 67,890,154 604,200,574 7% 5,18%
General Outpatient HC 266,714,547 172,959,916 56,884,784 496,559,246 6% 5,22%
Medical devices 195,769,274 81,534,706 23,199,979 300,503,958 4% -0,33%
Emergency Medical Service 121,199,947 79,458,892 27,847,486 228,506,325 3% 5,23%
Hospital HC other 117,971,744 56,480,908 16,547,347 191,000,000 2.3% 0,00%
Other HC 92,382,976 35,844,204 15,095,640 143,322,821 1.8% -6,17%
Spa care 43,595,419 20,756,433 4,613,994 68,965,846 0.8% 3,61%
Transport medical service 28,986,528 12,451,911 4,836,562 46,275,000 0.6% 2,92%
Helicopter and air ambulance medical service 12,089,757 7,692,151 2,933,792 22,715,701 0.3% 6,44%
Outpatient Emergency Service 11,734,739 7,551,173 2,952,960 22,238,873 0.3% 4,37%
TOTAL 4,975,315,328 2,402,570,145 760,721,670 8,138,607,143 3,06%

HC expenditure in the amount of EUR 8.30 bn was divided into individual types of health care according to the following principles:

o For the financial stability of the healthcare system, it is necessary to ensure reimbursement for healthcare within the scope of economically justified costs. However, since economically justified costs may
not necessarily be identical to all current healthcare expenditures, it is necessary to carry out a comprehensive production, operational and personnel audit that will show us the level of inefficiency in

the healthcare system.

o To achieve the necessary savings, it is necessary to accelerate the centralization of the management of state hospitals so that we can carry out central purchases, share common service activities and
organize cross-cutting healthcare using the entire state institutional infrastructure.

o Regarding the solution of the medium-term investment and technological debt, it is necessary to maximize the use of resources from the Recovery and Resilience Plan and the Slovakia Program.

o In parallel with setting up the mechanism for reimbursement for healthcare and considering the conclusions from the production, operational and personnel audit, it is necessary to introduce a
comprehensive system for measuring the quality of healthcare and, in this regard, update the personnel and material and technical standards for the provision of healthcare.




Zhrnutie

* Zaradovanie novych liekov do systému sa v roku 2024 vyrazne spomalilo az
doslo k uplnému zastaveniu zaradovania novych liekov do uhradového systému
v IV.Q. 2024 a zaradovanie novych liekov sa nerozbehlo ani v |.Q. 2025.

Otazna je vyska rozpoctu na lieky v roku 2025 ako vysledok dopadu konsoliddcie.
Pldn rozpoctu na lieky tvori priblizne 20 % podiel na celkovom rozpocte na
vydavky ZP (8,1 miliardy EUR) a je nizsi o 2,7 % v roku 2025 ako skutocna
spotreba v roku 2024 (1,60 vs 1,65 miliardy EUR).

Vo vyhlade su dodatoéné opatrenia zo strany regulatora s cielom obmedzit
vstup novych liekov a to zmenou legislativy (kedykolvek), zmenou procesnych
pravidiel (podmienky MEA zmluvy), upravou vyhlasky (prahova hodnota).
Vysledkom takychto , konsolidacnych® opatreni bude:
* nedostupnost novych liekov - tlak na vynimky, zvySenie poctu verejnych zbierok
* Nasledky:
* zaostavanie v dlzke prezivania oproti inym krajinam

SK * zniZenie investicii zo strany farma priemyslu na SK (klinicky vyskum, podpora edukacnych podujati,
A IF P informacie pre SirSiu odbornu verejnost).
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Dakujem za pozornost
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