Novinky zo Sekcie registracie liekov

PharmDr. Kristina Raczova

Sekcia registracie liekov Konferencia SARAP, 3.6.2025




AR -
§CD&
@%@

Vyhlasujem, ze tato prezentacia obsahuje vyluéne moje porozumenie danej témy a
v ziadnom pripade nereprezentuje oficialne stanoviska CMDh k tejto téme.

| hereby declare, that this presentation includes only my personal interpretation of
the topic(s) and does not represent any official opinions of CMDh.
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personalne a organizacné zmeny
eKolok , Validacia, PLM

zmeny v Zmenovom Nariadeni
MRP/RUP — SK RMS

narodna faza - OKNR

SUKLO



personalne a organizacné zmeny

Zmena organizacnej struktary e—— ) Q

Sekcia registracie liekov

Oddelenie prijmu a administrativhej podpory
Oddelenie koordinacie novych registracii OPAP

Oddelenie koordinacie postregistracnych procesov

Personalne zmeny <OKNR>

na urovni veducich

na vsetkych oddeleniach <OKPP>

SUKLO
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Start - September 2024

. Stabilizacia situacie
. Doélezite upozornenia:

. vcasnha komunikacia pripadnych problemov

. preposlanie platobnych informacii zodpovednej osobe vo vasej spolochosti
Validacia - uspesny pribeh
. Nove registracie: od septembra 2023.

. planujeme rozsirit na postregistracné procesy

SUKLO
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Product Lifecycle Management (PLM) Portal

@%@ Jednotny portal pre komplexnu spravu informacii o lieku
. Pristupy pre firmy a agentury

eAF —web based (aktualne odporucana pre zmenove ziadosti)

Product Lifecycle
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Electronic application Electronic product i Product Management
forms (eAF) information (ePI) » Service (PMS)
ePI on the PLM Portal streamlines product l; Product Data Management User Interface

A secure online portal for managing

electronic Application Forms. (UI), offers seamless access to product data

available in the Product Management
Services (PMS) database.

information management, enhancing data
accessibility, accuracy, and collaboration
across the product lifecycle.

ST AT

eAF guidance > Published ePIs > PMS guidance >

ePI guidance >

PMS (Product Management Service) - databaza vsetkych liekov registrovanych v EU:

Informacie z databaz: Siamed - CAPs, xEVMPD (podla clanku 57) - NAPs (MRP/DCP)
. PMS Info Day: Online webinar na stranke EMA — 21. maja 2025. SUKLO



https://www.ema.europa.eu/en/events/product-management-service-pms-information-day-2025#related-content-72558

9 \B’@
menove Nariadenie a Harmonizacia procesov

DD*E
% . implementacia zmien vyplyvajucich z noveho zmenoveho nariadenia
a zosuladenie procesov podla aktualizovanych BPG.

. Hlavny ciel: IB zmeny ukoncenie s datumom ukoncenia europskej
fazy procedury.

. Ué&ast v pracovnej skupine Variation WP

. Intenzivna diskusia a vymena skusenosti
. klasifikacny guideline

. pravdepodobne Jun 2025

. prechodné obdobie

. validacia zmenovych ziadosti - sucast revizie a aktualizacie
Drocesov SUKLO



) 2
-
@ @ MRP/RUP - SK RMS

nasobny narast poctu ziadosti o RUP
Aktualny formular na stranke CMDh - MRP/RUP-CMDh

Potrebna kontrola / aktualizacia dokumentacie

E RA Environmental Risk Assessment (ERA)

It is confirmed that the ERA provided in Module 1.6 is in line with the current version of the
Guideline on the environmental risk assessment of medicinal products for human use:

(1 Yes [ No

If the dossier does not contain a Module 1.6 or the ERA provided in Module 1.6 is not in line with the
current version of the Guideline on the environmental risk assessment of medicinal products for
human use a variation application has to be submitted to add/update Module 1.6 prior to the
MRP/RUP.

Nitrozoaminy

https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412
2019 Rev.21_2023_07_clean_-_PG_to_MAHs_on_nitrosamines.pdf

....However, in case arisk is already known for the basic product from the general call for review this should
be adequately mitigated before the start of an MRP or RUP or line extension. The same applies in case an Al
is published in EMA/CMDh Q/A, Appendix 1. In this case results of confirmatory testing and a risk assessment
have to be provided in accordance with the EMA/CMDh Q/As. Otherwise, in both cases it might lead to a refung KL O
If the requested data cannot be provided during the procedure



https://www.hma.eu/human-medicines/cmdh/templates/rup.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.21_2023_07_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.21_2023_07_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://www.ema.europa.eu/en/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_en.xlsx

®§ OKNR-ndrodna faza a vydavanie rozhodnuti

% Zlepsenie kvality a konzistencie prekladov

metodicky pokyn na predkladanie kvalitnych prekladov informacie o lieku.

centralna emailova adresa: Zasielanie vsetkych prekladov na jednu spolocnhu emailovu adresu.
poziadavky na texty SPC/PIL/obaly

generika CP liekov:

najnovsie schvalené texty na stranke SUKL

Nova administrativna pozicia pre komunikaciu s drzitelmi
evidencia revizii
jednotny postup pri stanoveni poradia revizii textov
ziskavanie potrebnych informacii od drzitelov
- uvedenie lieku na trh (ano/nie)
planované uvedenie na trh (mesiac)

iné dolezité informacie

SUKLO
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D OKNR-ndrodna faza a vyddvanie rozhodnut:i

% Pocet ukoncenych registracii mesacne — priemerne 30 (podla reg. Cisla)

okrem koordinatoriek reviduju texty externé posudzovatelky
7. koordinatorské miesto

obsadit toto miesto najneskdér do Septembra 2025

zmena organizacie prace a rozdelenie agendy

FINALISED Procedures - MRP/DCP per CMS STARTED Procedures — MRP/DCP per CMS
Total: 365 MRP and 1215 DCP (regarding 640 and 2381 products respectively) Total: 368 MRP and 1322 DCP (regarding 661 and 2678 products respectively)
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* https://www.hma.eu/human-medicines/cmdh/statistics.html



https://www.hma.eu/human-medicines/cmdh/statistics.html

Dakujem za pozornost

PharmDr. Kristina Raczova

kristina.raczova @sukl.sk




