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@%@ Zmeny v registracii humanneho lieku

Zakon o liekoch a zdravotnickych pomockach a o zmene a doplneni
niektorych zakonov (362/2011 Z.z.)

Nariadenie Komisie (ES) ¢. 1234/2008 z 24. novembra 2008 o preskumani
zmien podmienok v povoleni na uvedenie humannych liekov a veterinarnych
liekov na trh (U. v. EU L 334, 12. 12. 2008) bolo zmenené Delegovanym
nariadenim komisie (EU) 2024/1701 z 11. marca 2024 (,,zmenové
nariadenie®) a nadobudlo ucinnost 1. januara 2025.

Usmernenia z 2.8.2013 o podrobnostiach r6znych kategdrii zmien, o vykone
postupov stanovenych v kapitolach I, lla, Ill a IV nariadenia Komisie (ES) C.
1234/2008 z 24. novembra 2008 o preskumani zmien podmienok v povoleni

na uvedenie humannych liekov a veterinarnych liekov na trh a o dokumentacii,

ktora sa ma predkladat na zaklade tychto postupov (,,klasifikacny GL“)

Pokyny CMDh (BPG, Q/A), pokyny EMA, pokyny k eAF, NtA Volume 2A

SUKLO
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%&@ Hlavné zmeny

Nariadenie Komisie (ES) ¢. 1234/2008 z 24. novembra 2008 o preskumani zmien
podmienok v povoleni na uvedenie humannych liekov a veterinarnych liekov na trh (U. v.
EU L 334, 12. 12. 2008) bolo zmenené Delegovanym nariadenim komisie
(EU) 2024/1701 z 11. marca 2024 (,,zmenové nariadenie®) a nadobudlo G&innost

1. januara 2025.

> Aktualizacia: Clanky 2,4,5,7,7 + 7a, 8,13a,14,20.
> Co nas ¢aka? Aktualizacia Clanku 6a a Annexu Il (po nadobudnuti platnosti nového
klasifikacného GL)

Hlavné zmeny:

= Povinny Annual update pre zmeny 1A (¢cl.8,13a,14)

= Update v zoskupovani zmien (Annual update, Super-grouping, Grouping)

= Super-grouping menejvyznamnych zmien |A alebo IA SUKLO
" Povinny worksharing



Annual update (AU)

,,grouping®“ 1 alebo viacerych IA/IA zmien, ktore sa tykaju 1 registracie (vSetky
sily a liekové formy); zmeny nemusia navzajom suvisiet
Harmonogram rovnaky ako |A zmeny = 30 dni bez moznosti clock-stopu
povinny pre vsetky IA zmeny implementovane po 1.1.2025

Zmeny typu IA, implementované do 31.12.2024,mozu byt podaneé aj samostatne
alebo vramci AU v roku 2025

Podanie nie skor ako 9 mesiacov a nie neskor ako 12 mesiacov od datumu
implementacie najstarsej zmeny.

Ziaden $pecialny templat, klasicka eAF, verzia 1.27

Samostatné podanie |IA zmeny je mozné len na zaklade niektorej z vynimiek
uvedenych v Chapter 6 BPG on variations

A, zmeny je nadalej potrebné oznamit ihned po implementacii - samostatne,
formou SG alebo v ramci AU, ak sa podanie planuje ihned po implementacii
zmeny A
V pripade zamietnutia zmeny v ramci AU necakat na dalsi AU a podat zmenu hned
(dovod na vynimku)

SUKLO
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@ Vynimky z podania AU

> BPG (Chapter 6): Individual applications for type IA variations may be accepted by the
NCAs for the exceptional cases listed below:

=  When the IA variation is needed to mitigate a shortage and regulatory flexibilities have
been agreed with the MSSG (Executive steering group on shortages and safety of
medicinal products)

= |n the prevailing interest of a public health concern (e.g. an emerging or declared
public health emergency) when the competent authority/ies deem(s) necessary the
Immediate update of the regulatory dossier through type |A variation(s) —

= TJo update the regulatory dossier prior to a routine site inspection or MAH transfer

= |n exceptional cases on request of the competent authority/ies (e.g. when a third
country is requesting a CPP or authorization letter for a particular change intended to
mitigate a shortage or a critical need in the third country)

= When a single type |IA variation in an annual update was refused and the competent
authority/ies ask(s) for an immmediate resubmission

SUKLO



Aktualizacia v zoskupovani zmien

Annual Update (AU)
TMAHE=) 1MA == |A/IAJIAIA (IA)
(zmeny nemusia navzajom suvisiet)

Super-grouping (SG)
1TMAH m=) viacMA == |A/IAIAIA (IAy)
(zmeny nemusia navzajom suvisiet, ale musia sa rovnako tykat
vsetkych liekov v ziadosti)

Grouping (G)
1MAH == 1MA == [A/IB,II, 1A,
(zmeny musia navzajom suvisiet, vid ,,Examples for
acceptable and not acceptable groupings for MRP/DCP
products*

SUKLO



Super-grouping
» Nie je povinny, je na rozhodnuti drzitela Ci zmeny 1A/1A, poda ako SG alebo AU

» lyhoda oproti AU — podanie kedykolvek od datumu implementacie zmeny
» Zmeny nemusia navzajom suvisiet, ale musia sa ROVNAKO tykat vSetkych liekov v ziadosti

» Mozné kombinacie

- viacerych NP v roznych CMS

- viacerych MRP/DCP s r6znymi RMS (len IA zmeny triedy A a B)

- viacerych MRP/DCP s rovnhakou RMS - (IA zmeny triedy A, B aj C)

- viacerych MRP/DCP a NP (len IA zmeny triedy A a B)

- kombinacia viacerych NP jednej CMS = grouping podla Art.13d (2) Reg. (EU)1234/2008
- kombinacia s CP zatial nie je mozna

* 1A+ 1A, nemozno kombinovat na jednej ziadosti

Itis not possible to include a type |IA variation in the submission of a Type IAIN variation for one marketing
authorisation. (Examples for acceptable and not acceptable groupings for MRP/DCP products) S _ O



» odstranenie duplicitnych posudzovani a neharmonickych vystupov

» 1 MAH (viacerivramci 1 konzorcia) —viacero MAs; zmeny sa musia rovnako tykat vSetkych zahrnutych
liekov

» zmenal/y typu IB alebo Il alebo ich kombinacia
» MRP/DCP, NP, CP lieky /kombinacie (ak aspon 1 liek v ziadosti je CP, proceduru vedie EMA.)

» Do WS maju byt zahrnuté vSetky registracie drzitela, ktorych sa predmetna zmena tyka, aj tie, u
ktorych uz bola zmena (Ciastocne) implementovana v minulosti inou (narodnou) zmenou, aby bol
zabezpeceny harmonizovany vystup. Samostatné narodné podania budu zamietnuté a bude
odporucané nove podanie formou WS.

»V ziadosti Ziadatel potvrdzuje, ze rovnaka samostatne podana zmena sa nevztahuje na iny
liek/registraciu predmetného drzitela a v cover letter potvrdzuje, ze vsetky lieky vo vsetkych clenskych
Statoch, ktorych sa zmena tyka, boli zaradené do predmetnej WS procedury

» Harmonogram pre WS sa riadi typom najvyssej zmeny.

SUKLO



Ziadosti o prevzatie roly
RAvo WS a SG prosime
posielat na:

registracia@sukl.sk
eu.registracia@sukl.sk
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Statistics

Agendas and Minutes
Press Releases
COVID-19

BREXIT

Nitrosamine impurities

Advice from CMDh
Templates

Applications for MA

PSUR

Variations

Renewals

UKL ako Reference Authority vo WS procediire

VARIATIONS

Variation applications

s Cover letter for Variation Applications in the Mutual Recognition
Procedure (October 2024) [Track version]

/

Worksharing procedure to RMS according to Article 20 o mmission
Regulation (EC) No 1234/2008

« Template of letter of intent for the submission of a workskaring
procedure (June 2019)

e ——
¢ Link to EMA website for Template for letter of intent for worksharing
including CAPs and MRPs

/

Grouping of type IA variations according to Artic of Commission

+ Template Letter of Intent for the submission of a type IA super-grouped
procedure (October 2024) [Track version]

M on the classi unforeseen on variation under

Article 5 of Commission Regulation (EC) No 1234/2008

* Template Recommendation form - Article 5 (April 2022)

SUKLO
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@%@ povinny WORKSHARING

» pred podanim - Lol s konkrétnymi zmenami (present/proposed),
urcenie RA+ pridelenie proceduralneho Cisla, pripadne konzultacie

» MAH zvoli ,Reference Authority“ (RA), ktora WS povedie (Uprava definicie v
cl.2 pre WS a SG)

“Reference authority” means: (a) the Agency where at least one of the marketing authorisations

concerned is a centralised marketing authorisation; (b) the competent authority of the Member State
chosen by the holder and accepted by that competent authority, or chosen by the coordination group
referred to in Article 27 of Directive 2001/83/EC if none of the competent authorities of the Member States

agrees to act as the reference authority, in the other cases;’;

Ziadosti o prevzatie roly SK ako Reference Authority prosim adresujte na:

registracia@sukl.sk
eu.registracia@sukl.sk SUKLO
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D Vydavanie potvrdenia platnosti oznamenia o

@%@ zmene typu |IA/IB

Zmena
Typ procesu Zaver SmPC/PIL/OBL na [Typ vydaného dokumentu
konci procesu

Spdsob odoslania

dokumentu datum (ne)prijatia zmeny

Potvrdenie prijatia oznamenia o

C UPVS KEPetat
zmene (notifikacia)

Prijatie ANO

, ) Priiatie NIE Potvrdenie prijatia oznamenia o e-mail datum uvedeny v notifikacii *v
NARODNY : zmene (notifikacia) pripade WS = datum EoP RMS
gt

plati aj v pripade, ak
narodny liek je

Potvrdenie o Ciastocnom prijati

zahrnuty vo WS CiastoCné prijatie ANO ;an:t?f?;eé:ilj)n zmene UPVS KEPodpis
procedure, kde SK nie
je RMS Potvrdenie o Ciastocnom prijati
Ciasto¢né prijatie oznamenia 0 zmene .
OCNE Prjatie, e e N UPVS KEPeat
Zamietnutie (notifikacia) / Informacia

0 zamietnuti zmeny (notifikacia)

https://www.sukl.sk/hlavna-stranka/slovenska-verzia/registracia-humannych-liekov/postregistracne-procesy/vydavanie-potvrdenia-platnosti-oznamenia-o-zmene-typu-ia-ib?page_id=6020
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> Doteraz sa datum revizie textov uvadzal v sulade s datumom vydania narodného potvrdenia o

zmene (notifikacie). Od 1.juna 2025 nastava zmena v procese revizie narodnych prekladov
common textov v stlade s BPG Chapter 4, ktora prebehne uz poéas EU fazy procedury (pripadné

komentare k textom oCakavat niekde v rozmedzi D21-D27 procedury).
Zverejnenie textov na stranke SUKL po vydani notifikacie.

Ciel: Finalna verzia SK textov do EoP

» V sulade s Chapter 4: CMDh BPG for the Processing of Type IB Minor Variations (Notifications) in the
Mutual Recognition Procedure (October 2024) , datum revizie textov SPC, PIL, OBL bude v sulade s

datumom, resp. mesiacom ukoncenia ,,europskej fazy*“ procedury = EoP.

SUKLO
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@ Zmena v uvadzani hlaviciek na textoch

@%@ SPC/PIL/OBL

Prilohy rozhodnutia o registracii:

éU KL ozna muje drzitelom rozhodnuti Schvaleny text k rozhodnutiu o registracii, ev. ¢.: 20YY/XXXXX-REG

0 registrécii humanneho [ieku, 7e Prilohy rozhodnutia o predizZeni registracie:

S pl_atnost’ou od 1. jl]na 2025 upravuje Schvéleny text k rozhodnutiu o pred(Zeni platnosti registracie, ev. &.: 20YY/XXXXX-PRE
formulaciu hlaviciek v schvalenych textoch Prilohy rozhodnutia o prevode registracie:

SPC/PIL/OBL/IL v sulade so znenim Schvéleny text k rozhodnutiu o prevode registrécie, ev. &.: 20YY/XXXXX-TR
rozhodnutia / potvrdenia prijatia 0znamenia  pyjiohy rozhodnutia o zmene v registrécii:

O Zmene.

Schvaleny text k rozhodnutiu o zmene v registracii, ev. C.: 20YY/XXXXX-ZME
Prilohy potvrdenia prijatia oznamenia o zmene:

Priloha ¢. X" potvrdenia prijatia oznamenia o zmene, ev. ¢.: 20YY/XXXXX-ZIA

Metodicky pokyn na predkladanie

kvalitnych prekladov informacie o lieku - Priloha ¢. X" potvrdenia prijatia oznamenia o zmene, ev. ¢.: 20YY/XXXXX-ZIB

0]e) finalizacii bude zve rej neny Nna Priloha ¢. X" potvrdenia prijatia oznamenia o zmene, ev. ¢.: 20YY/XXXXX-ZP
https://www.sukl.sk/ ‘uvedie sa poradové &islo prilohy potvrdenia
Format hlaviCiek ostava nezmeneny (Times New Roman, 9pt). S U K L O

Hlavicky je potrebné uvadzat na kazdej strane textu.
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* 1.1.2025

* 11.2.2025

* 1.5.2025

CISUDITISSION,

EU Electronic Application Forms

eAF v1.27.0.1

Home
Human eSubmission The word based application forms (AF) have been replaced by electronic application forms (eAF), with new possibilities like electronic data import/export, data population within the form, online
CTD v3.2 access to standardised catalogue terms, built in business rule validation, and support for validation of form, etc. ion of mandatory use of the eAF is part of the HVA eSubmission
eCTD EU M1 specification foadmap.
Veterinary issi The ic forms and supporting technical documentation are available below.
eSubmission expert group
- News
eSubmission expert group
documents Previous news can be found here.
External Links
06-05-2025
Systems:
Common Repository leAF v1.27.0.1 (Human Va ion, interactive PDF) now available, for use from 1 May 2025
eAF
ASMF Anew version of the interactive PDF Human Variation eAF v.27.0.1 was published today, 6th of May 2025, bringing a small change in the exported XML data. No other changes are introduced. It
is highly recommended to use this latest version of the form.
ePMF
CESP Portal Reminder:
CESP Delivery A new version of the Human Variation eAF v1.27.0.1 is now available on the eAF website. The version should be used starting with 15t of May 2025. The version allows the selection of

& Member State and Concerned Member State(s) when the type of isation is 'National A isation' and the type of application is 'Super-grouping".

eSubmission Web Client
It is mandatory to use version 1.27.0.1 for all new Human Variation procedures. The version 1.27.0.0 for Human Variations will be remaved from the eAF website, however, users can continue to

Delivery file UI
Y submit applications using this version for ongoing p . APF are i that the version of the form should not bhe changed during an ongoing procedure.

eSubmission Gateway

dostupna a povinna eAF v1.27.0.0 (pre aktualizaciu uz beziacich
ziadosti - eAFv1.26.0.0

PLM eAF otvorena prvykrat aj pre ,,necentralizované lieky* =
MRP/DCP, NP (interactive PDF/,,legacy” eAF stale dostupna);
prechod z volitelneho do odporucaneho a dérazne odporucaneho
pouzivania PLM eAF

eAF v1.27.0.1 (umoznuje vyber RMS /CMS pri NP a SG) +
mala zmena pri exportovanych XML datach

SUKLO
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» aktualizovany klasifikacny GL

Co nas caka?

» povinné pouzitie PLM eAF
» aktualizacia internych postupov/procesov s cielom zvysSenia efektivity prace

» aktualizacia pokynov pre ziadatelov o zmenu (www.sukl.sk)

» prerozdelenie IS / koordinatoriek a iné

> SPOLUPRACA ©

SUKLO



Dakujem za pozornost

PharmDr. Veronika Mihalcova

veronika.mihalcova @sukl.sk

@ 00421/2/50 701 278




