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% 1. januara 2025 nadobudlo Géinnost Delegované nariadenie komisie (EU) 2024/1701 ,

ktorym sa meni a dopifia tzv. ,nariadenie o zmenach* &. 1234/2008, pokial ide o
preskiimanie zmien podmienok povoleni na uvedenie liekov na humanne pouzitie na
trh

Nariadenie bolo od vydania v roku 2008 novelizované iba raz — v roku 2012
(delegovanym nariadenim Komisie (EU) ¢. 712/2012) kedy bola jeho platnost rozsirena
aj pre Cisto narodne registrované humanne aj veterinarne lieky. Dovtedy sa aplikovalo
len pre centralizované a MRP/DCP lieky. Plus snaha o harmonizaciu narodne
registrovanych liekov cez WS procedury (zatial nepovinne).

V roku 2022 bola vytvorena samostatna legislativa pre veterinarne lieky -> odstranenie
odkazov na veterinarne lieky z nazvu aj textu nariadenia.
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https://eur-lex.europa.eu/legal-content/SK/TXT/PDF/?uri=OJ:L_202401701&qid=1734107030732
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- Povinny annual update pre menej vyznamné zmeny typu IA, ktoré nevyzaduju
okamzité oznamenie

- Zmeny v zoskupovani zmien
- Super-grouping menej vyznamnych zmien typu IA/IAin

- Povinny worksharing

SUKLO
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(,ro¢na aktualizacia“)

» Zahfna 1 alebo viaceré zmeny typu IA, ktoré sa tykaju 1 registracie (vSetky
sily a liekové formy)

MAH 1

AT/H/0123/001 ]

v

AT/H/0123/002

» Povinny pre vSetky IA zmeny implementované po 1.1.2025
» Zmenytypu lA, implementované do 31.12.2024, mo6zu byt podané aj
samostatne, ale tiez mozu byt zahrnuté do AU v roku 2025 SUKLO
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Annual update

Podava sa nie skor ako 9 mesiacov a nie neskor ako 12 mesiacov od
datumu implementéacie najstarSej zmeny.
Nie je povinny, ani sa nemusi poddvat kazdy rok v rovnakom ¢ase

Ziaden 3pecialny 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

IAin zmeny je nadalej potrebné oznamit ihned po implementacii —
samostatne, formou super-grouping alebo v ramci annual update, ak sa
podanie planuje ihned po implementacii zmeny IAin SUKLO
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Variation applications

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

Worksharing procedure to RMS according to Article 20 of Commission
Regulation (EC) No 1234/2008

+ Template of letter of intent for the submission of a worksharing
procedure (June 2019)

+ Link to EMA website for Template for letter of intent for worksharing
including CAPs and MRPs
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Type of the Variation Application(s):
When appropriate, please indicate type of change (for Type IB and Type II variations only):

Indication

Paediatric Indication

Safety

[C] Following Urgent Safety Restriction
Quality

Annual variation for human influenza vaccines
Other

000 OO0

<Worksharing procedure
We confirm that all concerned marketing authorisations approved in all member states are included
in the Worksharing application>

<ﬁnnual update of type IA variation(s)

We confirm that the annual update is submitted within 12 months following the implementation of
the first type IA variation applied for in this notification. Implementation date of the first type IA
variation: >

SUKLO

\y&
% 3 moznosti:

1. Annual Update (zmeny nemusia navzajom suvisiet)

1MAH EEE) 1MA mm) IA/IA,IA,IA (IAin)

Zmeny v zoskupovani zmien

2. Super-grouping (zmeny sa musia rovnako tykat vSetkych MA v Ziadosti)
1MAH EEE) MA EEE) |A/IAIA, IA (IAin)
MA
MA
3. Grouping (zmeny musia navzajom suvisiet, vid ,,Examples for
acceptable and not acceptable groupings for MRP/DCP products*“

1MAH EEE) 1 MA EEE) |A/IB,II,IAin

SUKLO
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1 MAH ‘ MA ‘ IA/IA, 1A, IA (lAin)
MA

MA

Super-grouping

» Zmeny nemusia navzajom suvisiet, ale musia sa rovnako tykat vSetkych liekov v Ziadosti
» Mozna kombinacia - viacerych narodnych registracii v roznych CMS
- viacerych MRP/DCP s r6znymi RMS (len IA zmeny triedy A a B)
- viacerych MRP/DCP s rovnakou RMS — (IA zmeny triedy A, B aj C)
- viacerych MRP/DCP a narodnych registracii
(len 1A zmeny triedy A a B)
» Kombinécia s centralizovanymi liekmi zatial nie je moZna->podanie do EMA

> Kombinacia viacerych NAR jednej CMS= grouping podla Art. 13d (2) of Regulation.(EU)O
1234/2008 SUKL
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« Cover letter for Variation Applications in the Mutual Recognition
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Nitrosamine impurities

Worksharing procedure to RMS according to Article 20 of Commission
Regulation (EC) No 1234/2008

Procedural Guidance

CMDh-Referrals
« Template of letter of intent for the submission of a worksharing

Product Information procedure (June 2019)

Ad fi CMDI
vice rom & « Link to EMA website for Template for letter of intent for worksharing

+ Templates including CAPs and MRPs

Applications for MA

Grouping of type IA variations according to Article 7a of Commission

QRD

Assessment Reports

Art.29 Referrals

registracia@sukl.sk

Regulation (EC) No 1234/2008

+ Template Letter of Intent for the submission of a type IA super-grouped
procedure (October 2024) [Track version]
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@,\ DECLARATION OF THE APPLICANT

I hereby submit a notification/application for the above Marketing Authorisation(s) to be varied in accordance with the
proposals given above. I declare that (Please tick appropriate declarations):

@ There are no other changes than those identified in this application (except for those addressed in other variations
submitted in parallel);

Where applicable, all conditions as set for the variation(s) concerned are fulfilled;
For type IA notifications: the required documents as specified for the changes concerned have been submitted;

& Where applicable, national fees have been prepaid or will be paid in accordance with national requirements;

This notification/application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual

g Recognition Procedure and worksharing) or both to EMA and (Co-)Rapporteur (for products within the Centralised
Procedure) or, in case of worksharing involving the EMA, to the relevant National Competent Authorities and/or RMS/
CMS (as applicable) and the EMA;

D For mandatory worksharing or (super)-grouped variations affecting more than one MA: the MAs concerned belong to the
same MAH.

Change(s) will be implemented from?2: @ [JNext production run/next printing
Dat
Oe

within the six months after the
approval

Declaration of the applicant about the submission(s) of the same variation (or group of variations) in other
Member States / EMA.

The applicant confirms that the same variation (or group of variations) does not apply to any other
marketing autherisation held by the same holder (only applicable for Type IB and/or Type II

Ak sa zmenaly typu IB
alebo ll, alebo ich
kombinacia, tyka rovnako
viacerych registracii
rovnakého drzitela vo
viacerych CMS,
worsharing je povinny.

Samostané narodné
podania budu zamietnuté
a bude odporuc¢ané nové
podanie formou WS.
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» MozZnéa kombinacia - viacerych MRP/DCP s r6znymi RMS

- viacerych MRP/DCP s rovnakou RMS

- viacerych MRP/DCP a narodnych registracii

- viacerych narodnych registracii v réznych CMS

- s centralizovanymi liekmi

» Ak aspon 1 liek v Ziadosti je centralizovany, proceduru vedie EMA.

» V ostatnych pripadoch si MAH zvoli ,RMS*, ktora WS povedie.

SUKLO




25.03.2025

8.
®& Worksharing
DY =

About CMDh

Statistics

Agendas and Minutes
Press Releases
COVID-19

BREXIT

Nitrosamine impurities
Procedural Guidance
CMDh-Referrals

Product Information

Advice from CMDh

‘ ~ Templates

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 of Commission
Regulation (EC) No 1234/2008

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

e Link to EMA website for Template for letter of intent for worksharing
including CAPs and MRPs
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»Do WS maju byt zahrnuté vsetky registracie drzitela, ktorych sa predmetna zmena
tyka, aj tie, u ktorych uz bola zmena (Ciasto¢ne) implementovana v minulosti inou
(ndrodnou ) zmenou, aby bol zabezpeéeny harmonizovany vystup.

> Poplatky su G¢tované iba za lieky registrované v SK. Ak je SUKL referenénou
autoritou vo WS/SG procedure, U¢tuju sa poplatky ako za RMS proceduru, v stlade
so sadzobnikom spravnych poplatkov.

» Proceddra sa riadi postupom pre najvyssi typ zmeny v Ziadosti.

» https://www.sukl.sk/hlavna-stranka/slovenska-verzia/registracia-humannych-
liekov/aktuality-v-registracii-humannych-liekov/zmena-legislativy-od-1.-januara-
2025-preskumanie-zmien-podmienok-povoleni-na-uvedenie-liekov-na-humanne- )
pouzitie-na-trh?page id=6454 SUKLO
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Dakujem za pozornost

MVDr. Judita Skladand

judita.skladana@sukl.sk

registracia@sukl.sk

eu.registracia@sukl.sk
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