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Zmenoveé Narizeni - jeho historie, aktualni upravy
platné od 1.1.2025

%, SUKL



r
SU KL Zmeény registraci: co je nového a co nas ceka

Q

Q<

m se ridi zmeny v registraci

= Nafizeni 1234/2008
e dale jen Zménové narizeni (ZN)

= Pokyny pro rlizné kategorie zmén, pro provadéni postupl stanovenych v kapitolach lljla, lll a IV
narizeni Komise (ES) ¢. 1234/2008 ze dne 24. listopadu 2008 o posuzovani zmén registraci
humdannich a veterinarnich IéCivych pripravkd, jakoz i pro dokumentaci, kterd se ma na zakladé
téchto postupl predkladat

e dale jen Klasifikacni pokyn (KP)

=~ Pokyny CMDh (BPG, Q/A a dalsi), pokyny EMA, pokyny k eAF, NtA Volume 2A
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' @ SU KL Zmeény registraci: co je nového a co nas ceka

,»BYlo, nebylo....aneb historie uprav ZN a KP

~ V roce 2008 bylo vydano tzv.Zménové nafizeni — Narizeni ¢.1234/2008:
* pro CAPs a MRP LP
e pro humanivetLP
e vydan klasifikacni pokyn

% ZN bylo aktualizovano v roce 2012:
e pro CAPs, MRP LP i Cisté NAR LP
e pro humanivetLP
e Uprava klasifikacniho pokynu

% Vroce 2022 vydano separatni Narizeni pro veterinarni LP
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® SU KL Zmeény registraci: co je nového a co nas ceka

,»BYlo, nebylo....aneb historie uprav ZN a KP

%, 29.08.2023 - Call for evidence

vytvoreni regulacniho ramce pro humanni lécivé pripravky, ktery obstoji i v budoucnu
efektivni fizeni life-cycle managementu s ohledem na digitalizaci

zlepseni z hlediska flexibility a udrzeni kroku s védeckym a technologickym pokrokem
odstranéni odkazu na veterindrni |éCivé pripravky

navrhy na revizi obecné farmaceutické legislativy z dubna 2023 sice obsahovaly nékolik dalsich
napadui/uprav tykajicich se zmén, tyto ndvrhy vsak nebylo mozné nyni do natizeni zahrnout

po vstupu revidované obecné farmaceutické legislativy v platnost bude pravdépodobné potreba
znovu narizeni aktualizovat
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® SU KL Zmény registraci: co je nového a co nas ¢eka

,»BYlo, nebylo....aneb historie uprav ZN a KP

= 11.3.2024 schvalen update ZN

* new Delegated Regulation (EU) 2024/1701 amending Regulation (EC) No 1234/2008, in
force 1 January 2025 (zverejnéno v ,,official Journal“ 17.6.2024)

~ Mimo oblast ZN zUstava:
e prevod drzitele,

e zmény PL a obalu, které nesouviseji s SmPC = zmény dle Art. 61.3 Smérnice 2001/83
(zmeny typu ,,P“)

e zmény v registrovanych homeopatickych a tradicnich rostlinnych IéCivych pripravcich
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® SU KL Zmeény registraci: co je nového a co nas ceka

Aktualizace ZN a jeho hlavni zmény
% Clanek 2:

vklada se bod 6a, ktery zni:
,0a) ,referen¢nim organem:
a) agentura, pokud je alespoii jedna z dotéenych registraci centralizovanou registraci;

b) piislusny organ c¢lenského statu zvoleny drzitelem, pokud s tim tento organ souhlasi, nebo
v ostatnich pripadech zvoleny koordina¢ni skupinou uvedenou v ¢lanku 27 smeérnice 2001/83/ES,

pokud Zadny z prislusnych organu ¢lenskych stati neni ochoten puisobit jako referen¢ni organ;™

»» Definice Referenéniho organu — ¢lensky stat/EMA ktery WS nebo SG procedur vede (rovnéz
pouzivané zkratky LMS, RMS)
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® SU KL Zmeény registraci: co je nového a co nas ceka

Aktualizace ZN a jeho hlavni zmény

% Clanek 4:
v odstavei 2 se doplituje druhy a treti pododstavec, které zné)i:

LAgentura ve spoluprac s prislusnymui organy ¢lenskych stati kazdoro¢né predklada Komisi zpravu
obsahujici doporuc¢eni pro zmeény, jejichz klasifikace neni ur¢ena, podle ¢lanku 5, ktera vedou k nové
klasifikaci zmén, a informace o potfebnych aktualizacich pokyni uvedenych v odstavei 1.

Komise bez zbyte¢ného prodleni tuto zpravu posoudi a zaé¢leni do pokynii novou klasifikaci zmeén
a potiebné aktualizace.™;

dopliuje se odstavec 3, ktery zni:

»3. Komise muze zvefejnit elektronickou verzi pokynu na svych internetovych strankach. Tato
elektronickd verze muze zahrnovat novou klasifikaci zmén a nezbytné aktualizace pokynu pied
pravidelnou aktualizaci podle odstavce 2.

M Pravidelna aktualizace KP (mimo ,,official Journal®)

© STATNI USTAV PRO KONTROLU LECIV e 12/2024

Classified as internal/staff & contractors by the European Medicines Agency



r
' @ SU KL Zmeény registraci: co je nového a co nas ceka

Aktualizace ZN a jeho hlavni zmény
% Clanek 5:
U

praven postup pro urceni klasifikace, ktera neni urcena KP

Doporuceni musi byt v souladu s pokyny uvedenymi v ¢l. 4 odst. 1. Toto doporuceni musi byt vydano
do 60 dnii od obdrzeni zadost1 a zaslano drziteli, agenture a koordinac¢ni skupiné.*

» Zkracen harmonogram z 90 na 60 dni
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' @ SU KL Zmeény registraci: co je nového a co nas ceka

Aktualizace ZN a jeho hlavni zmény

% Clanek 6a:

., Clének 6a
Dodatecné regulacni nastroje
V pripadé nékterych zmén chemickych, farmaceutickych a biologickych informaci o 1é¢ivém pripravku se
drzitel miize po dohodé s piisludnym organem a pii dodrzeni podminek uvedenych v prilohach a pokyni
uvedenych v ¢l. 4 odst. 1. které se tykaji konkrétniho regulacniho nastroje, opirat o celou fadu parametrii

procesu, atributli kvality, protokolt nebo souhrnnych dokumentii.*;

»» Zavedeni v rdmci ICH Q12, PACMP (post approval change management protocol)
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Aktualizace ZN a jeho hlavni zmény
% Clanek 7:

v ¢l. 7 odst. 2 se pismeno a) nahrazuje timto:

,,a) pokud jsou soucasné oznameny malé zmény typu IA tykajici se stejné registrace, mize se na vSechny

tyto zmény vztahovat jediné oznameni podle ¢lanku 8 nebo 14;*;

» Grouping zmén typu IA pro MRP LP nyni mozny pouze pro jednu registraci (1LP, 1 MRP
Cislo)
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Zmeény registraci: co je nového a co nas ceka

e, SUKL

Aktualizace ZN a jeho hlavni zmény
% Clanek 7a:

Clének 7a
Superseskupovani zmén

1. Odchylné od ¢lankta 7 a 13d mtize drzitel predlozit jediné oznameni o zménach vice nez jedné registrace
podle kapitol II, IIa a III téhoz drzitele, pokud se soucasné oznamuji tytéz zmény nebo nékolik malych
zmeén typu IA uvedené v ¢lanku 8, 13a nebo 14, které spadaji do jednoho z pripadt superseskupovani zmeén

v pokynech uvedenych v ¢l. 4 odst. 1 (tzv. ,,superseskupovani).

2. Jediné oznameni podle odstavce 1 se pieklada soucasné referenénimu organu a vsem piislusnym

organum.*

» Zavedeni procedury Supergroupingu
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Aktualizace ZN a jeho hlavni zmény

% Clanek 8 (v souvislosti s ¢l. 13a a 14)

v ¢lanku 8 se odstavec 1 nahrazuje timto:

., 1. Pokud dojde k malé zméné typu IA, drzitel soucasné predlozi véem piislusnym organtim oznameni,
v némz jsou obsazeny nalezitosti uvedené v piiloze IV. Toto oznameni se predlozi do dvanacti meésictu od
provedeni zmény v ramci kazdoro¢ni aktualizace tykajici se vSech malych zmén typu [A, nebo jako soucast
seskupeni zmén v souladu s ¢l. 7 odst. 2 prvnim pododstavcem pism. b) a c), nebo jako soucast
superseskupeni zmén v souladu s ¢lankem 7a.

V pripadé malych zmén, které vyzaduji okamzité oznameni kviili priibéznému dozoru nad danym [é¢ivym
piipravkem, se oznameni ptredlozi neprodlené po provedeni zmény.

Odchylné od prvniho pododstavce miuze piislusny organ referen¢niho ¢lenského statu v odiivodnénych
piipadech piijmout oznameni predlozené neprodlené po provedeni zmény."

) Povinny annual update (pokud neni zména predlozena v ramci G s navazujici
vysSi zménou typu IB Ci ll nebo jako supergrouping)
” Moznost pozadat o vyjimku z annual updatu
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Aktualizace ZN a jeho hlavni zmény

% Clanek 20:
v odstavci 1 se navéti nahrazuje timto:

,Odchylné od ¢l. 7 odst. 1 a ¢lanka 9, 10, 13b, 13c, 13d, 15 a 16 zvoli drzitel postup delby prace
stanoveny v odstavcich 3 az 9 tohoto ¢lanku v téchto pripadech:*;

odstavce 4 a 5 se nahrazuji timto:

4.  Referen¢ni organ vyda stanovisko k platné zadosti podle odstavce 3 ve Ihate, ktera odpovida
obdobi pro zhodnoceni nejvyssiho typu zahrnutych zmén po potvrzeni piijeti platné zadosti v pripadé
malych zmén typu IB nebo velkych zmén typu I1.;

5. Referen¢ni organ muze zkratit lhiitu uvedenou v odstavci 4 s ohledem na naléhavost véci, nebo ji

prodlouzit na 90 dnt pro zmény uvedené v piiloze V nebo pro seskupovani zmén v souladu s ¢l. 7

odst. 2 prvnim pododstavcem pism. ¢) nebo ¢l. 13d odst. 2 prvnim pododstavcem pism. ¢).*

»» Worksharing je od 1.1.2025 povinny
» Harmonogram worksharingu se nove ridi nejvyssim typem zmeny
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' @ SU KL Zmeény registraci: co je nového a co nas ceka

Aktualizace ZN a jeho hlavni zmény

= Clanek 20:
dopliiuje se odstavec 11, ktery zni:

,11. 'V odivodneénych pripadech a v souladu s pokyny uvedenymi v ¢l. 4 odst. 1 s1 po dohodé
piislusnych organa ¢lenskych stati a agentury muze drzitel zvolit postup délby prace stanoveny
v odstavcich 3 az 9 u registraci uvedenych v kapitolach II, IIa a III, jestlize se mala zména typu IB,
velka zmeéna typu II nebo skupina zmén, v niz alespon jedna zména piedstavuje malou zménu typu IB
nebo velkou zménu typu II, ktera neobsahuje zadné rozsireni, tyka nékolika registraci nékolika drzitelt

ve vice nez jednom Clenském state.”

M Moznost predlozit Worksharing pro vice drzitelt v ramci ,konsorcia® (napf. pro PAES/PASS)
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® SU KL Zmény registraci: co je nového a co nas ¢eka

Aktualizace ZN a jeho hlavni zmény

= Annex|I:
= Bod 1 (zmény typu IA):
dopliuje se nové pismeno g), které zni:

,,g) zmeny tykajici se zdravotnického prostiedku, jenz je nedilnou soucasti lé¢ivého piipravku nebo
je urcen pro vyhradni pouziti s Iécivym pripravkem, které nemaji dopad na kvalitu, bezpecnost

nebo uCinnost lé¢ivého pripravku.*;

» V klasifikaci zavedeni zmén typu IA pro zdravotnické prostiedky, které jsou nedilnou soucasti LP
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® SU KL Zmény registraci: co je nového a co nas ¢eka

Aktualizace ZN a jeho hlavni zmény

= Annexl:

= Bod 2 (zmény typu Il):
1) pismeno e) se zrusuje;

11) pismeno f) se nahrazuje timto:

,f) zmeény tykajici se zavedeni nového rozsahu hodnot parametru (design space), pokud byl rozsah

hodnot parametru vyvinut v souladu s pfislusnymi evropskymi a mezinarodnimi védeckymi
pokyny:*;
i11) za pismeno f) se vklada nové pismeno fa), které zni:

»fa)zmény tykajici se zavedeni protokolu fizeni zmén po schvaleni, pokud byl protokol vyvinut

v souladu s pfislusnymi evropskymi a mezinarodnimi védeckymi pokyny;™;

»» Zmény souvisejici se zménami ve vyrobé LP nebo LL pro biologické Iécivy pripravek jiz
nemusi byt automaticky zmény typu Il

»» Zavedeni zmén typu Il pro design space, post approval change management protocol
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® SU KL Zmény registraci: co je nového a co nas ¢eka

Aktualizace ZN a jeho hlavni zmény

= Annex|I:
= Bod 2 (zmény typu ll): dopliuje se pismeno n)
n) zmeény tykajici se zdravotnického prostredku, jenz je nedilnou soucasti 1écivého pripravku nebo

je urCen pro vyhradni pouziti s léCivym pripravkem, které mohou mit vyznamny dopad na

kvalitu, bezpecnost nebo u¢innost lé¢ivého piipravku.*;

» V klasifikaci zavedeni zmén typu Il pro zdravotnické prostfedky, které jsou nedilnou soucasti LP
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Zmeény registraci: co je nového a co nas ceka

Aktualizace KP a jeho hlavni zmény

termin:

Akce:

prosinec 2023

leden 2024

brezen 2024

kvéten 2024

17. Cerven az 23. srpen 2024
zari-rijen 2024

12. zari 2024

29.listopadu 2024

Q22025
??7?

Komise povérila EMA/CMDh, aby do poloviny Cervence 2024 predlozila navrh na revizi KP
vytvorena skupina se ¢leny z CMDh/WRVP, EMA a QWP/BWP, ktera pripravila navrh KP
EK schvalila navrh ZN

schvaleni navrhu KP v ramci "Network consultation”

"stakeholders consultation”

analyza a uprava navrhu KP v souvislosti s "stakeholders consultation”

IP Meeting s EK k pfipominkam vznesenym v ramci "stakeholders consultation”
Finalniverze za EMA/CMDh zaslana na EK

schvaleni a zverejnéni finalniho navrhu KP EK

vstup KP v platnost
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Zmeény registraci: co je nového a co nas ceka

Aktualizace KP a jeho hlavni zmény

%, Odstranéni odkazu na veterinarni IéCivé pripravky
=, PrizpUsobeni procesni ¢asti novému nafrizeni

%, Klasifikace:
e tam, kde je to mozné, zahrnuti urceni klasifikace podle clanku 5
* redukce klasifikaci, vypusténi nebo kombinace jednotlivych kategorii
 downgrade zmén pro biologické latky
» aktualizace tykajici se MDR/IVDR
e aktualizace tykajici se PACMP a Design Space (ICH Q12)
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® SU KL Zmény registraci: co je nového a co nas ¢eka

Od kdy je treba se ridit ZN a KP

=~ Zmeénové Nafrizeni:
* narizeni — neni potreba Upravy vnitrostatni legislativy - platné od 01.01.2025

%, Klasifikacni pokyn:
e KP aktualizovan po verejné konzultaci, predan EK 29. listopadu 2024
e EK rozhodne, zda bude nutna 2. verejna konzultace
e zverejnéni (+ implementace???) pravdépodobné ve 2. ctvrtleti 2025

=~ EMA/CMDh dokumenty:
* byly aktualizovany pokyny CMDh a EMA — zverejnény 31. fijna
e implementace aktualizovanych pokyn( od 01.01.2025
* |P Meeting se CMDh —20.11.2024
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Zmeény registraci: co je nového a co nas ceka

Od kdy je treba se ridit ZN a KP

~

CMDh dokumenty:
%, Aktualizovano 16 CMDh dokument
H

~

lavni zmény v dokumentech:
e Q/A on variations,
» kapitola 3 BPG (zmény typu IA),
* kapitola 6 (grouping zmén)

e kapitola 7 (worksharing)

= Harmonizované s EMA dokumenty, které byly
také zverejnény

% https://www.hma.eu/human-
medicines/cmdh/procedural-
guidance/variation/amended-variation-
regulation.html
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® SU KL Zmeény registraci: co je nového a co nas ceka

Od kdy je treba se ridit ZN a KP - shrnuti

%, ZN v platnosti od 1.1.2025

% KP v platnosti od Q2/2025, ALE KP propojen s ZN, od 1.1.2025 by tedy mély byt
respektovany pokyny pro povinny annual update, povinny WS a pravidla pro
supergrouping, vse zahrnuto do CMDh a EMA BPG

% Po vstupu KP v platnost dalsi ,,Uprava“ systému

Co nas tedy od 1.1.2025 ceka?
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® SU KL Zmeény registraci: co je nového a co nas ceka

Od kdy je treba se ridit ZN a KP - shrnuti

0d 1.1.2025 Od vstupu KP v platnost

% Clanek 2 (definice) %, /Clének 4 (aktualizace KP)/

% Clanek 5 (uréeni klasifikace) %, Clanek 6a (Additional regulatory tool)
% Clanek 7 a 7a (Supergrouping) = Annexl||

% Clanek 8, 13a, 14 (zmény typu IA)

% Clanek 20 (WS)
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Supergrouping

%, SUKL



Zmeény registraci: co je nového a co nas ceka

e, SUKL

Supergrouping - definice

~ V ZN nové cl. 7a:

, Clanek 7a
Superseskupovani zmén

1. Odchylné od ¢lankt 7 a 13d mtize drzitel piedlozZit jediné oznameni o zménach vice nez jedné registrace
podle kapitol II, ITa a III téhoz drzitele, pokud se soucasné oznamuji tytéz zmény nebo nékolik malych
zmén typu IA uvedené v ¢lanku 8, 13a nebo 14, které spadaji do jednoho z pfipadt superseskupovani zmén

v pokynech uvedenych v €l. 4 odst. 1 (tzv. ,,superseskupovani*).

2. Jediné oznameni podle odstavce 1 se pieklada soucasné referenénimu organu a viem piislusnym

organum.*
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® SU KL Zmeény registraci: co je nového a co nas c¢eka

Supergrouping - definice

s CMDh BPG:

= One or several variations of type IA and/or type IAIN to the terms of several marketing
authorisations of the same holder may be submitted as a single notification in a super-grouping
application according to Art. 7a.
A super-grouping covering several MAs in MRP/DCP, a combination of MRP/DCP and purely
national procedures, or purely national procedures in several member states, can be submitted for
any single type IA variation or group of type IA variations under chapter A and B of the Annex to
the variations guideline, as long as the same change(s) apply to all MAs included in the super-
grouping. A super-grouping covering only MAs in MRP/DCP with the same RMS can also include
type IA variations under chapter C of the variations guideline, as long as the same change(s) apply
to all MAs included in the super-grouping.

) Moznost podat na jedne zadosti zmeny typu IA klasifikace ,,A" a , B pro vice MRP LP,
kombinaci MRP a NAR LP, NAR LP ve vice statech.

»» Zmeény klasifikace ,,C“ mozné zaradit pouze pro vice MRP LP s jednim RMS (platii pro G s
,B“ Ci ,,A“ zménami)
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® SU KL Zmény registraci: co je nového a co nas ¢eka

Supergrouping - definice

= CMDh BPG (Chapter 6):

=, Please note that currently it is not operationally possible to have supergrouping of type IA
variations including simultaneously marketing authorisations approved via the centralised
procedure and non-centralised procedure. Additional cases taking into account the experience
acquired may be identified in the future and appropriate operational guidance will be provided in
Agency and CMDh websites accordingly.

» Zatim neni mozné kombinovat MRP/&isté NAR LP s CAPs

”” Pravidla se budou postupné ménit, dle nabytych zkusenosti

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Supergrouping: IA, IAIN zmény:

CAPs:
| IA =—— EU/1/88/472 ﬁGrouping
—— EU/1/53/782 [\ s
L (lasifikace "A", "B", "C" . EU/1/53/782

MRPs s 1 RMS

—— klasifikace "A", "B","C"

Grouping Grouping
[A == (CZ/H/1000/001-002 r’/I;\ Ve
—c— CZ/H/582/001-003 i ]=:=- CZ/H/1000/001-002 [ ogmmyoor  cws: cz, SK, PL
- IA ]
) | o) T C4/N/mB2001-003 [ —= DE/H/8987/001-003 CMS: FR, DK
Klasifikace "A", "B", "C" \ \ A |
> Kasffikace "A", "8, "C" ~—— Kasifikace "A", "8","C’
NAPs ve vice statech, MRP + NAP, MRPs s vice RMS:
/\Grouplng Grouping /_\Grouping
XIA \I" ~ ' \\,
IA nebo | n l\., == 85/320/23-Cv (R 1A nebo [ 1A — 85[320/23-Cv&R IA nebo /IIZ | == SK/H/254/001-004
== - IA
.y 7S11/21-Cv 3K k == CZ/H/1000/001-002 |1 /Jz::* CZ/H/1000/001-002
\_/f IA ‘\ ,
-

';/ |(|aSIfI|<aCE A I B‘ N k|as]f|kace ”’ﬂ‘": "B” ; klas'ﬂkace "A”, nBu
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Supergrouping - shrnuti

s, Supergrouping neni povinny

= Zmény typu IA spolu nemusi souviset, pouze musi platit, ze vSechny zmeény se
musi vztahovat na vSechny LP v SG

IA IA 1A
e | a :
IA IA IA
2 LP : ¢ |— Notification

IA [A
3 LP II 1 O

= Musi byt dodrzena pravidla pro implementaci zmén typu IA/IAIN:
e Zmény typu IA: 0-12 mésicl
e Zmény typu IAIN: neprodlené (do priblizné 14 dni od implementace)
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Zmeény registraci: co je nového a co nas ceka

e, SUKL

Supergrouping - prubéh
= Prubéh Supergroupingu:
—

% Nutno urceni ,Reference Authority”
* odpovéd zvolené autority do 7 dni

%, Podani zadosti
e vSechny LP nutné uvést v eAF, neni mozné
pouzit annex
%, Start - harmonogram 30 dni
* MSs maji moznost se vyjadrit do dne 30
* neni AR, neceka se na vyjadreni Reference
Autority pred pripominkami CMS
%, Ukonceni

e approval/refusal
e partial approval

© STATNIi USTAV PRO KONTROLU LECIV e 12/2024
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Flowchart for submission of Type IA-"Super-groups” with more than one
RMS

Pre-Submission
phase

- Day 14

The applicant contacts the chosen reference authority by submitting the
letter of intent and informs him about the planned grouped application
including the proposed variations and the concerned MRP procedure
numbers or nationally approved MA numbers.

Pre-Submission
phase - Day 7

The reference authority issues the variation procedure number and sends
an email to the applicant

Submission phase

To the RMS and CMS the MAH submits the application accompanied by
supporting documentation as appropriate.

Day 0

The RMS starts the procedure and completes the CTS record. The CMS are
only informed via CTS, there will be no additional email.

Until Day 30

The RMS checks if the notification can be accepted. The CMS only checks
if the notification has been received, if the fee has been paid as
appropriate and his own national translations are correct.

Day 30

The RMS will inform the MAH on behalf of the CMSs of the outcome of the
variation notification. CMS are informed accordingly via the updated CTS
record. The applicant and CMS will be informed about the outcome via
email (member states to the MRVE-mailbox). Where the product
information is affected, the clean documents have to be uploaded to CTS
for transfer to the MRI index.

Within 6 months
after acceptance

Competent authorities should implement the decision nationally within six
months.
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Supergrouping - urceni Reference Authority

% Urceni ,Reference Authority”
s CMDh BPG (Chapter 6)

= For the handling of a super-grouping a reference authority needs to be chosen by the holder and
accepted by that competent authority, or it will be chosen by the CMDh in case none of the
competent authorities agrees to act as reference authority.

% In case an applicant intends to submit a super-grouped application with one or several variations
of type IA or IAIN for a group of products he has to contact the MS chosen as reference authority
for this grouped application by using the CMDh template and to request his acceptance to act as
this.

» Volba , Reference Authority” je vidy na drziteli

» Pravidla nejsou plné stanovena, doporucujeme ridit se pravidly urcenymi u WS
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Classified as internal/staff & contractors by the European Medicines Agency



Zmeény registraci: co je nového a co nas ceka
dotazy smérovat na e-mail seminar_zmeny@sukl.cz

e, SUKL

You are here: Home >

Agendas and Minutes

Press Releases

= CMDh template: Heads of Medicines Agencies: Variations

> CMDh > Templates > Variations

VARIATIONS

Variation applications

Supergrouping — urceni Reference Authority

<D=

“Reference™

Lead RMS address

Suhject: Letter of intent for the submsision of & type LA growped procedure (“Supergronp”) to
the Lead RMS authority according to Article 7 of Commission Regulation (EC) No
12342008

Supergroun Applicant details:

Name -.| |

Address : | |

Contact person details
(¢ name, address, e-mail
address, phome aumber}

Application details:

CMDh This lester of intent for the submission of 2 <Type LA™ < group of variations> following a grouping
procedure according 1o Article 7 of Commission Regulation (EC) No 123472008, concerns the
follewing medicinal produsts:

About CMDh (o as an Anex Ty
Mediciual praduct Active substanceis) MRP/DCP number
Statistics “mvented ) Name in RMS > <INN‘common name™

The following variation{s} are intended to be part of the IA supergroup procedure:

Number as m the Title of variation as in the classification Type of variation:
L. . . . . clussification gusdeline: muldeline
COVID-19 + Cover letter for Variation Applications in the Mutual Recognition Numberss 1:‘:. arkation ax in the chissification “Type of vasiation™
L me>
Procedure (December 2022) <Number & itk of variaton as i the clissifcation <Type of variation™
BREXIT gusdelne
=Number> <Title of variation as in the classification =Type of variation™>
gusdeline=-

Nitrosamine impurities
Procedural Guidance
CMDh-Referrals

Product Information

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)

AL T S EE L AT SR A U L AU Ayt e e et

%~ The following supporting documentation needs to
be provided:

Advice from CMDh « Link to EMA website for Template for letter of intent for worksharing o [jst Of concerned marketing authorisations.
including CAPs and MRPs 3 .

CATsblATe * Explanation as to why all concerned marketing

Applications for MA : - : : - authorisations are considered to belong to the

o0 g:::?;:i%:f(IE:y(geNIDA;zaar:ia;;;r;,ssaccurdmg to Article 7 of Commissio same hO/der.

Assessment Reports + Template of letter of intent for the submission of a type ® Desc”ptlon Of the VGFIGtIOH(S).

At 20 Referrale IA grouped procedures ("Supergroup”) (July 2013) ° Preferred reference authority_

PSUR _ o N * Planned submission date.

Recommendation on the classification of an unforeseen on variation under
Variations Article 5 of Commission Regulation (EC) No 1234/2008

Medicines Agency


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

e, SUKL

Zmeény registraci: co je nového a co nas ceka

Supergrouping - urceni Reference Authority

Dodrzeni
pravidel

uréeni SUKL SG prijima
Reference
Authority

Jinak, nez
dle pravidel
urceni SUKL SG pfijima do vy&erpani kapacit
Reference
Authority
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' & | SU KL Zmeény registraci: co je nového a co nas c¢eka
Supergrouping - ukonceni

=, U SG Castéji muze prichazet v uvahu tzv. partial approval

e pokud nebude zména typu IA prijatelna pro jeden LP, bude SG schvalen pro vSsechny ostatni
LP a pro tento jeden LP bude SG zamitnut

e pokud z G zmén bude zména typu IA nepfrijatelna pro vSechny LP v SG, bude SG schvalen pro
ostatni zmény typu IA a tato jedna zména typu IA bude zamitnuta pro vSechny LP v SG

e pokud jedna zména typu IA z G nebude pfijatelna pro jeden LP, bude SG schvalen pro vSechny
ostatni LP, pro tento jeden LP budou schvaleny ostatni zmény typu IA, tato jedna bude pro
tento LP zamitnuta

M Informace budou jasné popsany v EoP letter, bude uvedeno zddvodnéni zamitnuti
» Postup stejny jako u G/WS, kde je partial approval vyuzivan jiz nyni
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Zmeny typu IA a povinny annual update

%, SUKL
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' @ SU KL Zmeény registraci: co je nového a co nas ceka

Zmeény typu IA a povinny annual update - definice

= Clanek 8 (v souvislosti s ¢l. 13a a 14):

v ¢lanku 8 se odstavec 1 nahrazuje timto:

,,1. Pokud dojde k malé zméné typu IA, drzitel soucasné predlozi vsem piislusnym organim oznameni,
v némz jsou obsazeny nalezitosti uvedené v priloze IV. Toto oznameni se piedlozi do dvanacti mésict od
provedeni zmény v ramci kazdoro¢ni aktualizace tykajici se vSech malych zmén typu IA, nebo jako soucast
seskupeni zmén v souladu s ¢l. 7 odst. 2 prvnim pododstavcem pism. b) a c), nebo jako soucast

superseskupeni zmeén v souladu s ¢lankem 7a.

V pripadé malych zmén, které vyzaduji okamzité oznameni kvali pribéZznému dozoru nad danym lécivym

piipravkem, se oznameni piedlozi neprodlené po provedeni zmény.

Odchylné od prvniho pododstavce muze piislusny organ referentniho Clenského statu v oduvodnénych

pripadech pfijmout oznameni piedlozené neprodlené po provedeni zmény.*
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Zmény typu IA a povinny annual update - moznosti podani zmény typu IA po 1.1.2025

=, CMDh BPG (Chapter 6) — zmény typu IA lze predlozit jako:
e Grouping of type IA variations concerning 1 MA (= 1 MRP dislo, 1 reg. Cislo)
= Annual update (viz dale)
- drive také annual report

Grouping of variations concerning 1 MA, where at least 1 variation is type IB, Il or extension
zmény musi byt navazujici
musi odpovidat pravidlim pro grouping zmén

- Annex |l ZN,

- dokument CMDh , Examples for acceptable and not acceptable groupings for MRP/DCP products”

Super-grouping of type IA variation(s) concerning more than 1 MA - viz vyse

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Jak podat zmény IA:

IA IA IA IA
Annual update: IA zmény za 9-12 mésici | } 1 Notification

—
—
—

9-12 mésicl

Grouping s IB Ci II zménami: Zména ve vyrobé .:n... =  submission

Grouping
_— . . ) . . e , , IA 1A 1A
Supergrouping: IA zména/y pro vice LP 1 MAH ve vice MS (0-12 mésicu) - viz Supergrouping 1 b \ .
| ' |
IA IA IA
21e | t Notification

1
|
IA IA
3 LP II i Q

Classified as internal/staff & contractors by the European Medicines Agency



r
' @ SU KL Zmeény registraci: co je nového a co nas ceka

Zmény typu IA a povinny annual update - moznosti podani zmény typu IA po 1.1.2025

=, CMDh BPG (Chapter 6):

=, Grouping of type IA variations concerning 1 MA:

% In case the same holder applies for several variations of type IA to the terms of one marketing
authorisation, these have to be submitted as one single notification, as pointed out in Article 8 of
the Variation Regulation within a maximum of 12 months after implemented type IA variation
applied for as an annual update. However, the annual update should not be submitted earlier than
9 months after the first implemented change. The type IA variations included in this grouping do
not need to be related to each other.
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Zmény typu IA a povinny annual update - moznosti podani zmény typu IA po 1.1.2025

Standardni Grouping 1A zmén za poslednich 9-12 mésict

1. IA 2. 1A 3. 1A 4. 1A 5. 1A

l | | 1 1 ] MNotification

3.5.2024 3.5.2025

v _r D
12 mesicu

»”
»”
»”

»
»”

Annual update je standardni grouping zmén typu IA za poslednich 9-12 mésicu
Nejedna se o predlozeni ve stanovené datum, nejedna se o predlozeni vzdy v prosinci
1 MA pro MRP LP = jedno MRP ¢islo (CZ/H/1000/001-003)

1 MA pro NAR LP = jedno reg. ¢islo (76/986/76-C)

zmény typu IA pro vice NAR LP v jednom staté (pouze v CR) = grouping podle ¢l. 13d)2
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Zmény typu IA a povinny annual update - moznosti podani zmény typu IA po 1.1.2025

= Nespravné predlozené annual updaty — pojmy:

e ,early annual update”: annual update predloZen dfive nez 9 mésicl od implementace
prvni zmeény typu IA
e ,late annual update”: annual update predloZzen pozdéji nez 12 mésicu od

implementace prvni zmény typu IA

Early Annual Update

1. IA 2. 1A 3. IA
| | | I
| | [ 1

3.5.2024 3.7.2024

Notification

3 mésice

Late Annual Update

1. 1A 2. 1A 3. 1A 4. 1A 5. 1A

I | | 1 1 Maotification

3.5.2024 3.6.2025

13 meésicl

Classified as internal/staff & contractors by the European Medicines Agency
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‘ dotazy smérovat na e-mail seminar_zmeny@sukl.cz

Zmeény typu IA a povinny annual update — cover letter

= Cover letter:

The details are as follows:

S V cover Ietteru Je pOtreba uveSt Name of the medicinal product(s) (in the RMS): . e mre e

datum implementace prvni zmeény Pharmaceutical form(=) and strength(s):

typu IA ATC Code(s):

National Marketing Authorisation Number(s):

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

[] Following Urgent Safety Restriction
Quality

Annual variation for human influenza vaccines
Other

<Worksharing procedure
[[1 We confirm that all concerned marketing authorisations approved in all member states are included

in the Worksharing application>

<Annual 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: >
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Zmeny typu IA a povinny annual update - vyjimky
=, CMDh BPG (Chapter 6):

% A ssingle notification of type IA according to Articles 8 of the Variation Regulation has to be
submitted in form of an annual update where all variations are minor variations of type IA. The
annual update is due to be submitted 12 months after the implementation of the first type IA
change applied for in this notification. Individual applications for type IA variations may be
accepted by the NCAs for the exceptional cases listed below.

» Moiné pozadat o vyjimku z annual updatu
»» V CMDh BPG Chapter 6 uveden seznam schvalenych vyjimek
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Zmeny typu IA a povinny annual update - vyjimky
=, CMDh BPG (Chapter 6): seznam vyjimek

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)

In the prevailing interest of a public health concern (e.qg. an emerging or declared public
health emergency) when the competent authority/ies deem(s) necessary the immediate
update of the requlatory dossier through type IA variation(s)

To update the requlatory dossier prior to a routine site inspection or MAH transfer

In exceptional cases on request of the competent authority/ies (e.qg. 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 immediate resubmission
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Zmeny typu IA a povinny annual update - vyjimky

% Pfistup SUKL k vyjimkam z povinného annual updatu:
e mozné zadat pfimo v radmci SR (scope zadosti)
* mozné Zadat pred predlozenim zmény (mrp@sukl.gov.cz nebo nar@sukl.gov.cz )
e SUKL se bude fidit seznamem vyjimek stanovenych CMDh
e duvody je potfeba nejen uvést, ale pripadné i dolozit

Samostatna zména nebo Grouping zmén mimo annual update

Vyjimka dle EMASCMDh list
IA == Notification ¥) = A/
IA 1A IA IA

L L L | 1 3
| { } | Motification

Podani zadosti o vyjimku === mimo SR, tedy pfed poddnim zmény

0-8 mésicl == ramci SR, tedy ve scope 3dosti


mailto:mrp@sukl.gov.cz
mailto:nar@sukl.gov.cz

r
' @ SU KL Zmeény registraci: co je nového a co nas ceka

Zmeny typu IA a povinny annual update — zmény typu IAIN

%, Odlisnosti pro zmeény typu IAIN :

mozné podat samostatné (tedy mimo annual update bez nutnosti Zzadat o vyjimku)
mozné podat vice IAIN zmén v jednom groupingu
mozné podat v ramci groupingu s navazujicimi zménami typu IB, Il

mozné zahrnout do SG, pokud budou dodrZzena pravidla pro implementaci zmeény typu IAIN (SG
predloZzen neprodlené po implementaci zmeény typu IAIN)

mozné podat v ramci annual updatu, pokud budou dodrzena pravidla pro implementaci zmény typu
IAIN (annual update predloZen neprodlené po implementaci zmény typu IAIN)

»» Povinny annual update se na zmeény IAIN nevztahuje
) Vzidy potreba dodrzet pravidla pro implementaci IAIN zmén
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Jak podat IAIN zmény:

Samostatné: IAIN —"== Notification
Grouping IAIN zmén
C———= Notification
Grouping

— Submission

rouping

Grouping IAIN s IB, Il zménami  Zména ve virobé === @
G

V ramci Supergroupingu: IAIN zména/y pro vice LP 1 MAH ve vice MS - viz Supergrouping

IA IAIN
[AIN =———= (CZ/H/1000/001-002 1LP } I
—— — SK/H/198/001 IA TAIN Notification
2 LP I :

V ramci annual updatu: pokud nedojde k porueni pravidel pro implementaci

IA 1A 1A IAIN

: |I ! I Notification

9-12 mésicl
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Zmeny typu IA a povinny annual update — prechodné obdobi

% Pristup ke zménam implementovanym v roce 2024, ale s moznosti predlozeni v roce 2025:

e tyto zmény se ridi ,starymi“ pravidly (tedy mohou byt predloZzeny samostatné do 12 mésicd od
implementace)

e tyto zmény mohou byt zahrnuty do annual updatu predlozeného po 1. 1. 2025 pouze v pripade, ze by je
bylo mozné zahrnout do annual updatu obsahujici zmény typu IA implementované po 1.1.2025 a tento
annual update byl predlozen mezi fijnem a prosincem 2025

IA 1A IA IA

} |I I Notification

1.11.2024 1.2.2025 1.7.2025

9 mésicl

12 meésich
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Povinny worksharing

%, SUKL



e, SUKL

Zmeény registraci: co je nového a co nas ceka

Worksharing - opakovani

%, Cl. 20 Natizeni 1234/2008:

zmena typu IB pro vice LP jednoho drzitele ve vice statech
zmeéena typu Il pro vice LP jednoho drzitele ve vice statech

grouping zmeén (lA, IB, Il podle pravidel moznosti seskupovani
zmen) pro vice LP jednoho drzitele ve vice statech

nesmi obsahovat line-extension

CAPs, MRP/DCP, NAR LP a jakykoliv mix

mohou byt ruzné LL, LF, sily, pravni zaklad.....ALE! ne
»specific assessment”
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Worksharing - opakovani

= Grouping:

Grouping:
P v . roHR —— 1P vice zmén pro 1 MRP nebo NAR LP
e vice zmén pro jeden LP Grouping
"Horizontalni" Grouping:
=, Horizontalni grouping (Grouping podile ¢l. P | smEns oro vice NAR L5 v 1 M
13d)2C)): ——— 75/987/12-C
 jedna nebo vice zmén pro vice LP registrovanych Grouping
Cisté narodné v jednom staté 9 == ss/aaspanc Vice zmén pro vice NAR LP v 1 MS

=  75/987/12-C

%, Supergrouping:

. , v , . Supergrouping: viz Supergrouping
e jedna nebo vice zmén typu IA pro vice LP jednoho

ve s s  Grouping Grouping
drzitele ve vice statech ” |
IA nebo : —— 85/320/23-Cv (R lanebo [ A\ —— ss5/330/23-Cv ER
A
| T 7s/naancvsk I': ——— CZ/H/1000/001-002
~ _Grouping
1anebo | M) sk/H/254/001-004 IA(IN) zména/y pro
P - e CZJH/1000/001-002 vice LP ve vice MSs
© STATNI USTAV PRO KONTROLU LECIV e 12/2024 1A
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Worksharing - opakovani

>, Worksharing: Jedna nebo vice zmén, kde alespon jedna je min. typu IB pro vice LP jednoho
drzitele ve vice statech

=, Mozné kombinace LP ve WS:

more than one purely national marketing authorisation of the same holder in more than one Member
State;

more than one mutual recognition marketing authorisation of the same holder;
more than one centralised marketing authorisation of the same holder;

one or several purely national marketing authorisation(s) and one or several centralised marketing
authorisation(s) of the same holder;

one or several purely national marketing authorisation(s) and one or several mutual recognition
marketing authorisation(s) of the same holder;

one or several mutual recognition marketing authorisation(s) and one or several centralised marketing
authorisation(s) of the same holder;

one or several purely national marketing authorisation(s), one or several mutual recognition marketing
authorisation(s) and one or several centralised marketing authorisation(s) of the same holder;

© STATNIi USTAV PRO KONTROLU LECIV e 12/2024
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Worksharing:

Grouping, "horizontalni" grouping, Supergrouping, Worksharing:

Grouping Grouping
JIB/ll ==  CZ/H/1000/001-002 JIB/II C———=-  (CZ/H/1000/001-002
IB ¢i II ¢i G zmén pro vice MRP LP
——"==  Cz/H/857/001 C—— == EU/1/87/786
Grouping vt v " .
IB Ci II &i G zmén pro kombinace CAP a MRP LP
JIB/ll ————=  CZ/H/1000/001-002
IB & II & G zmén pro kombinace MRP a NAR LP
— — 86/667/22-C
Grouping
EU/1/87/786
/IB/Il == IB & II & G zmén pro CAPs Grouping
—— — EU/1/22/385 /IB/IL —— — (CZ/H/1000/001-002
—— — EU/1/87/786
Grouping
/IB/Il == 65-987/90-Cv (R >  86/667/22-C
IB & II & G zmén pro NAR LP ve vice MSs
—— — 86/667/22-C v SK
Grouping IB Ci II & G zmén pro kombinace CAP, MRP a NAR LP
IB/II  ——-- EU/1/87/786
. /18/ /1/87] IB Ci II ¢i G zmén pro kombinace CAP a NAR LP
 —--

86/667/22-C v SK
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® SU KL Zmeény registraci: co je nového a co nas ceka

Novinky pro worksharing - definice
=, Clanek 20:

v odstavci 1 se naveéti nahrazuje timto:

,,Odchylné od ¢l. 7 odst. 1 a ¢lanka 9, 10, 13b, 13c, 13d, 15 a 16 zvoli drzitel postup delby prace
stanoveny v odstavcich 3 az 9 tohoto ¢lanku v téchto pripadech:*;

» Worksharing je od 1.1.2025 povinny

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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® SU KL Zmeény registraci: co je nového a co nas c¢eka

Novinky pro worksharing - definice

= CMDh BPG (Chapter 4 a 5):

=, Where such variations are not submitted by way of the worksharing procedure but way of single
purely national variations within single member states, the variation procedures will be
invalidated and not started until they are replaced by the submission of a worksharing procedure.

» Po 1.1.2025 musi byt zmeény podavany v ramci WS, pokud se vztahuji na vice neZ jeden LP
jednoho drzitele ve vice statech, samostatné podané zmény budou invalidovany

= EMA/CMDh explanatory notes on variation application form - Declaration of the Applicant

=, The MAH should also declare: The applicant confirms that the same variation (or group of
variations) does not apply to any other marketing authorisation held by the same holder (only
applicable for Type IB and/or Type Il variations)

Y V zadosti bude zadatel potvrzovat, ze samostatné podana zmeéna typu IB Ci Il se nevztahuje
na jiny LP

© STATNIi USTAV PRO KONTROLU LECIV e 12/2024
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Novinky pro worksharing — cover letter

=, CMDh BPG (Chapter 7):

%, If a submission for a worksharing application does not include all marketing authorisations owned
by the same holder affected by the proposed changes, the holder will be informed and requested
to revise its application to include all affected marketing authorisations.

» Do WS by mély byt zarazeny vSechny pripravky, kterych se zména tyka, v cover letteru k WS
bude zadatel potvrzovat, ze do WS byly zahrnuty vsechny tyto LP

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Zmeény registraci: co je nového a co nas ceka
dotazy smérovat na e-mail seminar_zmeny@sukl.cz

Novinky pro worksharing — cover letter

%, Cover letter:

%, V cover letteru je potreba
potvrdit, Zze do WS byly zahrnuty
vSechny LP drzitele, kterych se
zmeéena tyka

© STATNI USTAV PRO KONTROLU LECIV e 12/2024

The details are as follows:

Name of the medicinal product(s) (in the RMS): . e mre e
Pharmaceutical form(s) and strength(s):

INN/active substance(s):

ATC Code(s):

National Marketing Authorisation Number(s):

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

[] Following Urgent Safety Restriction
Quality

Annual variation for human influenza vaccines

OO0 OO0

Dther

<Worksharing procedure
[[1 We confirm that all concerned marketing authorisations approved in all member states are included

in the Worksharing application>

3

[[] 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: >

Classified as internal/staff & contractors by the European Medicines Agency
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Novinky pro worksharing - shrnuti

% Pokud se zjisti, ze zména byla predlozena jinde a méla byt predlozena jako WS}

=, Pokud se zjisti, Ze do WS nebyly zahrnuty vSechny LP, kterych se zména tyka

e ve validacni fazi bude zadost invalidovana

e v posuzovaci fazi bude MAH pozadan o stazeni zmény/WS a pre-podani zmény jako WS nebo
jako WS se vSemi LP, kterych se zména tyka

e pripadné bude zména/WS zamitnut z dlivodu nepravdivych informaci v Zadosti

»» Dodrzet tyto podminky je vzdy zodpovédnosti drzitele

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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® SU KL Zmeény registraci: co je nového a co nas ceka

Novinky pro worksharing — harmonogram

%= Clanek 20:

odstavce 4 a 5 se nahrazuji timto:

4. Referentni organ vyda stanovisko k platné zadosti podle odstavce 3 ve lhhté, kterd odpovida
obdobi pro zhodnoceni nejvyssiho typu zahrnutych zmén po potvrzeni piijeti platné zadosti v pfipadé
malych zmén typu IB nebo velkych zmén typu I1.*;

5. Referen¢ni organ muze zkratit lhutu uvedenou v odstavei 4 s ohledem na naléhavost véci, nebo ji

prodlouzit na 90 dnt pro zmény uvedené v pfiloze V nebo pro seskupovani zmén v souladu s ¢l. 7

odst. 2 prvnim pododstavcem pism. ¢) nebo ¢l. 13d odst. 2 prvnim pododstavcem pism. c¢).*

7

» Harmonogram worksharingu se nove fidi nejvyssim typem zmeény

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Zmeény registraci: co je nového a co nas ceka

Novinky pro worksharing — harmonogram

~, 30-denni harmonogram zmény typu IB:

into account the CMS comments the reference authority sends the
request for supplementary information to the CMS and MAH and stops
the clock.

If the variation can be accepted by the reference authority, taking into
account the CMS comments, the reference authority circulates an
acceptance notification to the MAH and informs the CMS by updating
CTS and the procedure ends. Where applicable, the MAH provided the
RMS during the procedure highlighted and clean versions of the SmPC,
labelling and/or package leaflet in electronic format, The RMS checks the
highlighted (changed) text, and circulates these documents together
with a statement that it has endorsed the changes made, to the MAH
and CMS. All changes in the text, in comparison with the previously
approved version of product information, should be marked with track-
changes in the highlighted versions circulated at the end of procedure. It
is recommended to upload the clean documents to CTS for transfer to
the MRI index.

Until New Day 20

Day 0 The reference authority starts the procedure after validation, completes || Clock stop Within 30 days of receipt of the request for supplementary information,
the CTS record and sends an e-mail informing the MAH of the procedure . . . .
start date. The CMS are only informed via CTS, there will be no the MAH submits an amended notification to the reference authority and
additional mail. CMS. Where applicable, national translations updated in accordance with
requests for amendment raised in the request for supplementar
until Day 20 The reference authority notifies the CMS on its position in a reduced . q ) ) . a pp. . ) Y
assessment report or minimum assessment via email information, have to be submitted in the amended notification.
Until Day 27 CMS notify the reference authority about their comments (CAVE: for New Day 0 The reference authority restarts the clock, updates CTS and sends an
quality changes of type IB usually there are no CMS comments foreseen, email informing the MAH that the procedure has restarted. The CMS are
only in case of translation issues if SmPC changes are concerned) . .
informed via CTS.
—Day 30 If the variation cannot be accepted by the reference authority, taking

The reference authority notifies the CMS on its position.

Until New Day 27

CMS notify the reference authority of their comments (if any despite the
fact that for IB quality changes CMS comments are usually not
foreseen).

© STATNI USTAV PRO KONTROLU LECIV e 12/2024

New Day 30

The reference authority circulates the final opinion to the CMSs and the
MAH. If applicable, it is the responsibility of the applicant to provide the
updated SmPC/PL/labelling (both annotated version in which all changes
approved during the procedure have been marked, and clean versions)
to the RMSs/MSs involved in the WS procedure. Where the product
information is affected, for marketing authorisations granted via
MRP/DCP the clean documents have to be uploaded to CTS for transfer
to the MRI index.

Classified as internal/staff & contractors by the European Medicines Agency
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Zmeény registraci: co je nového a co nas ceka

Novinky pro worksharing — harmonogram

=, 60-denni harmonogram zmény typu Il

60-day procedure

Day 60 Reference authority circulates the FVAR to the CMSs and to the MAH
Day 75 The possible break-out meeting
Day 80 CMSs send the possible comments on the FVAR to the reference

authority

No later than day 90

If a CMS does not agree with the final opinion of the reference authority
on grounds of potential serious risk to public health, the reference
authority is requested to refer the application to CMDh.

Day 0 Start of the procedure, the reference authority notifies the timetable to
the CMSs by CTS and to the MAH by email

Day 40 Reference authority circulates the PVAR to the CMSs and to the MAH

Day 55 CMSs send the possible comments on the PVAR to the reference
authority

Day 59 Reference authority sends the request for supplementary information to
the MAH and the CMSs, clock stop

Clock off period Should not be longer than 60 + 60 days (60 days for the MAH to

provide the responses and 60 days for the reference authority to
prepare the FVAR)

© STATNIi USTAV PRO KONTROLU LECIV e 12/2024

Day 90

The reference authority circulates the final opinion to the CMSs and the
MAH. If applicable, it is the responsibility of the applicant to provide the
updated SmPC/PL/labelling (both annotated version in which all
changes approved during the procedure have been marked, and clean
versions) to the RMSs/MSs involved in the WS procedure. Where the
product information is affected, for marketing authorisations granted via
MRP/DCP the clean documents have to be uploaded to CTS for transfer
to the MRI index.

Day 90

If not referred to CMDh, the final opinion is considered approved by
CMS and changes not affecting PI may be immediately implemented.

Classified as internal/staff & contractors by the European Medicines Agency




Zmeény registraci: co je nového a co nas ceka

e, SUKL
Novinky pro worksharing — harmonogram

% 30-denni harmonogram zmény typu ll  90-denni harmonogram zmeny typu |l

Recommended reduced (30-day) procedure

90-day procedure

Day 0 Start of the procedure, the reference authority notifies the timetable to Day 0 Start of the procedure, the reference authority notifies the timetable to
the CMSs by CTS and to the MAH by email the CMSs by CTS and to the MAH by email
Day 15 Reference authority circulates the PVAR to the CMSs and to the MAH Day 70 Reference authority circulates the PVAR to the CMSs and to the MAH
Day 20 CMSs send the possible comments on the PVAR to the reference Day 85 CMSs send the possible comments on the PVAR to the reference
authority authority
Day 21 Ref thority sends th tf | tary information t
elerence authority sends the request for suppiementary information to Day 89 Reference authority sends the request for supplementary information to

Claock off period

the MAH and the CMSs, clock stop

Should not be longer than 10 + 10 days (10 days for the MAH to
provide the responses and 10 days for the reference authority to
prepare the FVAR)

the MAH and the CMSs, clock stop

Clock off period

Should not be longer than 90 + 60 days (90 days for the MAH to
provide the responses and 60 days for the reference authority to
prepare the FVAR)

Day 22 Reference authority circulates the FVAR to the CMSs and to the MAH
Day 90 Reference authority circulates the FVAR to the CMSs and to the MAH
Day 25 CMSs send the possible comments on the FVAR to the reference
authority Day 105 The possible break-out meeting
No later than day 30 If @ CMS does not agree with the final opinion of the reference authority Day 110 CMSs send the possible comments on the FVAR to the reference

on grounds of potential serious risk to public health, the reference
authority is requested to refer the application to CMDh.

authority

No later than day 120

If a CMS does not agree with the final opinion of the reference authority

Day 30 The reference authority circulates the final opinion to the CMSs and the on grounds of potential serious risk to public health, the reference
MAH. If applicable, it is the respansibility of the applicant to provide the authority is requested to refer the application to CMDh.
updated SmPC/PL/labelling (both annotated version in which all
changes approved during the procedure have been marked, and clean Day 120 The reference authority circulates the final opinion to the CMSs and the
versions) to the RMSs/MSs involved in the WS procedure, Where the MAH. If applicable, it is the responsibility of the applicant to provide the
product information is affected, for marketing authorisations granted via updated SmPC/PL/labelling (both annotated version in which all
MRP/DCP the clean documents have to be uploaded to CTS for transfer changes approved during the procedure have been marked, and clean
to the MRI index. versions) to the RMSs/MSs involved in the WS procedure. Where the
Day 30 o 3 product information is affected, for marketing authorisations granted via
ay If not referred to CMDh, the final opinion is considered approved by
) . ) ) MRP/DCP the clean documents have to be uploaded to CTS for transfer
CMS and changes not affecting PI may be immediately implemented.
to the MRI index.
Day 120 If not referred to CMDh, the final opinion is considered approved by

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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CMS and changes not affecting PI may be immediately implemented.
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Novinky pro worksharing — vice drzitelu

% Clanek 20:

dopliiuje se odstavec 11, ktery zni:

,11. 'V odivodneénych pripadech a v souladu s pokyny uvedenymi v ¢l. 4 odst. 1 s1 po dohodé
piislusnych organa ¢lenskych stati a agentury muze drzitel zvolit postup délby prace stanoveny
v odstavcich 3 az 9 u registraci uvedenych v kapitolach II, IIa a III, jestlize se mala zména typu IB,
velka zmeéna typu II nebo skupina zmén, v niz alespon jedna zména piedstavuje malou zménu typu IB
nebo velkou zménu typu II, ktera neobsahuje zadné rozsireni, tyka nékolika registraci nékolika drzitelt

ve vice nez jednom Clenském state.”

M Moznost predlozit Worksharing pro vice drziteld v ramci ,konsorcia® (napf. pro PAES/PASS)

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Novinky pro worksharing — urceni Reference Authority

% Urceni ,Reference Authority”
= CMDh BPG (Chapter 7)

=, Where at least one of the concerned marketing authorisations has beenauthorised via the
centralised procedure, the European Medicines Agency will be the reference authority.

% In all other cases, the national competent authority of a Member State chosen by the holder and
accepted by that competent authority or chosen by the Coordination Group referred to in Art. 27
of Directive 2011/83/EC, if none of the competent authorities of the Member States agrees to act
as the reference authority, shall be the reference authority.

M V pfipadé, 7e je zahrnut CAP, je Reference Authority vidy EMA
M V ostatnich pfipadech je volba , Reference Authority” na driiteli
M Pokud viechny navrZzené Reference Authorities odmitnout WS vést, uréi ji CMDh

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Novinky pro worksharing — urceni Reference Authority

=, CMDh BPG (Chapter 7)

% In case several national MAs will be adapted to an already updated dossier in another member
state it is recommended to propose the NCA of the updated dossier as reference authority.

 In case the worksharing procedure includes marketing authorisations granted via MRP/DCP it is
recommended to propose the RMS of (most of) the procedure(s) as reference authority.

%~ In case a chosen reference authority is RMS in most of the procedures or has approved most of
the included national MAs it is expected to accept being the reference authority

» V pfipade, ze je zahrnut MRP LP, WS by mélo vést RMS tohoto MRP LP
M V pripadé, Ze je zahrnuto vice MRP LP — RMS, ktery ma nejvice LP
» Pokud ve WS pouze Cisté NAR LP — Reference Authority ten, kdo jiz zménu ma schvalenou

» Pokud ve WS pouze Cisté NAR LP — NCA, ktera ma nejvice LP

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Novinky pro worksharing — urceni Reference Authority

Zmeény registraci: co je nového a co nas ceka
dotazy smérovat na e-mail seminar_zmeny@sukl.cz

= CMDh template: Heads of Medicines Agencies: Variations

You are here: Home >

CMDh
About CMDh
Statistics
Agendas and Minutes
Press Releases
COVID-19
BREXIT
Nitrosamine impurities
Procedural Guidance
CMDh-Referrals
Product Information

Advice from CMDh

* Templates

Applications for MA
QRD

Assessment Reports
Art.29 Referrals

PSUR

Variations

I > CMDh > Templates > Variations

VARIATIONS

Variation applications

+ Cover letter for Variation Applications in the Mutual Recognition
Procedure (December 2022)

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

Grouping of type IA variations according to Article 7 of Commission
Regulation (EC) No 1234/2008

+» Template of letter of intent for the submission of a type
IA grouped procedures ("Supergroup™) (July 2013)

Recommendation on the classification of an unforeseen on variation under
Article 5 of Commission Regulation (EC) No 1234/2008

IO

“Date=
<Reference=

<The address of the preferred reference authorsty >

Subject: Letter of intent far the submission of & P
to Article 20 of Commibssion Kegulation (EC) No 12342008

1o the CMDh according

Warksharing Applieant details:
Name : |

Address : |

Contact person detalls
(i name, address, e-mail
address, phone number)

1t inils:

This letrer of inteat for the submision of n <Type IR> <Type 11> <group of varistions> following &
worksharing procedure according to Articke 20 of Commission Regulation (EC) No 123472008,
concerns the ollowing medscingl products suthorised via MEPDCP;

Medicinal product Active substamee(s)

<(invented ame in RMS = <INNieommaon rame>
<(mvented Name m KMS > <INN/commeo >
“{vented Name m KMS > <INN/comme o
“{mvented)Name m RMS> <INN'common pame

MEP/DCP number

“(mvented)Name m EMS> <INN/common name™
The following medicinal products inchuded in the worksharmg procedure are authorised via national
prosedure

Medicinal product
“{invented Mame m M5 =
<tinvented Name in MS >
JmventedName m MS >
mvented Name m M5

“{mvented Mame m 3

Active substamee(s)
<INNcommon sanse™
<INN'eommon sanse™
<INNcommon name>
> <INNcommon mame>
5 <INN/'common name™

Nathomal MA number  Member Siate

= The following supporting documentation needs to be provided:

List of concerned marketing authorisations.

Explanation as to why all concerned marketing authorisations are
considered to belong to the same holder.

Description of the variation with a confirmation that no product-
specific assessment will be required. MAHSs should carefully
review the current product information of all MAs involved to
ensure that the scope of the proposed worksharing fulfils this
requirement for all products.

List of proposed reference authorities in preferred order.

In case the preferred reference authority has not granted a
marketing authorisation for all concerned marketing
authorisations, the MAH should explain the choice of the
preferred reference authority.

Planned submission date.

.. Medicines Agency


https://www.hma.eu/human-medicines/cmdh/templates/variations.html
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® SU KL Zmeény registraci: co je nového a co nas c¢eka

Novinky pro worksharing — urceni Reference Authority

Dodrzeni
pravidel

uréeni SUKL WS pfijima
Reference

Authority

e, SUKL

Jinak, nez
dle pravidel
urceni SUKL WS pfijima do vy&erpani kapacit
Reference
Authority

STATNI USTAV _
PRO KONTROLU LECIV
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Jak predkladat ve WS texty vs. present/proposed table

=~ Pokud jsou soucasti WS MRP/DCP pripravky, je potfeba predlozitcommon texty s
navrzenymi zmenami
« u WS s nejvyssim typem zmeény IB se predkladaji narodni texty uz v ivodnim
podani
« U WS s nejvyssim typem zmeny II se narodni texty predkladaji az v narodni fazi
WS do 7 dnu od schvaleni

=~ Pokud jsou soucasti WS narodni pripravky, neni treba vytvaretcommon texty, ale
meéla by byt predlozena srovnavaci tabulka, kde budou uvedeny casti
present/proposed véetné uvedeni rozdilnosti v jednotlivych textech

= PredlozZeni srovnavaci tabulky je vhodné i pokud je ve WS kombinace MRP/DCP a
narodnich pripravkd nebo pokud jsou texty jednotlivych pripravki v
upravovanych castech neharmonizované

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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Platby za WS

*, Za Zadost se hradi ndhrady vydaju a spravni poplatek— princip je stejny jako u
ostatnich typld zmén

= Pokud CZ WS vede, vztahuji se na vSechny pripravky ve WS platby stejné jako pro
RMS zmény (kédy R-023 — R-025)

= pokud WS vede jiny stat ¢i EMA, vztahuji se na zadost platby jako pro CMS
zmeny (kody R-032 - R-034)
* Plati se pouze za pripravky registrované v CZ
e Spravni poplatek (kdd S-001) se plati pouze jeden za celou zadost

e Vice informaci zde: https://sukl.qgov.cz/klinicke-hodnoceni-leciv/doplnujici-informace-cs/novela-
nahradove-vyhlasky-ucinna-k-1-6-2019/

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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https://sukl.gov.cz/klinicke-hodnoceni-leciv/doplnujici-informace-cs/novela-nahradove-vyhlasky-ucinna-k-1-6-2019/
https://sukl.gov.cz/klinicke-hodnoceni-leciv/doplnujici-informace-cs/novela-nahradove-vyhlasky-ucinna-k-1-6-2019/

r
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eCTD lifecycle ve WS:

» Ve WS zustava zachovanlifecycle kazdého pripravku, tj. pro kazdy pfipravek se
predklada vlastni sekvence

= VSechny sekvence se predlozZi v ramci jednoho CESP podani do vSech
zUcCastnénych statd WS (vice info o akceptovatelnych zplsobech predkladani
dokumentace zde: https://sukl.gov.cz/pokyny-registrace-leciv/reg-84-verze-8/ )

LU

eCTD
Y sequence Tracking number
NL number
NO Podani WS 0036 CZ/H/xxxx/WS/037
—— (CZ/H/0816/001-
PL 003/1B/013/G)
PT
RO Pfedchozi zmény 0035 CZ/H/0816/001-003/11/010
SE
SK i
0034 CZ/H/0816/001-
UK 003/1A/015/G
D CESP_Submission_825271
D trigger

© STATNI USTAV PRO KONTROLU LECIV e 12/2024
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e, SUKL

DEKUJEME ZA POZORNOST

STATNI USTAV PRO KONTROLU LECIV
Srobdarova 48, 100 41 Praha 10

tel.: +420 272 185 111

e-mail: posta@sukl.cz

www.sukl.cz
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Seznam zkratek:

ZN

Q)

KP

Q)

BPG
Q/A
eAF

QRN

Q)

EMA

Q)

NtA

Q)

MRP

Q)

NAR

Q)

CAPs

Q)

PL
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WS

Zménové Narizeni, Narizeni 1234/2008

Klasifikaéni pokyn, pokyny pro riizné kategorie zmén...
Best Practise Guide

guestions and answers

electronic Application Form, formular zadosti
European Medicine Agency

Notice to Applicant

Mutual recognition procedure

Narodni registrace

Centrally authorised medicinal products

Package leaflet, pribalova informace

Summary of product characteristics, souhrn Gdajl o ptipravku

Worksharing, procedura délby prace
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Zmeény registraci: co je nového a co nas ceka
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SG
LMS
RMS
PACMP
LP
PAES
PASS
MDR
IVDR
EK
CMDh

CMS

Supergrouping, superseskupovani

Lead member state

Reference member state

post approval change management protocol
|éCivy pripravek

Post-authorisation efficacy studies
Post-authorisation safety studies

Medical Device Regulation

in vitro diagnostic medical devices Regulation
evropska komise

Co-ordination group for Mutual recognition and Decentralised
procedures

Concern member state

Classified as internal/staff & contractors by the European Medicines Agency
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