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Typy registracnich procedur

J centralised procedure (CP) - applications are made directly to the European
Medicines Agency (EMA) and lead to the granting of a European marketing
authorisation by the Commission which is binding in all Member States.

] decentralised procedure (DCP) - an application for the marketing authorisation of a
medicinal product is submitted simultaneously in several Member States,

J mutual recognition procedure (MRP) - based on the principle of recognition of an
already existing national marketing authorisation by one or more Member States.

J national (NP) - valid in one Member State only, through national agency

_ repeat use (RUP)
 line extension




Centralised Procedure

] povinné pro :
= all human medicines derived from biotechnology and other high-tech processes
= all advanced therapy medicines
= medicinal products containing new active substances intended for
= the treatment of HIV/AIDS, cancer, diabetes, neurodegenerative diseases, auto-immune
and other immune dysfunctions, and viral diseases
= orphan medicines intended for the treatment of rare diseases.

J muze byt vyuzita:
* medicine is a new active substance, constitutes a significant therapeutic, scientific or
* technical innovation, or is in any other respect in the interest of patients at EU level.
* generics of centrally authorised products
* certain medicinal products for paediatric use may be authorised in this way.

J pred podanim CP nutné nejprve zaslat tzv. elegibility form, na zaklade kterého EMA rozhodne,
zda je pripravek mozne schvalit CP

1 cca 6-7 mésicu predem je nutné informovat EMA o pfedpokladaném datu podani zadosti

1 pre-submission meeting




MRP vs. Repeat use vs. Line extension

J Mutual Recognition procedure (MRP)

] pfipravek uz je registrovany v néjakém staté EU (narodné/DCP)
] aktualizace dokumentace

] Zadost na RMS o pfipravu aktualizovaného Assessment report
J nova zadost, ,puvodni® dokumentace

J Repeat-use (MRP)

 pridani dalsich CMSs — opakované pouziti MRP

_1 vSechny bézici procedury musi byt uzavieny (zmény, prodlouzeni), aktualizace dokumentace
J nova zadost, ,puvodni“ dokumentace

J Line extension

= nova zadost daného drzitele pro novou silu/lekovou formu jiz registrovaneho pripravku
= nova zadost, nova dokumentace




Obecné pozadavky

J EudralLex Vol. 2B ,Notice to Applicants”

 Clenéni dokumentace, obsah jednotlivych modulu a kapitol
1 doporucené velikost pisma, zpusob upravy dokumentu atd.

] obsah registracni dokumentace nezavisi na typu registracni
dokumentace, ale na pravni zakladu zadosti

J pravni zaklad zadosti zavisi na registracni strategii spolecCnosti




Pravni zaklad zadosti

Pravni zaklad 10(1)

generika

10(3)
hybridni

(€)Y
literarni (WEU)

8(3)
nova zadost —
mixed dossier

10(b)
Fixni kombinace

Bioekvivalentni
k referenCnimu
pripravku

Typ pripravku

Stejné kvalitativni a

kvantitativni slozeni

Stejna farmaceuticka
forma

BE studie X

Neklinicka a Reference na
klinicka data neklinicka a klinicka
data ref.LP, vysledky
BE studie
(abbreviated dossier)

Full dossier

Kvalita (modul 3)

jako referenéni
oba pripravek

Bioekvivalence
nemuze byt
prokazana nebo se
pripravek liSi od
referencniho
pripravku (indikace,
sila, lékova forma,
cesta podani

| (x)

Uplna nebo CastecCna
reference na
neklinicka a klinicka
data ref.LP, vysledky
BE studie
(abbreviated dossier)

Full dossier

jako referenéni
pripravek, popf.

Tzv. well-
established use

Léciva latka se pouziva
uz vice jak 10 let

Neklinicka a klinicka
data ziskana z
dostupné literatury

Full dossier

vlastni

Pripravek 2 a vice lécCivych
obsahuijici |latek, které se
novou lécivou pouzivaji
latku nebo samostatné, v
znamou léCivou  jednom lécivém
latku, pro pripravku
kterou ale
nejsou
dostupna
literarni data
X X
Vlastni data Nova preklinickd
Zadatele + a klinicka data
publikovana podporujici
data podavani latek v
(full dossier) kombinaci
Full dossier Full dossier
vlastni vlastni




REG-29
-

J aktualizace pokynu pro tvorbu nazvu — prozatim neni jasné, kdy bude nova
verze vydana

navrh nového pfistupu k posuzovani ndzva LP v CR prezentovan SUKL na
seminarich v kvetnu 2024

L

nove

odvozeni o0 vyznamového slova ano, pokud nebude reklamni nebo zavadejici
vyznamova slova nadale neni mozné pouzit, a to slova v CJ a obecné znama slova v AJ
mozné pouzit nazev odvozeny in INN l|écCivé latky - za urditych predpokladu

mozné pouzit nazev odvozeny od indikace — za urcitych predpokladu

pouzivani diakritiky a Cisel v privlastku mozné

L CUOUO L0 L

zustava platné:

vyslovitelnost

neobsahovat kombinaci malych/velkych pismen

zavadejici, klamavy, urazlivy atd. l: Reclinmec
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Elektronicke Pl (SmPC, PIL)

Annex 1- List of elements that could be provided through mobile technology features for
individual MS

UK

AT EE BG | CY | CZ DE | DK EE | EL ES FI FR | HR | HU | IE IS IT LI LT | LU | LW MT | ML NO PL PT RO 5E | 51 SK (NI}

Product
information X X X X X X X X X X1 X X! X X X X X X X1 X X1 X X X X X X! X X X1 X

Additional risk
minimisation
measures for the
patient which
has been
approved by the
NCA (as outlined
in the RMP)
Videos
(Instructional, X | x2 | x| ox | x| x| x2|x|x|x| x| x | x| x x| x| x | x| x X X2 X x5 | x| x| x X2
no containing
extra info)
Photos of the
packaging
and/or the Xz X1 X
pharmaceutical
form

Additional risk
minimisation
measures for the
Health Care
Professionals X X it X X1 %z it ht X X1 X bt X X
which has been
approved by the
NCA (as outlined
in the RMP)

Any information
compatible with X X2 X2 X x? X! X X x? X2
art 62

" The Applicant can refer this information exclusively by linking to the NCA website;

2 Assessment needed to be in line with national legislation;

*Videos permitted only if included in RMP as Pharmacovigilance educational material for Patients; .
dlimnmecl




Elektronickeé Pl (SmPC)

J Prozatim neni mozné zcela nahradit PIL elektronickou verzi

J Pokyn Mobile scanning and other technologies in the labelling and
package leaflet of centrally authorised medicinal products

J Pokyn GUIDELINE ON THE READABILITY OF THE LABELLING
AND PACKAGE LEAFLET OF MEDICINAL PRODUCTS FOR
HUMAN USE

J Projekt EU ePI

l: Reclinmerc




Novinky v registracich - co nas ceka

J Novinky ve zmenach v registraci
= Seminar SUKL

J Oxid titaniCity se slozeni LP

J Informace o pripravku v elektronické podobé

1 Nazvy LP v CR — aktualizace REG-29

l: Reclinmecd



Dotazy?

Dekuji za pozornost
-

pychova@reclinmed.com
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