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Nova farma legislativa - smérnice

= Clanek 66 odst. 1

ePl
Legislativa

,Pribalova informace je pro lécivé pripravky povinna. Drzitel rozhodnuti zajisti
dostupnost pribalové informace v tisténé podobé v baleni a v elektronickée
podobe v souladu se specifikacemi, normami a formatem stanovenymi

@ provadécim aktem podle odstavce 6.”

Provadéci akt Komise do 18 mésicu

a) spolecné normy a formaty

b) kritéria pro bezpecné digitalni platformy a sluzby
c) postupy pro potvrzeni a zpristupnéni elektronické
podoby

d) informace na obalu pro pristup k elektronické
podobé

e) AMR symbol a souvisejici informace

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026

Systém EMA do 18 mésict

,2Agentura po konzultaci s ¢lenskymi staty a
prislusSnymi zucastnénymi stranami zpristupni
systém pro ukladani elektronickych informaci o
pripravku. Systém bude k dispozici do ... [18
mésicl ode dne vstupu této smérnice v platnost].”
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platnost smérnice Gcinnost smérnice
20. den po vyhlaseni + 24 mésict ode dne
v Ufednim véstniku vstupu této smérnice
Evropské unie v platnost

ePl
Legislativa

Nova farma legislativa — smeérnice — casova osa

+ 5 let ode dne vstupu
této smérnice v platnost

zasoby

o —0— — 0

Q4 2026 Q4 2028

Kdy a pro koho plati
pozadavek / \

na zpristupnéni

pfibalové informace Zadosti o registraci pfedlozené
v elektronické po tomto datu

podobé podle ¢l. 66

odst. 1°? K /
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Q4 2031

-

LP registrované pred vstupem
smeérnice v platnost a zadosti
podané do Q4 2028.

K Drive - dobrovolné

~

/

do vyCerpani zasob

/

LP registrované pred
vstupem smeérnice v
platnost mohou byt
uvadény na trh,

distribuovany, vydavany,

a pouzivany az
Qo vycerpani zasob

~

/

4
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Co je ePI

= Seminar €. 4 — Seminar sekce registraci — aktualni témata (2025)
https://sukl.gov.cz/vzdelavaci-akce/seminare/seminar-c-4-seminar-sekce-
registraci-aktualni-temata/

Polostrukturovany format podle EU ePl Common Standard zalozeného na FHIR.
Lze jej Sirit pres web, platformy i tisk.

)

)

)

Prechod na ePl zlepSuje dostupnost, vyhledatelnost a vicejazycnost informaci a
umoznuje jejich propojeni s elektronickymi zdravotnickymi systémy, aby pacienti
i zdravotnicCti pracovnici méli pristup k aktualnim ddajum o [éCivych pfipravcich.
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Electronic application forms
(eAF)

Web-based, user-friendly forms for submitting
regulatory applications for human medicinal products to
health authorities.

eAF guidance >

Product Lifecycle
Management portal

Home > ePI for human medicines

ePI for human medicines

Search and browse ePI of authorised PI published in the context of the ePI pilot projed

Electronic product
information (ePI) l
Authorised product information for medicinal products, s

created in a harmonised electronic format using the EU
ePI Common Standard.

Create new ePI

|

ePI list l

QRD templates >

ePI guidance >

IMPORTANT NOTE: ePIs are published for pilot purposes only, and may not be up-to-date. Not to be used as medicines information.

Name of medicinal

EPI ID e

Procedure no.

Authorisation
type

Reference MAH

| Published on

Product Management Service
(PMS)

ISO IDMP-compatible database that consolidates
medicinal products data in the EU, across the product
lifecycle.

PMS guidance »

SPOR v IAM IRIS m

& [a

SmPC

Medicines regulatory
agency

Home ® Guidance and help = =1 guidance

ePI guidance

ePI videos
Videos about creating and managing =PI in the PLM portal

ePI - Registration guide
Information on ePI roles in the PLM portal and how to request them

ePI - Navigation guide (for Applicants)
Instructions for &Pl Applicant Managers and Contributors to navigate the authoring tool and create, prepare and submit ePI to regulators

ePI Frequently Asked Questions (FAQs)

Common guestions, known limitations, and current workarounds, where apalicatle

ePI Known Issues

Details of all known issues in the PLM portal — &Pl that the Pl team is aware of and workarounds where availabla.

ePI release notes

What is new ar changed in each release, including new features, enhancements, and resolved issues

ePI - Navigation guide (for Regulators)
Instructions for el Approvers and Publishers to navigate the tool and 2pprove and publish 2Pl after they have been submitted by 2 pharmaceutical compam

ePI FHIR Implementation Guide
Preview of the FHIR Implementation Guide for ePI to enable creation of 2PI according to the EU ePI Common Standard

How to validate ePI against the EU ePI Common Standard

ePI style guide

This style guide aims to instruct ion is added for ePTs.

on haw styling i
ePI QRD template lists

ePI - Country-specific and paper-specific information in ePI
Recommendations for handling information that appears in the paper package leafiet and is currently not always present in final PDF PL.

ePI - Guide for Translators
Instructions for translators to translate ePI in FHIR xml format while complying with the EU P Commen Standard.

SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

Imatinib Teva 100 mg hard capsules

Imatinib Teva 400 mg hard capsules

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Imatinib Teva 100 mg hard capsules
Each hand capsule contains 100 mg of imatinib (as mesilate)

EPI/24/35 Imatinib Teva

EPI/24/1 Vitrakvi

EPI/24/17 Nuvaxovid

EPI/23/1018 Kyleena SE - Device

breakage

EPI/23/1014 Zoladex

CAP

CAP

CAP

MRP/DCP

NAP

Teva B.V.

Bayer AG

[INACTIVE] Novavax CZ

a.s.

Bayer AB

Astrazeneca B.V.

06/02/2025
01:37 PM

01/08/2024
02:02 PM

14/06/2024
02:28 PM

28/05/2024
01:28 PM

21/05/2024

European Medicines Agency
Labelling 100 mg hard capsules

Labelling 400 mg hard c
European Medicines Agency

Imatinb Teva 400 mp hard capsules
Each hard capsule confains 400 mg of imatinib (as mesilate).

For the full list of excipients, sse saction 6.1

3. PHARMACEUTICAL FORM
Hard capsule.

Imatinib Teva 100 mg hard capsules
‘Non transparent orange capsules with black marking 7629 on capsule body and black marking TEVA on capsule cap. The content of the capsule is whit to light yellow granulated
powder

PL 100 mg film-coated tablets
10 myg film-coated tablets

European Medicines Agency

PL 100 mg hard ca

PL 400 mg hard capsules

Swedish Medical Products
Agency

Medicines Evaluation Board

The length of the capsule is from 191 mm to 19.7 mm and the width is 6 91 mm.

Imatinib Teva 400 mg hard capsules
Non transparent orange capsulles with black marking 7630 on capsule body and black marking TEVA on capsule cap. The content of the capsule is white to light yellow granulated
powder.

The length of the capsule is from 23 0 mm to 23 6 mm and the width is 8 53 mm_
4. CLINICAL PARTICULARS
4.1 Therapeutic indications
Imatinib Teva 1s indicated for the treatment of
« adult and paediatric patients with newly diagnosed Philadelphia chromosome (ber-abl) positive (Ph-+) chronic myeloid Jetkasmia (CML) for whom bone marrow transpl
ot considered as the firstline of treatment
‘adult and paediatric patients with Ph+ CML in chronic phase after failure of interfieron-alpha therapy, of in accelsrated phase or blast crisis.
adult and paediatnic patients with newly diagnosed positive nia (Ph+ ALL) integrated with chemotherapy.
adult pafients with relapsed or refractory Ph- ALL ummmmenpy
adult patients y dis (MDS/MPD) associated with platelet-derived growth factar receptor (PDGFR) gene re-arrangements.
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ePl — rozsah a predkladani

Rozsah ePlI Tvorba, predkladani a publikace ePI

souhrn udaju o pripravku * tvorba a sprava ePl v PLM portalu
pribalova informace * predlozeni ePl pres PLM portal
oznaceni na obalu autoriteé

annex Il (pro CAP) * ulozeni v centralnim repository

karta pacienta (pokud soucasti baleni, < nasledné zpristupnéni pres API
tj. je uvedena v textech)

Product Lifecycle

ePl pred predlozenim
Management portal

Nova registrace — pfi predlozeni

Nova registrace — na konci + ostatni fizeni
Submitted § § Published Deactivated
© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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CAP - implementacni plan

%, Dne4.9. 2026 zverejnén pokyn pro predkladani ePl v centralizovanych procedurach Electronic
product information (ePl) submission during centralised procedures

Q4 2026 H1 2027 H2 2027 Pribéiné

vakciny (ATC JO7) onkologické vsechny CAP vyvoj funkci,
pripravky pokynu, UAT a
(ATC LO1, LO4) podpora po go-live

"~ Do platnosti nové NPL — vSe na dobrovolné bazi

%, Jakmile je ePl jednou predlozena, ve vSech naslednych podanich musi byt tento format

zachovan

V pfechodném obdobi je mozné predkladat jen anglickou verzi v ePl formatu a ostatni jazykove
verze jsou volitelné. PIna vicejazyénost je mozna pozdéji, nejdéle po vstupu NPL v ucinnost.

)
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ePl
CAP

Kdy predkladat ePl v ramci jednotlivych rizeni - CAP

ePI submission for:

Submit ePI

In case of changes,

update and re-submit
ePI:

Declare EPI ID via:

MAA

Type IA/IAIN (inc.
grouping with only Type
IA/IAIN)

Type IB (single or
worksharing) without
linguistic review

Article 61(3) without
linguistic review

Transfer of Marketing
Authorisation (MA)

All other post-
authorisation
procedures (inc. Type
1B with linguistic review
and Article 61(3) with

linAnictir raviaw

© STATNi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026

At the same time as
submission of procedure
application

(EN only)

At the same time as
submission of procedure
application

(all languages)

At the same time as
submission of procedure
application

(all languages)

At the same time as
submission of procedure
application

(all languages)

At the same time as
submission of procedure
application

(all languages)

At the same time as
submission of final PI
translations

(all languages)

At the same time as
submission of final PL
translations

(all languages)

n/a or as communicated
by the Agency

n/a or as communicated
by the Agency

n/a or as communicated
by the Agency

n/a or as communicated
by the Agency

n/a

eSubmission Delivery
Brand name

eSubmission Delivery

Product A
eSubmission Delivery Product A
Product A

eSubmission Delivery

eSubmission Delivery

IRIS Industry portal

Marketing

Authorisation number
(authorisation
medicinal product)

EU/1/YY/123
EU/1/YY/123

EU/1/YY/123

Case numbers!

EMA/MAA/0000123456
EMA/VR/00002345672
EMA/VR/0000245790?

EMA/X/0000345678

EPI/YY/001
EPI/YY/006

EPI/YY/010
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CAP - pokyny

> ePl je doplnék stavajiciho podani: PDF Pl v eCTD a Word ve working documents
jsou nadale pozadovany

)

Pred predlozenim musi byt ePl propojeno se spravnym pripravkem

)

ePl ID se sdéli prostfednictvim eSubmission Delivery nebo IRIS Industry portal
podle typu procedury — tato kapitola bude rozpracovana

)

ePl musi odpovidat finalnim priloham |, Il, llIA a llIB a musi obsahovat Cislo
procedury (je mozné editovat, jakmile bude znamé)

)

Pokud MAH chce vytvorit ePl u registrovaného LP a v pristich 6 mésicich
neplanuje vhodnou zménu, muze po dohodé s EMA predlozit ePl mimo rizeni

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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CAP - pokyny

0

0

~

0

0

Pri aktualizaci ePl v ramci nasledné zmeény se v PLM portalu pouzije ,update
existing ePIl“

ePl Ize konsolidovat a predlozit pro vice zmén soucasné — ty je treba identifikovat
v PLM portalu (procedure number field), pokud byla drive predlozena verze jen s
jednou zménou, kterou konsolidovana verze nahradila, tuto verzi je tfeba oznacit
jako , deactivated”

Grouping, supergrouping, worksharing — pro vice LP — ePlI je tfeba predlozit pro
kazdy LP, pokud je kombinace CAP + NAP, EMA publikuje jen texty pro CAP

Transfer: vyuziva se funkcionalita ,,add co-author form outside your
organisation®, cely proces je popsan v guidance

e/ oo
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CAP - pokyny

~

0)

Q)

)

QEQ

StaZzeni zadosti o registraci/zmény: ,, submitted” ePl musi byt zménény na , deactivated”
(nejdéle do 15 pracovnich dni po ozndmeni EMA), ,,published” ePl zustavaji dale
viditelné

Zamitnuti zadosti o registraci: ,,submitted” ePl musi byt zménéno na ,deactivated” do
15 dnu od zamitavého stanoviska, toto se neprovadi, pokud Zadatel Zada o prehodnoceni
az do konecného vysledku fizeni

Zamitnuti zmeény: ,,submitted” ePl musi byt zménény na ,deactivated” nebo , draft” do
15 dnu od zamitavého stanoviska CHMP, toto se neprovadi, pokud Zadatel Zada o
prehodnoceni az do konec¢ného vysledku fizeni

,Draft“ a ,submitted” verze nejsou zverejnéné verze a lze je editovat. Zmeénit
,Submitted” verzi je mozné jen tak, ze je na Cas prevedena do ,draft” stavu.

Pokud je chyba v ,published” verzi, je treba kontaktovat product team

Za prUbézny soulad zverejnéné ePl s posledni schvdlenou Pl odpovida zadatel/drzitel
(PLM portal umoznuje exportovat word dokument z ePl)
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NAP (narodné registrované LP a MRP/DCP)

~

Clanek 77 odst. 1

/_ﬁ

,Elektronicka podoba pribalové informace musi byt rovnéz v anglickém jazyce.” }

QENQ

Q)

Q)

~

06/2026 probéhl ePl open day
07/2026 probéhl prizkum pripravenosti jednotlivych NCA

V soucasné dobé probihaji bilateralni jednani NCA s EMA ePIl tymem - identifikace
procesnich, pravnich a technickych otazek

Pripravuje se non-CAP implementacni plan — rozdéleni roli RMS (common texty,
narodni preklady a CMS (ndrodni preklady), harmonice postupt s CAP - musi
reflektovat pripravenost ¢lenskych statl a byt projedndn také na CMDh

Pridavaji se dalSi funkcionality ePl, které jsou aplikovatelné jen pro NAP (MLP redukce)

© STATNIi USTAV PRO KONTROLU LECIV e 6. 10. 2026 / 7. 10. 2026
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ePl
" S U KL Dalsi zdroje informaci

Verejné zdroje informaci

%~ Electronic product information (ePl) | European Medicines Agency (EMA)
(quaterly system demo events)

)

CAP guideline: Electronic product information (ePl) submission during
centralised procedures

)

Roadmap: electronic-product-information-epi-roadmap en.pdf
PLM portal: Home - PLM
ePl guidance: ePl guidance - PLIV

)

)
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Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.
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https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz
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Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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