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EUROPEAN MEDICINES AGENCY

S €1 E NE E MEDICINES HEALTH

Zalozena 1995, Londyn
Od brezna 2019 v Amsterdamu

Role EMA:

Zjednoduseni vyvoje a pfistupu k léCivym pripravkiim
Posuzovani zadosti o registraci |éCivych pripravki
(CAPs)

Monitorovani bezpecnosti, ucinnosti a kvality |éCiv

v pribéhu celého Zivotniho cyklu

Poskytovani divéryhodnych informaci o humdnnich
a veterinarnich |IéCivych pripravcich Siroké verejnosti
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Farmakovigilance v EU
EMA - vybory a pracovni skupiny

EMA — vybory a pracovni skupiny

CHMP — Committee for Medicinal
Products for Human Use

CVMP — Committee for Medicinal Who we are

scientific experts
II""""4‘()() O from across Europe

Products for Veterinary Use

COMP — Committee for Orphan N
Medicinal Products T )%1
Committee

HMPC — Committee on Herbal % ' g
Medicinal Products N %
PDCO — Paediatric Committee /%'J&

CAT — Committee for Advanced

therapies 1995 EMA established

PRAC — Pharmacovigilance Risk
Assessment Committtee
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I Vybor PRAC

Vybor PRAC - Farmakovigilancni vybor pro posuzovani rizik léciv

= Vznikl 7/2012, dfive pracovni skupina pro farmakovigilanci (PhVWP)

Q)

Zodpovédny za sledovani a posuzovani bezpecnosti humannich lécivych pripravkl, hodnoti B/R

)

eloevropsky zavazné zavéry hodnoceni

C
Vyddava doporuceni, ktera schvaluje EMA/vybor CHMP nebo CMDh a poté vydd rozhodnuti EK

Q)

~ Pravidelnd jedndni kazdy mésic kromé srpna 4+1 den (PRAC ORGAM)
=, Ad-hoc jednani dle potreby

= EU spoluprace jako PRAC Rapportér (jednotlivé 1-2 staty zodpovédné za hodnoceni urcitych latek,
ostatni pripominkuji, spoleény zavér — vétsinou pfi hlasovani)
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Vybor PRAC - slozeni

0000 0000 o000
6 expertld jmenovanych EK

1 ¢len + 1 ndhradnik kazdy ¢lensky stat
(EU + Island + Norsko)

2 zastupci zdravotnickych 2 zastupci pacientd
pracovniku
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l Agenda PRAC

Agenda PRAC

= Referraly (EU arbitraze)

Referral procedures: human medicines | European Medicines Agency (EMA)
* Urgentni bezpecnosti problém — postup Unie pro naléhavé zalezZitosti podle ¢lanku 107i smérnice
* Prehodnoceni B/R — bezpecnost, kvalita, ucinnost
* podle ¢lanku 31 smérnice — postup v zajmu Unie
* podle ¢lanku 20 smérnice — pouze centralizované registrace
PRAC doporuceni pro CMDh a CHMP, findlné schvaluje EK (po CMDh pouze, nebyl-li consensus)
Rozhodnuti pravné zdvazné pro vsechny staty EU

% Farmakovigilancni signaly — EU délba prace (jednotlivé staty zodpovédné za hodnoceni urcitych latek)

= PSUSA —jednotné hodnoceni PSUR

= Pro centralizované registrace hodnoceny RMP, prodlouzeni registrace

= NPSB — protokoly, zavérecné zpravy

% Dotazy od CHMP, ¢lenskych stat(

% FVinspekce

= PRAC ORGAM (organizacni zalezitosti, aktualizace GVP, vystupy z PRAC pracovnich skupin, statistika ¢innosti)
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PRAC Highlights, Agendas, Minutes TN IR
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Pharmacovigilance Risk Assessment
Committee (PRAC) | European Medicines
Agency (EMA)

Safety signals
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Started

Ongoing and concluded

Recommendations for centrally authorised medicines only

Recommendations for nationally authorised medicines only

Recommendations for PSURs induding both centrally and nationally authorised medicines

RMPs reviewed for new medicines

RMPs reviewed for authorised medicines

PRAC publication times

Meeting highlights Friday after Committee plenary

Protocols for imposed studies reviewed

Protocols for non-imposed studies reviewed

Result from imposed studies reviewed

Agendas Before start of Committee plenary

Results from non-imposed studies reviewed

Referrals

Minutes After Committee plenary where minutes are adopted

Started
Ongaing

Concluded
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https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
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_ Dulezité informace Zobrazit s
Dulezité informace a upozornéni k bezpecnosti léCiv — SUKL

26. 3. 2026 24.3.2026 24.3.2026

Informace o vyskytu padélku Informacni dopis — Condrodin Sdéleni SUKL ze dne

Evropska prehodnoceni — SUKL

léCivého pfipravku Saizen Upozomisni disitele rozhodnuti 24.3.2026
SUKL upozoriiuje na vyskyt padélku o registraci lécivého pfipravku Condrodin, SUKL informuje o pozastaveni distribuce,
civého pripravku Saizen 8 mg/ml. 400mg cps. dur. 60. vydeje a lécebného pouzivani uvedené

Sarze |écivého pripravku Omnipaque,
350mg I/ml inj.sol. 10x100ml II.

* SUKL SeRevmel Leew & DATABAZE LEKD Vyhledavéni na webu.. m

Vyhledavéni na webu... B

O NAS VEREJNOST ZDRAVOTNIETI PRACOVNICI PROMYSL A ORGANIZACE DUOLEZITE INFORMACE

‘ SUKL SreReNel eew 2 DATABAZE LEKD

ONAS VEREJNOST ZDRAVOTNIETI PRACOVNICI YSL A ORGANIZACE DOLEZITE INFORMACE

UVODNISTRANKA > PRUMYSL A ORGANIZACE > LECIVA > REGISTRACELECIV > VEVROPSKA PREHODNOCENI

UVODNI STRANKA > PROMYSL AORGANIZACE > LECIVA > FARMAKOVIGILANCE > INFORMACE K BEZPECNOSTILECIV > DULEZITE INFORMACE A UPOZORNENIK .

Evropska prehodnoceni Dalezité informace a UpoZo Dezpecnosti léciv

Levamisol - zruseni registrace v EU

Referral >
Leukoencefalopatie potvrzena jako zavazny nezddouci G¢inek levamisolu ’
13. dnora 2026

Doporuéeni PRAC ke zhodnocenym signélim >
Kyselina tranexamovd - zdvazné nezadouci U¢inky pfi podani intrathekalné misto nitrozilné

. . Statni Gstav pro kontrolu léciv varuje pred zavaznymi nasledky nespravné aplikace kyseliny tranexamove. k4

Jednotné hodnoceni PSUR (PSUSA) >
4. listopadu 2025

Aktualizace informaci o pfipravku (odborna doporuceni) > Levamisol - zah&jeno evropské pfehodnocent
Statni Gstav pro kontrolu lé€iv informuje o zahajeni evropského pfehodnoceni bezpeénosti levamisolu, |é¢iva registrovaného >
v nékolika statech EU k |é€bé parazitarnich infekei. Pfehodnoceni se zaméfi...

Pediatricka agenda > 8 zari 2025

Klozapin: Upravena doporuceni pro rutinni sledovani krevniho obrazu
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Farmakovigilance v EU
HMA - uZitecné odkazy

HMA - uzitecné odkazy

", Heads of Medicines Agencies: Product Information

CMDh

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

~ Product Information

Pharmacovigilance
procedures outcome

Referral Art. 30 and
31 (non-
pharmacovigilance)

PRODUCT INFORMATION

The marketing authorisation holder (MAH) is responsible to keep its product
information updated in line with current scientific knowledge or recommendations.

The MAH is responsible for regularly monitoring relevant sources of new information
and recommendations

On this website you will find links where to find recommendations and outcome
resulting in amendment of the product information.

Pharmacovigilance procedures outcome

Referral Art. 30 and 31 (non-pharmacovigilance)
CMDh Recommendations

Core SmPC/PL

Paediatric work sharing procedures

MRI Product Index
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CMDh

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

¥ Product Information

Pharmacovigilance
procedures
outcome

Referral Art. 30 and
31 (non-
pharmacovigilance)

CMDh
Recommendations

e CenaRe IO

PHARMACOVIGILANCE PROCEDURES OUTCOME

Referral procedures Art. 31 and 107i +
Periodic safety update reports (PSURSs) +

Safety signals -

« PRAC recommendations on safety signals

More information on signals can be found at EMA website

Post-authorisation safety studies (PASS) +
Outcome of PRAC advice +
PhVWP recommendations +


https://www.hma.eu/human-medicines/cmdh/product-information.html

e, SUKL
EMA - uzitecné odkazy

, Open consultations

Open consultations | European Medicines Agency

Farmakovigilance v EU
EMA - uzitecné odkazy

(EMA)

, What we publish on medicines and when
What EMA publishes and when | European

Medicines Agency (EMA)

Guide to information on human medicines

evaluated by EMA
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Annex: Tabulated overview of EMA documents on human medicinal


https://www.ema.europa.eu/en/news-events/open-consultations?page=1
https://www.ema.europa.eu/en/news-events/open-consultations?page=1
https://www.ema.europa.eu/en/news-events/open-consultations?page=1
https://www.ema.europa.eu/en/medicines/what-we-publish-medicines-when
https://www.ema.europa.eu/en/medicines/what-we-publish-medicines-when
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-when_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-information-human-medicines-evaluated-european-medicines-agency-what-agency-publishes-when_en.pdf
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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.


https://forms.office.com/r/wsBLCYs3W6
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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

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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