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Evropska agentura pro lécivé pripravky EMA

s, Zalozena 1995, Londyn
%, 0d r. 2001 databaze EudraVigilance
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Evropska agentura pro lécivé pripravky EMA

%, 0d brezna 2019 v Amsterdamu
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Evropska agentura pro lécivé pripravky EMA

>, Hlavni odborny vybor (Vybor pro humanni
LP) — centralizované registrované pripravky

>, Na jeho zadost prac. skupina pro FV PhVWP
>, S novou FV legislativou misto PhVWP vybor
, Koordinacni skupina pro MRP/DCP procedury —
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EMA vybory

~ CHMP

, PRAC

, CAT — vybor pro moderni terapie (advanced therapies)
, PEDCO - pediatricky vybor

=, COMP — vybor pro orphan MP

~ HMPC — vybor pro herbalni LP

=, CVMP — vybor pro veterinarni LP
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EMA pracovni skupiny

s, Pres 30 pracovnich skupin (WP)

=, CMD(h)

, pracovni skupina FV inspektort, GCP inspektoru,
s, pro krevni pripravky, pro farmakokinetiku

, pro EudraVigilance

, pro infekéni choroby, onkologika, CV Iécbu....
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EU sit Iékové regulace

~ EMA

s, Evropska komise

%, Lékové agentury ¢lenskych statu
>, Odbornici ve zdravotnictvi

, Pacienti

s, Farmaceutické firmy

", FDA, Health Canada...
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Farmakovigilancni vybor EMA

=, PRAC — Pharmacovigilance Risk Assessment
Committee

%, Vznikl 7/2012, dfive pracovni skupina pro FV
(PhVWP)

>, Pravidelna jednani zacatkem mésice (mimo srpna)
pO-Ct
s, Zastoupeny vsechny clenské staty EU
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FV spoluprace v ramci EU

% FV legislativa 2012 - posileni evropského FV systému,
spoluprdce a harmonizace hodnoceni B/R

 FV jednani v EMA

%, Spolecné hodnoceni — délba prace (napr. referraly,
signaly, PSUSA) — hodnoti 1 (2) staty, ostatni
pripominkuji, spolecny zaveér (vétsinou pri hlasovani)

, Celoevropsky zavazné zavéry hodnoceni
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FV vybor EMA — PRAC
Agenda

0} (EU arbitraze)
— Bezpecnosti problém - postup Unie pro naléhaveé zalezitosti
podle ¢lanku 107i smérnice)

— Prehodnoceni B/R

e podle ¢lanku 31 smérnice — postup v zajmu Unie
e podle clanku 20 smérnice — pouze centralizované registrace

PRAC doporuceni pro CMDh a CHMP, neni-li konsensus,
schvaluje EK

Rozhodnuti pravneé zavazné pro vsechny staty EU
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Dalsi agenda PRAC

~,Hodnoceni FV signalu — EU délba prace
(jednotlivé staty zodpovedné za hodnoceni
urcitych latek)

PSUSA — jednotné hodnoceni PSUR

Pro centralizované registrace hodnoceny RMP,
orodlouzeni registrace

= NPSB — protokoly, zaverecné zpravy
~FV inspekce
%, Dotazy od CHMP, ¢lenskych statu

@ @
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PRAC ORGAM TC

», Organizacni zalezitosti

, Postupy, aktualizace GVP

, Vystupy z PRAC pracovnich skupin
%, Statistika Cinnosti PRAC

=, Zpravy o EudraVigilance
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EUROPEAN MEDICINES AGENCY '

SCIENCE MEDICINES HEALTH

Human regulato v nary regulatory v Committees Vv News & events Vv Partners & networks v About us v

MEDICINES COMMITTEES

CHMP highlights: February 2019

MEDICAL DEVICES GUIDANCE

New rules on medical devices:
initial guidance

BIG DATA TASK FORCE REPORT

HMA / EMA task force report on
role of big data for medicines

MEDICINES COMMITTEES regulation
CHMP highlights: February 2019
BREXIT ABOUT US
EMA’s human medicines committee (CHMP) recommended eight medicines for / Updated guidance for industry on

approval, including two orphans, at its 25-28 February meeting preparing for Brexit

Search for medicines What's new FAQs
Search for information on human, Find all the latest news and updates Find answers to the most frequently
veterinary or herbal medicines. published on this website in one place. asked questions we receive.
[ ]
https:/ r’www.ema,europa.eu/ena‘newsr’meetmg-hxghhghts-comm|ttee-med|(mal-produ:ts-human-use-chmp»zi»284.J\
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CAT PDCO Working parties and other groups ~
Members PRAC: Agendas, minutes and highlights
Meetings Table of contents
Agendas and outcomes = =« Agendas
« Minutes
Archive 2014-2015
The European Medicines Agency (EMA) publishes the agendas, minutes and highlights of the
Archive 2012-2013 plenary meetings of its Pharmacovigilance Risk Assessment Committee (PRAC).
EMA has published the list of acronyms and abbreviations commonly used in the PRAC agendas and
minutes:
e [ List of acronyms and abbreviations commonly used in PRAC agenda and minutes .
The table below lists the different types of publications EMA publishes in relation to PRAC plenaries.
Publication type Publication time
Meeting highlights Friday after Committee plenary
Agendas Before start of Committee plenary
Minutes After Committee plenary where minutes are adopted
Meeting highlights
« Meeting highlights from PRAC 11-14 February 2019
« Meeting highlights from PRAC 14-17 January 2019
« Meeting highlights from PRAC 26-29 November 2018
« Meeting highlights from PRAC 29-31 October 2018
« Meeting highlights from PRAC 1-4 October 2018
« Meeting highlights from PRAC 3-6 September 2018 v
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Dékujeme za pozornost

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

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz

© 2018 STATNI USTAV PRO KONTROLU LECIV 15.3.2019



