Statni Ustav pro kontrolu Iéciv [ 1]

Pharmacovigilance Risk
Assessment Committee

Jana Mlada

— P UDr. Jana Mladd
¢, SUKL Semindr farmakov igilance 2 013



O cem dnes?

% Pharmacovigilance Risk Assessment
Committee

% Hodnoceni a jich zavéry

% Prakticky dopad na registrace v CR
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% Pharmacovigilance Risk Assessment
Committee = farmakovigilan¢ni vybor pro
posuzovani rizik léciv

% Prvni zasedani 7/2012
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Referraly

% Referraly - EU arbitrdze

% Bezpecnosti problém - postup pro naléhavé
zAlezitosti stanoveny EU (§93h,i Zol; 107i smérnice)

% Prehodnoceni B/R
¢ podle Clanku 31 smérnice — ndarodni registrace

* podle Clanku 20 smérnice — centralizované
reqgistrace
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Referraly

PRAC doporuceni pro CMDh a CHMP

CHMP - EC rozhodnuti pro centralizovanou
registraci

CMDh - konsensus; jinak EC

Rozhodnuti EC — implementace do narodnich
registraci

Informace na webu EMA:
Find medicine= Human med. == Referrals
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Recommendation to suspend tetrazepam-containing medicines
endorsed by CMDh

Following the recent recommendation by the Pharmacovigilance Risk Assessment
Committee (PRAC), the Co-ordination Group for Mutual Recognition and

representing EU Member States, is responsible for ensuring harmonised safety
standards for medicines authorised via national marketing authorisation
procedures across the ELU.

Tetrazepam, a medicine of the benzodiazepine class, is used in several EU Member
States to treat painful contractures (such as in low back pain and neck pain) and
spasticity (excessive stiffness of muscles).

legally binding decision throughout the EU.

The review of tetrazepam was triggered by the French MNational Agency for the
Safety of Medicine and Health Products & (ANSM), following reports of serious skin
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More information on tetrazep
containing medicines

F Meeting highlights from the
Pharmacovigilance Risk
Assessment Committes (PRS
8-11 April 2013

F Meeting highlights from the
Pharmacovigilance Risk
Assessment Committes (PRL
7-10 January 2013
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Signaly — hodnoceni a prioritizace

% signdly - ukonéend hodnoceni doporuéeni PRAC

% Zdadost o zménu do 30 dni od doporuéeni PRAC
% Informace v zdpisu z jedndni a na strdnce CMDh
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What we do
— PRAC: Agendas, minutes and highlights [ Email () Print @ Help (& Share
How we work This page lists the agendas, minutes and meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC)
plenary meetings.
PRAC meeting highlights
CHMP . S . . ) .
F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 8-11 April 2013
¥ PRAC F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 4-7 March 2013
Overview F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 4-7 February 2013
Members F Meeting highlights from the Pharmacovigilance Risk Assessment Committes (PRAC) 7-10 January 2013
F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 26-29 November 2012
Meetings F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 29-21 October 2012
» Agendas, minutes F Meeting highlights from the Pharmacovigilance Risk Assessment Committee (PRAC) 1-3 October 2012
and highlights F Pharmacovigilance Risk Assessment Committes (PRAC) elects chair and vice-chair
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Dalsi agendy PRAC

% Plany pro fizeni rizik

% PSURy

% PASS

% FV inspekce

% Dotazy od CHMP, Elenskych stétd
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Odneste si domu

% PRAC = farmakovigilan&ni vybor pro posuzovdni
rizik |€Civ

% PRAC - doporuéeni pro CMDh a CHMP - potvrzeni
EC - implementace do narodnich registraci

% PRAC - informace jsou piehledné na webu EMA
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