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LECIVE PRIPRAVKY PODLEHAIJICI DALSIMU
SLEDOVANI

' Tento |éCivy pripravek podléha dalsimu
sledovani. To umozni rychlé ziskani novych
informaci o bezpecnosti. Zadame

zdravotnické pracovniky, aby hlasili
jakakoli podezreni na nezadouci ucinky.
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7 Additional monitoring/ Legislativni podklad
' PS g/ Legislativni podklady
) SUKL

Legislativni podklady

e Article 23 of Regulation No 726/2004
e Article 11 if Directive 2001/83/EC
e Vyhlaska 228/2008 Sb. (zména vyhl. ¢. 225/2013)

- Agentura zrizuje a udrzuje seznam LP podIéhajicich
dalsimu sledovani

e GVP Modul X Additional monitoring(25.4.2013)
pridéleni oznaceni :

e Evropska komise -rozhoduje

e PRAC, EMA —doporucuje a vede registr, informuje
e narodnilékové agentury
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¢ S L’J KL Additional monitoring — dlivody vzniku :

Duvody vzniku

V 4 ’

- mame malo informaci —dlouhodobé pouzivani,
interakce, specialni populace, nova léciva latka,
vzacné NU, komorbidity, atd.

-sledovat ,jesté dukladnéji“

-zvysit frekvenci hlaseni NU z postmarketingového
obdobi
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Povinne zapisované LP

 nova ucinna latka(od 1.1.2011)

* biologicka léciva(od. 1.1.2011)

e PASS

e podminéna registrace LP

* LP registrované za ,vyjimecnych okolnosti“

Ostatni

* na zadost Evropské komise, narodni lék.autority, RMS
PRAC
e zarazeni na 5 let —lze zaradit i opakované

© 2014 STATNI USTAV PRO KONTROLU LECIV Cerven 2014



S SL’J KL Additional monitoring

Ziskani statutu

- v dobé registrace (nova uc.l, biolog. LP,)
- kdykoli poté v pripadé novych zavaznych rizik(PASS)

zavedeni systému

automaticky - jakykoli novy LP(LL) schvaleny po
1.9.2013

prechodné obdobi - pro LP registrované od 1.1.2011
do 31.8.2013
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Povinnosti drzitele rozhodnuti o

registraci

e predlozit zadost o zmeénu registrace - do SPC a PIL
pridat/odebrat symbol a oznameni o nasledném
sledovani

e zahrnout informaci i do jakychkoli dalsich materiall
urcenych pro zdravotnické pracovniky a pacienty!

 podpofit zvyieni frekvence hlageni NU
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Additional monitoring:

Good Pharmacovigilance Practice Module on
additional monitoring:

http://www.ema.europa.eu/ema/index.jsp?curl=pages
/regulation/document_listing/document_listing 00034
5.jsp
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/document_listing/document_listing_000365.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/document_listing/document_listing_000365.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/document_listing/document_listing_000365.jsp

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

AN agency of the european Union

Text size: [al o A Site-wide search GO

Search document library Q

Follow us: [

Home Find medicine Human regulatory Veterinary requlatory Committees News & events Partners & networks

About us

Pre-authorisation
Post-opinion
Post-authorisation
Product information

Scientific advice and
protocol assistance

Scientific guidelines

Innovation Task
Force

SME office

Paediatric medicine

Zeriatric medirine

» Home P Human regulatory » Pharmacovigilance » Medicines under additional maonitoring

Medicines under additional monitoring 1 Email & Print @ Help & share

The European Union (EU) has introduced a new process to label medicines that are being monitored
particularly closely by regulatory authorities. These medicines are described as being under 'additional
monitoring'.

Medicines under additional monitoring have a black inverted triangle displayed in their package leaflet and in the
information for healthcare professionals called the summary of product characteristics, together with a short
sentence explaining what the triangle means:

' This medicinal product is subject to additional monitoring.

The black triangle is used in all EU Member States to identify medicines under additional monitoring. It started
appearing in the package leaflets of the medicines concerned from the autumn of 2013. It will not appear on the
outer packaging or labelling of medicines.

What does the black triangle mean?

All medicines are carefully monitored after they are placed on the EU market. If a medicine is labelled with the
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