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Such active substances and combinations of active substances originally included in
the List of Union reference dates and frequency of submission of Periodic Safety
Update Reports (also called EURD list and defined as the tool to allow for the EU
single assessment of PSURs in Article 107c paragraphs (4) and (7) of Directive
2001/83/EC as amended) with Data Lock Points (DLPs) between 1 April 2013 and 31
August 2014, were removed from the EURD st and transferred to the new PSUR WS
list until they follow the EU single assessment procedure of PSURS.

MAHs are strongly advised to submit their PSURs in accordance with the List of
substances under PSUR Work Sharing scheme and other substances contained in
Nationally Authorised Products with DLP synchronised which should be legally
interpreted as a "coordinated" national request addressed to MAHs in accordance with
Article 107c (2) of Directive 2001/83/EC as amended.

« List of substances under PSUR Work Sharing scheme and other
substances contained in Nationally Authorised Products with DLP
synchronised-Excel [PDF version] (July 2014)

For more details on the legal basis, the consequences for removing the substances
concerned from the EURD list and on the changes made to the new PSUR WS list
please refer to the document Assessment of Periodic Safety Update Reports for
Nationally Authorised Products.

« Assessment of Periodic Safety Update Reports for National Authorised

Products Cover note (June 2014)

Update: The Agency intends to start the single assessment of active substances
contained only in nationally authorised medicines by the end of 2014,

The "List of substances under PSUR Work Sharing scheme and other substances
contained in Nationally Authorised Products with DLP synchronised" should continue
to be followed until the substances and combination of active substances included
have passed the published data lock point (DLP). Subsequently, the EURD list should
be followed.

Any comments or questions should be addressed to the following mailbox: P-PV-
Helpdesk@ema.europa.eu

PSUR Work Sharing - Other guidance documents

+ CMDh Best Practice Guide for Transitional Arrangements for PSUR Work
sharing (January 2014) [Track version]
Annex 1 - Assessment report template (April 2014)
Annex 2 - Email templates
Annex 3 - Template for sending comments to P-RMS
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authorised medicine, for information. It is the responsibility of the medicines regulatory authorities in the Member States to P
Paediatric medicine oversee that these PRAC recommendations are adhered to,

Marketing-authorisation holders are expected to take action according to the recommendations. They should monitor the
information on this page regularly to keep informed about the PRAC recommendations concerning their products.

Geriatric medicine

Orphan designati
ARSI The presence of a safety signal does not mean that a medicine has caused the reported adverse event. The adverse event could be a

‘symptom of another illness or caused by another medicine taken by the patient.

Herbal products

The overview of PRAC recommendations is published after each month's CHMP and CMDh meeting. The first list was put
October 2013 and lists the recommendations from the September 2013 PRAC meeting. A cumulative list of all signals
the PRAC since September 2012 s also available below.

Referral procedures

Article 58 applications.

For more information on how safety signals are assessed in the European Union, see:

Compassionate use

» Signal management
5 21 Cudine o so0d pharmacoiance races: Nl - Sl marasemnt

[ » T Questions and answers on signal management
Pharmacovigilance Table of contents
legislation

» PRAC recommendations on safety signals: monthly overviews

] » List of safety signals discussed since September 2012
pharmacovigilance
practices
R a— PRAC recommendations on safety signals: monthly overviews . R
i Back to top
e | P [T e T
 Signal management ) PRAC recommendations on
signals adopted at the PRAC
» PRAC
PRAC tions menting of 011 September | (Endlishony)  adopted  30/09/2014

2014 1
Post-authorisation

safety studies ) PRAC recommendations on

signals adopted at the PRAC ~ (English only) ~ adopted  29/07/2014
Medicines under meeting of 7-10 July 2014

addtional monitoring
) PRAC recommendations on

Periodic safety update signals adopted at the PRAC (English only) adopted 01/07/2014
reports meeting of 10-13 June 2014

European Risk ) PRAC recommendations on

Management Strategy. signals adopted at the PRAC (English only) adopted 27/05/2014

e meeting of 5-8 May 2014

Incident management ) PRAC recommendations on
plan signals adopted at the PRAC  (English only)  adopted  29/04/2014
meeting of 7-10 April 2014

Guidance
%) PRAC recommendations on

Data submission on signals adopted at the PRAC ~ (English only)  adopted  25/03/2014 Freitag, 24. Oktober 2014

authorised medicines meeting of 3-6 March 2014
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This page lists the agendas, minutes and higl hts from the European Medicines Agency’s Committee for Medicinal
Meetings Products for Human Use (CHMP) plenary meetings in 2013-2014.
' Agendas, minutes and The Committee has been publishing meeting reports summarising the main outcomes of its meetings since it was established. It -
highlights began publishing agendas and minutes for the December 2013 meeting.

Q201002012 Minutes are made available once they have been endorsed at the following CHIP, meeting.

Archive 2001-2009 The web-based format of the CHMP meeting higl

hts replaced the pdf format of the CHMP press releases and monthly report

PRAC September 2011,
ey For older meeting highlights and monthly reports, see CHHMP meeting archive 2010-2012 and CHMP meeting archive 2001-2009.
— CHMP meeting highlights
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ABOUT HMA

HUMAN MEDICINES VETERINARY MEDICINES

You are here: Home > Human Medicines > CMDh > What's new history

CMDH

ABOUT CMDH

STATISTICS

AGENDAS AND
MINUTES

PRESS RELEASES

PROCEDURAL
GUIDANCE

CMDH-REFERRALS

PRODUCT
INFORMATION

ADVICE FROM CMDH

TEMPLATES

CMD WORKING
PARTIES / WORKING
GROUPS

PAEDIATRIC
REGULATION

PHARMACOVIGILANCE

WHAT'S NEW (LAST 6 MONTHS)

This is the 'What's new’ page for the Human Medicines section
Added in October 2014

20 October 2014
« NEW - October 2014 CMDh Agenda

13 October 2014
« UPDATE - Q&As on requests for Advice from CMDh
« UPDATE - Information on national timeslot booking systems and
recommendations for requests to act as RMS

10 October 2014

« NEW - Timetables 2015 for requests to CMDh for a recommendation on
classification of an unforseen variation - Article 5

 NEW - Timetables 2015 for CMDh referrals

« NEW - Recommendations on submission dates for Applicants of the DCP

 NEW - Recommendations on submission dates for Applications of the Mutual
Recognition Procedure

« UPDATE - Procedural advice: Automatic validation of MR/Repeat-use/DC
Procedures

« UPDATE - Non Clinical / Clinical AR for Generics - MRP & DCP ( 2014 September)
- to be used for procedures started (day 0) after October 1, 2014

« UPDATE - CMDh Best Practice Guide for the Public Assessment Report and
Summary Public Assessment Report in MRP/DCP

« UPDATE - CMDh Best Practice Guide on the compilation of the dossier for New
Applications submitted in MRP/DCP

« UPDATE - Information on applications referred to CMDh in accordance with
Article 29(1) of Directive 2001/83/EC
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Newly adopted Marketing Authorisation Decisions (last six months)

Centralised procedures of medicinal products for human use >>
Centralised procedures of orphan medicinal products for human use >>

Centralised procedures of veterinary medicinal products >>

Procedures for not centrally authorized products for human use (referrals, refusals etc.) >>
Procedures for not centrally authorized products for veterinary use (referrals, refusals etc.) >>

Centralised procedures of medici

al products for human use

Product Marketing Authorisation Holder Decision Type Decision date EMEANr

Evoltra Genzyme Europe B.V. Centralised - Yearly update 10 0ct 2014

Translarna PTC Therapeutics International Limited  Centralised - Transfer Marketing 10 Oct 2014 EMEA/H/C/2720/T/1
Authorisation Holder

Tarceva Roche Registration Limited Centralised - Yearly update 80ct 2014

Krystexa Crealta Pharmaceuticals Ireland Limited  Centralised - Transfer Marketing 80ct 2014 EMEA/H/C/2208/T/5
Authorisation Holder

Yentreve i Lilly Nederland 8.v. Centralised - Yearly update 80ct 2014

Xigduo AstraZeneca 4B Centralised - Transfer Marketing 30ct 2014 EMEA/H/C/2672/T/5
Authorisation Holder

Forxiga Astrazeneca 4B Centralised - Transfer Marketing 30ct 2014 EMEA/H/C/2322/T/15
Authorisation Holder

Jakavi Novartis Europharm Limited Centralised - Variation 30ct 2014 EMEA/H/C/2464/X/13

Voriconazole Accord Accord Healthcare Limited Centralised - Yearly update 10ct 2014

Bexsero Novartis Vaccines and Disgnostics S.r.l.  Centralised - Yeariy update 10ct 2014
Topotecan Eagle Eagle Laboratories Limited Centralised - Withdrawal 10ct 2014
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Community referrals for human medicinal products

Product
Hydroxyethyl starch
Emergency contraceptives
medicinal products containing
levonorgestrel

Anagrelide

Renin-angiotensin system (RAS)-
acting agents.

Diacerein
Domperidone Art 31

Sandostatin LAR and associated

Nerventra

Estradiol
Dexamed and associated names

Seroquel/Seroquel XR and
associated names

Domperidone Art 31

Neocepri
Folcepri

Vynfinit

Reasanz

Masiviera

Domperidone Art 31
Caustinerf arsenical, Yranicid
arsenical and other associated
names for topical use

Masican

Crestor and associated names

Marketing Authorisation Holder

Teva Pharma GmbH

AstraZeneca UK Limited

Novartis Europharm Limited

B Science S.A.

AB Science S.A.

AstraZeneca UK Limited

Decision Type
Corrigendum

Referral

Centralised - Modification

Referral

Referral
Rectificative Decision

Referral

Referral

Centralised - Refusal of marketing
authorisation

Referral
Referral

Referral

Corrigendum

Centralised - Refusal of marketing
authorisation

Centralised - Refusal of marketing
authorisation

Centralised - Refusal of marketing
authorisation

Centralised - Refusal of marketing
authorisation

Centralised - Refusal of marketing
authorisation

Referral

Referral

Centralised - Refusal of marketing
authorisation

Referral

Decision date
80ct 2014

30 Sep 2014

18 Sep 2014

4Sep 2014

4Sep 2014
15ep 2014

26 Aug 2014

26 Aug 2014

19 Aug 2014

19 Aug 2014
6 Aug 2014

6 Aug 2014

5 Aug 2014

5 Aug 2014

5 Aug 2014

5 Aug 2014

5 Aug 2014

2330l 2014

143l 2014

11312014

43u 2014

303un 2014
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EMEA/H/A-31/1391

EMEA/H/C/PSUSA/208/201309

EMEA/H/A-31/1370

EMEA/H/A-31/1349

EMEA/H/A-30/1355

EMEA/H/R/A30/1354

EMEA/H/C/2546

EMEA/H/R/A-31/1336
EMEA/A-29/1375

EMEA/H/A-30/1362

EMEA/H/C/2773

EMEA/H/C/2570

EMEA/H/C/2571

EMEA/H/C/2817

EMEA/H/C/2659

EMEA/H/A-31/1365

EMEA/H/C/2670

EMEAH/A |z Freitag, 24. Oktober 2014

==

€ Newly adopted Mark.




image19.png
T4 [E] Vorgeschlagene Sites > 4| TYPO3 Login BAH (2| Get more Add-ons ¥

1.539 Suchergebnisse als RSS abonnieren &V Suchergebnisse

@ 2 3 103 >

Risikoinformation , 23.10.2014

Arzneimittel zur Androgendeprivationstherapie: Verlangerung
Intervalls

> zum
Artikel

des QT-

Die Produktinformationen von Arzneimitteln zur Androgendeprivationstherapie sind
basierend auf der PRAC-Empfehlung zu Signalen vom September 2014 beziiglich

Hinweisen zu mdglichen Verlangerungen des QT-Intervalls zu erganzen.

Risikoinformation , 23.10.2014

> zum
Artikel

Chlorhexidinhaltige Losungen zur Hautdesinfektion: Hautverstzungen bei

Neugeborenen

In den Produktinformationen chlorhexidinhaltiger Arzneimittel zur Hautdesinfektion
sind Hinweise beziiglich des Risikos von Hautverdtzungen bei Neugeborenen zu

erganzen.

Artikel, 22.10.2014
Lieferengpésse von Humanarzneimitteln

> zum
Artikel

Das Online-Register zur Anzeige von Lieferengpdssen verschreibungspfiichtiger

Arzneimittel wurde aktualisiert.

Publikation, 22.10.2014
Tabelle der Lieferengpasse - Stand: 22.10.2014

Risikoinformation , 10.10.2014
Anwendung von Valproat (und verwandten Substanzen) in der

@© POF

193K8

> zum
Artikel

Schwangerschaft: Empfehlung des Ausschusses fiir Risikobewertung im

h der Pharmakovi
Risikobewertungsverfahrens

nz (PRAC) im Rahmen eines europaischen

Das BFATM informiert iiber die Empfehlung des PRAC im Rahmen des europaischen

Risikobewertungsverfahrens nach Artikel 31 der Richtlinie 2001/83/EG.
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» Bibliothek

» Kuralinks in der Obersicht
» Linkisten

» sildergalerien

» Ausschreibungen
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Lieferanten

» Newsletter
» RSS Feeds

Stellenangebote

[ Datenschutzerkiarung
[E] Haftungsausschiuss

Informationen in
8] Leichte Sprache
[®] Gebardensprache

HON
@
cone
SHEEE | verty here.

Paul-Ehrlich-Institut

Forschung  Arzn

>HOME > Service > Neue Seiten

Neue Seiten des letzten Monats

Sie finden hier eine Auflistung derjenigen Seiten, die innerhalb des letzten
Monats neu erstellt wurden.

Veranstaltungstermine
Stellenangebote

Datum

Titel B

20102014 Italienische Behérden haben Untersuchungen zu  [»zum Beitraq
illegalen und gestohlenen Arzneimitteln im

Parallelvertrieb weitgehend abgeschlossen

17.10.2014 Ebola: Information zur Auswahl von Blut-, Plasma- C»zum Beitraq
und Gewebespendern

14.10.2014 Diagnostik und Therapie von Allergien: IPES
Internationales Paul-Ehrlich-Seminar

> zum Beitrag

0.10.2014 Riicknahme einer Chargenfreigabe des
Arzneimittels KIOVIG

> zum Beitraq

0.10.2014 Rote-Hand-Brief: Meningitec > zum Beitrag

07102014 Bekanntmachung Richtlinie zur Gewinnung von [ zum Beitraq
Spenderhornhauten und zum Fuhren einer

Augenhornhautbank - Vom 11. September 2014

06.10.2014 Das Paul-Ehrlich-Institut warnt vor maglichen
Manipulationen einer Charge des Arzneimittels
Avastin rumanischen Ursprungs.

> zum Beitrag

30.08.2014 Ausgabe 3/2014 des Bulletins zur
Arzneimittelsicherheit

> zum Beitrag

30.08.2014 Freiwilliger Chargenriickruf des Meningokokken-C- [ zum Beitraq
Konjugatimpfstoffes “Meningitec" von Nuron
Biotech B.V., EurimPharm, EMRAMmed und
kohlpharma

25.03.2014 Das Paul-Ehrlich-Institut unterstitzt das Deutsche [»zum Beitraq
Konsortium fur Translationale Krebsforschung mit
regulatorischer Expertise

> Mehr

‘weitere Informationen
Newsletter

> Mehr
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Regulatory workshop on clinical trials designs in neuromyelitis optica
(NMO) and spectrum disorders, European Medicines Agency, London,
UK, From: 10-Oct-2014, To: 10-Oct-2014 (updated)

Medicines and Healthcare Products Regulatory Agency information
day: Medical Dictionary for Regulatory Activities in the.
pharmacovigilance regulatory process, Holiday Inn Kensington Forum,
London, UK, From: 08-Dec-2014, To: 08-Dec-2014
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stakeholders, European Medicines Agency, London, UK, From: 21-Nov
-2014, To: 21-Nov-2014 (updated)
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