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Despacho n.©13877-A/2013. D.R. n.° 210, Suplemento, Série |l de 2013-10-30 MINISTERIO DA
SAUDE

Designa, nos hospitais do Servico Nacional de Saude (SNS), Centros Especializados
para Utilizacdo Excecional de Medicamentos (CEUEM), por patologias ou grupo de
patologias

Deliberacdo N.° 187/CD/2013 INEARMED

Ao abrigo do disposto no n.° 3 do artigo 92.° do Decreto-Lei n.° 176/2006, de 30 de
agosto, na sua redagdo atual, o Conselho Diretivo do INFARMED, I.P., aprova o
Regulamento _da Autorizacdo Excecional (AE) a medicamentos relativamente aos
quais se encontre pendente um pedido de avaliagdo prévia, nos termos do Decreto-Lei
n.° 195/2006, de 3 de outubro, na sua redacgéo atual.

Operacao de Inspecao

Verificacdo do cumprimento das disposi¢cdes regulamentares de prescricdo e dispensa
de medicamentos

Deliberacdo n.° 1976/2013. D.R. n.° 209, Série |l de 2013-10-29

Subdelegacdo de competéncias nos membros do seu conselho diretivo para decidir
sobre a inclusdo, ou exclusao, de medicamentos genéricos nas listas de medicamentos
comparticipados e aprovar os precos de referéncia dos grupos homogéneos

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedido de registo de autorizagédo de introducdo no mercado de medicamentos
genéricos
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http://dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=210.2013S01&iddip=2013036603
http://www.infarmed.pt/portal/pls/portal/docs/1/9352268.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/REGULAMENTO_AE_30_10_2013_PUB_I.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/Relatorio_Inspeccao_30_10_2013.pdf
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=209.2013&iddip=2013036369
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.portugal.gov.pt/media/1228115/20131030%20guiao%20reforma%20estado.pdf

- O Conselho Diretivo da ERS deliberou, nos
termos e para os efeitos do preceituado no art. 42.° al. b) do Decreto-Lei n.° 127/2009,
de 27 de maio, emitir uma instrucdo ao Centro Hospitalar de Lisboa Central, EPE.
relativa ao estabelecimento Maternidade Dr. Alfredo da Costa.

Consultar Deliberacao

COM/2012/0541 final - Proposta de Regulamento Do Parlamento
Europeu E Do Conselho relativa aos dispositivos médicos para diagndstico in vitro

— Alteracdes aprovadas peloParlamento Europeu, em 22 de outubro de
2013, a proposta de regulamento do Parlamento Europeu e do Conselho
relativa aos dispositivos médicos para diagndstico in vitro

COM/2012/0542 final - Proposta de Regulamento Do Parlamento
Europeu E Do Conselho relativo aos dispositivos médicos e que altera a Diretiva
2001/83/CE, o Regulamento (CE) n.° 178/2002 e o Regulamento (CE) n.° 1223/2009 -
AlteragBes aprovadas pelo Parlamento Europeu, em 22 de outubro de 2013, a proposta
de Regulamento do Parlamento Europeu e do Conselho relativo aos dispositivos
médicos e que altera a Diretiva 2001/83/CE, o Regulamento (CE) n.° 178/2002 e o
Regulamento (CE) n.° 1223/2009

Alteracdes aprovadas pelo Parlamento Europeu, em 22 de outubro de 2013, & proposta
de Regulamento do Parlamento Europeu e do Conselho relativo aos dispositivos
meédicos e que altera a Diretiva 2001/83/CE, o Regulamento (CE) n.° 178/2002 e o
Regulamento (CE) n.° 1223/2009

EC Report highlights the potential of Personalised Medicine

Today, the Commission publishes a_report that takes stock of the progress made in
personalised medicine, and the opportunities and challenges it presents for healthcare
systems.

The report focuses on: 1) the potential for, and issues with, the use of '-omics'
technologies in personalised medicine, and the related EU research funding, 2) recent
developments in EU legislation for placing medicinal products and devices on the market,
and 3) factors affecting the uptake of personalised medicine in health care systems.
The report concludes that personalised medicine has the potential to offer new treatment
opportunities for the benefit of patients, including better targeted treatment, avoiding
medical errors and reducing adverse reactions to medicines. It also recognises the
challenges (e.g. in research) to its successful incorporation into healthcare systems.

Responses to the public consultation on the guideline on the format and content of
applications for designation as orphan medicinal products and on the transfer of
designations from one sponsor to another

European Medicines
Agency post-authorisation procedural advice for users of the centralised procedure
(updated)

This guidance document addresses a number of questions which marketing authorisation
holders (MAHs) may have on post-authorisation procedures. It provides an overview of
the Agency’s position on issues, which are typically addressed in discussions or
meetings with MAHSs in the post-authorisation phase.

Amendments to the pharmacovigilance
legislation: new notification requirements for marketing-authorisation holders and
changes to scope of European safety referrals
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https://www.ers.pt/uploads/writer_file/document/949/ERS_70_13.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2012:0541:FIN:PT:PDF
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2013-0427+0+DOC+XML+V0//PT
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2013-0427+0+DOC+XML+V0//PT
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2012:0542:FIN:PT:PDF
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2013-0428+0+DOC+XML+V0//PT
http://ec.europa.eu/health/files/latest_news/2013-10_personalised_medicine_en.pdf
http://ec.europa.eu/health/files/latest_news/2013-10_personalised_medicine_en.pdf
http://ec.europa.eu/health/human-use/orphan-medicines/developments/index_en.htm
http://ec.europa.eu/health/human-use/orphan-medicines/developments/index_en.htm
http://ec.europa.eu/health/human-use/orphan-medicines/developments/index_en.htm
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003981
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003981
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001939.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001939.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001939.jsp&mid=WC0b01ac058004d5c1

List of European Union reference dates and frequency of
submission of periodic safety update reports (updated)

Introductory cover note to the list of European Union reference
dates and frequency of submission of periodic safety update reports (updated)

Withdrawals and cessation of centrally and nationally authorised
medicines: questions and answers

Cover letter template for notification of "withdrawn products" by
marketing authorisation holders

Draft concept paper on need for revision of
the quideline on medicinal products for the treatment of Alzheimer's disease and other
dementias

The proposed guideline will replace ‘Guideline on medicinal products for the treatment of
Alzheimer’s disease and other dementias’ (CPMP/EWP/553/95 Rev. 1)

List of medicinal products under additional monitoring (updated)

Revision of paediatric investigation
plan guideline: stakeholder comments sought by European Commission

Dossier requirements for

centrally authorised products (updated)

LISBOA PORTO

Av. Duarte Pacheco, 26 Av. da Boavista, 3433 - 8°
1070-110 Lisboa Portugal 4100-138 Porto Portugal
lisboa@vda.pt porto@vda.pt

qAVIEIRA DE ALMEIDA

& Associados sciedade de Adve

ookt s st e www.vda.pt

UL DI RET Y O\R N[


http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133159
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133159
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133157
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133157
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000143.jsp&mid=WC0b01ac0580745911
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000143.jsp&mid=WC0b01ac0580745911
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500153408
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500153408
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500153464.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500153464.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500153464.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500142453
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001929.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/10/news_detail_001929.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003980
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003980

