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Decreto-Lei n.° 103/2013. D.R. n.° 143, Série | de 2013-07-26 NACIONAL

Procede & terceira alteracdo ao Decreto-Lei n.° 48-A/2010, de 13 de maio, que aprova
0 regime geral das comparticipagcbes do Estado no pre¢co dos medicamentos,
alterando o processo de aprovacgéo e os prazos de definicdo dos precos de referéncia

Despacho n.° 9567/2013. D.R. n.° 139, Série |l de 2013-07-22 MINISTERIO DA

SAUDE

Cria 0 Grupo de Trabalho para proceder a elaboracao de relatério, definindo proposta de
metodologia de integragdo dos niveis de cuidados de saude para Portugal Continental.

Despacho n.° 9635/2013. D.R. n.° 140, Série |l de 2013-07-23

Determina que a producdo e a divulgacdo de informacdo, no quadro do sistema
estatistico nacional, designadamente estatisticas de saude, sejam centralizadas na
Direcdo-Geral da Saude

Despacho n.° 9725/2013. D.R. n.° 141, Série |l de 2013-07-24

Cria no ambito da SPMS - Servicos Partilhados do Ministério da Salde, EPE (SPMS), a
Comisséo de Acompanhamento da Informatizag¢éo Clinica (CAIC)

Despacho n.° 9813/2013. D.R. n.° 142, Série Il de 2013-07-25

Estabelece que as unidades e estabelecimentos de salde integrados no Servico
Nacional de Saude devem, mediante a celebragdo de contrato de adesdo com a
Entidade de Servigos Partilhados da Administracdo Publica, I. P., aderir ao Sistema
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2013.143&iddip=20131343
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20100872
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=139.2013&iddip=2013025557
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=140.2013&iddip=2013025757
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=141.2013&iddip=2013025971
http://dre.pt/pdf2sdip/2013/07/142000000/2350523505.pdf

Nacional de Compras Publicas e demais disposicdes para o reforgo da aquisicdo
centralizada de bens e servigos de carater transversal

Despacho n.° 9794/2013. D.R. n.° 142, Série |l de 2013-07-25

Nomeacéao de equipa de projeto CMFRS — UTAP (estudo e preparacdo do lancamento
de uma parceria que permita assegurar a continua¢do da prestagdo dos servicos de
salde no CMFRS)

Despacho n.° 9846-A/2013. D.R. n.° 142, Suplemento, Série |l de 2013-07-25

Autoriza as Administracdes Regionais de Saude, I. P. (ARS, I. P.), e o Instituto da
Seguranca Social, I. P. (ISS, I. P.), a assumir os compromissos plurianuais no ambito
dos contratos-programa a celebrar com as entidades integradas na Rede Nacional de
Cuidados Continuados Integrados (RNCCI)

Caducidade das comparticipacdes (julho de 2013) - lista definitiva

Publicacéo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de Agosto
pedidos de autorizagdo de introdugéo, ou registo, no mercado de medicamentos
genéricos

Commission communication in the framework of the implementation of the Council
Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member
States relating to active implantable medical devices (1)(Publication of titles and
references of harmonised standards under the directive) — JOUE 2013/C 22/01

Commission _communication in_the framework of the implementation of the Council

Directive 93/42/EEC of 14 June 1993 concerning medical devices (1)(Publication of titles
and references of harmonised standards under the directive) - JOUE 2013/C 22/02

Commission_communication in the framework of the implementation of the Directive
98/79/EC of the European Parliament and of the Council of 27 October 1998 on in
vitro diagnostic medical devices (1)(Publication of titles and references of harmonised
standards under the directive) - JOUE 2013/C 22/03

Format and no. of copies of the dossier for new marketing

authorisation applications via national, mutual recognition or decentralised procedures

(updated)
From 2014 until 2015 UPDATED July 2013

Compilation of Community procedures on inspections and exchange of information,

adopted (updated)

Mandate, objectives and rules of procedure for the European Medicines Agency Human

Scientific  Committees’ Working Party with Patients' and Consumers' Organisations

(PCWP) (updated)
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http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=142.2013&iddip=2013026124
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=142.2013S01&iddip=2013026288
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=6963834
http://app.infarmed.pt/listpmg/default.aspx
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:EN:PDF
http://www.hma.eu/uploads/media/18.07.13_GUI-22_Format___no._copies_initial_MAA.pdf
http://www.hma.eu/uploads/media/18.07.13_GUI-22_Format___no._copies_initial_MAA.pdf
http://www.hma.eu/uploads/media/Jul13-GUI-005-04_Clock_Start_Dates_2014-2015.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004706.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004706.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500073497
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500073497
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500073497

Initial Notices for Parallel Distribution 2012

Regulatory information - Revision of procedural
guidance to reflect update of variations guidelines from the European Commission

The European Medicines Agency has revised its procedural guidance for pharmaceutical
companies to reflect the recent changes to the European Commission’s guidelines on
variations to the terms of marketing authorisations for medicines for human and
veterinary use. Changes are applicable as of 4 August 2013....

Mandate, objectives and rules of procedure for the
Pharmacovigilance Inspectors Working Group (updated)

Pharmacovigilance Inspection policy for centralised procedures -
medicinal products for human use (updated)

Pharmacovigilance (PhV) inspections are performed to ensure that the marketing
authorisation holders (MAHs) for centrally authorised products (CAPs) comply with
pharmacovigilance regulatory obligations and to facilitate compliance.

Reporting requirements of individual case safety reports applicable
to marketing-authorisation holders during the interim period (updated)

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

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

Practical questions and answers to support the implementation of
the Variations Guidelines in the centralised procedure

Standard operating procedure for management of periodic safety
update reports (PSURS) for centrally authorised veterinary medicinal products: Annex |
a€" contact details of national competent authorities (NCAs) for PSUR submission
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http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2013/07/WC500146370.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/07/news_detail_001852.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/07/news_detail_001852.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500020070
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500020070
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500020068
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500020068
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004069
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004069
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/pages/includes/document/open_document.jsp?webContentId=WC500146564
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500146564
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003101
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003101
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003101

