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Portaria n.° 184/2014. D.R. n.° 177, Série | de 2014-09-15

Ministério da Saude

Segunda alteracdo a Portaria n.° 142-B/2012, de 15 de maio, que define as condigfes em

que o Servico Nacional de Saude (SNS) assegura 0s encargos com o transporte nao
urgente de doentes que seja instrumental & realizacdo das prestacfes de saude

Resolucdo n.° 24/2014 - Diario da Republica n.° 181/2014, Série Il de 2014-09-19

Presidéncia do Conselho de Ministros - Conselho de Ministros

Nomeia os membros do conselho diretivo da Administragdo Central do Sistema de Saude,
I.P.

Declaracéo de retificacdo n.° 907/2014. D.R. n.° 178, Série |1l de 2014-09-16

Presidéncia do Conselho de Ministros - Secretaria-Geral

Retifica a Resolugdo n.° 11/2014, de 27 de marcgo, da Presidéncia do Conselho de
Ministros, que nomeia os membros do conselho de administracdo do Centro Hospitalar
de Vila Nova de Gaia/Espinho, E. P. E., publicada no Diario da Republica, 2.2 série, n.°
61, de 27 de marco de 2014

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedidos de autorizacado de introdugao no mercado de medicamentos genéricos

Publicagdo das instru¢c6es aos requerentes - estudos clinicos com dispositivo
médico

Encontram-se disponiveis as listas de verifcacéo utilizadas na validagdo administrativa de
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https://dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.177&iddip=20141409
https://dre.pt/util/getdiplomas.asp?s=sug&iddip=20120939
https://dre.pt/web/guest/home/-/dre/56938081/details/maximized?p_auth=IpVO8ybj&serie=II&parte_filter=31&filtrar=Filtrar&dreId=56938077
https://dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=178.2014&iddip=2014029721
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.ceic.pt/portal/page/portal/CEIC/UTILIDADES_INFORMACAO/SUBMISSAO_PEDIDO_PARECER/VALIDACAO_ADMINISTRATIVA

pedidos de parecer para a realizacdo de um Novo Estudo Clinico com Dispositivo Médico
e de pedidos de parecer de alteracdes substanciais de Estudos Clinicos com Dispositivo
Médico e as Regras de submissédo, nomeadamente a Organizacdo do CD.

Recomendacédo da ERS relativa a praticas publicitarias dos prestadores de cuidados
de salde

No exercicio das suas atribuicdes e competéncias, a ERS elaborou uma Recomendacéo
relativa a préaticas publicitarias dos prestadores de cuidados de salde, que visa garantir
gue toda e qualquer mensagem publicitaria alusiva a servigos de salde, veiculada no
contacto com um qualquer (potencial) utente e independentemente do seu formato, forma
e/ou meio de divulgagdo, obedeca aos principios da licitude, veracidade, transparéncia e
completude que lhe sdo impostos.

Recomendacdo da ERS

— suUmula dos contributos recebidos em audiéncia publica

Pareceres da ERS relativos a prestacédo de cuidados de saude

No exercicio das suas atribuicdes e competéncias e considerando o atual alargamento do
guadro regulatério em vigor, verifica-se a necessidade de garantir a supervisdo e
intervencgdo regulatéria em todos os estabelecimentos onde sejam prestados cuidados de
saude. A preocupacdo fundamental é a da protecao dos direitos e interesses dos utentes
dos cuidados de salde, sempre que se verifigue uma concreta atividade de prestagdo de
cuidados de saude.

— Parecer referente a prestacdo de cuidados de salde em farméacias e
parafarmécias

Parecer referente a prestacdo de cuidados de salde de ortéptica e de optometria

Lista de Entrada em Vigor CPAs (15/09/2014)

CP 2014/2 - Medicamentos Sistema Nervoso - No dia 16/09/2014 entrardo em vigor 0os
novos contratos publicos de aprovisionamento, 0s quais ja se encontram disponiveis no
catalogo.

Report from the Commission to the European Parliament, the Council, the European

Economic and Social Committee and the

Committee of the Regions

Implementation report on the Commission Communication on Rare Diseases: Europe's
challenges [COM(2008) 679 final] and Council Recommendation of 8 June 2009 on an
action in the field of rare diseases (2009/C 151/02)

Human Medicines | Scientific guideline: Guideline on bioanalytical method validation,
adopted (updated)

Human Medicines | Regulatory and procedural guideline: Procedure for orphan-

medicinal-product designation: Guidance for sponsors (updated)

www.vda.pt


http://www.ceic.pt/portal/page/portal/CEIC/UTILIDADES_INFORMACAO/SUBMISSAO_PEDIDO_PARECER/INSTRUCOES
https://www.ers.pt/pages/73?news_id=964
https://www.ers.pt/pages/73?news_id=964
https://www.ers.pt/uploads/writer_file/document/1052/Recomenda__o_Publicidade_-_vers_o_para_publica__o.pdf
https://www.ers.pt/uploads/writer_file/document/1053/Recomenda__o_publicidade_s_mula_contributos.pdf
https://www.ers.pt/pages/73?news_id=965
https://www.ers.pt/uploads/writer_file/document/1060/farmacias_e_parafarmacias.pdf
https://www.ers.pt/uploads/writer_file/document/1060/farmacias_e_parafarmacias.pdf
https://www.ers.pt/uploads/writer_file/document/1061/parecer_registo_optometristas_v_publicacao.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/EntradasVigorCPA_15_09_14.docx
http://www.catalogo.min-saude.pt/caps/publico/textoMensagem.asp?codMsg=300
http://ec.europa.eu/health/rare_diseases/docs/2014_rarediseases_implementationreport_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/2014_rarediseases_implementationreport_en.pdf
http://ec.europa.eu/health/rare_diseases/docs/2014_rarediseases_implementationreport_en.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500109686
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003769

Veterinary Medicines | Draft guidance on the classification of veterinary medicinal
products indicated for minor use minor species (MUMS) / limited market

This guidance document relates to requests from applicants seeking to access incentives
for 60 MUMS/limited market products where a request for classification is made to the
Committee for 61 Medicinal Products for Veterinary Use (CVMP). This document gives
guidance for implementing the updated policy, describes the procedure and the steps to be
followed by the applicant and the Agency when dealing with a request for classification and
updates the previous guidance given in document EMA/429080/2009-Rev.1.

Human Medicines | Regulatory and procedural guideline: Draft revised policy for
classification and incentives for veterinary medicinal products indicated for minor use minor
species (MUMS)/limited market

Human Medicines | Guidelines on good pharmacovigilance practices: Introductory cover
note, last updated with revision 1 of module Ill on pharmacovigilance inspections and of
module VI on the management and reporting of adverse reactions reports

Human Medicines | Guideline on good pharmacovigilance practices: Module VI —
Management and reporting of adverse reactions to medicinal products with track changes

(Rev 1)

Human Medicines | Scientific guideline: Guideline on good pharmacovigilance
practices: Module 1l — Pharmacovigilance inspections, adopted (updated)

Human Medicines | Scientific guideline: Guideline on good pharmacovigilance
practices: Module VI — Management and reporting of adverse reactions to medicinal
products, adopted (updated)

Requirements on Submissions for Periodic safety update reports (PSUR) to National
Competent Authorities (NCAs) for products authorised via National Procedures,
MRP and DCP (NAPs)
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/09/WC500172927.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/09/WC500172927.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172928
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172928
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172928
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172403
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172403
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172403
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172401
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172401
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172401
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172400
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172400
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172402
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172402
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500172402
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev1_2014_09_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev1_2014_09_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev1_2014_09_clean.pdf

