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LEGISLACAO
Lei n.2 62/2017 - Diario da Republica n.2 147/2017, Série | de 2017-08-01

NACIONAL - P
Assembleia da Republica
Regime da representacdo equilibrada entre mulheres e homens nos érgdos de
administracdo e de fiscalizagdo das entidades do setor publico empresarial e das
empresas cotadas em bolsa
Decreto-Lei n.2 93/2017 - Didrio da Republica n.2 147/2017, Série | de 2017-08-01
Presidéncia e da Modernizagao Administrativa
Cria o servico publico de notificacdes eletrénicas associado a morada uUnica digital
Resumo em Linguagem Clara | Summary in plain english

COMUNITARIA Regulamento (UE) 2017/1410 da Comissdo, de 2 de agosto de 2017, que altera os
anexos Il e Ill do Regulamento (CE) n.0 1223/2009 do Parlamento Europeu e do
Conselho relativo aos produtos cosméticos

REGULACAO

Decreto Regulamentar n.2 6/2017 - Didrio da Republica n.2 146/2017, Série | de 2017-07-
31

Saude

Regulamenta o acesso a gestacdo de substituicdo

MINISTERIO DA SAUDE

Despacho n.2 6668/2017 - Didrio da Republica n.2 148/2017, Série 1l de 2017-08-02
Saude - Gabinete do Secretario de Estado Adjunto e da Saude

Estabelece disposi¢des sobre o direito de acompanhamento de crianga ou jovem, com
idade inferior a 18 anos, em situagdo de intervencdo cirurgica, igualmente aplicavel a
pessoas maiores de idade com deficiéncia ou em situa¢do de dependéncia, no momento
da indugdo anestésica e durante o recobro cirdrgico

Despacho n.2 6669/2017 - Didrio da Republica n.2 148/2017, Série 1l de 2017-08-02
Saude - Gabinete do Secretario de Estado Adjunto e da Saude

Determina os Centros de Referéncia, reconhecidos oficialmente pelo Ministério da
Saude, para as areas de fibrose quistica, neurorradiologia de intervengdo doenga
cerebrovascular, coagulopatias congénitas, implantes cocleares e ECMO - oxigenagdo por
membrana extracorporal

Esta informacgdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opinides expressas
sdo de carater geral, n3o substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos. WWW-Vda-Pt
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INFARMED

SPMS

EMA

Portaria n.2 247/2017 - Diario da Republica n.2 150/2017, Série | de 2017-08-04

Finangas e Saude

Procede a primeira alteracdo a Portaria n.2 159/2012, de 22 de maio, que fixa a estrutura
nuclear da Direcao-Geral da Saude

Portaria n.2 248/2017 - Diario da Republica n.2 150/2017, Série | de 2017-08-04

Saude

Estabelece o modelo de governacdo do Programa Nacional de Vacinagao, bem como de
outras estratégias vacinais para a protecdo da saude publica e de grupos de risco ou em
circunstancias especiais

Medicamentos contendo valproato e acido valprdico - Audiéncia Publica

No ambito da revisdo de seguranca dos medicamentos contendo valproato ou acido
valpréico, divulgada na Circular Informativa 031/CD/550.20.001 de 17/03/2017, ira
realizar-se a 26 de setembro a primeira audiéncia publica do Comité de Avaliacdo do
Risco em Farmacovigilancia (PRAC) da Agéncia Europeia de Medicamentos (EMA).

Esta audiéncia publica permitird a todos os cidadados da Unido Europeia partilhar as suas
opiniGes e experiéncias da utilizacdo destes medicamentos durante a gravidez e em
mulheres em idade fértil.

Os medicamentos contendo valproato ou dacido valpréico autorizados em Portugal,
indicados para o tratamento da epilepsia e do transtorno bipolar, sdo: Acido Valpréico
Generis, Acido Valpréico Ratiopharm, Acido Valprdico Sandoz, Depakine, Depakine
Chrono, Depakine Chronosphere, Diplexil, e Diplexil-R (também indicado na prevencdo
da enxaqueca).

A audiéncia iniciar-se-a as 13 horas do dia 26 de setembro e terd lugar nas instalacées da
EMA, em Londres. A participacdao poderd também, em casos justificaveis, ser realizada
por teleconferéncia. A inscricao terd de ser efetuada até 25 de agosto, através do envio
do formulario de inscricao para publichearings@ema.europa.eu.

Na pagina da EMA pode ser consultado o Guia para Participantes, bem como o resumo
das questdes de seguranga que levam a realizacdo desta sessdo.

Publicacdo para efeitos do artigo 152-A do Decreto -Lei n.2 176/2006, de 30 de Agosto -
pedidos de autorizacdo de introdu¢dao no mercado de medicamentos genéricos

Procedimento 2016/79 - Ligaduras medicadas, de fixac3o e protecdo

Human Medicines | Scientific guideline: Concept paper on predictive biomarker-based
assay development in the context of drug development and lifecycle, draft: consultation
open

Human Medicines | Scientific guideline: Reflection paper on the pharmaceutical
development of medicines for use in the older population - First version, draft:
consultation open

Human Medicines | Scientific guideline: Concept paper on the development of guidance
on the non-clinical evaluation of radiopharmaceuticals - First version, draft: consultation
open

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) 3 - Product- or population-specific considerations IV:
paediatric population, draft: consultation open

Human Medicines | Regulatory and procedural guideline: Guideline on good
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pharmacovigilance practices (GVP) - Module VI — Collection, management and
submission of reports of suspected adverse reactions to medicinal products (Rev. 2),
adopted (updated)

Human Medicines | Regulatory and procedural guideline: Comments received from
public consultation on good pharmacovigilance practices (GVP) - GVP Module VI —
Management and reporting of adverse reactions to medicinal products
(EMA/873138/2011 Rev. 2)

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) - Module VI Addendum | — Duplicate management of
suspected adverse reaction reports, adopted (updated)

Human Medicines | Regulatory and procedural guideline: Guidelines on good
pharmacovigilance practices (GVP) - Introductory cover note, last updated with revision 2
of module VI on ICSRs finalised post-public consultation, its new addendum on duplicate
management and the considerations chapter IV on the paediatric population for public
consultation

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) - Module VI — Collection, management and
submission of reports of suspected adverse reactions to medicinal products (Rev. 2) -
post public consultation with track changes, adopted

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) - Product- or population-specific considerations IV:
paediatric population, draft: consultation open

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) - Module VI Addendum | — Duplicate management of
suspected adverse reaction reports, adopted (updated)

Human Medicines | Regulatory and procedural guideline: Guideline on good
pharmacovigilance practices (GVP) - Module VI — Collection, management and
submission of reports of suspected adverse reactions to medicinal products (Rev. 2),
adopted (updated)

Human Medicines | Scientific guideline: Draft tadalafil film-coated tablets 2.5 mg, 5 mg,
10 mg and 20 mg product-specific bioequivalence guidance - Revision 1, draft:
consultation open

Human Medicines | Scientific guideline: Draft prasugrel hydrochloride film-coated
tablets 5 mg and 10 mg product-specific bioequivalence guidance - Revision 1, draft:
consultation open

Human Medicines | Scientific guideline: Draft dimethyl fumarate gastro-resistant
capsules 120 mg and 240 mg product-specific bioequivalence guidance, draft:
consultation open

Human Medicines | Scientific guideline: Addendum to the guideline on the evaluation of
medicinal products indicated for treatment of bacterial infections to address the clinical
development of new agents to treat pulmonary disease due to Mycobacterium
tuberculosis - Revision 1, adopted

www.vda.pt


http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232766
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232766
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232766
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232766
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232764
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232764
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232764
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232764
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232764
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232768
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232768
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232768
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232768
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232765
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232912
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232912
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232911
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232911
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232906
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232906
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232905
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232905
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232905
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500232905

