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Regulamento (UE) n.° 866/2014 da Comissdo, de 8 de agosto de 2014, que altera os A
anexos lll, V e VI do Regulamento (CE) n.° 1223/2009 do Parlamento Europeu e do COMUNITARIA
Conselho relativo aos produtos cosméticos

Despacho n.° 10429/2014. D.R. n.° 154, Série 1l de 2014-08-12 MINISTERIO DA
Ministério da Salde - Gabinete do Secretario de Estado Adjunto do Ministro da SAUDE
Saude

Determina que os estabelecimentos hospitalares, independentemente da sua designacéo,
e as unidades locais de salde, integrados no Servico Nacional de Saude, e classificados
nos Grupos |, Il, lll ou IV-a com valéncias médicas e cirlrgicas de oncologia médica,
devem assegurar a existéncia de uma equipa intra-hospitalar de suporte em cuidados
paliativos (EIHSCP).

Despacho n.° 10319/2014. D.R. n.° 153, Série |l de 2014-08-11

Ministério da Salde - Gabinete do Secretario de Estado Adjunto do Ministro da
Saude

Determina a estrutura do Sistema Integrado de Emergéncia Médica (SIEM) ao nivel da
responsabilidade hospitalar e sua interface com o pré-hospitalar, os niveis de
responsabilidade dos Servigos de Urgéncia (SU), bem como estabelece padrées minimos
relativos a sua estrutura, recursos humanos, formacdo, critérios e indicadores de
qualidade e define o processo de monitorizacdo e avaliagdo. Revoga os Despachos n.os
18459/2006, de 30 de julho, 24681/2006, de 25 de outubro e 727/2007, de 18 de
dezembro de 2006

Ministério _aprova implementacdo experimental (janeiro/ junho2015) da Tabela
Nacional de Funcionalidade, elaborada pela DGS.

O Ministério da Salde, através do Despacho n.° 10218/2014, publicado em Diario da
Republica hoje, dia 8 de agosto, aprova a implementagdo experimental da Tabela
Nacional de Funcionalidade e determina que a implementacao experimental se dirige ao
doente cronico adulto.
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http://eur-lex.europa.eu/legal-content/PL/TXT/PDF/?uri=OJ:JOL_2014_238_R_0002&from=PT
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=154.2014&iddip=2014026638
https://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=153.2014&iddip=2014026455
http://www.min-saude.pt/portal/export/pdf/template/PrintVersion.aspx?fType=1&ContentGUID=%7bBDBD2E4D-A4F9-4A16-95F6-C08CD3A68D6E%7d
http://www.min-saude.pt/portal/export/pdf/template/PrintVersion.aspx?fType=1&ContentGUID=%7bBDBD2E4D-A4F9-4A16-95F6-C08CD3A68D6E%7d

Circular _Informativa N.° 174/CD/8.1.6. de 06/08/2014 - Sistema de Pregos de
Referéncia - Aditamento de novos grupos homogéneos

A lista dos grupos homogéneos em vigor para o 3.° trimestre de 20141 sera atualizada
com a inclusdo de 4 novos grupos homogéneos, para os quais foi aprovado o respetivo
preco de referéncia.
De acordo com o estabelecido na alinea b) do n.° 1 do artigo 27.° do Decreto-Lei n.° 48-
A/2010, de 13 de maio, na sua redacéo atual, o Infarmed define e publica até ao 20.° dia
do més, para produzir efeitos no 1.° dia do més seguinte, os novos grupos homogéneos
criados apds a comercializagdo de novos medicamentos genéricos, quando a criagdo do
novo grupo ocorra em més diferente do Gltimo més de cada trimestre civil.

Deliberacdo n® 71/CD/2014

Formularios Pedidos de AlteracBes e Renovacdes - revisdo (em vigor 1 outubro 2014)

Foram publicadas pela Comissé@o Europeia as novas versdes do Formulario de pedido de
Alteracbes aos termos da Autorizagdo de Introducdo no Mercado (AIM), bem como do
Formulério de Renovagéo da AIM.
Estas versdes dos Formularios sé deverdo ser utilizados a partir do dia 1 de outubro de
2014, mantendo-se até 14 em vigor as de julho 2013

Publicacdo para efeitos do _artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedidos de autorizagdo de introdug¢do no mercado de medicamentos genéricos

Metodologia de contratualizacdo 2015 | Hospitais e Unidades Locais de Saude

Divulga-se a metodologia para definicdo de precos e fixacdo de objetivos para o contrato-
programa do ano de 2015. Para 2015 assegura-se a estabilizacdo do modelo de
financiamento com atualizacéo regular de areas chave

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure: document with
track changes (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure: document with

track changes (updated)

Human Medicines | Regulatory and procedural guideline: Dossier requirements for
centrally authorised products (updated)

Human Medicines | Questions and answers on quality of herbal medicinal products /
traditional herbal medicinal products (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
pre-authorisation procedural advice for users of the centralised procedure: document with
track changes (updated)

Human Medicines | Presubmission guidance: guestions 21 to 30 (updated)
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http://www.infarmed.pt/portal/pls/portal/docs/1/10160322.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/SISTEMA_DE_PRECOS_DE_REFERENCIA/SPR_ACTUALIZACAO/Delib_SPR_Jul14.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=9918801
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.acss.min-saude.pt/artigo/tabid/98/xmmid/896/xmid/6687/xmview/2/Default.aspx
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
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=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
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
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003093
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003093
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500158282
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500158282
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500158282
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000020.jsp&mid=WC0b01ac0580022713

Human Medicines | Presubmission guidance: guestions 41 to 50 (updated)

Human Medicines | Presubmission guidance: questions 1 to 10 (updated)

Human Medicines | Presubmission guidance: questions 31 to 40 (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
pre-authorisation procedural advice for users of the centralised procedure (updated)

Human Medicines | Regulatory and procedural guideline: Initial notices for parallel
distribution — July 2014

Human Medicines | List of Union reference dates and frequency of submission of
periodic safety update reports (PSURSs) (updated)

Human Medicines | Regulatory and procedural guideline: National-competent-authority
and European Medicines Agency requirements for submission of periodic safety update
reports during the transitional period (updated)

Human Medicines | Type-IA variations: guestions and answers (updated)

Human Medicines | List of withdrawn medicinal products

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure: document with

track changes (updated)

Human Medicines | Type-Il variations: questions and answers (updated)

Human Medicines | Changing the (invented) name of a centrally authorised medicine:
guestions and answers (updated)

Human Medicines | Renewals: questions and answers (updated)

Human Medicines | Annual renewal of conditional marketing authorisations: questions

and answers (updated)

Human Medicines | Type-IB variations: questions and answers (updated)

Human Medicines | Periodic safety update reports (updated)

Human Medicines | Article-61(3) notifications: questions and answers (updated)
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000024.jsp&mid=WC0b01ac0580022715
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000021.jsp&mid=WC0b01ac0580022711
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000023.jsp&mid=WC0b01ac0580022714
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=WC500170992
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500170992
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=WC500127656
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127656
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127656
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000019.jsp&mid=WC0b01ac0580023b12
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500170945
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=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500157547
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000026.jsp&mid=WC0b01ac0580023b14
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000034.jsp&mid=WC0b01ac058013f56e
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000034.jsp&mid=WC0b01ac058013f56e
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000038.jsp&mid=WC0b01ac0580023e7c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000133.jsp&mid=WC0b01ac058066e978
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000133.jsp&mid=WC0b01ac058066e978
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000085.jsp&mid=WC0b01ac058013af9c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000361.jsp&mid=WC0b01ac058066f910
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000049.jsp&mid=WC0b01ac05800250b7

Human Medicines | Other post-authorisation activities: questions and answers
(updated)

Human Medicines | Marketing and cessation natification: questions and answers
(updated)

Human Medicines | Withdrawn-product notification: guestions and answers (updated)

Human Medicines | Worksharing: questions and answers (updated)

Human Medicines | Type-ll-variation and extension applications: questions and answers
(updated)

Human Medicines | Post-authorisation measures: guestions and answers (updated)

Human Medicines | Post-authorisation safety studies: questions and answers (updated)

Human Medicines | Transfer of marketing authorisation: gquestions and answers
(updated)

Human Medicines | Submission of Article-46 paediatric studies: questions and answers
(updated)

Human Medicines | Template to be used to notify the EMA and concerned Member
States of "withdrawn products” (updated)

Application for Marketing Authorisation | '‘Blue-box' requirements

Additional information on labelling/package leaflet that may be required nationally in
accordance with Articles 57 and 62 of Directive 2001/83/EC as amended is outlined below.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000052.jsp&mid=WC0b01ac0580168a6e
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000050.jsp&mid=WC0b01ac05800250b8
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_000087.jsp&mid=WC0b01ac058013f56d
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000029.jsp&mid=WC0b01ac0580023b16
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000037.jsp&mid=WC0b01ac0580023e7a
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000134.jsp&mid=WC0b01ac0580796d88
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000045.jsp&mid=WC0b01ac0580023e80
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000044.jsp&mid=WC0b01ac0580023e7f
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500153409
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500153409
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_258_2012_Rev05_2014_08_clean.pdf

