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Despacho n.°11111/2014. D.R. n.° 168, Série Il de 2014-09-02

Ministério da Saude - Gabinete do Ministro

Renova o mandato do Grupo de Trabalho "Combate as irregularidades praticadas nas
areas do Medicamento e dos Meios Complementares de Diagndstico e Terapéutica"

Despacho n.° 11226/2014. D.R. n.° 171, Série Il de 2014-09-05

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

Determina a implementagdo dos processos que promovem a informatizacéo clinica dos
Servigos de Urgéncia

Orientacdo n° 015/2014 de 02/09/2014 Doenca por virus Ebola - Procedimentos
laboratoriais para Hospitais de Referéncia e INSA

Avaliacdo prévia a utilizacdo de medicamento para uso humano em meio hospitalar -
Depocyte (DCI - Citarabina)

O medicamento Depocyte (DCI - Citarabina) obteve autorizagdo para ser utilizado em
meio hospitalar na seguinte indicacdo: Tratamento intratecal de meningite linfomatosa. Na
maioria dos doentes este tratamento constituira parte do tratamento paliativo dos sintomas
da doencga

Relatério de avaliacdo

Circular Informativa N.° 192/CD/8.1.6 | Pedido de Informacéo - investigacdo de cadeia
de distribuicdo ilegal em Itélia

Na sequéncia da investigacdo em curso por parte das autoridades italianas, relacionada
com a existéncia de uma cadeia de distribuicdo ilegal em ltalia, solicita-se o envio a este
Instituto da informacgéo relativa aos movimentos dos quais conste Itadlia como pais de
origem ou destino, de todas as apresenta¢cdes comercializadas dos medicamentos abaixo
indicados, desde 01/04/2013 até & data atual:
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https://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=168.2014&iddip=2014028476
https://dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=171.2014&iddip=2014028810
http://www.dgs.pt/directrizes-da-dgs/orientacoes-e-circulares-informativas/orientacao-n-0152014-de-02092014.aspx
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_HOSPITAL/DL_N_195_2006_3_OUT/RELATORIOS_AVALIACAO_PREVIA
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=9940699
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/DETALHE_NOVIDADE?itemid=9940699

Atripla Herceptin Truvada Votrient

Avastin Mabthera Tysabri
Eviplera Nplate (250 pg) Viramune
Faslodex Roactemra Viread

Para o efeito, devera ser enviado, através de e-mail com o assunto “Investigagdo de
cadeia de distribuigado ilegal em Italia” para o endereco eletronico dil-ins@infarmed.pt, um
ficheiro em formato Excel, que especifique as seguintes informacdes:

e 0 numero dos lotes dos medicamentos;

e a(s) data(s) de rececdo das encomendas e o niUmero de unidades rececionadas em
armazém;

e a(s) data(s) de distribuicdo e o numero de unidades distribuidas a cada cliente;

e 0 nome e a morada dos clientes a quem se destinam.

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

Circular Informativa n.°25 de 01/09/2014

XXXIV Programa de Intercambio para Profissionais de Saude - HOPE 2015

Medical Devices: The new version of the Manual on Borderline and Classification in the
Community Regulatory Framework for Medical Devices is available

Human Medicines |Regulatory and procedural guideline: The dates of 2015 Scientific
Advice Working Party meetings and deadlines for submission of scientific advice, protocol
assistance, qualification of biomarkers and parallel European Medicines Agency-health-
technology-assessment requests

Human Medicines |Annual renewal of conditional marketing authorisations: questions and
answers (updated)

Human Medicines |Annual re-assessment: questions and answers (updated)

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

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

Human Medicines |Periodic safety update reports (updated)

Human Medicines |Periodic safety update reports: questions and answers (updated)

Human Medicines |Formatted table template to be inserted in each procedural submission
cover letter (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-ll-variation and extension applications: questions and answers
(updated)

Human Medicines |Renewals: questions and answers (updated)
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mailto:dil-ins@infarmed.pt
https://app.infarmed.pt/listpmg/default.aspx
https://app.infarmed.pt/listpmg/default.aspx
http://www.acss.min-saude.pt/Portals/0/Circular_Informativa_25_2014.pdf
http://ec.europa.eu/health/medical-devices/files/wg_minutes_member_lists/borderline_manual_ol_en.pdf
http://ec.europa.eu/health/medical-devices/files/wg_minutes_member_lists/borderline_manual_ol_en.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500171950
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500171950
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500171950
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500171950
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_000036.jsp&mid=WC0b01ac0580023b18
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/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/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_000041.jsp&mid=WC0b01ac0580023e7d
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500106371
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500106371
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_000029.jsp&mid=WC0b01ac0580023b16
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000038.jsp&mid=WC0b01ac0580023e7c

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

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

Human Medicines | Template for a request for amendments of or addition of active
substances or combinations of active substances to the European Union reference-date list
(updated)

Human Medicines | Monthly deadlines for submission of requests for CHMP_scientific
recommendation on eligibility to the Agency’s scientific services (updated)

Human Medicines | Request form for CHMP scientific recommendation on eligibility to the
Agency’s scientific services (updated)

Human Medicines | Mandate of the European Medcines Agency Innovation Task Force
(ITF) (updated)

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

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

Human Medicines | Regulatory and procedural guideline: Member States' contact
points for translation review (updated)

Human Medicines | UPDATE - Requirements on submissions (number and format) for
New Applications within MRP, DCP and National Procedures and Regquirements on
submissions (number and format) for Variations and Renewals within MRP and National

Procedures
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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/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000134.jsp&mid=WC0b01ac0580796d88
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133160
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500133160
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500056355
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500056355
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500006009
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500006009
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004912
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004912
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/pages/includes/document/open_document.jsp?webContentId=WC500004437
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004437
http://www.hma.eu/277.html
http://www.hma.eu/277.html
http://www.hma.eu/277.html
http://www.hma.eu/277.html

