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Decreto-Lei n.° 84/2014. D.R. n.° 101, Série | de 2014-05-27 NACIONAL

Ministério da Defesa Nacional
Cria o Hospital das Forgas Armadas
Requlamento (UE) n.o 536/2014 do Parlamento Europeu e do Conselho, de 16 de COMUNITARIA

abril de 2014 relativo aos ensaios clinicos de medicamentos para uso humano e que
revoga a Diretiva 2001/20/CE

Caducidade das comparticipacdes (maio de 2014) - lista definitiva INFARMED

Ao abrigo do n.° 1 da Circular n.°106/CD, de 07-07-2010, publica-se a lista definitiva de
medicamentos para 0s quais foi decidida a caducidade da comparticipacdo por néao
comercializacdo no periodo de maio de 2014, por deliberacdo do Conselho Diretivo do
Infarmed, |.P. datada de 22-05-2014

Caducidade das Comparticipacdes (marco de 2014) - lista definitiva retificada

Por ter saido com inexactidao a lista de margo de 2014, publicada no site do INFARMED,
I. P. no dia 9 de abril de 2014, foi necessario efetuar algumas retificagcGes.
Assim, ao abrigo do n.° 1 da Circular n.°106/CD, de 07-07-2010, publica-se a lista
definitiva _retificada de medicamentos para os quais foi decidida a caducidade da
comparticipacdo por ndo comercializacdo no periodo de marco de 2014

Caducidade das Comparticipacdes (abril de 2014) - lista definitiva retificada

ter saido com inexactiddo a lista de abril de 2014, publicada no site do INFARMED, I. P.
no dia 30 de abrii de 2014, foi necessério efetuar algumas retificacBes.
Assim, ao abrigo do n.° 1 da Circular n.°106/CD, de 07-07-2010, publica-se a lista
definitiva_retificada de medicamentos para os quais foi decidida a caducidade da
comparticipacdo por ndo comercializacdo no periodo de abril de 2014

Deliberacdo n.° 1164/2014. DR 102 SERIE Il de 2014-05-28

Ministério da Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos
de Saude, I. P.
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.101&iddip=20140791
http://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:L:2014:158:FULL&from=PT
http://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:L:2014:158:FULL&from=PT
http://www.infarmed.pt/portal/pls/portal/docs/1/9950316.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/maio_2014_Net_f.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/maio_2014_Net_f.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/maio_2014_Net_f.pdf
http://www.infarmed.pt/portal/pls/portal/docs/1/9946323.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/marco_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/marco_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/marco_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/pls/portal/docs/1/9946324.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/abril_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/abril_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/abril_2014_Net_f_Retificada.pdf
http://dre.pt/cgi/dr2s.exe?t=d2&cap=57-60&doc=2014018047&v01=1&v02=2014-05-28&v03=&v04=&v06=&v07=&v16=&v17=&v18=&v08=&v09=&v10=&v11=&v12=&v13=&v14=&v15=&v16=&v17=&v18=&v19=medicamentos&sort=0&submit=Pesquisar

Delegacéo de competéncias do conselho diretivo do INFARMED, I. P., nos seus membros

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

Memorando de exigéncias - Impedir a destruicdo do SNS e defender a qualidade da
medicina e os doentes

Foi apresentado em conferéncia de imprensa (30/05/2014) um Memorando de Exigéncias
da Ordem dos Médicos, cujo objectivo € impedir a destruicdo do SNS e defender a
qualidade da medicina e os doentes. Nesse memorando, a OM apresenta 13 conjuntos
de exigéncias ao Ministério da Saude, relacionadas com o respeito pelos legitimos
direitos dos doentes, a defesa da manutencdo do SNS ("o melhor Servico Nacional de
Saude do mundo, considerando a relacdo Qualidade/Acessibilidade/Custo”) e o respeito
pelos profissionais de medicina, nomeadamente ndo permitindo a violacdo de
competéncias médicas e pugnando pelo fim da critica estigmatizante e da propaganda
inconsequente que s&o apanagio do Ministério da Saude. No final do memorando, a OM
apresenta medidas de implementacdo imediata como a suspensdo por tempo
indeterminado da utilizacdo dos programas informaticos ineficazes (nomeadamente a
PEM) e a suspensdo de qualquer tipo de contratualizagdo, bem como medidas a
implementar a médio prazo se nado se verificar que exista, da parte do Ministério da
Saude, a mesma vontade de estabelecer um diadlogo e uma negociagao construtivos que
a OM sempre defendeu

Concurso 2014 / 15 - Medicamentos de autorizagdo de utilizagdo excepcional
(caderno de encargos)

Data Limite da Apresentacado das Informacdes para o Catélogo 10/07/2014

Lista de entrada em vigor dos CPAs 29-05-2014

Concurso 2014/6 - Medicamentos do Foro Oncolégico Il (caderno de encargos)

Data Limite da Apresentacgdo das Informacg8es para o Catalogo 08/07/2014

Concurso 2014/25 - material de incontinéncia, protecao cuténea e alivio de pressao
(caderno de encargos)

Data Limite da Apresentacao das Informacdes para o Catalogo 30/06/2014

New EU framework for protection of trade secrets

The Council today agreed on a general approachl for establishing a new legal framework
for the protection of trade secrets.

The new framework aims at making it easier for national courts to deal with the
misappropriation of confidential business information, remove the trade secret infringing
products from the market and make it easier for victims to receive compensation for illegal
actions.

Conclusions on _the implementation of the roadmap for the European Strategy
Forum on Research Infrastructure

(ELIXIR: The European Life-Science Infrastructure for Biological Information)

Proposta de Regulamento Do Parlamento Europeu E Do Conselho destinado a evitar
o desvio de certos medicamentos essenciais para a Unido Europeia (codificagao)

Main (Part 1)
Annex (Part 1)

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducédo
no mercado dos medicamentos de 1 de abril de 2014 para 30 de abril de 2014[Publicado
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http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
https://www.ordemdosmedicos.pt/?lop=conteudo&op=ed3d2c21991e3bef5e069713af9fa6ca&id=7535bbb91c8fde347ad861f293126633
https://www.ordemdosmedicos.pt/?lop=conteudo&op=ed3d2c21991e3bef5e069713af9fa6ca&id=7535bbb91c8fde347ad861f293126633
https://www.ordemdosmedicos.pt/?lop=conteudo&op=ed3d2c21991e3bef5e069713af9fa6ca&id=7535bbb91c8fde347ad861f293126633
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp?idioma=PT
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE2014_15.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/EntradasVigorCPA_29_05_14.docx
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp?idioma=PT
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2014_6.pdf
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp?idioma=PT
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2014_25.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/intm/142780.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/intm/142794.pdf
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/intm/142794.pdf
http://ec.europa.eu/transparency/regdoc/rep/1/2014/PT/1-2014-319-PT-F1-1.Pdf
http://ec.europa.eu/transparency/regdoc/rep/1/2014/PT/1-2014-319-PT-F1-1-ANNEX-1.Pdf
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0001.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0001.01.POR

nos termos do artigo 13.0 ou do artigo 38.0 do Requlamento (CE) n.o 726/2004 do
Parlamento Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducédo
no mercado dos medicamentos de 1 de abril de 2014 para 30 de abril 2014(Decisdes
adoptadas nos termos do artigo 34.0 da Diretiva 2001/83/CE ou do artigo 38.0 da
Diretiva 2001/82/CE)

Notice to applicants, medicinal products for human use, volume 2A, chapter 3
Union referral procedure

The update of chapter 3 of volume 2A of the notice to applicants - Chapter 3 - Union
Referral Procedures (updated version - May 2014)

Communication from the Commission - Framework for state aid for research and

development and innovation

Human Medicines | Regulatory and procedural guideline: Day 80 assessment report
generics overview guidance

Human Medicines | Scientific guideline: International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use topic E 2 C
(R2): Questions and answers - Step 5

Human Medicines |Scientific guideline: Note for guidance on pharmaceutical quality
system (International Conference on Harmonisation of Technical Requirements for
Reaqistration of Pharmaceuticals for Human Use Q10)

This guideline applies to the systems supporting the development and manufacture of
pharmaceutical drug substances (i.e. API) and drug products, including biotechnology and
biological products, throughout the product lifecycle.

Human Medicines |Scientific guideline: Quality risk management (International
Conference _on__Harmonisation of Technical Reqguirements for Registration of
Pharmaceuticals for Human Use Q9),

This guideline provides principles and examples of tools for quality risk management that
can be applied to different aspects of pharmaceutical quality. These aspects include
development, manufacturing, distribution, and the inspection and submission/review
processes throughout the lifecycle of drug substances, drug (medicinal) products,
biological and biotechnological products (including the use of raw materials, solvents,
excipients, packaging and labelling materials in drug (medicinal) products, biological and
biotechnological products).

Human Medicines | News and press releases: European Medicines Agency welcomes
publication of the Clinical Trials Regulation

Human Medicines | Scientific guideline: International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use gquideline
Q3C (R5) on impurities: quideline for residual solvents - Step 5,

Residual solvents in drug substances, excipients, and in drug products are within the
scope of this guideline. Therefore, testing should be performed for residual solvents when
production or purification processes are known to result in the presence of such solven

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

EMA
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http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0001.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0001.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0009.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0009.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0009.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2014.165.01.0009.01.POR
http://ec.europa.eu/health/files/eudralex/vol-2/2014-05_vol2a_chap_3.pdf
http://ec.europa.eu/health/files/eudralex/vol-2/2014-05_vol2a_chap_3.pdf
http://ec.europa.eu/competition/state_aid/modernisation/rdi_framework_en.pdf
http://ec.europa.eu/competition/state_aid/modernisation/rdi_framework_en.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004837
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004837
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500167799
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500167799
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500167799
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002871
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002871
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002871
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002873
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002873
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500002873
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/05/news_detail_002112.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/05/news_detail_002112.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500104258
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500104258
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500104258
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

Human Medicines |Informed consent application in accordance with Article 10c of
Directive 2001/83/EC, as amended (updated)

Human Medicines | Regulatory and procedural guideline: Day 80 assessment report -
Clinical guidance (updated)

Human Medicines |Regu|atory and procedural guideline: CHMP rapporteur
assessement report - Extension of indication clinical guidance (updated)

Human Medicines | Regulatory and procedural guideline: Day 80 assessment report -
Overview guidance (updated)

Human Medicines | Draft concept paper on the need for revision of the guideline on
the clinical investigation of plasma-derived fibrin sealant / haemostatic products and the
related core summary of product characteristics

The currently approved ‘guideline on the clinical investigation of plasma-derived fibrin
sealant / haemostatic products’ came into operation in January 2005. Since then, new
fibrin sealant products have been authorised, new methods of application have
established and applicants have sought scientific advice on the clinical development of
further fibrin sealant / haemostatic products or new indications for approved fibrin sealant
products. A revision of the guideline seems appropriate to reflect recent gains in clinical
experience.

Human Medicines | Annex VIII - List of cilostazol-containing medicinal products in the
EU

Human Medicines |List of medicinal products under additional monitoring
(updated)

Human Medicines | Clinical Trials Safety - Reference Safety Information : Questions
and Answers document

The Reference Safety Information serves different purposes like information to the
investigators about the safety profile of an investigational medicinal product (IMP), basis for
expectedness assessment of an adverse reaction by the (investigator) sponsor for
expedite reporting and annual safety reporting, as well as surveillance of participant’s
safety in a clinical trial by regulatory (and ethic) bodies.

Human Medicines | Position paper on the use of the Quick Response (QR) codes to
provide information about the medicinal product

- Annex 2 - Applicant's declaration template

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

Human Medicines | Regulatory and procedural guideline: INS-GCP-1 procedure for
coordinating GCP inspections requested by the EMEA ,

This procedure describes the different steps of the Good Clinical Practice (GCP) inspection
process and particularly the interfaces between Member States inspection services and the
Committee for Medicinal Products for Human Use (CHMP)/European Medicines Agency
(EMA).
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090249
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090249
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004856
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004856
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500139604
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500139604
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004800
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004800
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/05/WC500167758.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/05/WC500167758.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/05/WC500167758.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500167757
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500167757
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500142453
http://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2014_05_CTFG_QnA_RSI.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2014_05_CTFG_QnA_RSI.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313_2014_Rev0_2014_04_b.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313_2014_Rev0_2014_04_b.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313_2014_Rev0_2014_04_-_Annex_2.doc
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=WC500004446
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004446

News and press releases | European Medicines Agency response to European
Ombudsman letter regarding proactive publication of and access to clinical trial data

Human Medicines | Data submission for authorised medicines (updated)

Public consultation on _a draft Scientific Opinion on the evaluation of allergenic EFSA
foods and food ingredients for labelling purposes

EFSA is inviting comments on its draft scientific opinion on the evaluation of allergenic
foods and food ingredients for labelling purposes. The document updates previous EFSA
opinions on food ingredients or substances that are known to cause adverse reactions.
These include: cereals containing gluten, milk and dairy products, eggs, nuts, peanuts,
soy, fish, crustaceans, molluscs, celery, lupin, sesame, mustard, and sulphites.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/05/news_detail_002108.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/05/news_detail_002108.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000496.jsp&mid=WC0b01ac058078fbe0
http://www.efsa.europa.eu/en/consultations/call/140523.htm
http://www.efsa.europa.eu/en/consultations/call/140523.htm

