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Despacho n.° 13564/2013. D.R. n.° 206, Série |l de 2013-10-24 MINISTERIO DA
SAUDE

Estabelece disposi¢ces no ambito dos Servicos Partilhados do Ministério da Saude,
E.P.E. (SPMS, E.P.E.), referente aos Contratos Publicos de Aprovisionamento (CPA),
que determinam as condicbes de fornecimento de Medicagdo Antialérgica,
Medicamentos usados no Tratamento de Intoxicacdes, Vitaminas e Sais Minerais e
Grupo 20.9 - Outros Produtos

Circular Informativa n.° 231/CD/8.1.6 de 22/10/2013 |NFARMED

A concesséo da autorizagdo de introdug¢éo no mercado® depende da apresentacéo de,
entre outros documentos, dos fundamentos que justifiquem a adocdo de quaisquer
medidas preventivas ou de seguranc¢a para a eliminacédo dos residuos, acompanhadas
da descricdo dos potenciais riscos para o0 ambiente resultantes do medicamento.
Os titulares da autorizagdo de introducéo no mercado sdo também responsaveis pela
retirada, recolha e eliminacdo dos medicamentos e acondicionamentos que, por
qualquer razéo, devam ser retirados do mercado.

Circular_Informativa n.° 231/CD/8.1.6. de 18/10/2013

Comité de Avaliagdo do Risco em Farmacovigilancia (PRAC) da Agéncia Europeia do
Medicamento (EMA) passara a publicar mensalmente as recomendagdes de segurancga,
adotadas na sequéncia da avaliagdo de sinais, em PRAC recommendations on safety

signals.

Circular Informativa n.° 230/CD/8.1.6. de 18/10/2013

A pedido dos Chefes das Agéncias, o Grupo de Implementacdo para as Submissdes
Eletronicas (TIG) elaborou um roadmap preliminar das submissdes em formato
eletrénico na rede regulamentar europeia, o qual sera alvo de um inquérito nacional
dirigido a indUstria farmacéutica

Publicacdo para efeitos do_artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedido de registo de autorizagdo de introducdo no mercado de medicamentos
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http://dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=206.2013&iddip=2013035821
http://www.infarmed.pt/portal/pls/portal/docs/1/9308263.PDF
http://www.infarmed.pt/portal/pls/portal/docs/1/9300263.PDF
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000375.jsp&mid=WC0b01ac0580727d1c
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000375.jsp&mid=WC0b01ac0580727d1c
http://www.infarmed.pt/portal/pls/portal/docs/1/9300265.PDF
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
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(caderno de encargos)

Data Limite da Apresentagdo das Informacgdes para o Catélogo - 15/11/2013

Commitment
Letters published

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducao
no mercado dos medicamentos, de 1 de setembro de 2013, a 30 de setembro de
2013, [publicadas nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE)
n.o 726/2004 do Parlamento Europeu e do Conselho]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducao
no mercado dos medicamentos, de 1 de setembro de 2013, a 30 de setembro de
2013, [Decisbes adotadas nos termos do artigo 34.0 da Diretiva 2001/83/CE ou do artigo
38.0 da Diretiva 2001/82/CE]

Proposta de Decisdo De Execucdo Do Conselho que altera a Decisdo de Execucao
2011/344/UE relativa a concessao de assisténcia financeira da Unido a Portugal

Applications for new human medicines under evaluation by

the CHMP: October 2013

Request for compliance check on an agreed paediatric-
investigation-plan form - (PED3) certified (updated)

Annual report on deferral granted in the paediatric-investigation-
plan - (PEDG) certified (updated)

Electronic form for paediatric-investigation-plan_application and
request for waiver - (PED1) certified (updated)

Deadlines for submission
of applications for orphan-medicinal-product designation to the European Medicines
Agency 2013/2014 (updated)

Initial notices for parallel

distribution — September 2013

Draft reflection paper on the risk of
antimicrobial resistance transfer from companion animals

Antimicrobials are important tools for the therapy of infectious bacterial diseases in
companion animals. Loss of efficacy of available antimicrobial substances can seriously
compromise animal health and welfare. The need for the development of new
antimicrobials for the therapy of multi-resistant infections, particularly those caused by
Gram-negative bacteria, has been acknowledged in human medicine. For the future a
corresponding need in veterinary medicine is to be expected.
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http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2013_31_HIV.pdf
http://transparency.efpia.eu/mediaroom/20/19/Transparency-and-Industry-Interactions-with-the-Medical-Profession-Commitment-Letters-published
http://transparency.efpia.eu/mediaroom/20/19/Transparency-and-Industry-Interactions-with-the-Medical-Profession-Commitment-Letters-published
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0008:0221:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0008:0221:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:311:0008:0221:PT:PDF
http://ec.europa.eu/transparency/regdoc/rep/1/2013/PT/1-2013-747-PT-F1-1.Pdf
http://ec.europa.eu/transparency/regdoc/rep/1/2013/PT/1-2013-747-PT-F1-1.Pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152831
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152831
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500094135
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500094135
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004677
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004677
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500075428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500075428
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152673
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152673
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152665.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152665.pdf

Draft reflection paper on injection site
residues: considerations for risk assessment and residue surveillance (Rev.1)

In June 2008 the CVMP published a first version of this reflection paper for consultation.
As detailed in the problem statement presented in original reflection paper, residues in
injection site muscle for some products tend to be dramatically higher than residues in
non-injection site muscle (as well as in fat, liver and kidney). The result is that a single
carcass may contain muscles with very different residue levels of injectable substances,
and these differing levels of residues in a single tissue type make setting an appropriate
MRL very challenging.

Recommendation on harmonising the
approach to causality assessment for adverse events to veterinary medicinal

products (Rev.1),

This recommendation provides further guidance on how to carry out causality
assessment, based on the principles laid out in Volume 9B of The Rules Governing
Medicinal Products in the European Union (EU) — Guidelines on Pharmacovigilance for
Medicinal Products for Veterinary Use and includes additional guidance on causality
assessment of adverse events classified as off-label and lack of expected efficacy (LEE)
concerning pharmaceuticals. For vaccines guidance on LEE reports and adverse events
after mixing of vaccines will be provided in due time.

Draft guideline on the conduct of
efficacy studies for intramammary products for use in cattle

This guideline replaces the CVMP guideline “Conduct of efficacy studies for
intramammary products for use in cattle “(CVMP/344/1999 Rev.1)

Concept paper on the revision of the
note for guidance on the approach towards harmonisation of withdrawal periods

The proposed guideline will replace the CVMP Note for guidance: approach towards
harmonisation of withdrawal periods (EMA/CVMP/036/95).
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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152656.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152656.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152655
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152655
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500152655
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152653.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152653.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152652.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/10/WC500152652.pdf

