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Portaria n.° 135-B/2013. D.R. n.° 62, 2.° Suplemento, Série | de 2013-03-28 NACIONAL

Primeira alteracdo a Portaria n.° 91/2013, de 28 de fevereiro, que estabelece para 2013
0s paises de referéncia e os prazos de revisdo anual de pre¢os dos medicamentos.

Circular_Informativa N.° 056/CD/8.1.6 de 27/03/2013 |NFARMED

Aos pedidos de alteragdo que consistam apenas na alteracdo da frequéncia e/ou data
de submissdo de Relatérios Peridédicos de Seguranca (RPS) de acordo com as
referidas na List of European Union reference dates and frequency of submission of
periodic safety update reports (EURD list), em todas as AIM de que o requerente seja
titular, aplicam-se as taxas constantes no n.° 9 da tabela anexa a Portaria n.° 377/2005,
de 4 de abril, na sua redacéo atual.

Estes pedidos de alteracéo sao tipificaveis como:

alteracdo menor tipo IA de notificagdo imediata (IAIN) — medicamentos
autorizados por procedimento de reconhecimento mutuo/ descentralizado;
alteracdo tipo Il — medicamentos autorizados por procedimento nacional (até a
implementacdo do Regulamento (CE) n.° 1234/2008 da Comissao, de 24 de
novembro de 2008, ao procedimento nacional a 4 de agosto de 2013).

Para os medicamentos isentos de submissdo de RPS na EURD list ndo é necessaria a
submisséo de pedidos de alteracdo aos termos da AIM.

Circular__Informativa - N.° 61/CD/8.1.6. Data: 01/04/2013

Atendendo a que o0s medicamentos genéricos contendo a substancia activa
Montelucaste, na forma farmacéutica de comprimido para mastigar, ndo estdo
disponiveis no mercado, o Infarmed suspendeu os grupos homogéneos relativos ao
Montelucaste.

Assim, a comparticipagdo dos medicamentos de marca incluidos nestes grupos
homogéneos deve voltar a incidir sobre o prego de venda ao publico, deixando de
existir preco de referéncia.

Esta suspensao decorre da Deliberacdo n.° 54/CD/2013 de 28/03/2013, entra em vigor
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2013.62S02&iddip=20130616
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20130424
http://www.infarmed.pt/portal/pls/portal/docs/1/8552263.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/CI_suspensao_montelucaste%5B1%5D.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_Suspencao_Montelucaste.pdf

na data da presente Circular e mantém-se até ao ultimo dia do trimestre (30 de junho de
2013).

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

Circular _Informativa N.° 046/CD/8.1.6. de 19/03/2013

O Decreto-Lei n.° 176/2006, de 30 de agosto, republicado pelo Decreto-Lei n.° 20/2013,
de 14 de fevereiro, estabelece no n.° 2 do artigo 124.°, que a comercializacéo e
utilizagdo, em territério nacional, de medicamentos alergénios estdo sujeitas a
autorizacéo simplificada do Infarmed. Por seu turno, o n.° 3 do mesmo artigo prevé que
a autorizacgao, fabrico, distribuicdo e a dispensa dos medicamentos alergénios estdo
sujeitos a disciplina juridica especial, definida por regulamento do Infarmed.

Assim, o Conselho Directivo do Infarmed aprovou, pela Deliberacdo n.° 40/CD/2013, de
6 de marco de 2013, o Regulamento dos medicamentos alergénios destinados a um
doente especifico, o qual entra em vigor no dia 1 de abril de 2013.

Deliberacédo n.° 873/2013. D.R. n.° 67, Série 1l de 2013-04-05

Aprova o regulamento que disciplina, de acordo com o n.° 3 do artigo 124.° do Decreto-
Lei n.° 176/2006, de 30 de agosto, republicado pelo Decreto-Lei n.° 20/2013, de 14 de
fevereiro, a autorizacao, fabrico, distribui¢cdo e a dispensa dos medicamentos alergénios
destinados a um doente especifico

Despacho n.° 4631/2013. D.R. n.° 65, Série |l de 2013-04-03

Despacho - Pagamento das comparticipagcdes do Estado na compra de medicamentos
dispensados a beneficiarios pela ADSE

Despacho n.° 4586-A/2013. D.R. n.° 63, Suplemento, Série |l de 2013-04-01

Fixa o nimero maximo de Unidades de Salde Familiar (USF) a constituir e determina o
namero maximo de USF que transitam do modelo A para modelo B no ano de 2013

Despacho n.° 4586-B/2013. D.R. n.° 63, Suplemento, Série |l de 2013-04-01

Aprovacdo dos precos de referéncia unitdrios dos grupos homogéneos de
medicamentos, para vigorar no trimestre civil que se inicia em 1 de abril de 2013.
Revoga o despacho n.° 13015/2011, de 15 de setembro, publicado no Diario da
Republica, 2.2 série, n.° 188, de 29 de setembro de 2011

Caderno de Encargos
Data Limite da Apresentacgdo das Informacg@es para o Catélogo — 13/05/2013

Sistemas de Pacemakers (caderno de encargos)

MINISTERIO DA
SAUDE

SPMS
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http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.infarmed.pt/portal/pls/portal/docs/1/8552268.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/2013.03.06%20DELIB%2040%20MED%20ALERG.PDF
http://www.infarmed.pt/portal/page/portal/INFARMED/MAIS_NOVIDADES/2013.03.06%20DELIB%2040%20MED%20ALERG.PDF
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=67.2013&iddip=2013012548
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=65.2013&iddip=2013012194
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=63.2013S01&iddip=2013012185
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=63.2013S01&iddip=2013012186
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2013_32.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_PACEM_33.pdf

Data Limite da Apresentacgdo das Informacg8es para o Catalogo — 14/05/2013

Circular Normativa n°. 14 de 02/04/2013 - Prestacéo / Corre¢do de Informagao sobre
Fundos Disponiveis

que se
encontram em incumprimento nos termos dos n.°s 5 e 6 do art.° 7.° do DL 127/2012, de
21 de junho (Reporte de fevereiro/2013 )

Updated - CMDh Q&As - PSURs (Transitional arrangements for nationally authorised
products)

Updated - CMDh Q&As on Variations

New - Member State agreement upon conditions under which the RMS can_start
renewal procedures

The provisions in the legislation are as for new applications also silent about the period
after receipt of a renewal application and the start of the procedure as Article 24(2) of
Directive 2001/83 as amended only states:

24(2) The marketing authorisation may be renewed after five years on the basis of a re-
evaluation of the risk-benefit balance by the competent authority of the authorising
Member State.

The CMDh has therefore agreed upon of streamlining the validation for renewals alike
the already working process for new applications by dividing the Member States raised
issues into validation issues which prohibit start of the procedure until they are solved
and non-validation issues where the RMS is empowered to start the procedure.

Update - Technical validation of eCTD submissions for new MAAs in DCP - start of
pilot phase (voluntary)

The CMDh has agreed on a pilot phase for technical validation to be performed by the
RMS on behalf of all CMSs, starting 1 March 2012, for eCTD submissions for new
Marketing Authorisation applications in DCP (excluding extension applications).

Update - Requirements on Electronic_submissions (NeeS and eCTD) and paper
documentation for Variations and Renewals within MRP or National procedures

Update - '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.

These requirements apply to products authorised via a National, Mutual Recognition or
Decentralised Procedure only.

Update - Best Practice Guide on Break-out Sessions

In order to facilitate discussion of potential serious risk to public health (ref.. Commission
Guideline on definition of a potential risk to public health 2006/C 133/05) by Member
States during a Mutual Recognition (MRP) or Decentralised (DCP) Procedure, meetings,
referred to as Break-out sessions, can be arranged. These meetings are not routinely
required for every procedure and will take place when considered necessary and useful

ACSS

DGO

HMA
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http://www.acss.min-saude.pt/Portals/0/Circular%20Normativa%20N14%202013.pdf
http://www.dgo.pt/execucaoorcamental/documents/LCPA-Listas/ListaEntidadesSectorEmpresarialEstadoAreaSaudeIncumpridorasDasNormasDL127-2012_fevereiro2013.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_276_2012_Rev1_2013_02_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_276_2012_Rev1_2013_02_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev18_2013_03_Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_289_2013_Rev.0_2013_03.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_289_2013_Rev.0_2013_03.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_253_2012_Rev1_2013_03_Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_253_2012_Rev1_2013_03_Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_006_2008_Rev7_2013_03.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_006_2008_Rev7_2013_03.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_258_2012_Rev1_2013_03.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_072_2001_Rev6_2013_03_Clean.pdf

by the Member States involved, taking into account an applicant’s request for a meeting.

www.vda.pt



Applicants are allowed to participate in the break-out session to ensure an effective
dialogue with Member States on the outstanding issues.

Update - Template Assessment Report MRP Overview
Update - Referral to CMDh (RMS)

Update - Tracking table

Concept paper on the development of medicinal products for the EMA
treatment of autism spectrum disorder

No guideline is available for the development of medicines for the treatment of autism
spectrum disorders (ASDs). Guidance is needed especially with regard to diagnostic
criteria, definition of target treatment populations, efficacy criteria, specific age-category
problems (childhood versus adulthood), and the need for comparative studies. Also
because ASDs are life-long conditions, new treatments need in principle to be evaluated
in all age groups and there is a need for long-term safety data.

Concept paper on the development of medicinal products for the
treatment of autism spectrum disorder

Autism spectrum disorders (ASDs) are a group of neurodevelopmental disabilities with
symptoms typically presenting before the age of 3 years and persisting into adulthood.
They are described as "spectrum disorders" because they affect each person in a
variety of different ways and can range from very mild to severe. Delay in language
development, impairment of social interaction, and restrictive, stereotyped behaviour
patterns are characteristic features.

Questions and answers: EMA/2012/59/PD - provision of access
to databases and other electronic information sources

Notification of discontinuation of a paediatric_development
which is covered by an agreed PIP decision

Questions and answers: Paediatric-investigation-plan guidance

(updated)
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http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/AR/CMDh_217_2003_Rev5_2013_03.doc
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/AR/Art_29_Referrals/CMDh_227_2007_Rev1_2013_03.doc
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDhReferrals_Art29/2013_04_Referrals_to_CMDh.xls
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/04/WC500141490.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/04/WC500141490.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/04/WC500141490.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/04/WC500141490.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140972
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140972
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140965
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140965
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000015.jsp&mid=WC0b01ac0580025b8e

