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Portaria n.° 124-A/2013. D.R. n.° 61, Suplemento, Série | de 2013-03-27 MINISTERIO DA

SAUDE
Estabelece as normas aplicaveis a atribuicdo do cartdo nacional de dador de sangue,
bem como ao reconhecimento publico pela dadiva regular de sangue

INFARMED
Ao abrigo do n.° 1 da Circular n.°106/CD, de 07-07-2010, publica-se a lista definitiva de
medicamentos para os quais foi decidida a caducidade da comparticipacdo por nédo
comercializac@o no periodo de marco de 2013, por deliberacdo do Conselho Diretivo do
INFARMED, |.P. datada de 19-03-2013, no uso das suas competéncias

Circular_Informativa N.° 054/CD/8.1.6. de 27/03/2013

O Infarmed clarifica que se mantém aplicavel a Portaria n.° 4/2012, de 2 de janeiro,
para efeitos de prazo de escoamento em 2013, ou seja, 60 dias para os
distribuidores/grossistas e 90 dias para as farmacias.

Os medicamentos adquiridos pelos distribuidores e farmacias a partir do dia 1 de abril,
inclusive, serdo dispensados ao preco resultante da revisdo anual de precos.

Circular_Normativa N.° 001/CD/8.1.6. de 19/03/2013

Com a instituicdo da prescricao e dispensa de medicamentos por denominagdo comum
internacional (DCI) é relevante assegurar, a todos os intervenientes, condi¢cdes para a
identificacdo dos elementos da prescricdo que enquadram a dispensa de
medicamentos. Deste modo, 0 médico e o farmacéutico devem dispor de mecanismos
gue permitam a identificagdo inequivoca da substancia ativa, da forma farmacéutica, da
dosagem e da apresentacdo, habilitando a um adequado cumprimento da legislacao.
Neste contexto, a criacdo do Codigo Nacional para a Prescricdo Eletronica de
Medicamentos (CNPEM) é um elemento de referéncia relevante para o adequado
funcionamento dos sistemas de prescri¢cdo, dispensa e conferéncia de medicamentos,
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2013.61S01&iddip=20130593
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/Tab2/marco_Net_f.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/Tab2/marco_Net_f.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/Tab2/marco_Net_f.pdf
http://www.infarmed.pt/portal/pls/portal/docs/1/8544263.PDF
http://www.infarmed.pt/portal/pls/portal/docs/1/8530267.PDF

permitindo também a identificagdo dos medicamentos mais baratos que cumprem a
prescricao.

O CNPEM ¢ atribuido pelo Infarmed a todos os medicamentos com autorizacéo de
introduc&o no mercado (AIM) e tem as caracteristicas mencionadas nesta circular.

Circular_Informativa N.° 047/CD/8.1.6. de 19/03/2013 -

As listagens de precos a praticar notificadas nos termos do artigo 3.° da Portaria n.°
91/2013, de 28 de fevereiro, foram atualizados os precos de referéncia e os grupos

Foram criados 18 novos grupos homogéneos e abrangidas pelo sistema 6 novas DCls
— Betametasona, Desogestrel + Etinilestradiol, Drospirenona + Etinilestradiol,
Memantina, Pramipexol e Tianeptina - resultantes da comercializagdo de novos
medicamentos genéricos, para os quais foram aprovados o0s respetivos precos de
referéncia - Deliberacdo N° 50/CD/2013

Cumprindo o disposto na lei, o Infarmed procede a divulgacdo da Deliberagdo do
Conselho Diretivo que aprova os Grupos Homogéneos que entram em vigor no dia 1 de
abril de 2013.

Despacho n.° 4516/2013. D.R. n.° 62, Série Il de 2013-03-28

Assisténcia na doenca aos Militares das Forcas Armadas (ADM) - Comparticipacdo de
medicamentos

Despacho n.° 4531/2013. D.R. n.° 62, Série Il de 2013-03-28

Nomeia, presjdente do conselho consultivo do Centro Hospitalar de Leiria-Pombal,
E.P.E., o Dr. Alvaro José Brilhante Laborinho LUcio

Resolucédo n.° 7-A/2013. D.R. n.° 59, Suplemento, Série |l de 2013-03-25

Nomeia o conselho de administracdo do Centro Hospitalar de Tras-os-Montes e Alto
Douro, E.P.E.

Resolucdo n.° 7-B/2013. D.R. n.° 59, Suplemento, Série 1l de 2013-03-25

Nomeia o conselho de administragcdo do Centro Hospitalar do Tamega e Sousa, E.P.E.

Despacho n.° 4294-A/2013. D.R. n.° 58, Suplemento, Série |l de 2013-03-22

Aplica, a partir de 1 de abril de 2013, a reducdo de 15% aos PVP (pregcos maximos de
venda ao publico) fixados pelo artigo 3.° da Portaria n.° 364/2010, de 23 de junho,
relativos a reagentes (tiras-teste) para determinacgao de glicemia, cetonemia e cetondria
e das agulhas, seringas e lancetas destinadas a pessoas com diabetes

Despacho n.° 4319/2013. D.R. n.° 59, Série Il de 2013-03-25

MINISTERIO DA
SAUDE
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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_47cd2013.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_Abr13_0.pdf
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=62.2013&iddip=2013011842
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=62.2013&iddip=2013011861
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=59.2013S01&iddip=2013011661
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=59.2013S01&iddip=2013011662
http://www.dre.pt/util/getpdf.asp?s=udrd&serie=2&iddr=58.2013S01&iddip=2013011536
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=59.2013&iddip=2013011413

Cria um Grupo de Trabalho (GT) para proceder ao desenvolvimento da rede de Centros
de Exceléncia

Despacho n.° 4320/2013. D.R. n.° 59, Série Il de 2013-03-25

Cria um Grupo de Trabalho (GT) para proceder a avaliacdo da capacidade instalada e
necessidades nacionais de camas de UCI em Portugal Continental

Despacho n.° 4321/2013. D.R. n.° 59, Série Il de 2013-03-25

Cria um Grupo de Trabalho (GT) para proceder a avaliacdo da situagdo nacional dos
Blocos Operatérios em Portugal Continental

Despacho n.° 4322/2013. D.R. n.° 59, Série Il de 2013-03-25

Estabelece disposicdes referentes ao processo de implementacdo do novo sistema de
prescricdo e dispensa electronica de medicamentos, coordenado pelos Servigos
Partilhados do Ministério da Saude, EPE (SPMS), com apoio do INFARMED, I|.P. e
em articulagdo com a Administracédo Central do Sistema de Salde, I.P. (ACSS)

(caderno
de encargos)

(Data Limite da Apresentacao das Informacdes para o Catdlogo 23-04-2013)

(Caderno de Encargos)

(data limite da apresentacéo das informag6es para o catalogo 22-04-2013)

Circular Normativa N°.11 de 14/03/2013 -

Obrigacdo de reporte de dos documentos de prestacdo de contas mensal das
InstituicBes de do Setor Publico Administrativo e do Setor Empresarial do Estado.

O néo reporte da informagdo nos prazos estabelecidos podera resultar na retencao de
15% das transferéncias mensais a realizar pela ACSS ou DGO para as referidas
InstituicBes.

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducéo no
mercado dos medicamentos, de 1 de fevereiro de 2013 a 28 de fevereiro de 2013,
(Publicado 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 autorizacées de introducdo no
mercado dos medicamentos, de 1 de fevereiro de 2013 a 28 de fevereiro de 2013,
(Decisbes adoptadas nos termos do artigo 34.0 da Directiva 2001/83/CE ou do artigo
38.0 da Directiva 2001/82/CE)

SPMS

ACSS

CoMISSAO
EUROPEIA
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=59.2013&iddip=2013011414
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=59.2013&iddip=2013011415
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=59.2013&iddip=2013011416
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Sangue.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Sangue.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2013_25.pdf
http://www.acss.min-saude.pt/Portals/0/Circular%20Normativa%20nº%2011-2013.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:093:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:093:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:093:0008:0039:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:093:0008:0039:PT:PDF

Recomendacéao

Por deliberacéo de 8 de fevereiro de 2013, o Conselho Diretivo da ERS recomendou ao
Ministério da Saude que adote os procedimentos necessarios para fazer cessar o
exercicio de medicina privada em estabelecimentos hospitalares publicos.

Estudo -

O estudo apresenta uma comparacdo dos resultados da andlise do acesso com 0s
resultados da avaliacdo da qualidade e identifica pontos de melhoria a serem
fomentados para a adequada expansdo da RNCCI e da Rede Nacional de Cuidados
Paliativos, com vista ao alcance das metas estabelecidas para fazer face as
necessidades da populagdo, a reducdo das iniquidades no acesso e a promocgéo da
gualidade na prestagao.

Best Practice Guides for the Submission _and Processing of Variations in_the
Mutual Recognition Procedure (Revision 19, March 2013) [Track version]

(Please note: for purely national Marketing Authorisations these Best Practise Guides
will apply from 4 August 2013)

Chapter 9: CMDh Best Practice Guide on fast track procedure for annual update of
Human Influenza Vaccines

This new chapter of the CMDh Best Practice Guide for Submission and Processing of
Variations in the MRP will replace the outdated Notice to  Applicants Guidance on the
fast track procedure for human influenza vaccines. It provides guidance for the
submission of variations for annual update of human influenza inactivated vaccines
applications in the MRP following the amendment of the Variations Regulation (EC) No
1234/2008 by Regulation (EU) No 712/2012.

Chapter 9 is released for public consultation.

List of European Union reference dates and frequency of
submission of periodic safety update reports (updated)

List of European Union reference dates and frequency of
submission of periodic safety update reports: Introductory cover note (updated)

The list of Union reference dates and frequency of submission of periodic safety update
reports (referred to as the “EU reference dates (EURD) list” in the GVP Module VII)
consists of a list of active

substances and combinations of active substances sorted in alphabetical order, for
which Periodic Safety Update Reports (PSURSs) shall be submitted in accordance with
the EU reference dates and

frequencies determined by the Committee for Medicinal Products for Human Use
(CHMP) and the Coordination Group for Mutual Recognition and Decentralised
Procedures - Human (CMDh) following

consultation with the Pharmacovigilance and Risk Assessment Committee (PRAC)

National-competent-
authority and European Medicines Agency requirements for periodic-safety-update-
report submission during the transitional period (updated)

This document aims at making publicly available the submission requirements of all
Member States as regard Periodic Safety Update Reports (PSURs) during the
transitional period, starting from July 2012 until 12 months after the functionalities of the
PSUR repository have been established and announced by the European Medicines
Agency (EMA). Therefore, until centralised submission to the repository, PSURs will be
sent directly to the National Competent Authorities (NCAs) of the Member States where
the products/substances are authorised

ERS

HMA

EMA
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https://www.ers.pt/uploads/writer_file/document/828/Vers_on_oconfidencial_Delibera__o_ERS_053_09.pdf
https://www.ers.pt/uploads/writer_file/document/824/Cuidados_continuados.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev.19_2013_03_Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev.19_2013_03_Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev.19_2013_03_tracked.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Draft_03_2013.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Draft_03_2013.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133159.xls
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133159.xls
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133157.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133157.pdf
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

Applications for new human medicines under evaluation

by the CHMP: March 2013

This document lists information on applications for centralised marketing authorisation
for human medicines that the European Medicines Agency has received for evaluation.
It includes the international

non-proprietary names (INN) and therapeutic areas for all new innovative medicines
under evaluation by the Committee for Medicinal Products for Human Use (CHMP). For
generic and biosimilar medicines, it includes the INN (active moiety only, with no
information on salt, ester or derivative) and therapeutic area.

This list only includes information for medicines whose applications have been validated
at the time the report was compiled. The information in this report was compiled on 13
March 2013.

Rules for the implementation of Council Regulation (EC) No 297/95
on fees payable to the European Medicines Agency and other measures (updated)

Explanatory note on fees payable to the European Medicines

Agency (updated)

Reporting requirements of
individual case safety reports applicable to marketing-authorisation holders during the

interim period (updated)

Reflection paper on Immune Tolerance
Induction in haemophilia A patients with inhibitors

Declaration on the gualification of an enterprise as a micro, small
or medium-sized enterprise (SME) (updated)

Companies wishing to benefit from one of the incentives laid down in the SME
Regulation must be established in the European Economic Area and meet the definition
of an SME set out in Commission Recommendation 2003/361/EC (OJ L 124 of
20.05.2003, p. 36.). A declaration of SME status should be submitted and an EMA/SME
number should be assigned by the SME Office prior to requesting financial or
administrative assistance from the Agency.

European Medicines
Agency procedural advice for users of the centralised procedure for generic / hybrid

applications (updated)
This document addresses a number of questions which users of the Centralised

Procedure may have. It provides an overview of the EMA position on issues, which are
typically addressed during the course of Pre-Submission Meetings.

European Medicines
Agency pre-authorisation procedural advice for users of the centralised procedure
(updated)

This guidance document addresses a number of questions which users of the
centralised procedure may have. It provides an overview of the European Medicines
Agency’s position on issues, which are typically addressed during the course of pre-
submission meetings.

European Medicines
Agency post-authorisation procedural advice for users of the centralised procedure
(updated)

This guidance document addresses a number of questions which marketing
authorisation holders (MAHs) may have on post-authorisation procedures. It provides an
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140934
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140934
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500124906
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500124906
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500124904
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500124904
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140787
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140787
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500135919
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500135919
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004018
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004018
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004018
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=WC500003981
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003981

overview of the Agency’s position on issues, which are typically addressed in
discussions or meetings with MAHSs in the post-authorisation phase.

European Medicines
Agency procedural advice for users of the centralised procedure for similar biological
medicinal product applications (updated)

This document addresses a number of questions which users of the Centralised
Procedure may have. It provides an overview of the EMA position on issues, which are
typically addressed during the course of Pre-Submission Meetings

Tabular overview of updated / new procedural guidance
documents in line with the new pharmacovigilance legislation

Reporting requirements of
individual case safety reports applicable to marketing-authorisation holders during the

interim period (updated)

Reflection paper on Immune Tolerance
Induction in haemophilia A patients with inhibitors

Draft quideline on the declaration of the quantitative composition /
labelling of biological medicinal products that contain modified proteins as active
substance (consultation end date - 01/10/2013)
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500125166
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500125166
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500125166
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/03/news_detail_001752.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/03/news_detail_001752.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127657
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140787
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500140787
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/03/WC500140709.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/03/WC500140709.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/03/WC500140709.pdf

