Sintese Semanal

LEGISLACAO

MINISTERIO DA
SAUDE

REGULACAO

MINISTERIO DA
SAUDE

28 de Novembro a 2 de Dezembro de 2011

Decreto-Lei n.° 112/2011. D.R. n.° 229, Série | de 2011-11-29

Ministério da Economia e do Emprego

Aprova o regime da formacdo do preco dos medicamentos sujeitos a receita médica e dos
medicamentos nao sujeitos a receita médica comparticipados

Decreto-Lei n.° 113/2011. D.R. n.° 229, Série | de 2011-11-29

Ministério da Saude

Regula o acesso as prestacGes do Servigo Nacional de Saude por parte dos utentes no que
respeita ao regime das taxas moderadoras e a aplicacdo de regimes especiais de beneficios

Portaria n.° 300/2011. D.R. n.° 230, Série | de 2011-11-30

Ministério da Saude

Mantém no escaldo B do anexo a Portaria n.° 924-A/2010, de 17 de Setembro, as
associacOes de antiasmaticos e ou broncodilatadores e revoga a Portaria n.° 289-A/2011, de
3 de Novembro

Despacho n.° 16336/2011. D.R. n.° 231, Série Il de 2011-12-02

Ministério da Saude - Gabinete do Secretario de Estado Adjunto do Ministro da Saude
Subdelegacdo de competéncias no director-geral da Saude, licenciado Francisco Henrique
Moura George, no @mbito do procedimento do concurso de adjudicacdo da exploracdo do
Centro de Atendimento do Servico Nacional de Saude

Consulta publica do Relatério do Grupo Técnico para a Reforma Hospitalar
http://www.portaldasaude.gov.pt/portal/conteudos/a+saude+em-+portugal/politica+da+saude/discussao/reforma+hospitalar.htm
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de publicidade, pelo que se encontra vedada a sua cdpia ou circulagao. A informagao
proporcionada e as opinides expressas sao de caracter geral, nao substituindo o recurso

Calcada de S. Lourenco, 3 - 2° C - 9000-061 Funchal - Portugal | madeira@vda.pt a aconselhamento juridico adequado para a resolucao dos casos concretos



http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2011.229&iddip=20111828
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2011.229&iddip=20111829
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2011.230&iddip=20111842
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20102270
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20111699
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=231.2011&iddip=2011070633
http://www.portaldasaude.gov.pt/NR/rdonlyres/84FCFCE2-3C84-4ABE-8E5F-AD4DDB0B46F4/0/RelatorioGTRH_Nov2011.pdf
http://www.portaldasaude.gov.pt/portal/conteudos/a+saude+em+portugal/politica+da+saude/discussao/reforma+hospitalar.htm
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Deliberacdo n.° 2240/2011. D.R. n.° 231, Série Il de 2011-12-02

Ministério da Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos
de Saude, I. P.

Aprova o Regulamento de Funcionamento da Comissdo da Farmacopeia Portuguesa anexa
a presente deliberacdo e que dela faz parte integrante

Circular Informativa n.° 245/CD de 25/11/2011 - Comercializacdo de medicamentos
comparticipados
Texto integral

Catalogo Publico de Aprovisionamento - Concurso 2012 / 6 - Medicamentos do Foro

Oncoldgico I
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp

Catélogo Publico de Aprovisionamento - Circular Lis - SPMS EPE - Esclarecimento A
Circular Lis 12 - Acordo Gillead

Catalogo Publico de Aprovisionamento Concurso 2012 / 29 - fornecimento de bombas

de perfusdo subcutanea de insulina e respectivos consumiveis
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp

Catélogo Publico de Aprovisionamento - Circular Lis/014 - Contratos Pudblicos De
Aprovisionamento — Esclarecimento sobre aquisicdes ao abrigo dos CPA (precos e
fornecedores)

Catélogo Publico de Aprovisionamento - Concurso 2012 / 16 - Factores Recombinantes

da Coagulagdo (medicamentos)
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp

Volume 9B of The Rules Governing Medicinal Products in the European Union —
Guidelines on Pharmacovigilance for Medicinal Products for Veterinary Use
Volume 9B Version October 2011 is available here

Table of the responses to the public consultation is available here.

Eudralex volume 9 >>>

Decisdo de Execucdo da Comissdo, de 28 de Novembro de 2011, que altera a Decisdo
2008/911/CE, que estabelece uma lista de substancias derivadas de plantas, preparacdes e
associagOes das mesmas, para a sua utilizagdo em medicamentos tradicionais a base de

plantas
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2011:319:0102:0105:PT:PDF
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=231.2011&iddip=2011070660
http://www.infarmed.pt/portal/pls/portal/docs/1/6890251.PDF
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Cir_Inf_Ext_LIS013_25.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Cir_Inf_Ext_LIS013_25.pdf
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Circular_LIS014.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Circular_LIS014.pdf
http://www.catalogo.min-saude.pt/caps/publico/pub_concurso.asp
http://ec.europa.eu/health/files/eudralex/vol-9/vol_9b_2011-10.pdf
http://ec.europa.eu/health/files/eudralex/vol-9/overview_of_comments.pdf
http://ec.europa.eu/health/documents/eudralex/vol-9/index_en.htm
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:319:0102:0105:PT:PDF

HMA

Update - CMDh Best Practice Guide on the use of eCTD in the MRP/DCP_(November
2011) [Track version]

Recommendations on submission dates for Applicants of the DCP

Recommendations on submission dates for Applications of the Mutual Recognition
Procedure

Question & Answer on the implementation of ORD (Quality Review of Documents)
templates for package leaflets

Member States Recommendations on Extension Applications in Mutual Recognition and
Decentralised Procedures - This document was produced by the CMDh in order to facilitate
and harmonise the regulatory issues for submission of applications under Annex | of
Regulation (EC) No 1234/2008.

Revision - Best Practice Guides for the Submission and Processing of Variations in the
Mutual Recognition Procedure

Revision - Best Practice Guide for the exchange of requlatory and administrative
information regarding orphan medicinal products between EMA and National Competent
Authorities
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http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh-084-2008-Rev3-Clean_2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh-084-2008-Rev3-Clean_2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh-084-2008-Rev3-Track_2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_079_2005-Rev6-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/MRP/CMDh_082_2002-Rev4-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/MRP/CMDh_082_2002-Rev4-2011_11.pdf
http://www.hma.eu/228.html
http://www.hma.eu/228.html
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_069_1999-Rev4-Clean-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_069_1999-Rev4-Clean-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev15-Clean-Chap7_2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev15-Clean-Chap7_2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_063_2003_Rev2-Clean-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_063_2003_Rev2-Clean-2011_11.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_063_2003_Rev2-Clean-2011_11.pdf

