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De 27 de Fevereiro a 2 de Mdrgo de 2012

Declaracdo de Retificacdo n.° 12/2012. D.R. n.° 41, Série | de 2012-02-27

Presidéncia do Conselho de Ministros - Centro Juridico

Retifica o Decreto-Lei n.° 124/2011, de 29 de dezembro, do Ministério da Salde, que aprova a Lei

Orgénica do Ministério da Saude, publicado no Diario da Republica, 1.2 série, n.° 249, de 29 de
dezembro de 2011

Resolucdo da Assembleia da Republica n.° 25/2012. D.R. n.° 44, Série | de 2012-03-01

Assembleia da Republica

Sobre a disponibilizagdo do Vyndagel (Tafamidis) aos doentes com paramiloidose

Resolucdo da Assembleia da Republica n.° 26/2012. D.R. n.° 44, Série | de 2012-03-01

Assembleia da Republica

Recomenda urgéncia na avaliagdo do Tafamidis, para efeitos de introducdo no Servigo Nacional de
Saude

Resolucdo da Assembleia da Republica n.° 27/2012. D.R. n.° 44, Série | de 2012-03-01

Assembleia da Republica

Recomenda ao Governo que, com carater de urgéncia, adote as medidas necessarias para
disponibilizar o medicamento Tafamidis a todos os portadores de paramiloidose com indicacdo
terapéutica para tratamento, sem custos para os doentes
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.41&iddip=20120370
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20112016
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.44&iddip=20120395
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.44&iddip=20120396
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.44&iddip=20120397

MINISTERIO DA
SAUDE

Resolucdo da Assembleia da Republica n.° 28/2012. D.R. n.° 44, Série | de 2012-03-01

Assembleia da Republica

Sobre a introdugdo urgente do medicamento Vyndagel/Tafamidis no Servi¢o Nacional de Saude

Resolucdo da Assembleia da Republica n.° 29/2012. D.R. n.° 44, Série | de 2012-03-01

Assembleia da Republica

Recomenda ao Governo a inclusdo do medicamento Tafamidis no Servi¢o Nacional de Satde

Despacho n.° 2991/2012. D.R. n.° 43, Série 11 de 2012-02-29

Ministério da Saude - Gabinete do Secretario de Estado da Saude

Estabelece, para 0 ano de 2012, os termos da reducdo mensal da despesa em trabalho extraordinario
(No que se refere ao trabalho extraordinério correspondente as diversas modalidades especificas de
trabalho do pessoal dos servicos e estabelecimentos do SNS, incluindo os que revistam a natureza

de entidade publica empresarial)

Despacho n.° 2845/2012. D.R. n.° 42, Série 11 de 2012-02-28

Ministérios das Finangas e da Saude - Gabinetes dos Ministros de Estado e das Finangas e da

Saude

Nomeia, pelo periodo de trés anos, o conselho de administracdo do Centro Hospitalar do Barlavento
Algarvio, E. P. E.

Despacho n.° 2846/2012. D.R. n.° 42, Série 1l de 2012-02-28

Ministérios das Financas e da Saude - Gabinetes dos Ministros de Estado e das Financas e da
Saude

Nomeia, pelo periodo de trés anos, o conselho de administracdo do Centro Hospitalar do Baixo
Vouga, E. P. E. (CHBV, E.P.E.)

Despacho n.° 2758/2012. D.R. n.° 41, Série 11 de 2012-02-27

Ministérios das Financas e da Saude - Gabinetes dos Ministros de Estado e das Financas e da

Salide
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.44&iddip=20120398
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.44&iddip=20120399
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=43.2012&iddip=2012012277
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=42.2012&iddip=2012011834
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=42.2012&iddip=2012011835
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=41.2012&iddip=2012011490

INFARMED

ACSS

DGAE

DGV

TRIBUNAL DE
CONTAS

COMISSAO
EUROPEIA

Nomeia, pelo periodo de trés anos, o conselho de administracdo do Instituto Portugués de

Oncologia de Lisboa Francisco Gentil, E. P. E

Lista definitiva de medicamentos para os quais foi decidida a caducidade da comparticipacdo por

ndo comercializa¢do no periodo de fevereiro 2012

Circular Normativa n°.16 de 24/02/2012 - Cumprimento do Decreto-Lei n®.32/2012 de 23 de
Fevereiro (normas de execucdo do Orcamento do Estado para 2012), pelas entidades tuteladas pelo

Ministério da Saude (prazos de pagamento)

Circular Normativa n°.17 de 27/02/2012 - Periodo transitorio para a implementacdo do novo

regime de taxas moderadoras.

Lista de Precos 01-01-2012

Revisdo Anual de Precos - Medicamentos ndo Genéricos

Formulario de célculo dos Precos Limite

Informacoes para cdlculo de PVP de Medicamentos (margens, factores e sites)

Listas de precos dos paises de referéncia a 01/03/2012

Espanha - Lista PVP-Espanha (http://www.msc.es/profesionales/farmacia/frmNomenclator.jsp)

Itdlia (novo) - Tendo em conta que se verificou que a lista que nos foi facultada pela autoridade
italiana se encontra desatualizada, a mesma foi retirada, pelo que devera ser consultada a Base de
Dados no site da AIFA: http://farmaco.agenziafarmaco.it/index.php

Eslovénia - Lista PVP-Eslovénia (http://www.jazmp.si/files/farmakoekonomika/cene 2007hist.htm)

Despacho n.° 2780/2012. D.R. n.° 41, Série 11 de 2012-02-27

Ministério da Agricultura, do Mar, do Ambiente e do Ordenamento do Territorio - Direcdo-
Geral de Veterinéria

Campanha de vacinagdo e identificacéo eletronica de cées e gatos

Relatério de Auditoria n® 19/2011 - 12 Seccéo - Sector Publico Empresarial na Area da Saude

Proposal for a Directive of the European Parliament and of the Council relating to the
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http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2012/Fevereiro_Net_f.pdf
http://www.acss.min-saude.pt/Portals/0/CN_nº16_24fev12.pdf
http://www.acss.min-saude.pt/Portals/0/CN%2017.pdf
http://www.dgae.min-economia.pt/?cr=12798
http://www.dgae.min-economia.pt/?cr=12901
http://www.dgae.min-economia.pt/?cr=12843
http://www.dgae.min-economia.pt/?cr=12914
javascript:linkExterno(true,%20'http://www.msc.es/profesionales/farmacia/frmNomenclator.jsp',%20'');
javascript:linkExterno(true,%20'http://farmaco.agenziafarmaco.it/index.php',%20'');
http://www.dgae.min-economia.pt/?cr=12913
javascript:linkExterno(true,%20'http://www.jazmp.si/files/farmakoekonomika/cene_2007hist.htm',%20'');
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=41.2012&iddip=2012011521
http://www.tcontas.pt/pt/actos/rel_auditoria/2011/1s/audit-dgtc-rel019-2011-1s.pdf
http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/transpadir_finalprop01032012_en.pdf

EFPIA

IFPMA

EMA

transparency of measures regulating the prices of medicinal products for human use and their

inclusion in the scope of public health insurance systems

Press Release - Revised Transparency Directive seeks to improve patient access but more is needed

by Member States

Update - Expanded Code of Practice for pharmaceutical industry updates ethical and professional
standards for interactions with healthcare community - IFPMA Code of Practice 2012

Human Medicines Applications for new human medicines under evaluation by the Committee for
Medicinal Products for Human Use: March 2012

Report: Applications for new human medicines under evaluation by the Committee for Medicinal
Products for Human Use: March 2012

Veterinary Medicines Regulatory and procedural guideline: Pre-submission instruction on the

detailed description of the pharmacovigilance system of a marketing authorisation holder; to be

submitted with a marketing authorisation application for a veterinary medicinal product

Human Medicines Scientific guideline (draft) - Concept paper on the need to revise the points to

consider on adjustment for baseline covariates (Consultation end date 30/05/2012)

Human Medicines Scientific guideline: Reflection paper on the necessity of initiatives to

stimulate the conduct of clinical studies with herbal medicinal products in the paediatric population

- Overview of comments received on 'Reflection paper on the necessity of initiatives to stimulate

the conduct of clinical studies with herbal medicinal products in the paediatric population’

Human Medicines - Reflection paper on the use of starting materials and intermediates collected

from different sources in the manufacturing of biological medicinal products (Consultation end date
31/08/2012)

Human Medicines Regulatory and procedural guideline: EMA recommendation on the

procedural aspects and dossier requirements for the consultation to EMA by a notified body on an

ancillary medicinal substance or an ancillary human blood derivative incorporated in a medical

device or active implantable medical device
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http://www.efpia.eu/content/default.asp?PageID=559&DocID=12649
http://www.efpia.eu/content/default.asp?PageID=559&DocID=12649
http://www.ifpma.org/fileadmin/content/Publication/IFPMA_Code_of_Practice_2012.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/document_listing/document_listing_000349.jsp&mid=WC0b01ac05805083eb&murl=menus/medicines/medicines.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/document_listing/document_listing_000349.jsp&mid=WC0b01ac05805083eb&murl=menus/medicines/medicines.jsp
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123528
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123528
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123503
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123503
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123503
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500123464.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500123464.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123448
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123448
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123447
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123447
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500123445.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2012/02/WC500123445.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123441
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123441
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123441
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123441

- Overview of comments received on 'EMA recommendation on the procedural aspects and dossier

requirements for the consultation to EMA by a notified body on an ancillary medicinal substance

or an ancillary human blood derivate incorporated in a medical device or active implantable

medical device '

- Application form for a post-consulation procedur on an ancillary medicinal substance in a

medical device

- Application form for consultation by a notified body on an ancillary medicinal substance /

ancillary human blood derivative used in a medical device or in an active implantable medical

device

Applicant's Response document in Mutual Recognition (CTD-format)

Best Practice Guide Article 45 - EU Worksharing procedure

Best Practice Guide Article 46 - EU Worksharing procedure

Update - Recommendations on Paediatric Use Marketing Authorisations

HMA
Best Practice Guide for authorisation of non-prescription medicines in the Decentralised and

Mutual Recognition procedures

Update Validation Procedure - Member state agreement upon conditions under which the
RMS can start MRP/DCP

Information on applications referred to the CMDh in accordance with Article 29(1) of Directive
2001/83/EC - Tracking table (February 2012)
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123442
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123442
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123442
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123442
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123440
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123440
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123439
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123439
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123439
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Applicant_Response/CMDh_091_2003_Rev1_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Guidance_Documents/Art_45/CMDh_037_2009_Rev4_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Guidance_Documents/Art_46/CMDh_138_2009_Rev3_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Guidance_Documents/CMDh_152_2009_Rev1_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_250_2012_Rev0_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_250_2012_Rev0_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_243_2011_Rev3_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_243_2011_Rev3_clean_2012_02.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDhReferrals_Art29/02_2012_Art29_Referrals_to_CMDh.xls

