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Portaria n.° 82/2014. D.R. n.° 71, Série | de 2014-04-10 NACIONAL
Ministério da Saude

Estabelece os critérios que permitem categorizar os servicos e estabelecimentos do
Servigo Nacional de Saude (SNS), de acordo com a natureza das suas responsabilidades
e quadro de valéncias exercidas, e 0 seu posicionamento da rede hospitalar e procede a
sua classificagao

Portaria n.° 80/2014. D.R. n.° 70, Série | de 2014-04-09

Ministério da Saude

Terceira alteracdo ao Regulamento do Programa Modelar, aprovado pela Portaria n.°
376/2008, de 23 de maio

(Regulamento da Atribuicdo de Apoios Financeiros pelas AdministracGes Regionais de
Saude, I. P., a Pessoas Colectivas Privadas sem Fins Lucrativos, no ambito da Rede
Nacional de Cuidados Continuados Integrados, designado por Programa Modelar)

Regulamento Delegado (UE) n.o 357/2014 da Comissdo de 3 de fevereiro de 2014 A

que completa a Diretiva 2001/83/CE do Parlamento Europeu e do Conselho e o COMUNITARIA
Regulamento (CE) n.o 726/2004 do Parlamento Europeu e do Conselho no que diz

respeito as situagbes em que podem ser exigidos estudos de eficacia apds autorizacdo

Regulamento (UE) n.o 358/2014 da Comissdo de 9 de abril de 2014 que altera os
anexos Il e V do Regulamento (CE) n.o 1223/2009 do Parlamento Europeu e do
Conselho relativo aos produtos cosméticos

Decisdo_de Execucdo do Conselho, de 18 de fevereiro de 2014, gue aprova a COMISSAO
atualizacdo do programa de ajustamento macroeconémico de Portugal
EUROPEIA

Decisdo de Execucdo do Conselho, de 18 de fevereiro de 2014, que altera a Decisao
de Execucdo 2011/344/UE relativa a concessdo de assisténcia financeira da Unido a
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http://dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.71&iddip=20140587
http://dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2014.70&iddip=20140579
http://dre.pt/util/getdiplomas.asp?s=sug&iddip=20081167
http://dre.pt/util/getdiplomas.asp?s=sug&iddip=20081167
http://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:JOL_2014_107_R_0001&from=PT
http://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:JOL_2014_107_R_0002&from=PT
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2014.107.01.0059.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2014.107.01.0059.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2014.107.01.0061.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2014.107.01.0061.01.POR
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2014.107.01.0061.01.POR

Green Paper on Mobile Health ("Mhealth™")

Mobile health (hereafter “mHealth”) covers “medical and public health practice supported
by mobile devices, such as mobile phones, patient monitoring devices, personal digital
assistants (PDAs), and other wireless devices”.

It also includes applications (hereafter "apps") such as lifestyle and wellbeing apps that
may connect to medical devices or sensors (e.g. bracelets or watches) as well as
personal guidance systems, health information and medication reminders provided by
sms and telemedicine provided wirelessly.

Human Medicines | Scientific guideline: Guideline on stability testing for applications for
variations to a marketing authorisation

This guideline provides guidance on the stability data which have to be generated in order
to support a variation to a marketing authorisation. The guideline provides general
guidance on stability testing for type 1A and type IB variations and addresses the data
requirements for common type Il variations.

This guideline replaces Guideline on stability testing for applications for variations to a
marketing authorisation previous  version (CPMP/QWP/576/96 Rev 1,
EMEA/CVMP/373/04).

Human Medicines | Scientific guideline: Draft concept paper on the establishment of a
guideline on the selection of sterilisation processes for drug productsDraft concept paper
on the establishment of a guideline on the selection of sterilisation processes for drug

products

This concept paper addresses the need for a revision of the guidance on the selection of
sterilisation methods currently provided for in the annexes to the (separate) human and
veterinary development pharmaceutics guidelines, that is, CPMP/QWP/054/98 “Annex to
development pharmaceutics: Decision trees for selection of sterilisation methods” adopted
in 1999 (1), and EMEA/CVMP/065/99-FINAL “Annex to note for guidance: Development
pharmaceutics for veterinary medicinal products: Decision trees for the selection of
sterilisation methods” (2) adopted in 2000.

Human Medicines | EMA announces final steps for its clinical trial data policy

The European Medicines Agency (EMA) will launch a final round of targeted consultations
with key stakeholders on its draft policy on proactive publication of and access to clinical
trial data at the beginning of May. This will give key stakeholders and the Agency the
opportunity to address any outstanding issues before the final policy is presented to the
EMA's Management Board for endorsement in June 2014.

Human Medicines | Detailed guidance on the electronic submission of information on
medicinal products for human use by marketing authorisation holders to the European
Medicines Agency in _accordance with Article 57(2), second subparagraph of Regulation
(EC) No. 726/2004: Chapter 5: Extended EudraVigilance product report acknowledgement

message (updated)

Human Medicines | Detailed guidance on the electronic submission of information on
medicinal products for human use by marketing-authorisation holders to the European
Medicines Agency in _accordance with Article 57(2), second subparagraph of Regulation
(EC) No 726/2004: Chapter 3.l: Extended EudraVigilance product report message
(XEVPRM) technical specifications (updated)

Human Medicines | Detailed guidance on the electronic submission of information on
medicinal products for human use by marketing authorisation holders to the European
Medicines Agency in accordance with Article 57(2), second subparagraph of Requlation
(EC) No. 726/2004: Chapter 5. Extended EudraVigilance product report acknowledgement

message (updated)
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http://ec.europa.eu/transparency/regdoc/rep/1/2014/EN/1-2014-219-EN-F1-1.Pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500164972
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500164972
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500164971
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500164971
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/04/WC500164971.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/04/WC500164971.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/04/WC500164971.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2014/04/WC500164835.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500111182
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500111182
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500111182
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500111182
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500111182
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123679
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123679
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123679
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123679
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123679
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123669
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123669
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123669
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123669
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123669

Human Medicines | Detailed guidance on the electronic submission of information on
medicinal products for human use by marketing-authorisation holders to the European
Medicines Agency in accordance with Article 57(2), second subparagraph of Regulation
(EC) No 726/2004:. Chapter 3.l Extended EudraVigilance product report message
(XEVPRM) technical specifications (updated)

Caducidade das Comparticipac@es (fevereiro de 2014) - lista definitiva retificada

Por ter saido com inexactiddo a lista de fevereiro de 2014, publicada no site do
INFARMED, |. P. no dia 25 de fevereiro de 2014, foi necessario efetuar algumas
retificagoes.

Caducidade das Comparticipacfes (margo de 2014) - lista definitiva

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 comparticipagdo por nédo
comercializag@o no periodo de marco de 2014, por deliberacdo do Conselho Diretivo do
INFARMED, |.P. datada de 27-03-2014, no uso das suas competéncias.'

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedido de registo de autorizagdo de introdugdo no mercado de medicamentos
genéricos

Concurso 2014 / 2 - Medicamento Sistema Nervoso Cerebrospinal: exceto
Anestésicos, Relaxantes Musculares, Analgésicos, Antipiréticos, Antidepressivos e
Anti Psicéticos (caderno de encargos) (esclarecimentos |, esclarecimentos II)

Data Limite da Apresentacao das Informacdes para o Catalogo 21-05-2014

CP 2013/44 - Medicamentos Analgésicos, Antipiréticos e Antidepressivos — Entrardo
em vigor os novos contratos publicos de aprovisionamento, os quais ja se encontram
disponiveis no catalogo

Lista de entrada em vigor dos CPAs 08-04-2014

CP 2013/44 - Medicamentos Analgésicos, Antipiréticos e Antidepressivos — Entrardo
em vigor 0s novos contratos publicos de aprovisionamento, 0s quais ja se encontram
disponiveis no catalogo

Lista de entrada em vigor dos CPAs 08-04-2014

WHO issues its first hepatitis C treatment guidelines

WHO has issued its first guidance for the treatment of hepatitis C, a chronic infection that
affects an estimated 130 million to 150 million people and results in 350 000 to 500 000
deaths a year.

The publication of the "WHO Guidelines for the screening, care and treatment of persons
with hepatitis C infection" coincides with the availability of more effective and safer oral
hepatitis medicines, along with the promise of even more new medicines in the next few
years.
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123678
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123678
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123678
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123678
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500123678
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO/2014/fevereiro_2014_Net_f_Retificada.pdf
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/AVALIACAO_ECONOMICA_E_COMPARTICIPACAO/MEDICAMENTOS_USO_AMBULATORIO/REAVALIACAO_DA_COMPARTICIPACAO
http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2014_2.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/Esclarece_I.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/Esclarece_II.pdf
http://www.catalogo.min-saude.pt/caps/publico/textoMensagem.asp?codMsg=285
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/EntradasVigorCPA_08_04_14.docx
http://www.catalogo.min-saude.pt/caps/publico/textoMensagem.asp?codMsg=285
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/EntradasVigorCPA_08_04_14.docx
http://apps.who.int/iris/bitstream/10665/111747/1/9789241548755_eng.pdf?ua=1&ua=1

Parecer sobre o limite de precos que os hospitais publicos podem praticar na sua ERS
relacdo com terceiros

Na sequéncia de uma solicitagdo do Senhor Ministro da Saude, a ERS realizou um
parecer sobre o limite de pregos que os hospitais publicos podem praticar na sua relagéo
com terceiros. A realizagdo desta andlise fundamenta-se nas incumbéncias da ERS de
“elaborar estudos e emitir recomendagdes sobre as relagdes econdmicas nos varios
segmentos da economia da saude [...]" e de se pronunciar “sobre o montante das taxas e
precos de cuidados de saude administrativamente fixados, ou estabelecidos por
convengdo entre o SNS e entidades externas [...]” — cf. als. a) e e) do artigo 37.° do
Decreto-Lei n.° 127/2009, de 27 de maio

Revisdo de categorias de isenc¢do e atualizacdo de valores das taxas moderadoras - ACSS
Perguntas Frequentes (FAQ)
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https://www.ers.pt/uploads/writer_file/document/1010/ERS_-_Parecer_Limites_Pre_os_SNS__1.Abr.2014__pub.pdf
https://www.ers.pt/uploads/writer_file/document/1010/ERS_-_Parecer_Limites_Pre_os_SNS__1.Abr.2014__pub.pdf
http://www.portugal.gov.pt/media/1381976/20140404%20FAQ_taxas%20moderadoras.pdf

