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REGULACAO

Despacho n.2 4040/2019 - Didrio da Republica n.2 73/2019, Série |l de 2019-04-12
Financgas e Saude - Gabinetes dos Secretarios de Estado Adjunto e das Finangas e
Adjunto e da Saude

Determina o termo dos trabalhos de preparagao do langamento de uma nova parceria
publico-privada para a gestdo clinica no Hospital de Braga, bem como a reavaliacdo da
oportunidade de langamento de uma nova parceria publico-privada num prazo até 5
anos a contar da data de constituicdo da pessoa coletiva publica que assumira a gestdo
clinica daquele estabelecimento hospitalar

Circular Informativa n.26/2019
Esclarecimento sobre a cobranca de taxas moderadoras e respetivo registo no
seguimento de doentes portadores de dispositivos cardiaco

MINISTERIO DA SAUDE,
ADJUNTO E DAS FINANCAS

Portaria n.2 238/2019 - Diario da Republica n.2 71/2019, Série Il de 2019-04-10

Saude - Gabinete do Secretario de Estado Adjunto e da Satde

Altera o n.2 2 da Portaria n.2 188/2018, publicada no Diério da Republica, 2.2 série, n.2
57, de 21 de margo

Despacho n.2 4000/2019 - Didrio da Republica n.2 71/2019, Série Il de 2019-04-10
Saude - Gabinete da Secretaria de Estado da Saude

Incumbe as AdministragGes Regionais de Saude, I. P., de definir as especialidades
médicas e cirdrgicas necessdrias a prestacao de cuidados e servigos de saude nas
Urgéncias Metropolitanas, os locais de funcionamento e respetivos recursos humanos

Deliberacdo n.2 435/2019 - Didrio da Republica n.2 73/2019, Série |l de 2019-04-12
Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P.
Subdelegacdo de Competéncias do Conselho Diretivo do INFARMED nos respetivos
membros

Infarmed Newsletter N.2 139

INFARMED
Deliberacdo n.2 35/CD/2019, de 2 de abril (regime excecional de comparticipag¢do)
Deliberacdo n.2 28-A/2019, de 14 de marco (regime excecional de comparticipacdo)
Publicacdo para efeitos do artigo 152-A do Decreto -Lei n.2 176/2006, de 30 de Agosto -
pedidos de autorizagdo de introdu¢do no mercado de medicamentos genéricos

SPMS Lista de Entrada em Vigor dos novos CPA - 10-04-2019

Esta informacdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opinides expressas
sdo de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolucdo de casos concretos. WWW.Vda.pt


https://dre.pt/web/guest/home/-/dre/122085990/details/maximized?serie=II&parte_filter=31&day=2019-04-12&date=2019-04-01&dreId=122072157
http://www.acss.min-saude.pt/wp-content/uploads/2019/04/Informativa-Taxas-moderadoras.pdf
https://dre.pt/web/guest/home/-/dre/122062621/details/2/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122062583
https://dre.pt/web/guest/home/-/dre/122062622/details/2/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122062583
https://dre.pt/web/guest/home/-/dre/122086050/details/4/maximized?serie=II&parte_filter=31&day=2019-04-12&date=2019-04-01&dreId=122072157
http://app10.infarmed.pt/newsletter/139/index.html
http://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DWzQxWera%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=3080626&_101_type=document&inheritRedirect=false&redirect=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D8%26_3_cur%3D1%26_3_modifiedyearTo%3D2019%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1554731053271%26_3_modifieddayFrom%3D7%26_3_format%3D%26_3_modifiedyearFrom%3D2019%26_3_modifiedfrom%3D07%252F04%252F2019%26_3_documentsSearchContainerPrimaryKeys%3D20_PORTLET_1800844%252C20_PORTLET_2083775%252C20_PORTLET_2083987%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D3%26_3_modified%3D%26_3_modifiedmonthFrom%3D3%26_3_modifiedto%3D08%252F04%252F2019%26_3_struts_action%3D%252Fsearch%252Fsearch
http://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3DWzQxWera%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=3079322&_101_type=document&inheritRedirect=false&redirect=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D8%26_3_cur%3D1%26_3_modifiedyearTo%3D2019%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1554731053271%26_3_modifieddayFrom%3D7%26_3_format%3D%26_3_modifiedyearFrom%3D2019%26_3_modifiedfrom%3D07%252F04%252F2019%26_3_documentsSearchContainerPrimaryKeys%3D20_PORTLET_1800844%252C20_PORTLET_2083775%252C20_PORTLET_2083987%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D3%26_3_modified%3D%26_3_modifiedmonthFrom%3D3%26_3_modifiedto%3D08%252F04%252F2019%26_3_struts_action%3D%252Fsearch%252Fsearch
http://app.infarmed.pt/listpmg/default.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G

News and press releases: The role of regulators in establishing added benefit of novel
therapies

Classification of changes: questions and answers (updated)

Pre-authorisation guidance (updated)

Post-authorisation measures: questions and answers (updated)

Extensions of marketing authorisations: questions and answers (updated)

Regulatory and procedural guidelines:

European Medicines Agency procedural advice for users of the centralised procedure for
generic / hybrid applications (updated)

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

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

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

Privacy Statement on the processing of personal data in the context of public
procurement procedures (updated)

Acceptance of working arrangement between EMA-EC and EDQM

Paediatric investigation plans: questions and answers (updated)

Information Technology Directors Group - List of nominated members (alphabetically by

country) (updated)

Submitting annual reports on medicine development (updated)

List of signals discussed at the PRAC since September 2012 (updated)

New product information wording: extracts from PRAC recommendations on signals
adopted at the 12-15 March 2019 PRAC

CMDh
NEW - 2018 - Statistics for New Applications (MRP/DCP), Variations, Referrals and
Paediatric Worksharing procedures;

HMA
NEW - Summary of CMDh activities in 2018;

List of active substances for which data has been submitted in accordance with Article 45

www.vda.pt


https://www.ema.europa.eu/en/news/role-regulators-establishing-added-benefit-novel-therapies
https://www.ema.europa.eu/en/news/role-regulators-establishing-added-benefit-novel-therapies
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/classification-changes-questions-answers
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-measures-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/extensions-marketing-authorisations-questions-answers
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-generic/hybrid-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-generic/hybrid-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-similar-biological-medicinal_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-similar-biological-medicinal_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/other/privacy-statement-processing-personal-data-context-public-procurement-procedures_en.pdf
https://www.ema.europa.eu/documents/other/privacy-statement-processing-personal-data-context-public-procurement-procedures_en.pdf
https://www.ema.europa.eu/documents/other/acceptance-working-arrangement-between-ema-ec-edqm_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/paediatric-medicines/paediatric-investigation-plans/paediatric-investigation-plans-questions-answers
https://www.ema.europa.eu/documents/other/information-technology-directors-group-list-nominated-members-alphabetically-country_en.pdf
https://www.ema.europa.eu/documents/other/information-technology-directors-group-list-nominated-members-alphabetically-country_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/submitting-annual-reports-medicine-development
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xls
https://www.ema.europa.eu/en/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-12-15-march-2019-prac_en.pdf
https://www.ema.europa.eu/en/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-12-15-march-2019-prac_en.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Statistics/2018_Annual_Statistics.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Statistics/2018_Annual_Statistics.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Reports/CMDh_395_2019_2019_03_CMDh_Summary_of_activities_2018.pdf
http://www.hma.eu/99.html

of the Paediatric Regulation;

Mandate for the Working Party on Variation Regulation;

Template for the End of Procedure;

Procedural advice on Validation of MR/Repeat-use/DC Procedures
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http://www.hma.eu/99.html
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMD_subgroups_working_groups/Variations/CMDh_CMDv_059_2008_Rev.3_2019_03_clean_VRWP_Mandate.pdf
http://www.hma.eu/127.html
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_040_2001_Rev8_2019_03_clean-Validation_of_MR_RU_DCP.pdf

