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REGULACAO

MINISTERIOS DAS FINANCAS Portaria n.2 499/2018 - Didrio da Republica n.2 189/2018, Série Il de 2018-10-01
E DA SAUDE 116525372
Financas e Salide - Gabinetes do Secretdrio de Estado do Or¢amento e da Secretaria de
Estado da Saude
Autoriza o Centro Hospitalar Universitario da Cova da Beira, E. P. E., a assumir um
encargo plurianual até ao montante de 3 221 420 EUR, a que acresce IVA a taxa legal em
vigor, referente a aquisi¢do de reagentes para o servico de patologia clinica.
MINISTERIO DA SAUDE Despacho n.2 9323-A/2018 - Diario da Republica n.2 191/2018, 12 Suplemento, Série Il de
2018-10-03
Saude - Gabinete da Secretéria de Estado da Saude
Determina a estratégia de implementagao de Unidades de Hospitalizagdo Domicilidria no
Servigo Nacional de Saude (SNS)

INFARMED Manual de Revisao Excecional de Precos - Aprovado em sessdo de Conselho Diretivo de
21-09-2018
° Anexo | - Modelo de requerimento

Processos de revisdo excecional de pre¢o de medicamentos com decisdao do Secretario
de Estado da Satide (SES) - 2018- Atualizada a 30/08/2018

Perguntas e respostas sobre o sistema dos dispositivos de seguranca
O sistema dos dispositivos de seguranga surgiu com a diretiva 2011/62/EU do
Parlamento Europeu e do Conselho, de 8 de junho de 2011 e encontra-se regulado pelo
Regulamento Delegado (UE) 2016/161, da Comissdo de 2 de outubro de 2015, de
aplicagdo direta na ordem juridica nacional, e pelo Estatuto do medicamento, na sua
redacdo atual.

e Dispositivos de seguranca - Perguntas frequentes

Regime de Precos e Comparticipacoes dos Dispositivos Médicos para Controlo da
Diabetes (Atualizada em 01/10/2018)

Listagem de dispositivos médicos incluidos no regime de comparticipacao, previsto da
Portaria n.292-E/2017, de 3 de marco - Dispositivos Médicos de Apoio a Doentes com
Incontinéncia ou Retengdo Urindria (Atualizada em 01/10/2018)

Listagem de dispositivos médicos incluidos no regime de comparticipacao, previsto da
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https://dre.pt/web/guest/home/-/dre/116525372/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=116525353
https://dre.pt/web/guest/home/-/dre/116525372/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=116525353
https://dre.pt/web/guest/home/-/dre/116587923/details/maximized?serie=II&parte_filter=31&dreId=116587921
https://dre.pt/web/guest/home/-/dre/116587923/details/maximized?serie=II&parte_filter=31&dreId=116587921
http://www.infarmed.pt/documents/15786/1647560/Manual+de+REP/6a5ec116-1c5c-4ec2-aa35-4e25bb34618c
http://www.infarmed.pt/documents/15786/1647560/Manual+de+REP/6a5ec116-1c5c-4ec2-aa35-4e25bb34618c
http://www.infarmed.pt/documents/15786/1647560/Anexo+I+-+Modelo+de+requerimento+de+REP/c5ba0530-ee8f-43e2-b692-0b6c1ca4b8b1
http://www.infarmed.pt/documents/15786/1647560/Tabela+REP+2018+%28atualizada+30-08-2018%29/02642f29-431c-4b48-a9d1-65003d45c51d
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/2798494
http://www.infarmed.pt/documents/15786/1672954/FAQs+Dispositivos+de+Seguran%C3%A7a/a7bef98b-852e-4868-bf5d-d1d4fda2a6d9
http://www.infarmed.pt/documents/15786/1644848/Listagem_Diabetes_Autorizados_2018_10_01/03144957-c2f2-4de8-a4e0-d841d37a3cb0?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Diabetes_Autorizados_2018_10_01/03144957-c2f2-4de8-a4e0-d841d37a3cb0?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Incontin%C3%AAncia_Reten%C3%A7%C3%A3o+urin%C3%A1ria_Autorizados_2018_10_01/8609267a-9d12-4136-92c7-c579f2249b8a?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Incontin%C3%AAncia_Reten%C3%A7%C3%A3o+urin%C3%A1ria_Autorizados_2018_10_01/8609267a-9d12-4136-92c7-c579f2249b8a?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Ostomia_Autorizados_2018_10_01/778f4b7e-f7b1-413e-af1f-f1eac1df525f?version=1.0

EMA

Portaria n.2 284/2016, de 4 de novembro (alterada pela Portaria n.292-F/2017, de 3 de
margo), em vigor a partir de 1 de abril de 2017 - Dispositivos Médicos de Apoio a
Doentes Ostomizados (Atualizada em 01/10/2018)

Publicacdo para efeitos do artigo 152-A do Decreto -Lei n.2 176/2006, de 30 de Agosto -
pedidos de autorizagdo de introdu¢dao no mercado de medicamentos genéricos

Human Medicines | Report: Applications for new human medicines under evaluation by
the Committee for Medicinal Products for Human Use: October 2018

Veterinary Medicines | Template or form: Marketing authorisation application (MAA) -
pre-submission meeting request form (veterinary)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
pre-authorisation procedural advice for users of the centralised procedure

Human Medicines | Report: List of products granted eligibility to PRIME

Human Medicines | Human Medicines | List of medicinal products under additional
monitoring

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure

Human Medicines | Template or form: Applicant / marketing authorisation holder
change of contact person for product invented name / product number template

Human Medicines | Template or form: Change of applicant - Cover letter standard text

(human)
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http://www.infarmed.pt/documents/15786/1644848/Listagem_Ostomia_Autorizados_2018_10_01/778f4b7e-f7b1-413e-af1f-f1eac1df525f?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-committee-medicinal-products-human-use-october_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-committee-medicinal-products-human-use-october_en.pdf
https://www.ema.europa.eu/documents/template-form/marketing-authorisation-application-maa-pre-submission-meeting-request-form-veterinary_en.doc
https://www.ema.europa.eu/documents/template-form/marketing-authorisation-application-maa-pre-submission-meeting-request-form-veterinary_en.doc
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/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xls
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xls
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/template-form/applicant/marketing-authorisation-holder-change-contact-person-product-invented-name/product-number-template_en-0.doc
https://www.ema.europa.eu/documents/template-form/applicant/marketing-authorisation-holder-change-contact-person-product-invented-name/product-number-template_en-0.doc
https://www.ema.europa.eu/documents/template-form/change-applicant-cover-letter-standard-text-human_en.docx
https://www.ema.europa.eu/documents/template-form/change-applicant-cover-letter-standard-text-human_en.docx

