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Autoriza a Unidade Local de Saude do Baixo Alentejo, E. P. E., a assumir um encargo
plurianual até ao montante de 432 173,29 EUR, a que acresce IVA a taxa legal em vigor,
referente a aquisicdo de medicamentos anti-infeciosos

Novo portal e novo protocolo de cedéncia de informacdo

Circular Informativa N.2 180/CD/100.20.200
Acesso a informagao pelos titulares de AIM

Circular Informativa N.2 179/CD/100.20.200
Acesso a informacdo pelos hospitais do SNS

Infarmed Newsletter N.2 162

Circular Informativa n.2 21/2019
Processos de recrutamento | Decreto-Lei n.2 18/2017, de 10 de fevereiro e Lei n.2 2/2004,
de 15 de janeiro

Circular Informativa n.2 178/CD/100.20.200
Dispensa da vacina contra a gripe

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

Circular Informativa n2 2019 01

Publicagdo da Portaria n.2 390/2019, de 29 de outubro — alteragdo do regime juridico a que
obedecem as regras de prescri¢cdo e dispensa de medicamentos e produtos de saude
(restricdo da prescrigdo por via manual)

Circular Normativa n.2 06/2019/SPMS

Medidas de Reforgo de Infraestruturas, Operagdes e Comunicagdes nos Cuidados de Saude
Primarios

Circular Normativa n.2 05/2019/SPMS

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 copia 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/126619743/details/3/maximized?serie=II&parte_filter=31&dreId=126619701
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3421920
https://www.infarmed.pt/documents/15786/2897018/CITS+%C2%BF+Acesso+%C3%A0+informa%C3%A7%C3%A3o+pelos+Titulares+de+AIM/8fb016f9-d17b-de34-1589-5a5ced4d9a94
https://www.infarmed.pt/documents/15786/2897018/CITS+%C2%BF+Acesso+%C3%A0+informa%C3%A7%C3%A3o+pelos+hospitais+do+SNS/d5fc5e82-756d-5132-67d5-3d80aa17614a
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3423440
http://www.acss.min-saude.pt/wp-content/uploads/2019/11/Circular_Informativa_21_2019_ACSS.pdf
https://www.infarmed.pt/documents/15786/2897018/Dispensa+da+vacina+contra+a+gripe/3cf8b531-07f7-6922-b79f-535d2450e58e
http://app.infarmed.pt/listpmg/default.aspx
https://www.spms.min-saude.pt/wp-content/uploads/2019/11/CircularInformativa-N%C2%BA-1_SPMS_Portaria390_25112019.pdf
https://www.spms.min-saude.pt/wp-content/uploads/2019/10/Circular-Normativa-N.06.pdf
https://www.spms.min-saude.pt/wp-content/uploads/2019/09/Circular-Normativa-N.5.pdf

Acss

AUTORIDADE TRIBUTARIA

EMA

Disponibilizacdo de notas de alta estruturadas no Registo de Saude Eletrénico a partir dos
sistemas hospitalares de registo clinico

Circular Normativa n215/2019

Condigdes e procedimentos de pagamento das prestacdes de saude realizadas aos
beneficidrios do Servico Nacional de Saude que devam ser cobradas pelas Instituicdes
Hospitalares ao abrigo do Contrato-Programa 2019

Operacdo PANGEA
Comunicado efetuado pela INTERPOL

Medicinal Products for Human Use | Meeting highlights from the Pharmacovigilance Risk
Assessment Committee (PRAC) 25-28 November 2019

Medicinal Products for Human Use | PDCO minutes of the 25-28 June 2019 meeting

Medicinal Products for Human Use | PDCO minutes of the 27-29 May 2019 meeting

Medicinal Products for Veterinary Use | Organisation chart: Veterinary
Medicines (updated)

Medicinal Products for Veterinary Use | ‘Regulatory science to 2025’: live broadcast of
post-consultation workshop on veterinary medicines

Medicinal Products for Veterinary Use | Multi-stakeholder workshop on draft 'Regulatory
Science to 2025' strategy (stakeholders for veterinary medicines)

Medicinal Products for Veterinary Use | EMA Regulatory Science to 2025 - Four goals for
veterinary medicines regulation

Big data (updated)

Medicinal Products for Human Use | Ebola vaccine development 2014-2019 (updated)

Medicinal Products for Human Use | Template or form: EudraVigilance user declaration for
qualified person for pharmacovigilance/responsible person for EudraVigilance and trusted

deputy (updated)

Medicinal Products for Human Use | Annex to CHMP highlights: Scientific advice and
protocol assistance adopted during the CHMP meeting 11-14 November 2019
List of medicines under additional monitoring (updated)

Medicinal Products for Human Use | Medicine for use outside EU: List of medicinal
products under additional monitoring (updated)

Medicinal Products for Human Use | European Medicines Agency second response to
European Ombudsman regarding pre-submission activities

Medicinal Products for Human Use | European Medicines Agency pre-authorisation

www.vda.pt


http://www.acss.min-saude.pt/wp-content/uploads/2019/11/Circular-Normativa_15_2019_DPS_ACSS.pdf
http://info.portaldasfinancas.gov.pt/pt/destaques/Paginas/Operacao_Pangea.aspx
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-25-28-novemver-2019
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-25-28-novemver-2019
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-25-28-june-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-27-29-may-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/other/organisation-chart-veterinary-medicines_en.pdf
https://www.ema.europa.eu/documents/other/organisation-chart-veterinary-medicines_en.pdf
https://www.ema.europa.eu/en/news/regulatory-science-2025-live-broadcast-post-consultation-workshop-veterinary-medicines
https://www.ema.europa.eu/en/news/regulatory-science-2025-live-broadcast-post-consultation-workshop-veterinary-medicines
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-draft-regulatory-science-2025-strategy-stakeholders-veterinary-medicines
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-draft-regulatory-science-2025-strategy-stakeholders-veterinary-medicines
https://www.ema.europa.eu/documents/leaflet/ema-regulatory-science-2025-four-goals-veterinary-medicines-regulation_en.pdf
https://www.ema.europa.eu/documents/leaflet/ema-regulatory-science-2025-four-goals-veterinary-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/leaflet/ebola-vaccine-development-2014-2019_en.pdf
https://www.ema.europa.eu/documents/template-form/eudravigilance-user-declaration-qualified-person-pharmacovigilance/responsible-person-eudravigilance-trusted-deputy_en.docx
https://www.ema.europa.eu/documents/template-form/eudravigilance-user-declaration-qualified-person-pharmacovigilance/responsible-person-eudravigilance-trusted-deputy_en.docx
https://www.ema.europa.eu/documents/template-form/eudravigilance-user-declaration-qualified-person-pharmacovigilance/responsible-person-eudravigilance-trusted-deputy_en.docx
https://www.ema.europa.eu/documents/chmp-annex/scientific-advice-protocol-assistance-adopted-during-chmp-meeting-11-14-november-2019_en.pdf
https://www.ema.europa.eu/documents/chmp-annex/scientific-advice-protocol-assistance-adopted-during-chmp-meeting-11-14-november-2019_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/documents/medicine-outside-eu/list-medicinal-products-under-additional-monitoring_en-0.xls
https://www.ema.europa.eu/documents/medicine-outside-eu/list-medicinal-products-under-additional-monitoring_en-0.xls
https://www.ema.europa.eu/documents/other/european-medicines-agency-second-response-european-ombudsman-regarding-pre-submission-activities_en.pdf
https://www.ema.europa.eu/documents/other/european-medicines-agency-second-response-european-ombudsman-regarding-pre-submission-activities_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf

HmA

ComissAO EUROPEIA

procedural advice for users of the centralised procedure (updated)

Medicinal Products for Veterinary Use | Implementation of the new Veterinary Medicines
Regulation (updated)

Questions and answers on “Information on nitrosamines for marketing authorisation
holders”

CMDh Best Practice Guide on Multilingual Packaging;

Art. 45 assessment report for fluorometholone;

Art. 46 assessment report for Enstilar (calcipotriol/betamethasone dipropionate);

List of active substances for which data has been submitted in accordance with Article 45 of
the Paediatric Regulation; UPDATE

CMDh practical guidance for Marketing Authorisation Holders of nationally authorised
products (incl. MRP/DCP) in relation to the Art. 5(3) Referral on Nitrosamines; UPDATE

Questions and Answers on generic applications; UPDATE

Questions and Answers on homeopathic medicinal products; UPDATE

Comissao Europeia

Draft Questions and Answers Document (Version 2.3) (Eudralex Volume 10 - Clinical trials
guidelines - Set of documents applicable to clinical trials under Regulation EU No 536/2014)
State of Health in the EU: shift to prevention and primary care is the most important trend
across countries

www.vda.pt


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/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
https://www.ema.europa.eu/en/veterinary-regulatory/overview/implementation-new-veterinary-medicines-regulation
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_405_2019_Rev.2_2019_11_clean_-_Nitrosamines_-Q_A_on_Information_on_nitrosamines_for_MAHs_.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_405_2019_Rev.2_2019_11_clean_-_Nitrosamines_-Q_A_on_Information_on_nitrosamines_for_MAHs_.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_413_2019_Rev0_2019_11_-_CMDh_BPG_on_multilingual_packaging.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Fluorometholone_Art_45_PAR_2019_11.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Enstilar_Art._46_PAR_2019_11.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh_151_2009_Rev76_2019_11.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh_151_2009_Rev76_2019_11.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.1_2019_11_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.1_2019_11_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_272_2012_Rev05_2019_11_clean_-_Q_A_on_generics.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_273_2012_Rev.1_2019_11_clean_-_Q_A_on_homeopathic_MPs.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_19_6336
https://ec.europa.eu/commission/presscorner/detail/en/ip_19_6336

