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Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no

mercado dos medicamentos de 1 de Setembro de 2022 para 30 de Setembro de
EUROPEIA 2022 (Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE)

n.0 726/2004 do Parlamento Europeu e do Conselho ou de Artigo 5.0 do Regulamento

(UE) 2019/6 do Parlamento Europeu e do Conselho)
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.419.01.0001.01.POR&toc=OJ:C:2022:419:TOC
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REGULACAO

NACIONAL

Despacho n.2 12745/2022

Saude - Gabinete do Secretario de Estado da Saude

Define o processo de operacionalizacdo dos instrumentos previsionais de gest&o dos
estabelecimentos de salide com natureza de entidade publica empresarial integrados no
Servigo Nacional de Saude

Deliberacdo n.2 1193/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao de vogal do conselho clinico e de salde do Agrupamento de Centros de Salde
Cavado lll - Barcelos/Esposende

Deliberacdo n.2 1194/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao do presidente do conselho clinico e de satide do Agrupamento de Centros de
Saude Tamega lll - Vale do Sousa Norte

Deliberacdo n.2 1195/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao do presidente do conselho clinico e de satide do Agrupamento de Centros de
Saude Tamega Il - Vale do Sousa Sul

Deliberacdo n.2 1196/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao de vogais do conselho clinico e de satide do Agrupamento de Centros de
Saude Douro Il - Douro Sul

Deliberacdo n.2 1197/2022

Saude - Administragdo Regional de Saude do Norte, |. P.

Designacao do presidente do conselho clinico e de satide do Agrupamento de Centros de
Saude do Grande Porto IV - Pévoa de Varzim/Vila do Conde

Deliberacdo n.2 1198/2022

Saude - Administragao Regional de Saude do Algarve, |. P.

Designados vogais do conselho clinico e de salde do Agrupamento de Centros de Salde
Algarve Ill - Sotavento

Aviso n.2 20941/2022
Saude - Inspecao-Geral das Atividades em Saude
Nomeacao das chefias das equipas multidisciplinares

Despacho n.2 12709-A/2022

Saude - Gabinete do Secretario de Estado da Saude

Determina a prorrogacao do prazo de vigéncia dos contratos a que sereferemosn.os1, 2 e
3 do artigo 16.2 do Decreto-Lei n.2 139/2013, de 9 de outubro

[Nota: O Decreto-Lei n.2 139/2013 estabelece o regime juridico das convencdes que
tenham por objeto a realizagdo de prestagdes de cuidados de salide aos utentes do SNS]

Deliberacao n.2 1189/2022

Saude - Administracao Regional de Saidde do Norte, I. P.

Designacao de vogais do conselho clinico e de salide do Agrupamento de Centros de
Saude do Grande Porto | - Santo Tirso/Trofa

Deliberagao n.2 1190/2022

Saude - Administracao Regional de Saidde do Norte, I. P.

Designacao do presidente do conselho clinico e de satide do Agrupamento de Centros de
Salde Tamega | - Baixo Tamega
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https://dre.pt/dre/detalhe/despacho/12745-2022-202986398
https://dre.pt/dre/detalhe/deliberacao/1193-2022-202986399
https://dre.pt/dre/detalhe/deliberacao/1194-2022-202986400
https://dre.pt/dre/detalhe/deliberacao/1195-2022-202986401
https://dre.pt/dre/detalhe/deliberacao/1196-2022-202986402
https://dre.pt/dre/detalhe/deliberacao/1197-2022-202986403
https://dre.pt/dre/detalhe/deliberacao/1198-2022-202986407
https://dre.pt/dre/detalhe/aviso/20941-2022-202986408
https://dre.pt/dre/detalhe/despacho/12709-a-2022-202959153
https://dre.pt/dre/detalhe/deliberacao/1189-2022-202907237
https://dre.pt/dre/detalhe/deliberacao/1190-2022-202907238
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Deliberacdo n.2 1191/2022
Saude - Administragao Regional de Saude do Norte, |. P.
Designacao de vogais do conselho clinico e de satde do Agrupamento de Centros de
Saude do Grande Porto Il - Maia/Valongo
Deliberacdo n.2 1192/2022
Saude - Administragao Regional de Saude do Norte, |. P.
Designacao de vogal do conselho clinico e de satide do Agrupamento de Centros de Saude
Entre Douro e Vouga | - Feira/Arouca
Declaracao de Retificacdo n.2 913/2022
Saude - Administragao Regional de Saude do Algarve, |. P.
Retifica a Declaracao n.2 1056/2022, publicada no Diario da Republica, 2.2 série, n.2 190, de
30 de setembro de 2022
[Nota: A Deliberagao n.2 1056/2022 procedeu a nomeacao da Dr.2 Claudia de Albuguerque
Borges e Maia para Coordenadora Regional de Saude Mental da Administracao Regional de
Salde]
Aviso n.2 20908/2022
Saude - Inspecao-Geral das Atividades em Saude
Reorganizacdo interna da area operacional da Inspecao-Geral das Atividades em Saude
Aviso n.2 20899-B/2022
NACIONAL Saude - Administracao Central do Sistema de Saude, 1. P.
Mapa de vagas da formacgao geral para 2023
Aviso n.2 20899-A/2022
Saude - Administracao Central do Sistema de Saude, 1. P.
Internato médico 2022 - Mapa de vagas por area de especializagao e instituicao de
formacao
Despacho n.2 12640/2022
Saude - Gabinete da Secretaria de Estado da Promocao da Saude
Designa, como chefe do Gabinete da Secretdria de Estado da Promocg&o da Saude, o
licenciado Ponciano Manuel Castanheira de Oliveira
Despacho n.212644/2022
Saude - Direcao-Geral da Saude
Provimento da Dr.2 Vanessa Massano Candido como chefe da Divisdo de Cooperagdo da
Direcao-Geral da Saude
Despacho n.2 12645/2022
Saude - Direcao-Geral da Saude
Nomeia, em regime de substitui¢do, o Prof. Doutor Miguel André Telo de Arriaga para o
lugar de diretor dos Servigos de Coordenacao das Relagdes Internacionais do mapa de
pessoal da Direcao-CGeral da Saude
Publicac&o para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizagao de introdugdo no mercado de medicamentos genéricos.
INFARMED Circulares e Deliberacées

Circular Informativa 127/CD/550.20.001 de 03/11/2022 | Medicamentos da classe de
Inibidores das JAK1 usados em doencas inflamatdrias - recomendacdes sobre medidas de
minimizagdo do risco de RAM graves

31 de outubro a 4 de novembro de 2022


https://dre.pt/dre/detalhe/deliberacao/1191-2022-202907239
https://dre.pt/dre/detalhe/deliberacao/1192-2022-202907240
https://dre.pt/dre/detalhe/declaracao-retificacao/913-2022-202907243
https://dre.pt/dre/detalhe/aviso/20908-2022-202907246
https://dre.pt/dre/detalhe/aviso/20899-b-2022-202912332
https://dre.pt/dre/detalhe/aviso/20899-a-2022-202912328
https://dre.pt/dre/detalhe/despacho/12640-2022-202846248
https://dre.pt/dre/detalhe/despacho/12644-2022-202846254
https://dre.pt/dre/detalhe/despacho/12645-2022-202846255
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/5261813/Medicamentos+da+classe+de+Inibidores+das+JAK+usados+em+doen%C3%A7as+inflamat%C3%B3rias+%C2%BF+recomenda%C3%A7%C3%B5es+sobre+medidas+de+minimiza%C3%A7%C3%A3o+do+risco+de+RAM+graves%C2%A0/e0c315c2-3f0f-4f93-6c80-c2a1f4d7d556
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INFARMED

DGS

EMA

Noticias

Infarmed Newsletter n.2 213 — 02.11.2022

Newsletter

Newsletter DGS n.2 194 de 2022-10-31

Medicinal Products for Human Use | Type-I| variations: questions and answers (updated)

Medicinal Products for Human Use | Pre-authorisation guidance (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: European
Medicines Agency post-authorisation procedural advice for users of the centralised
procedure (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: European
Medicines Agency pre-authorisation procedural advice for users of the centralised
procedure (updated)

Events | Second Cancer Medicines Forum , Online, from 28/06/2022 to 28/06/2022

Medicinal Products for Human Use | News and press releases: Regulatory update - EMA
encourages companies to submit type | variations for 2022 by end of November

Events | European Medicines Agency (EMA) Patients’ and Consumers’ (PCWP) and
Healthcare Professionals' (HCPWP) Working Parties meeting with all eligible organisations,

Online, from 15/11/2022 to 15/11/2022 (updated)

Medicinal Products for Human Use | Minutes:; Minutes of the CHMP meeting 12-15
September 2022

Events | Third Industry Standing Group (ISG) meeting, Online, from 22/11/2022 to
22/11/2022

Medicinal Products for Human Use | Other: Scientific recommendations on classification
of advanced therapy medicinal products (updated)

Medicinal Products for Human Use | Report: Medicinal products for human use: monthly
figures - October 2022

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Paxlovid, (1R, 25,55)-N-((15)-1-Cyano-2-((3S)-2-oxopvyrrolidin-3-ylethyl)-3-
((25)-3,3-dimethyl-2-(2,2 2-trifluoroacetamido) butanoyl)-6,6-dimethy|-3-
azabicyclo[3.1.0lhexane-2-carboxamide [PF-07321332], ritonavir, COVID-19 virus infection,

28/01/2022, 5, Authorised (updated)

Medicinal Products for Human Use | Direct healthcare professional communication
(DHPC): Imbruvica (ibrutinib): New risk minimisation measures, including dose modification
recommendations, due to the increased risk for serious cardiac events, Active substance:
lbrutinib, DHPC type: Post-authorisation measure, Last updated: 03/11/2022
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http://app10.infarmed.pt/newsletter/213/index.html
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ii-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.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/en/events/second-cancer-medicines-forum
https://www.ema.europa.eu/en/news/regulatory-update-ema-encourages-companies-submit-type-i-variations-2022-end-november
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-8
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-12-15-september-2022_en.pdf
https://www.ema.europa.eu/en/events/third-industry-standing-group-isg-meeting
https://www.ema.europa.eu/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-october-2022_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid
https://www.ema.europa.eu/en/medicines/dhpc/imbruvica-ibrutinib-new-risk-minimisation-measures-including-dose-modification-recommendations-due
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Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Vaxzevria (previously COVID-19 Vaccine AstraZeneca), ChAdOx1-SARS-
COV-2, COVID-19 virus infection, 29/01/2021, 25, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Veklury, remdesivir, Coronavirus Infections, 03/07/2020, 14,
Authorised (updated)

Medicinal Products for Human Use | Report: Applications for new human medicines
under evaluation by the CHMP: 27 October 2022

Medicinal Products for Human Use | Other: Non-clinical Working Party: Consolidated
three-year work plan for the Non-clinical domain

Medicinal Products for Human Use | News and press releases: EMA recommends
measures to minimise risk of serious side effects with Janus kinase inhibitors for
chronic inflammatory disorders (updated)

Medicinal Products for Human Use | COVID-19 vaccines: authorised (updated)

Medicinal Products for Human Use | COVID-19: latest updates (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Comirnaty, Single-stranded, 5'-capped messenger RNA produced using
a cell-free in vitro transcription from the corresponding DNA templates, encoding the
viral spike (S) protein of SARS-CoV-2, COVID-19 virus infection, 21/12/2020, 32,
Authorised (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Spikevax (previously COVID-19 Vaccine Moderna), CX-024414 (single-
stranded, 5'-capped messenger RNA (mRNA) produced using a cell-free in vitro
transcription from the corresponding DNA templates, encoding the viral spike (S)
protein of SARS-CoV-2), COVID-19 virus infection, 06/01/2021, 32,

Authorised (updated)

Partners & Networks | Second European Medicines Agency and Nuclear Medicines
Europe bilateral meeting, from 11/10/2022 to 11/10/2022

Events | Clinical Trials Information System (CTIS) Webinar - 9 months on and going
forward, Online, 13:30 - 17:30 Amsterdam time (CET), from 16/11/2022 to
16/11/2022 (updated)

Clinical Trials Information System | Other: Quick guide: Clinical Study Reports
submission - CTIS Training Programme - Module 13 (updated)

Clinical Trials Information System | Other: FAQs: Clinical Study Reports submission -
CTIS training programme Module 13 (updated)

Medicinal Products for Human Use | Other: Timetable: Initial (Full) Marketing
Authorisation application accelerated assessment timetables (updated)

Corporate | Big data (updated)

Data Processing | Other: Information about the raw data proof-of-concept pilot for
industry (updated)

Data Processing | Other: Pilot participation letter

Data Processing | Other: Raw data submission cover letter template
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https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria
https://www.ema.europa.eu/en/medicines/human/EPAR/veklury
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-27-october-2022_en.xlsx
https://www.ema.europa.eu/documents/other/non-clinical-working-party-consolidated-three-year-work-plan-non-clinical-domain_en.pdf
https://www.ema.europa.eu/en/news/ema-recommends-measures-minimise-risk-serious-side-effects-janus-kinase-inhibitors-chronic
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-latest-updates
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/events/second-european-medicines-agency-nuclear-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-webinar-9-months-going-forward
https://www.ema.europa.eu/documents/other/quick-guide-clinical-study-reports-submission-ctis-training-programme-module-13_en.pdf
https://www.ema.europa.eu/documents/other/faqs-clinical-study-reports-submission-ctis-training-programme-module-13_en.pdf
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en-0.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/other/information-about-raw-data-proof-concept-pilot-industry_en.pdf
https://www.ema.europa.eu/documents/other/pilot-participation-letter_en-0.docx
https://www.ema.europa.eu/documents/other/raw-data-submission-cover-letter-template_en-0.docx
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Pharmacovigilance | News and press releases: Meeting highlights from the
Pharmacovigilance Risk Assessment Committee (PRAC) 24 - 27 October 2022

EMA
Medicinal Products for Human Use | News and press releases: EMA confirms
recommendation to withdraw marketing authorisations for amfepramone medicines
Agenda - Climate change and health: Crisis, heat stress, infectious disease threats: Health

COMISSAO impacts and solutions in Europe (9 November 2022, 14.00-15.00 CET)

EUROPEIA Current recommendations for a common EU approach in response to the recent Ebola

outbreak in Uganda
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https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-24-27-october-2022
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-withdraw-marketing-authorisations-amfepramone-medicines
https://health.ec.europa.eu/latest-updates/agenda-climate-change-and-health-crisis-heat-stress-infectious-disease-threats-health-impacts-and-2022-11-03_en
https://health.ec.europa.eu/latest-updates/current-recommendations-common-eu-approach-response-recent-ebola-outbreak-uganda-2022-10-28_en

ontactos

saude@vda.pt

Esta informagdo 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
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