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Decreto-Lei n.2 50-A/2022

Presidéncia Do Conselho De Ministros
Estabelece o regime remuneratério do trabalho suplementar realizado por médicos em
servigos de urgéncia

Resumo das decisées da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 a 30 de junho de 2022[publicado nos termos do

artigo 13.0 ou do artigo 38.0 do Regulamento (CE) n.o 726/2004 do Parlamento Europeu
e do Conselho ou do artigo 5.0 do Regulamento (UE) 2019/6 do Parlamento Europeu e do

Conselho

Parecer do Comité Econémico e Social Europeu sobre a Proposta de regulamento do
Parlamento Europeu e do Conselho que estabelece regras transitérias relativas ao
acondicionamento e a rotulagem dos medicamentos veterinarios autorizados em
conformidade com a Diretiva 2001/82/CE e o Requlamento (CE)

n.0 726/2004 [COM(2022) 76 final — 2022/0053 (COD)]

Decisdo de Execucio (UE) 2022/1316 da Comissao, de 25 de julho de 2022, que altera a
Decisdao 2008/911/CE que estabelece uma lista de substancias derivadas de plantas,
preparacdes e associacdes das mesmas, para a sua utilizacdo em medicamentos
tradicionais & base de plantas [nhotificada com o nimero C(2022) 4341]

11 a 15 de julho de 2022


https://dre.pt/dre/detalhe/decreto-lei/50-a-2022-186577262
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.289.01.0001.01.POR&toc=OJ:C:2022:289:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.290.01.0153.01.POR&toc=OJ:C:2022:290:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.198.01.0022.01.POR&toc=OJ:L:2022:198:TOC
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Despacho n.2 9051/2022

Finangas e Saude - Gabinetes da Ministra da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercer fungdes no conselho de administracdo do Centro
Hospitalar de Setubal, E. P. E., no mandato de 2022-2024

Despacho n.2 9052/2022

Finangas e Saude - Gabinetes da Ministra da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercer fungdes no conselho de administracdo do Centro
Hospitalar Barreiro Montijo, E. P. E.

Despacho n.2 9056/2022

Saude - Direcao-Geral da Saude

Delegacéo de competéncias no subdiretor-geral da Saude Ricardo Jorge Almeida Perdigao
Seleiro Mestre

Deliberacéo n.2 825/2022
Saudde - Instituto Nacional de Emergéncia Médica, I. P.
Aprova o Regulamento de Uso de Veiculos do Instituto Nacional de Emergéncia Médica

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizacdo de introdug¢&o no mercado de medicamentos genéricos.

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
medicamentos genéricos aprovados por procedimento centralizados.

Circulares e Deliberacdes

Circular Informativa Conjunta N.2 02/2022/INFARMED/ACSS//SPMS de 28/07/2022 |
Financiamento para a Hepatite C Crdnica

Normas e Circulares Normativas

Norma n2 004/2013 de 21/02/2013 atualizada a 27/07/2022 | Vigilancia Epidemiolégica
das Resisténcias aos Antimicrobianos

Norma n9~OO8/2020 de 28/03/2020 atualizada a 27/07/2022 | COVID-19: FASE DE
MITIGACAO - Doentes com Doenga Renal Créonica em Hemodialise. Revoga a Orientagéo
n.2 017/2020 de 25 de marco.

Documentos e Publicacdes

Portugal reduz casos de hepatite C em contexto de didlise, nas prisdes e entre utilizadores
de drogas injetaveis e apresenta metas para 2024

Cartdo da Pessoa com Doenca Rara - Relatério Técnico 2021

Newsletter

Newsletter DGS n.2 180 de 2022-07-25
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https://dre.pt/dre/detalhe/despacho/9051-2022-186571015
https://dre.pt/dre/detalhe/despacho/9052-2022-186571016
https://dre.pt/dre/detalhe/despacho/9056-2022-186571028
https://dre.pt/dre/detalhe/deliberacao/825-2022-186571029
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/2129725/Lista+Gen%C3%A9ricos+centralizdos+Artigo+15-A+07072021/6d70d658-b23b-ac19-2523-fecf5079a35a
https://www.infarmed.pt/documents/15786/5261813/Financiamento+para+a+Hepatite+C+Cr%C3%B3nica/1f0cb67c-68d1-67c0-e5d8-d145caaed475?version=1.0
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0042013-de-21022013-jpg.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0082020-de-280320201.aspx
https://www.dgs.pt/documentos-e-publicacoes/portugal-reduz-casos-de-hepatite-c-em-contexto-de-dialise-nas-prisoes-e-entre-utilizadores-de-drogas-injetaveis-e-apresenta-metas-para-2024nbsp.aspx
https://www.dgs.pt/documentos-e-publicacoes/cartao-da-pessoa-com-doenca-rara-relatorio-tecnico-2021.aspx
https://www.dgs.pt/wwwbase/newsletter/nl_news_conteudo.aspx?id=555
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NEW - 21-22 June CMDh Minutes

UPDATE - 22-23 February CMDh Minutes

Events | IRIS for Good Pharmacovigilance practice (GVP) inspections training session for
industry users, Online, 10:00 - 11:30 Amsterdam time (CEST), from 08/09/2022 to
08/09/2022

Medicinal Products for Human Use | Report: CAT quarterly highlights and approved
ATMPs - July 2022

Medicinal Products for Human Use | Medical devices (updated)

Clinical Trials | Other: Key performance indicators (KPIs) to monitor the European clinical
trials environment (1 - 30 June 2022, edition 3)

Medicinal Products for Human Use | EMA webinar for fact checkers: Safety of COVID-19
vaccines and therapeutics, Online, 15:45 - 17:00 Amsterdam time (CEST), from
22/03/2022 to 22/03/2022

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, 26,

Authorised (updated)

Medicinal Products for Human Use |Human medicines European public assessment
report (EPAR): Xevudy, Sotrovimab, COVID-19 virus infection, 17/12/2021, 3,
Authorised (updated)

Other: EVVet3 EVWeb Production - Release notes (Release 1.5) (updated)

Webinar on submissions of parallel distribution notifications for centrally authorised
products (CAPs), Online, 16:00-17:30 Amsterdam time (CEST), from 09/06/2022 to
09/06/2022 (updated)

Corporate | News and press releases: Big data use for public health: publication of Big
Data Steering Group workplan 2022-25

Medicinal Products for Human Use | Opinions and letters of support on the qualification
of novel methodologies for medicine development (updated)

Clinical Trials | Clinical Trials Information System (CTIS) bitesize talk: Deferral rules and
Public website , Online, 14:30 - 16:00 Amsterdam time (CET), from 20/07/2022 to
20/07/2022 (updated)

Cancer Medicines Forum: kick-off meeting, Online, 08:30 - 12:30 Amsterdam time (CEST),
from 31/03/2022 to 31/03/2022 (updated)

Medicinal Products for Human Use | Monkeypox (updated)
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https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_06_CMDh_Minutes.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_02_CMDh_Minutes.pdf
https://www.ema.europa.eu/en/events/iris-good-pharmacovigilance-practice-gvp-inspections-training-session-industry-users
https://www.ema.europa.eu/documents/report/cat-quarterly-highlights-approved-atmps-july-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://www.ema.europa.eu/documents/other/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-30-june-2022-edition_en.pdf
https://www.ema.europa.eu/en/events/ema-webinar-fact-checkers-safety-covid-19-vaccines-therapeutics
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/xevudy
https://www.ema.europa.eu/documents/other/evvet3-evweb-production-release-notes-release-15_en.pdf
https://www.ema.europa.eu/en/events/webinar-submissions-parallel-distribution-notifications-centrally-authorised-products-caps
https://www.ema.europa.eu/en/news/big-data-use-public-health-publication-big-data-steering-group-workplan-2022-25
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/novel-methodologies-biomarkers/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-deferral-rules-public-website
https://www.ema.europa.eu/en/events/cancer-medicines-forum-kick-meeting
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/monkeypox
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Medicinal Products for Human Use [News and press releases: EMA reviewing data on
sabizabulin for COVID-19

Medicinal Products for Human Use | COVID-19 treatments: Article 18 and Article 5(3)
reviews (updated)

Regulatory and procedural guideline: Product Management Service (PMS) -
Implementation of International Organization for Standardization (ISO) standards for the
identification of medicinal products (IDMP) in Europe - Chapter 8 (updated)

Regulatory and procedural guideline: Product Management Services (PMS) -
Implementation of International Organization for Standardization (ISO) standards for the
identification of medicinal products (IDMP) in Europe - Chapter 2 (updated)

Regulatory and procedural guideline: Products Management Services - Implementation
of International Organization for Standardization (ISO) standards for the identification of
medicinal products (IDMP) in Europe: Introduction - EU Implementation Guide (updated)

Clinical Trials | Clinical Trials Information System (CTIS) bitesize talk: Modifications,
Onling, 16:30 - 18:00 Amsterdam time (CEST), from 31/05/2022 to
31/05/2022 (updated)

Medicinal Products for Human Use |Other: List of European Union reference dates and
frequency of submission of periodic safety update reports (PSURs) (updated)

News and press releases: EMA response to the monkeypox public health emergency

Medicinal Products for Human Use | PRIME: priority medicines (updated)

Medicinal Products for Human Use |Annex to CHMP highlights: Recommendations on
eligibility to PRIME scheme - Adopted at the CHMP meeting of 18-21 July 2022

Other: HMPC: overview of assessment work - priority list (updated)

News and press releases: Hydroxyethyl-starch solutions for infusion recommended for
suspension from the market (updated)

Other: Article 57 product data (updated)

Medicinal Products for Human Use | Periodic safety update reports (PSURs) (updated)

Medicinal Products for Veterinary Use | Scientific and technical recommendations:
Veterinary Medicines Regulation (updated)

Medicinal Products for Human Use | List of medicinal products under additional
monitoring (updated)

Medicinal Products for Human Use |Report: List of products granted eligibility to
PRIME (updated)
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https://www.ema.europa.eu/en/news/ema-reviewing-data-sabizabulin-covid-19
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-covid-19/covid-19-treatments-article-18-article-53-reviews
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/product-management-service-pms-implementation-international-organization-standardization-iso_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/products-management-services-implementation-international-organization-standardization-iso-standards_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-modifications-0
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xls
https://www.ema.europa.eu/en/news/ema-response-monkeypox-public-health-emergency
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-18-21-july-2022_en.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/news/hydroxyethyl-starch-solutions-infusion-recommended-suspension-market
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en-0.pdf
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
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Chemistry of active substances (chemistry of new active substances) (updated)

Clinical Trials | Organisation Management System (OMS) Trouble Shooting Session for
CTIS users - July 2022, Online, 14:00 - 15:00 Amsterdam time (CEST), from 21/07/2022
to 21/07/2022 (updated)

Corporate | News and press releases: EMA Paediatric Committee elects Brian Aylward as
its new Chair

Clinical Trials | Newsletter: Clinical Trials Highlights - July 2022

Veterinary medicinal products for zootechnical purposes (updated)

Medicinal Products for Veterinary Use | Elaboration of guidance for the application of
Article 34 of Regulation (EU) 2019/6 (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural guideline: Draft
quideline on the application of Article 34 of Regulation (EU) 2019/6 - Classification of
veterinary medicinal products (prescription status)

HPP Webinar - Open Virtual Meeting of the "Supporting Ukraine, neighbouring EU
Member States and Moldova” HPP Network (13 September 2022, 15.00-16.30 CET)

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 18-19 July
2022

European Health Union: HERA signs Joint Procurement contract for Pandemic Influenza
Vaccine

Expert decision and opinion in the context of the Clinical Evaluation Consultation
Procedure (CECP)

New EU4Health call for tenders on EU preparedness: training programmes for health
specialists

New EU4Health call for tenders to support expert groups in the field of health

Amendment to the EU4Health work programmes 2021 and 2022: Contribution
agreement with International Organisations

EU wins WTO case against Turkey's discriminatory practices on pharmaceuticals

16th update - Common list of COVID-19 rapid antigen tests
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https://www.ema.europa.eu/en/chemistry-active-substances-chemistry-new-active-substances
https://www.ema.europa.eu/en/events/organisation-management-system-oms-trouble-shooting-session-ctis-users-july-2022
https://www.ema.europa.eu/en/news/ema-paediatric-committee-elects-brian-aylward-its-new-chair
https://www.ema.europa.eu/documents/newsletter/clinical-trials-highlights-july-2022_en.pdf
https://www.ema.europa.eu/en/veterinary-medicinal-products-zootechnical-purposes
https://www.ema.europa.eu/en/elaboration-guidance-application-article-34-regulation-eu-2019-6
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-guideline-application-article-34-regulation-eu-2019/6-classification-veterinary-medicinal-products-prescription-status_.pdf
https://health.ec.europa.eu/latest-updates/hpp-webinar-open-virtual-meeting-supporting-ukraine-neighbouring-eu-member-states-and-moldova-hpp-2022-07-28_en
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-18-19-july-2022-2022-07-28_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_4363
https://health.ec.europa.eu/latest-updates/expert-decision-and-opinion-context-clinical-evaluation-consultation-procedure-cecp-2022-07-27_en
https://health.ec.europa.eu/latest-updates/new-eu4health-call-tenders-eu-preparedness-training-programmes-health-specialists-2022-07-26_en
https://health.ec.europa.eu/latest-updates/new-eu4health-call-tenders-support-expert-groups-field-health-2022-07-26_en
https://health.ec.europa.eu/latest-updates/amendment-eu4health-work-programmes-2021-and-2022-contribution-agreement-international-organisations-2022-07-25_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_4670
https://health.ec.europa.eu/latest-updates/16th-update-common-list-covid-19-rapid-antigen-tests-2022-07-22_en
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Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
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