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LEGISLACAO

Declarac&o de Retificacdo n.2 6/2023

Presidéncia do Conselho de Ministros - Secretaria-Geral

Retifica a Portaria n.2 35/2023, de 26 de janeiro, que procede a definicdo dos paises de
NACIONAL referéncia a considerar em 2023, para a autorizacdo dos precos dos novos medicamentos

e para efeitos de revisdo anual de precos dos medicamentos adquiridos pelos

estabelecimentos e servigos do Servigo Nacional de Salde e dos medicamentos

dispensados no ambito do mercado de ambulatdrio

Retificacdo do Regulamento de Execucdo (UE) 2022/2293 da Comissdo, de

18 de novembro de 2022, que altera o Regulamento de Execucdo (UE) 2021/405 no que
se refere a lista de paises terceiros com um plano de controlo aprovado para a utilizacdo
de substancias farmacologicamente ativas, os limites maximos de residuos de substancias
farmacologicamente ativas e pesticidas e os teores maximos de contaminantes ( JO L 304

de 24.11.2022

EUROPEIA

Resolucdo do Parlamento Europeu, de 5 de julho de 2022, para uma acao europeia
comum em matéria de cuidados (2021/2253(INI))

Resolucdo do Parlamento Europeu, de 7 de julho de 2022, sobre a decisdo do Supremo
Tribunal dos Estados Unidos de revogar o direito ao aborto nos Estados Unidos e a
necessidade de garantir o direito ao aborto e a sauide das mulheres na Unido Europeia
(2022/2742(RSP))

6 a 10 de fevereiro de 2023


https://dre.pt/dre/detalhe/declaracao-retificacao/6-2023-207062783
https://dre.pt/dre/detalhe/portaria/35-2023-206564388
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.039.01.0067.01.POR&toc=OJ:L:2023:039:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.047.01.0030.01.POR&toc=OJ:C:2023:047:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.047.01.0268.01.POR&toc=OJ:C:2023:047:TOC
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REGULACAO

NACIONAL

INFARMED

Despacho n.2 1905/2023

Financas e Saude - Gabinetes do Ministro da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercerem fungdes no conselho de administracdo do Centro
Hospitalar Universitario Lisboa Norte, E. P. E,, no mandato de 2023-2025

Deliberacdo n.2 137/2023

Saude - Administracao Central do Sistema de Saude, 1. P.

Cessagao de fungdes da licenciada Marta Jodo Mesquita Pereira Domingues Nunes no
cargo de diretora do Departamento de Planeamento e Gest&o de Recursos Humanos na
Saude

Deliberacdo n.2 141/2023

Centro Hospitalar Universitario de Lisboa Central, E. P. E.

Delegacao de competéncias do conselho de administracao no vogal executivo Paulo Jorge
Espiga Alexandre

Deliberacdo n.2142/2023

Centro Hospitalar Universitario de Lisboa Central, E. P. E.

Delegacao de competéncias do conselho de administracao na presidente Dr.2 Rosa Augusta
Valente de Matos Zorrinho

Deliberacdo n.2 134/2023

Saude - Administracao Central do Sistema de Saude, 1. P.

Nomeagdo em regime de substituicdo da mestre Sara Ismail Alidina no cargo de
coordenadora da Unidade de Planeamento, Gestao, Recrutamento e Monitorizagdo de
Recursos Humanos da Saude da Administrac&o Central do Sistema de Saude, I. P.

Publicacio para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autoriza¢do de introducgdao no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Circular Informativa 018/CD/100.20.200 de 07/02/2023 | Sisterma de Precos de Referéncia
- Aditamento de novos grupos homogéneos

Circular Informativa 017/CD/100.20.200 de 07/02/2023 | Atualizacdo da lista de
medicamentos cuja exportacdo é temporariamente suspensa

Circular Informativa 014/CD/100.20.200 de 03/02/2023 | RECTIFICACAO a CI N2 012/CD
- Utilizagdo dos ingredientes: Butylated Hydroxytoluene, Acid Yellow 3, Homosalate,
HAA29S e Resorcinol em produtos cosméticos.

Noticias

Sessdo inaugural da comemoracao dos 30 anos do INFARMED, |.P.: assista aos videos da
sessdo e veja as fotografias

Agenda

Infarmed presente na Expofarma 2023

Save the Date | EATRIS Summer School | De 17 a 20 de abril de 2023

6 a 10 de fevereiro de 2023


https://dre.pt/dre/detalhe/despacho/1905-2023-207177592
https://dre.pt/dre/detalhe/deliberacao/137-2023-207177609
https://dre.pt/dre/detalhe/deliberacao/141-2023-207177650
https://dre.pt/dre/detalhe/deliberacao/142-2023-207177651
https://dre.pt/dre/detalhe/deliberacao/134-2023-207062874
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+Trimestre+de+2023+%28mar%C3%A7o%29/1512f5f0-cd90-3403-483e-1990b46f7c70?version=1.0
https://www.infarmed.pt/documents/15786/8073749/Atualiza%C3%A7%C3%A3o+da+lista+de+medicamentos+cuja+exporta%C3%A7%C3%A3o+%C3%A9+temporariamente+suspensa+-+fevereiro+2023/58564dfa-00bb-3284-5834-b1b7c7127005?version=1.0
https://www.infarmed.pt/documents/15786/8073741/Retifica%C3%A7%C3%A3o+%C3%A0+CI+n%C2%BA+012CD+-+utiliza%C3%A7%C3%A3o+dos+ingredientes+Butylated+Hydroxytoluene%2C+Acid+Yellow+3%2C+Homosalate%2C+HAA299+e+Resorcinol+em+produtos+cosm%C3%A9ticos/91e9e9f5-6b24-10ac-c714-01b7a2fa44ae?version=1.3
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8138723
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8301866
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8289964
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REGULAGCAO

DGS

HMA

EMA

Normas e Circulares Normativas

Norma n2 021/2011 de 28/09/2011, atualizada a 02/02/2023 | Cuidados Respiratérios
Domiciliarios: Aerossolterapia por Sistemas de Nebulizagdo

Newsletter

Newsletter DGS n.2 205 de 2023-02-06

NEW - 2022 - Statistics for New Applications (MRP/DCP), Variations, Referrals and
Paediatric Worksharing procedures

NEW -13-14 December CMDh minutes

Committees | News and press releases: PRAC starts safety review of pseudoephedrine-
containing medicines

Committees | News and press releases: Meeting highlights from the Pharmacovigilance Risk
Assessment Committee (PRAC) 6 - 9 February 2023

Human and Veterinary Regulatory | Regulatory and procedural guideline: Validation
checklist for Type Il quality variations (updated)

Events | EMA reqgular press briefing on public health emergencies, Online, 14:00 - 14:30
Amsterdam time (CET), from 15/02/2023 to 15/02/2023

Clinical Trials | Other: Questions and answers by the Query Management Working Group on
CTIS and the CTR

Medicinal Products for Human Use | Report: Applications for new human medicines under
evaluation by the CHMP: February 2023

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),
CQOVID-19 virus infection, 06/01/2021, 35, Authorised (updated)

Events | Requlatory and scientific virtual conference on RNA-based medicines , Online,
09:00 - 16:30 Amsterdam time (CET), from 02/02/2023 to 02/02/2023 (updated)

European Health Data Space | Other: Note on European Medicines Agency's involvement in
HORIZON-HLTH-2023-TOOL-05-09: Developing a Data Quality and Utility Label for the
European Health Data Space

Human Regulatory | Public health threats (updated)

Human Regulatory | Substance and product data management services (updated)

Events | DARWIN EU Advisory Board meeting: 6 February 2023, Online, 10:00 - 12:00
Amsterdam time (CET), from 06/02/2023 to 06/02/2023

Events | DARWIN EU Advisory Board meeting: 8 September 2022 . Online, 15:00 - 17:00
Amsterdam time (CET), from 08/09/2022 to 08/09/2022 (updated)

Committees | Agenda: Agenda of the COMP meeting 14-16 February 2023

6 a 10 de fevereiro de 2023


https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0212011-de-28092011-atualizada-a-02022023-cuidados-respiratorios-domiciliarios-prescricao-de-aerossolterapia-por-sistemas-de-nebulizacao-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Statistics/2022_CMDh_Statistics.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_12_CMDh_minutes.pdf
https://www.ema.europa.eu/en/news/prac-starts-safety-review-pseudoephedrine-containing-medicines
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-6-9-february-2023
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/validation-checklist-type-ii-quality-variations_en.docx
https://www.ema.europa.eu/en/events/ema-regular-press-briefing-public-health-emergencies-1
https://www.ema.europa.eu/documents/other/questions-answers-query-management-working-group-ctis-ctr_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-february-2023_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/events/regulatory-scientific-virtual-conference-rna-based-medicines
https://www.ema.europa.eu/documents/other/note-european-medicines-agencys-involvement-horizon-hlth-2023-tool-05-09-developing-data-quality_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/substance-product-data-management-services
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-6-february-2023
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-8-september-2022
https://www.ema.europa.eu/documents/agenda/agenda-comp-meeting-14-16-february-2023_en.pdf
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Corporate | Other: Non-clinical Working Party (NcWP) work plan 2022-2024 (updated)

Medicinal Products for Human Use | Direct healthcare professional communication
(DHPC): Amfepramone-containing medicines will no longer be available on the EU market,
as marketing authorisations will be revoked, Active substance: amfepramone, DHPC type:
Referral - Article 31, L ast updated: 08/02/2023

Events | Fourth Nitrosamine Implementation Oversight Group (NIOG) meeting, from
30/11/2022 to 30/11/2022 (updated)

Committees | Work programme: COMP work plan 2023

Publications | Scientific publications (updated)

VMP | Vaccine Monitoring Platform

Events | European Medicines Agency veterinary medicines info day 2023, Online, from
16/02/2023 to 17/02/2023 (updated)

Clinical Trials | Other: Clinical Trials Information System - Risk mitigation plan

Other: Recommended due dates for submission of annual statements for centrally and
non-centrally authorised products (CAPs and non-CAPs) to end 2023

Events | HMA/EMA multi-stakeholder workshop on shortages, European Medicines
Agency, Amsterdam, The Netherlands, from 01/03/2023 to 02/03/2023 (updated)

Veterinary Regulatory | Union Product Database (updated)

Committees | PRAC: Agendas, minutes and highlights (updated)

EMA

Medicinal Products for Human Use | News and press releases: EMA update on shortages of
antibiotics in the EU (updated)

Medicinal Products for Human Use | Supply shortage: Amoxicillin and amoxicillin/clavulanic
acid supply shortage (updated)

Events | Information session on the pilot for expert panels’ scientific advice to
manufacturers of high-risk medical devices, Online, 14:00 - 15:30 Amsterdam time (CET),
from 25/01/2023 to 25/01/2023 (updated)

Human Regulatory | Other: Article 57 product data (updated)

Events | Product Management Service (PMS) Webinar on Data Migration, Online, 14:00 -
15:30 Amsterdam time (CEST), from 23/02/2023 to 23/02/2023

Human Regulatory | News and press releases: Actions to support the development of
medicines for children

Human Regulatory | ICH Q9 Quality risk management - Scientific guideline (updated)

Committees | Work programme: CHMP work plan 2023

Committees | Newsletter: Human medicines highlights - February 2023

IRIS | Regulatory and procedural guideline: IRIS guide to registration and RPIs (updated)

Committees | Other: List of signals discussed at PRAC since September 2012 (updated)

Methodology Working Party | Work programme: Consolidated 3-year work plan for the
Methodology Working Party (MWP)
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https://www.ema.europa.eu/documents/other/non-clinical-working-party-ncwp-work-plan-2022-2024_en.pdf
https://www.ema.europa.eu/en/medicines/dhpc/amfepramone-containing-medicines-will-no-longer-be-available-eu-market-marketing-authorisations-will
https://www.ema.europa.eu/en/events/fourth-nitrosamine-implementation-oversight-group-niog-meeting
https://www.ema.europa.eu/documents/work-programme/comp-work-plan-2023_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/vaccine-monitoring-platform
https://www.ema.europa.eu/en/events/european-medicines-agency-veterinary-medicines-info-day-2023
https://www.ema.europa.eu/documents/other/clinical-trials-information-system-risk-mitigation-plan_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-submission-annual-statements-centrally-non-centrally-authorised-products-caps_en.xlsx
https://www.ema.europa.eu/en/events/hma-ema-multi-stakeholder-workshop-shortages
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
https://www.ema.europa.eu/en/news/ema-update-shortages-antibiotics-eu
https://www.ema.europa.eu/documents/shortage/amoxicillin-amoxicillin/clavulanic-acid-supply-shortage_en.pdf
https://www.ema.europa.eu/en/events/information-session-pilot-expert-panels-scientific-advice-manufacturers-high-risk-medical-devices
https://www.ema.europa.eu/documents/other/article-57-product-data_en-0.xlsx
https://www.ema.europa.eu/en/events/product-management-service-pms-webinar-data-migration
https://www.ema.europa.eu/en/news/actions-support-development-medicines-children
https://www.ema.europa.eu/en/ich-q9-quality-risk-management-scientific-guideline
https://www.ema.europa.eu/documents/work-programme/chmp-work-plan-2023_en.pdf
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-february-2023_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-registration-rpis_en.pdf
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/documents/work-programme/consolidated-3-year-work-plan-methodology-working-party-mwp_en.pdf
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EMA

COMISSAO
EUROPEIA

Committees | Minutes: Minutes of the PRAC meeting 2-5 May 2022

Medicinal Products for Human Use | Hurman 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, 38, Authorised (updated)

Events | EMA virtual technical media briefing on the RNA technology , Online, 10:00 - 10:45
Amsterdam time (CET), from 03/02/2023 to 03/02/2023

Clinical Trials | News and press releases: Public consultation on a multi-stakeholder platform
to improve clinical trials in the EU

Clinical Trials | Scientific guideline: Priority Action 3 concept paper: an EU multi-stakeholder
platform for improving clinical trials - Accelerating Clinical Trials in the European Union (ACT

EU)

Corporate | News and press releases: EMA Committee on Herbal Medicinal Products re-
elects Emiel van Galen as Chair

Clinical Trials | Other: Scientific recommendations on classification of advanced therapy
medicinal products (October - December 2022)

Last chance to share your views on the Health Policy Platform, the Live webinars and the
EU Health Award!

Flash report - Equity, excellence and innovation — modern cancer care for all (1 February

2023

Video recording - Stakeholder webinar on the launch of the 2023 country cancer profiles of
the European Cancer Inequalities Registry (2 February 2022)

Flash report - Public Health Expert Group (3 February 2023)

6 a 10 de fevereiro de 2023


https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-2-5-may-2022_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/events/ema-virtual-technical-media-briefing-rna-technology
https://www.ema.europa.eu/en/news/public-consultation-multi-stakeholder-platform-improve-clinical-trials-eu
https://www.ema.europa.eu/documents/scientific-guideline/priority-action-3-concept-paper-eu-multi-stakeholder-platform-improving-clinical-trials-accelerating_en.pdf
https://www.ema.europa.eu/en/news/ema-committee-herbal-medicinal-products-re-elects-emiel-van-galen-chair
https://www.ema.europa.eu/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products-september-december_en.xlsx
https://ec.europa.eu/newsroom/sante/newsletter-archives/43589
https://health.ec.europa.eu/latest-updates/flash-report-equity-excellence-and-innovation-modern-cancer-care-all-1-february-2023-2023-02-07_en
https://health.ec.europa.eu/latest-updates/video-recording-stakeholder-webinar-launch-2023-country-cancer-profiles-european-cancer-inequalities-2023-02-06_en
https://health.ec.europa.eu/latest-updates/flash-report-public-health-expert-group-3-february-2023-2023-02-06_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
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



