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NACIONAL

EUROPEIA

Portaria n.2 51/2023

Saude

Atualiza o programa de formagao especializada em cirurgia maxilofacial, constante do
anexo a presente portaria, da qual faz parte integrante

Portaria n.2 52/2023

Saude

Atualiza o programa de formagao especializada em pediatria, constante do anexo a
presente portaria, da qual faz parte integrante

Decisao de Execucdo (UE) 2023/396 da Comissao, de 20 de fevereiro de 2023, que
estabelece a equivaléncia, a fim de facilitar o exercicio do direito de livre circulacdo na
Unido, dos certificados COVID-19 emitidos pela Regido Administrativa Especial de Hong
Kong aos certificados emitidos em conformidade com o Regulamento (UE) 2021/953 do
Parlamento Europeu e do Conselho

Regulamento Delegado (UE) 2023/361 da Comisséo, de 28 de novembro de 2022, que
complementa o Regulamento (UE) 2016/429 do Parlamento Europeu e do Conselho no
que diz respeito as regras de utilizacdo de determinados medicamentos veterindrios para
efeitos de prevencdo e controlo de certas doencas listadas
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https://dre.pt/dre/detalhe/portaria/51-2023-207631764
https://dre.pt/dre/detalhe/portaria/52-2023-207631765
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.053.01.0101.01.POR&toc=OJ:L:2023:053:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.052.01.0001.01.POR&toc=OJ:L:2023:052:TOC
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REGULAGCAO

NACIONAL

INFARMED

DGS

SPMS

HMA

EMA

Deliberacao (extrato) n.2 188/2023

Saude - Administragao Regional de Saude de Lisboa e Vale do Tejo, I. P.

Atualizados os elementos que constituem o Grupo Regional Estratégico para a Vacinagdo
contra a COVID-19 da Administragdo Regional de Salde de Lisboa e Vale do Tejo, . P.

Publicac&o para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizacao de introdugdo no mercado de medicamentos genéricos.

Noticias

Infarmed Newsletter, N2 219

Newsletter
Newsletter DGS n.2 207 de 2023-02-20

Submissdo de propostas (Saude)

Medicamentos do aparelho cardiovascular

NEW - 21-22 February CMDh Agenda

Corporate | Management Board meeting: 14-15 December 2022, European Medicines
Agency, Amsterdam, the Netherlands, from 14/12/2022 to 15/12/2022 (updated)

Corporate | Meeting of the Executive Steering Group on Shortages and Safety of Medicinal
Products (MSSQ), Online, 09:30 - 12:00 Amsterdam time (CEST), from 23/02/2023 to
23/02/2023 (updated)

Human Regulatory | Withdrawn application: |laris, canakinumab, Date of withdrawal:
26/10/2022, Post-authorisation (updated)

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

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

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

Medicinal Products for Human Use | Periodic safety update single assessment: Piracetam :
List of nationally authorised medicinal products - PSUSA/00002429/202204

Other: Languages on this website (updated)

Medicinal Products for Human Use | Other: Origio - Procedural steps and scientific
information after initial consultation (updated)
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https://dre.pt/dre/detalhe/deliberacao-extrato/188-2023-207629351
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
http://app10.infarmed.pt/newsletter/219/index.html
https://www.dgs.pt/wwwbase/newsletter/nl_news_conteudo.aspx?id=585
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=613
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.ema.europa.eu/en/events/management-board-meeting-14-15-december-2022
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-9
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/ilaris
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/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/documents/psusa/piracetam-list-nationally-authorised-medicinal-products-psusa/00002429/202204_en.pdf
https://www.ema.europa.eu/documents/other/languages-website_en.pdf
https://www.ema.europa.eu/documents/other/origio-procedural-steps-scientific-information-after-initial-consultation_en.pdf

‘[}‘VIEIRADEALMEIDA VdaA EXPERTISE

REGULAGCAO

INFARMED

DGS

SPMS
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Comunicado de Imprensa - CHESSMEN, lancamento oficial

Diretora Cientifica do EATRIS Portugal recebe Mencdo Honrosa

Agenda

EATRIS Summer School | De 17 a 20 de abril de 2023 | Inscricdes abertas

Newsletter

Newsletter DGS n.2 206 de 2023-02-13

Publicacbes

Estimativas Epoca Gripal 2023/2024

Medicinal Products for Veterinary Use | Chemistry of active substances for veterinary
medicinal products - Scientific guideline (updated)

Committees | Regulatory and procedural guideline: Rules of procedure on the organisation
and conduct of public hearings at the Pharmacovigilance Risk Assessment Committee

PRAC) (updated)

Regulatory | Template or form: Innovation Task Force (ITF) briefing meeting request

form (updated)

Medicinal Products for Human Use | Adjuvants in vaccines for human use - Scientific
guideline (updated)

Medicinal Products for Human Use | |ICH guideline M13A on bioequivalence for
immediate-release solid oral dosage forms ICH Guideline M13A on bioequivalence for
immediate-release solid oral dosage forms - Scientific guideline (updated)

Medicinal Products for Human Use | News and press releases: Hurman medicines:
highlights of 2022

Medicinal Products for Veterinary Use | News and press releases: Veterinary medicines:
highlights of 2022

Medicinal Products for Human Use | Template or form: Day 80 assessment report -
Overview and D120 L OQ template with guidance - Rev. 02.23 (updated)

Events | Clinical Trials Information System (CTIS) bitesize talk: Annual safety report (ASR) ,
Online, 16:30 - 18:00 Amsterdam time (CET) (Updated), from 15/12/2022 to
15/12/2022 (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 (updated)

Committees | Other: Mandate, objectives and rules of procedure of the Scientific Advice
Working Party (SAWP) (updated)

Events| EIC / EMA Info Day: Requlatory support for the development of innovative
medicines and technologies . Online, 09:00 - 12:30 Amsterdam time (CET). from
31/01/2023 to 31/01/2023 (updated)
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https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8349029
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8348844
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8289964
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.ema.europa.eu/en/chemistry-active-substances-veterinary-medicinal-products-scientific-guideline
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/rules-procedure-organisation-conduct-public-hearings-pharmacovigilance-risk-assessment-committee_en.pdf
https://www.ema.europa.eu/documents/template-form/innovation-task-force-itf-briefing-meeting-request-form_en.docx
https://www.ema.europa.eu/en/adjuvants-vaccines-human-use-scientific-guideline
https://www.ema.europa.eu/en/ich-guideline-m13a-bioequivalence-immediate-release-solid-oral-dosage-forms-ich-guideline-m13a
https://www.ema.europa.eu/en/news/human-medicines-highlights-2022
https://www.ema.europa.eu/en/news/veterinary-medicines-highlights-2022
https://www.ema.europa.eu/documents/template-form/day-80-assessment-report-overview-d120-loq-template-guidance-rev-0223_en.docx
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-annual-safety-report-asr
https://www.ema.europa.eu/en/events/product-management-service-pms-webinar-data-migration
https://www.ema.europa.eu/documents/other/mandate-objectives-rules-procedure-scientific-advice-working-party-sawp_en.pdf
https://www.ema.europa.eu/en/events/eic-ema-info-day-regulatory-support-development-innovative-medicines-technologies
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EMA

CHMP opinions on consultation procedures (updated)

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)

Medicinal Products for Human Use | Periodic safety update single
assessment: Glimepiride : List of nationally authorised medicinal products -
PSUSA/00001534/202206

Nitrosamines Safety Operational Expert Group

Events | Quarterly system demo - Q1 2023, Online, 09:00 - 13:00 Amsterdam time
(CET), from 22/03/2023 to 22/03/2023

Other: Release Notes 1.6.16 (updated)

Other: CTIS Training materials - L atest updates (updated)

Other: CooperSurgical Inc ART Media - Procedural steps and scientific information
after initial consultation (updated)

Medicinal Products for Human Use | Herbal medicinal product: Vaccinii macrocarpi
fructus, Vaccinii macrocarpi fructus, F: Assessment finalised (updated)

Human Regulatory | Regulatory and procedural guideline: List of centrally authorised
products requiring a notification of a change for update of annexes (updated)

Medicinal Products for Human Use | Direct healthcare professional communication
(DHPC): Xalkori (crizotinib): Vision disorders, including risk of severe visual loss, need for
monitoring in paediatric patients, Active substance: crizotinib, DHPC type: Adverse
event, Last updated: 21/02/2023

Medicinal Products for Human Use | Direct healthcare professional communication
(DHPC): Spikevax bivalent Original/Omicron BA.1, pre-filled syringe - Labelling
deviation, Active substance: 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), DHPC type: Adverse
event, Last updated: 21/02/2023

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 (mMRNA) 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, 35,

Authorised (updated)

Medicinal Products for Veterinary Use | Referral: Procaine benzylpenicillin , Article 82,
Under evaluation, 18/02/2022, 20/02/2023 (updated)

Medicinal Products for Human Use | Herbal medicinal product: Agrimoniae herba,
Agrimoniae herba, F: Assessment finalised (updated)

Regulatory | Other: Considerations for research / project teams seeking competent
authority participation in externally funded regulatory science and public health
research projects related to medicinal products

Medicinal Products for Human and Veterinary Use | Innovation in medicines (updated)
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https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices/ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-webinar-9-months-going-forward
https://www.ema.europa.eu/documents/psusa/glimepiride-list-nationally-authorised-medicinal-products-psusa/00001534/202206_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/nitrosamines-safety-operational-expert-group
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2023
https://www.ema.europa.eu/documents/other/release-notes-1616_en.pdf
https://www.ema.europa.eu/documents/other/ctis-training-materials-latest-updates_en.pdf
https://www.ema.europa.eu/documents/other/coopersurgical-inc-art-media-procedural-steps-scientific-information-after-initial-consultation_en.pdf
https://www.ema.europa.eu/en/medicines/herbal/vaccinii-macrocarpi-fructus
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/en/medicines/dhpc/xalkori-crizotinib-vision-disorders-including-risk-severe-visual-loss-need-monitoring-paediatric
https://www.ema.europa.eu/en/medicines/dhpc/spikevax-bivalent-original-omicron-ba1-pre-filled-syringe-labelling-deviation
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/veterinary/referrals/procaine-benzylpenicillin
https://www.ema.europa.eu/en/medicines/herbal/agrimoniae-herba
https://www.ema.europa.eu/documents/other/considerations-research/project-teams-seeking-competent-authority-participation-externally-funded-regulatory-science-public_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
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Recording and presentations - Webinar: Towards a comprehensive approach to mental
health - Strengthening the link between mental health and environment (22 February 2023)

SCHEER - Minutes of the Working Group meeting on protection of Animals of 27 January

COMISSAO 2023

EUROPEIA SCHEER - Minutes of the WG on Draft Environmental Quality Standards for the Water
Framework Directive Priority Substances & groundwater quality standards 10 February
2023

Video recording - HPP webinar: Standards of Care: HIV, VH, and TB (16 February 2023)
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https://health.ec.europa.eu/latest-updates/recording-and-presentations-webinar-towards-comprehensive-approach-mental-health-strengthening-link-2023-02-24_en
https://health.ec.europa.eu/latest-updates/scheer-minutes-working-group-meeting-protection-animals-27-january-2023-2023-02-20_en
https://health.ec.europa.eu/latest-updates/scheer-minutes-wg-draft-environmental-quality-standards-water-framework-directive-priority-2023-02-20_en
https://health.ec.europa.eu/latest-updates/video-recording-hpp-webinar-standards-care-hiv-vh-and-tb-16-february-2023-2023-02-17_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.



