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https://diariodarepublica.pt/dr/detalhe/decreto-lei/120-2023-812826242
https://diariodarepublica.pt/dr/detalhe/lei/78-2023-808125335
https://diariodarepublica.pt/dr/detalhe/lei/77-2023-808125334
https://diariodarepublica.pt/dr/detalhe/lei/76-2023-378285212
https://diariodarepublica.pt/dr/detalhe/lei/74-2023-378285210
https://diariodarepublica.pt/dr/detalhe/decreto-lei/118-2023-808125339
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202301227
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https://diariodarepublica.pt/dr/detalhe/despacho/13138-2023-823878599
https://diariodarepublica.pt/dr/detalhe/regulamento/1351-2023-823878620
https://diariodarepublica.pt/dr/detalhe/despacho/13063-2023-808130305
https://diariodarepublica.pt/dr/detalhe/despacho/12998-a-2023-808130629
https://diariodarepublica.pt/dr/detalhe/despacho/13056-2023-808130290
https://diariodarepublica.pt/dr/detalhe/despacho/13057-2023-808130291
https://diariodarepublica.pt/dr/detalhe/despacho/12986-2023-797150493
https://diariodarepublica.pt/dr/detalhe/despacho/12987-2023-797150494
https://diariodarepublica.pt/dr/detalhe/regulamento/1333-2023-797150549
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/web/infarmed/infarmed/-/journal_content/56/15786/9649903
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9648513
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9645737
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0082023-de-19122023-medicamentos-de-alta-vigilancia-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0062023-de-26092023-atualizada-a-21122023-campanha-de-vacinacao-sazonal-contra-a-gripe-outono-inverno-2023-2024-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-11-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/relatorio-n-53-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_296_2013_Rev.26_2023_12_clean_-_BPG_for_Variations_-_Chapter_6.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev.33_2023_12_clean_-_BPG_for_Variations_-_Chapter_7.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev.61_2023_12_clean_-_QA_on_Variations.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Outcome_of_informal_PSUR_WS_procedures/Ramipril_bisoprolol_PSUR_SAR_2023_12.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Outcome_of_informal_PSUR_WS_procedures/Yimmugo_PSUR_SAR_2023_12.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2023/CMDh_press_release_-_December_2023.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2023_11_CMDh_minutes.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/About_CMDv/Planning_and_reporting/Workplans/CMDv_MAWP_to_2025_revision_2023.pdf
https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/planning-reporting/reports-for-release.html#c7233
https://www.ema.europa.eu/en/documents/other/list-european-union-reference-dates-and-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/documents/other/q-implementation-pheur-medicinal-product-monographs_en.pdf
https://www.ema.europa.eu/en/development-and-manufacture-human-medicinal-products-specifically-designed-phage-therapy-scientific-guideline
https://www.ema.europa.eu/en/documents/other/follow-reply-members-european-parliament-regarding-mrna-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-training-and-support
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https://www.ema.europa.eu/en/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/paediatric-medicines-research-and-development/paediatric-investigation-plans/paediatric-investigation-plans-submitting-documents
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-and-answers-implementation-medical-devices-and-vitro-diagnostic-medical-devices-regulations-eu-2017-745-and-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/reflection-papers-regulatory-requirements-development-medicinal-products-chronic-non-infectious-liver-diseases-pbc-psc-nash-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/prime-priority-medicines
https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice-scientific-guideline
https://www.ema.europa.eu/en/documents/template-form/notification-discontinuation-agreed-pip-decision_en.doc
https://www.ema.europa.eu/en/regulatory-requirements-development-medicinal-products-acute-kidney-injury-aki-scientific-guideline
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/template-form/annex-letter-intent-pre-submission-request-form_en.pdf
https://www.ema.europa.eu/en/assessment-smpc-section-51-guide-assessors-centralised-applications-scientific-guideline
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/risk-management-plans-rmp-post-authorisation-phase-questions-and-answers
https://www.ema.europa.eu/en/type-ia-variations-questions-and-answers
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/guideline-acceptability-names-human-medicinal-products-processed-through-centralised-procedure-scientific-guideline
https://www.ema.europa.eu/en/documents/other/scientific-advice-and-protocol-assistance-adopted-during-chmp-meeting-11-14-december-2023_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-evaluation-benefit-risk-balance-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/list-acronyms-and-abbreviations-used-cvmp-agenda-and-minutes_en.pdf
https://www.ema.europa.eu/en/calculation-dose-factor-be-submitted-union-product-database-upd-scientific-guideline
https://www.ema.europa.eu/en/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal-products-during-2023_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-and-answers-describing-adverse-events-product-information-summary-product-characteristics-spc-and-package-leaflet-pl_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/veterinary-pre-authorisation-guidance/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
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https://www.ema.europa.eu/en/documents/other/vaccine-working-party-vwp-work-plan-2022-2024_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/chmp-work-plan-2024_en.pdf
https://www.ema.europa.eu/en/documents/minutes/chmp-prom-minutes-meeting-30-october-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-11-14-december-2023-0
https://www.ema.europa.eu/en/documents/work-programme/consolidated-3-year-work-plan-emergency-task-force-etf_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/documents/work-programme/multi-annual-artificial-intelligence-workplan-2023-2028-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/report/european-medicines-agencies-network-strategy-2025-mid-point-report-q2-2023_en.pdf
https://www.ema.europa.eu/en/documents/comments/overview-comments-received-ich-reflection-paper-proposed-international-harmonisation-real-world-evidence-terminology-and-convergence-general-principles-regarding-planning-and-reporting-studies-using_en.pdf
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-and-safety-medicinal-products-mssg-16
https://www.ema.europa.eu/en/events/second-biannual-big-data-steering-group-and-industry-stakeholders-meeting
https://www.ema.europa.eu/en/events/seventh-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/18th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/enpr-ema-coordinating-group-and-networks-meeting-1
https://www.ema.europa.eu/en/events/18th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance
https://www.ema.europa.eu/en/events/stakeholder-workshop-support-quality-development-early-access-approaches-such-prime-and-breakthrough-therapies
https://www.ema.europa.eu/en/events/act-eu-pa08-multi-stakeholder-methodology-workshop
https://health.ec.europa.eu/latest-updates/mdcg-2023-6-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/mdcg-2023-5-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-6-rev1-regulation-eu-2017745-questions-answers-regarding-clinical-investigation-2023-12-12_en
https://health.ec.europa.eu/publications/commission-report-final-evaluation-third-health-programme-2014-2020_en
https://health.ec.europa.eu/publications/study-coherence-complementarity-and-continued-relevance-actions-council-recommendation-strengthened_en
https://health.ec.europa.eu/latest-updates/sccs-preliminary-opinion-open-comments-benzophenone-4-deadline-comments-16-february-2024-2023-12-15_en


https://health.ec.europa.eu/latest-updates/sccs-notes-guidance-testing-cosmetic-ingredients-and-their-safety-evaluation-12th-revision-2023-12-22_en
https://health.ec.europa.eu/publications/hera-2024-work-plan_en
https://health.ec.europa.eu/latest-updates/updated-version-information-applications-designation-notified-body-short-overview-2023-12-21_en
https://health.ec.europa.eu/latest-updates/mdcg-2023-7-guidance-exemptions-requirements-perform-clinical-investigations-pursuant-article-614-6-2023-12-21_en
https://health.ec.europa.eu/latest-updates/medicines-children-2022-annual-report-2023-12-20_en
https://health.ec.europa.eu/latest-updates/minutes-pheg-sub-group-eu-ncd-initiative-18-october-2023-2023-12-20_en
https://health.ec.europa.eu/latest-updates/minutes-pheg-sub-group-mental-health-28-september-2023-2023-12-20_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2019-7-rev1-guidance-article-15-medical-device-regulation-mdr-and-vitro-diagnostic-2023-12-19_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-27-rev1-questions-and-answers-articles-13-14-regulation-eu-2017745-and-regulation-2023-12-19_en
https://health.ec.europa.eu/latest-updates/final-report-study-assessing-eu-health-policy-platform-2023-12-18_en
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