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https://diariodarepublica.pt/dr/detalhe/portaria/235-2023-216253493
https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/95-2023-216154386
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.188.01.0001.01.POR&toc=OJ:L:2023:188:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.188.01.0059.01.POR&toc=OJ:L:2023:188:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.187.01.0076.01.POR&toc=OJ:L:2023:187:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.185.01.0026.01.POR&toc=OJ:L:2023:185:TOC
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https://diariodarepublica.pt/dr/detalhe/despacho/7740-2023-216187132
https://diariodarepublica.pt/dr/detalhe/despacho/7606-2023-215988845
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8988344
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html
https://www.hma.eu/human-medicines/cmdh/agendas-and-minutes.html


•

•

https://www.ema.europa.eu/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-atmp_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en-0.xlsx
https://www.ema.europa.eu/documents/other/timetable-extension-application-atmp_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en-0.xlsx
https://www.ema.europa.eu/documents/report/cat-quarterly-highlights-approved-atmps-july-2023_en.pdf
https://www.ema.europa.eu/en/news/first-rsv-vaccine-protect-infants-6-months-age-older-adults
https://www.ema.europa.eu/documents/template-form/step-2-nitrosamine-detected-response-template_en.docx
https://www.ema.europa.eu/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
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/other/timetable-informed-consent-multiple-application_en.xlsx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-document-voting-framework-discussion-adoption-chmp-opinions_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
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/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xlsx
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/submission-dates/procedural-timetables
https://www.ema.europa.eu/documents/other/timetable-periodic-safety-update-report-psur-psur-single-assessment-psusa-advanced-therapy-medicinal_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-periodic-safety-update-report-psur-psur-single-assessment-psusa_en.xlsx
https://www.ema.europa.eu/en/development-production-characterisation-specifications-monoclonal-antibodies-related-products
https://www.ema.europa.eu/en/radiopharmaceuticals-scientific-guideline~
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https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database/union-product-database-release-notes
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-1630-july-2023-veterinary-medicinal-products-regulation_en.pdf
https://www.ema.europa.eu/en/demonstration-efficacy-ectoparasiticides-scientific-guideline
https://www.ema.europa.eu/en/requirements-quality-production-control-safety-efficacy-allergen-products-use-horses-dogs-cats
https://www.ema.europa.eu/en/quality-data-requirements-applications-veterinary-medicinal-products-other-biologicals-intended
https://www.ema.europa.eu/en/development-reflection-paper-availability-characteristics-diagnostic-tests-improve-responsible-use
https://www.ema.europa.eu/en/excipients-dossier-application-marketing-authorisation-veterinary-medicinal-products-scientific
https://www.ema.europa.eu/en/stability-testing-existing-active-substances-related-finished-products-scientific-guideline
https://www.ema.europa.eu/en/news/paving-way-towards-coordinated-clinical-trials-public-health-emergencies-eu
https://www.ema.europa.eu/en/events/european-medicines-agency-emergency-task-force-european-commission-workshop-lessons-learned-clinical
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-21-july-2023_en.pdf
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-19-22-june-2023_en.pdf
https://www.ema.europa.eu/documents/other/darwin-eu-advisory-board-mandate_en.pdf
https://www.ema.europa.eu/documents/other/darwin-eu-advisory-board-membership_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/emergency-task-force-etf
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-10-12-may-2023-meeting_en.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-17-20-july-2023
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-13-15-june-2023_en.pdf
https://www.ema.europa.eu/documents/work-programme/european-collaboration-between-regulators-health-technology-assessment-bodies-joint-work-plan-2021_en.pdf
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https://www.ema.europa.eu/en/events/union-product-database-product-grouping-3rd-country-product-names-webinar-upd-industry-users
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-medical-devices-mdssg
https://www.ema.europa.eu/en/events/second-european-medicines-agency-medtech-europe-bilateral-meeting
https://www.ema.europa.eu/documents/other/composition-emergency-task-force-etf-preparedness_.pdf
https://www.ema.europa.eu/documents/work-programme/consolidated-3-year-work-plan-emergency-task-force-etf_-0.pdf
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-59_en-0.pdf
https://www.ema.europa.eu/documents/minutes/highlights-second-european-medicines-agency-medtech-europe-bilateral-meeting_en.pdf
https://www.ema.europa.eu/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-availability-subset_.pdf
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-17-18-july-2023-2023-07-28_en
https://health.ec.europa.eu/latest-updates/minutes-fifth-meeting-hera-advisory-forum-20-june-2023-2023-07-27_en
https://health.ec.europa.eu/latest-updates/euhpp-webinar-expert-talk-climate-resilient-healthcare-systems-5-october-2023-1000-1230-cest-2023-07-27_en
https://health.ec.europa.eu/latest-updates/advice-influenza-virus-request-medical-device-coordination-group-2023-07-26_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_3993
https://health.ec.europa.eu/latest-updates/updated-document-notified-bodies-survey-certifications-and-applications-mdrivdr-survey-results-data-2023-07-25_en
https://health.ec.europa.eu/latest-updates/euhpp-live-webinar-meeting-eu-reference-laboratories-eurls-public-health-stakeholder-webinar-29-2023-07-24_en
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