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https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/82-2023-215338985
https://diariodarepublica.pt/dr/detalhe/portaria/193-2023-215338991
https://diariodarepublica.pt/dr/detalhe/lei/31-2023-215097639
https://diariodarepublica.pt/dr/detalhe/portaria/189-2023-215097643
https://diariodarepublica.pt/dr/detalhe/portaria/288-2020-151323088
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.170.01.0102.01.POR&toc=OJ:L:2023:170:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.170.01.0105.01.POR&toc=OJ:L:2023:170:TOC
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https://diariodarepublica.pt/dr/detalhe/despacho/7108-2023-215144477
https://diariodarepublica.pt/dr/detalhe/regulamento/738-2023-215144484
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/691-2023-215144500
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
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+-+julho+de+2023/f71df7a1-bd40-3f42-6cff-86cbded26de3
https://www.infarmed.pt/documents/15786/4326055/Delibera%C3%A7%C3%A3o+44+-+exporta%C3%A7%C3%A3o+suspensa+-+junho+2023/ac757ff7-478c-ae4b-7590-f8bee0eb932d?version=1.0
http://app10.infarmed.pt/newsletter/228/index.html
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=631
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FMA_Application%2F2_-_CMDh_036_2009_Rev._3_2023_06_-_DCP_RMS_request_form.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_323_2014_Rev._4_2023_06_clean_-_CMDh_SOP_on_decision-making_process_for_new_active_substance_status_or_extension_of_marketing_protection_or_data_exclusivity.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Guidance_Documents/CMDh_394_2019_Rev.3_2023_06_clean_-_BPG_Art._45_and_46.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_007_2007_Rev12._2023_06_clean_-_Q_A_on_the_Paediatric_Regulation.pdf
https://www.hma.eu/human-medicines/cmdh/paediatric-regulation/assessment-reports.html
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FPaediatric_Regulation%2FArticle_45_and_previous_Worksharing%2FCMDh_151_2009_Rev96_2023_06_-_List_of_ASs_included_in_the_work-sharing_procedures_for_which_data_has_been_submitted_in_accordance_with_Art._45_of_the_Paediatric_Regulation.xls&wdOrigin=BROWSELINK
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https://www.ema.europa.eu/documents/scientific-guideline/ich-reflection-paper-proposed-international-harmonisation-real-world-evidence-terminology_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/risk-management-plans-rmp-post-authorisation-phase-questions-answers
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ii-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/extensions-marketing-authorisations-questions-answers
https://www.ema.europa.eu/en/news/global-regulators-confirm-good-safety-profile-covid-19-vaccines
https://www.ema.europa.eu/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal_en.docx
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-accelerated-assessment-request-initial-marketing-authorisation-applications_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-extension-application_en.xlsx
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-assessment_en.xlsx
https://www.ema.europa.eu/documents/other/article-57-product-data_en-0.xlsx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-parallel-ema/hta-body-htab-scientific-advice-interim-period_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/template-form/template-submission-comments-veterinary-dictionary-drug-regulatory-activities-veddra-standard-list_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/veterinary-dictionary-drug-regulatory-activities-veddra-dataload-friendly-file-including-deprecated_en.xlsx
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https://www.ema.europa.eu/documents/template-form/appendix-iii-b-information-be-submitted-notification-serious-breach-guideline-notification-serious/2014-clinical-trial-protocol_en.doc
https://www.ema.europa.eu/documents/scientific-guideline/guideline-notification-serious-breaches-regulation-eu-no-536/2014-clinical-trial-protocol_en.pdf
https://www.ema.europa.eu/documents/agenda/chmp-prom-agenda-meeting-15-may-2023_en.pdf
https://www.ema.europa.eu/documents/minutes/pdco-minutes-23-26-may-2023-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-meeting-11-13-july-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-prac-meeting-3-6-july-2023_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-5-8-june-2023-prac_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-5-8-june-2023-prac-meeting_en-0.pdf
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/resources-healthcare-professionals
https://www.ema.europa.eu/en/partners-networks/patients-consumers/training-resources-patients-consumers
https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-initiative
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/executive-steering-group-shortages-medicinal-products
https://www.ema.europa.eu/documents/other/questions-answers-open-framework_.pdf
https://www.ema.europa.eu/en/events/10th-anniversary-european-medicines-agency-ema-healthcare-professionals-hcpwp-working-party-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-working-party-meeting
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-11
https://www.ema.europa.eu/documents/presentation/presentation-session-2-clinical-trial-regulation-implementation-tasks-european-commission-c-didion_en.pdf


https://health.ec.europa.eu/medical-devices-topics-interest/harmonised-standards_en
https://www.ema.europa.eu/en/news/phasing-out-extraordinary-covid-19-regulatory-flexibilities
https://health.ec.europa.eu/latest-updates/prior-information-notice-building-capacity-and-knowledge-implementation-eu-health-technology-2023-07-05_en
https://health.ec.europa.eu/publications/access-health-care-eu-countries-persons-displaced-ukraine_en
https://health.ec.europa.eu/latest-updates/recording-and-presentations-eu4health-2023-work-programme-information-session-open-calls-action-2023-07-03_en
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