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https://dre.pt/dre/detalhe/declaracao-retificacao/28-2022-202787491
https://dre.pt/dre/detalhe/decreto-lei/66-a-2022-201773286
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/98-2022-202619621
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/96-2022-202552708
https://dre.pt/dre/detalhe/portaria/254-2022-202552710
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.279.01.0001.01.POR&toc=OJ:L:2022:279:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.279.01.0003.01.POR&toc=OJ:L:2022:279:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.279.01.0005.01.POR&toc=OJ:L:2022:279:TOC
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https://dre.pt/dre/detalhe/despacho/12503-2022-202677649
https://dre.pt/dre/detalhe/regulamento/1029-a-2022-202615886
https://dre.pt/dre/detalhe/deliberacao-extrato/1141-2022-202571308
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7622731
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7583227
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/7583039
https://www.dgs.pt/documentos-e-publicacoes/portugal-tem-o-nivel-mais-elevado-de-literacia-em-vacinacao-da-europa-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/normas-da-dgs-2022--numa-nova-visao-para-a-qualidade-na-saude-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_/Agendas_and_Minutes/Minutes/2022_09_CMDh_Minutes.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2022/CMDh_press_release_-_October_2022.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_295_2013_Rev24_2022_10_clean_-_Chapter_5_BPG_on_variations.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_079_2005_Rev.17_10_2022_-_DCP_Guidance_on_Submission_Dates.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/MRP_RUP/CMDh_082_2002_Rev.16_10_2022_-_MRP_Guidance_on_Submission_Dates.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Pneumovax_23_-_2022_10_-_PAR.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_WS_procedures/Iohexol_-_CMDh_recommendation_based_on_final_outcome__WS__variation_following_PSUSA.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_WS_procedures/Iopromide_2-_CMDh_recommendation_based_on_final_outcome__WS__variation_following_PSUSA.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_367_2017_Rev6_2022_10_-_PSUFU_guidance_clean.pdf


https://www.ema.europa.eu/documents/report/cat-quarterly-highlights-approved-atmps-october-2022_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-7-9-september-2022_en.pdf
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
https://www.ema.europa.eu/documents/other/key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-30-september-2022_en.pdf
https://www.ema.europa.eu/en/events/union-product-database-webinar-variations-not-requiring-assessment-vnras-marketing-authorisation
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-latest-updates
https://www.ema.europa.eu/documents/other/composition-hma/ema-task-force-availability-authorised-medicines-human-veterinary-use_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-notifications-part-1
https://www.ema.europa.eu/en/ich-m11-guideline-clinical-study-protocol-template-technical-specifications
https://www.ema.europa.eu/en/guideline-core-smpc-labelling-package-leaflet-advanced-therapy-medicinal-products-atmps-containing
https://www.ema.europa.eu/documents/minutes/pdco-minutes-6-9-september-2022-meeting_en.pdf
https://www.ema.europa.eu/en/events/management-board-meeting-6-october-2022
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/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/documents/other/information-about-raw-data-proof-concept-pilot-industry_en.docx
https://www.ema.europa.eu/documents/agenda/agenda-prac-meeting-24-27-october-2022_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-ii-how-evaluate-clinical-trial-application-assessment-decision-ctis-training_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-part-i-how-evaluate-clinical-trial-application-assessment-decision-ctis-training_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-26-29-september-2022-prac-meeting_en.pdf


https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-26-29-september-2022_en.pdf
https://www.ema.europa.eu/en/events/webinar-draft-data-quality-framework-eu-medicines-regulation
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/events/ema-regular-press-briefing-covid-19-monkeypox-0
https://health.ec.europa.eu/latest-updates/mdcg-2019-6-rev4-questions-and-answers-requirements-relating-notified-bodies-october-2022-2022-10-27_en
https://health.ec.europa.eu/latest-updates/notified-bodies-survey-certifications-and-applications-2022-10-26_en
https://health.ec.europa.eu/latest-updates/registration-open-conference-covid-19-lessons-learned-and-looking-ahead-ensure-stronger-eu-health-2022-10-26_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_6363
https://health.ec.europa.eu/publications/letter-intent-regarding-cooperation-between-cepi-and-hera_en
https://ec.europa.eu/commission/presscorner/detail/en/statement_22_6335
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