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https://dre.pt/dre/detalhe/resolucao-assembleia-republica/326-2021-176075682
https://dre.pt/dre/detalhe/resolucao-assembleia-republica/327-2021-176075683
https://dre.pt/dre/detalhe/resolucao-assembleia-legislativa-regiao-autonoma-madeira/37-2021-176075697
https://dre.pt/dre/detalhe/decreto-regulamentar-regional/14-2021-176075698
https://dre.pt/web/guest/pesquisa/-/search/115578265/details/normal?l=1
https://dre.pt/dre/detalhe/lei/90-2021-175983728
https://dre.pt/web/guest/pesquisa/-/search/539239/details/normal?l=1
https://dre.pt/dre/detalhe/lei/88-2021-175923956
https://dre.pt/dre/detalhe/resolucao-assembleia-republica/322-2021-175923958
https://dre.pt/dre/detalhe/decreto-lei/116-2021-175923961
https://dre.pt/dre/detalhe/decreto-lei/113-2021-175865938
https://temp.dre.pt/web/guest/home/-/dre/175780032/details/maximized
https://temp.dre.pt/web/guest/pesquisa/-/search/175043500/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.448.01.0032.01.POR&toc=OJ:L:2021:448:TOC
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https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0151.01.POR&toc=OJ:C:2021:506:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0218.01.POR&toc=OJ:C:2021:506:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2021.506.01.0237.01.POR&toc=OJ:C:2021:506:TOC
https://dre.pt/dre/detalhe/despacho/12310-2021-176063588
https://dre.pt/dre/detalhe/despacho/12311-2021-176063603
https://dre.pt/dre/detalhe/despacho/12314-2021-176063619
https://dre.pt/dre/detalhe/despacho/12315-2021-176063620
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https://dre.pt/dre/detalhe/despacho/12316-2021-176063621
https://dre.pt/dre/detalhe/despacho/12317-2021-176063622
https://dre.pt/dre/detalhe/despacho/12318-2021-176063623
https://dre.pt/dre/detalhe/despacho/12171-2021-176001902
https://dre.pt/dre/detalhe/despacho/12156-2021-175928706
https://dre.pt/dre/detalhe/despacho/12125-2021-175862974
https://dre.pt/dre/detalhe/despacho/12099-2021-175749726
https://dre.pt/dre/detalhe/aviso-extrato/23010-b-2021-175780044
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/3584301/Vacina+COMIRNATY+10%C2%B5g-dose+-+5+a+11+anos+-+Condi%C3%A7%C3%B5es+de+conserva%C3%A7%C3%A3o/aa113389-1476-b2ab-021f-598b74dc4422
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https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+Trimestre+de+2022+%28janeiro%29/b138d88d-127f-2058-06a6-909ebbbc7887
https://www.infarmed.pt/documents/15786/4183417/Atualiza%C3%A7%C3%A3o+das+listas+previstas+no+Regulamento+sobre+notifica%C3%A7%C3%A3o+pr%C3%A9via+de+transa%C3%A7%C3%B5es+de+medicamentos+para+o+exterior+do+pa%C3%ADs+-+dezembro+2021/5061dc11-e102-8e53-4947-7959e5f79656
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4965202
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5092366
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5084037
https://www.infarmed.pt/documents/15786/4230446/Boletim+de+Farmacovigil%C3%A2ncia%2C+Volume+25%2C+n%C2%BA10%2C+outubro+de+2021%2C/af703ae6-dceb-8e40-046f-99e9f3968629
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022021-de-30012021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0062021-de-250920211.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0082021-de-13122021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0302020-de-29052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0282020-de-28052020-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0362020-de-25082020-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=584
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_020_2009_Rev31_12_2021_Decentralised_Procedure_-_Requests_to_act_as_RMS.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2021_12_CMDh_Agenda.pdf


https://www.ema.europa.eu/documents/report/sales-veterinary-antimicrobial-agents-31-european-countries-2019-2020-trends-2010-2020-eleventh_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/other/checklist-required-fields-application-type-ctis-training-programme-module-10_en.pdf
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.docx
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-3-4-november-2021_en.pdf
https://www.ema.europa.eu/documents/report/heterologous-primary-booster-covid-19-vaccination-evidence-based-regulatory-considerations_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-manage-ct-ctis-training-programme-module-05_en.pdf
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-multi-trial-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/news/ema-issues-advice-use-paxlovid-pf-07321332-ritonavir-treatment-covid-19
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-notifications_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-annual-safety-report-asr_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-request-information-rfi_en.xlsx
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-list-values_en.xlsx


https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member_en.xlsx
https://www.ema.europa.eu/en/news/increase-manufacturing-capacity-covid-19-vaccines-janssen-moderna-biontech-pfizer
https://www.ema.europa.eu/documents/other/faqs-how-respond-requests-information-received-during-evaluation-clinical-trial-application-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-respond-requests-information-received-during-evaluation-clinical-trial_en.pdf
https://www.ema.europa.eu/en/news/ema-launches-regulatory-science-research-needs-initiative
https://www.ema.europa.eu/documents/agenda/agenda-regulatory-science-research-needs-rsrn-launch-event_en.pdf
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/en/news/covid-19-vaccine-janssen-ema-recommendation-booster-dose
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-20-23-july-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-how-respond-requests-information-received-during-evaluation-clinical-trial_en.pdf
https://www.ema.europa.eu/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-union-controls-ctis-ctis-training-programme-module-21_en.pdf
https://www.ema.europa.eu/documents/other/faqs-union-controls-ctis-ctis-training-programme-module-21_en.pdf
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-151-0-december-2021-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/example-files-production-release-version-151-0-december-2021-veterinary-medicinal-products_en.zip
https://www.ema.europa.eu/documents/other/step-step-guide-create-submit-withdraw-clinical-trial-application-nonsubstantial-modifications-ctis_en.pdf
https://www.ema.europa.eu/documents/other/faqs-introduction-ctis-public-users-ctis-training-programme-module-22_en.pdf


https://www.ema.europa.eu/documents/other/quick-guide-introduction-ctis-public-users-ctis-training-programme-module-22_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-6_en.pdf
https://www.ema.europa.eu/documents/other/register-deadlines-put-medicinal-product-market-accordance-article-33-regulation-ec-no-1901/2006-european-parliament-council-12-december-2006_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-14-17-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting_en.pdf
https://www.ema.europa.eu/en/news/ema-reviewing-new-data-effectiveness-lagevrio-molnupiravir-treatment-covid-19
https://www.ema.europa.eu/documents/newsletter/news-bulletin-small-medium-sized-enterprises-issue-54_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/revised-checking-process-mock-ups-specimens-outer/immediate-labelling-package-leaflets-centralised-procedure-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/mock-ups-checklist-guidance-checking-mock-ups_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-how-use-organisation-management-service-oms-ctis-training-programme-module-03_en.pdf
https://www.ema.europa.eu/documents/newsletter/clinical-trials-information-system-ctis-highlights-december-2021_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-labelling-flexibilities-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/documents/other/timetable-initial-full-marketing-authorisation-application-accelerated-assessment-timetables_en-0.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measures-pams-assessed-prac-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-assessed-prac_en.pdf
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-assessment-atmp_en.pdf


https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-monthly-assessment_en.pdf
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-weekly-assessment_en.pdf
https://www.ema.europa.eu/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-13-16-december-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-25-28-october-2021-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/other/quick-guide-user-access-management-ctis-training-programme-module-03_en.pdf
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-transfer-orphan-medicinal-product-designation_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-veterinary-use-cvmp-7-9-december-2021
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-registration_en.pdf
https://www.ema.europa.eu/en/news/international-regulators-stress-continued-need-covid-19-therapeutics
https://www.ema.europa.eu/documents/minutes/highlights-16th-industry-stakeholder-platform-operation-european-union-eu-pharmacovigilance_en.pdf
https://ec.europa.eu/health/sites/default/files/files/falsified_medicines/qa_safetyfeature_en.pdf
https://ec.europa.eu/health/sites/default/files/non_communicable_diseases/docs/ev_20211215-2_flash_en.pdf
https://ec.europa.eu/health/sites/default/files/non_communicable_diseases/docs/ev_20211215_flash_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/SPEECH_21_6902
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_261.pdf
https://ec.europa.eu/health/state/companion_report_en
https://ec.europa.eu/health/state/country_profiles_en
https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/hsc_omicron_ph-measures_en.pdf


Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 

qualquer forma de publicidade, pelo que se encontra vedada a sua cópia ou circulação. A informação proporcionada e as opiniões 

expressas são de caráter geral, não substituindo o recurso a aconselhamento jurídico adequado para a resolução de casos concretos.


