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Resolucdo do Parlamento Europeu, de 13 de dezembro de 2023, sobre doencas nao
transmissiveis (DNT) (2023/2075(IN1))

Decisdo de Execucao (UE) 2024/2120 da Comissao, de 30 de julho de 2024 que renova a
designacdo das entidades emissoras designadas para operar um sistema de atribuicdo de
identificadores Unicos dos dispositivos (UDI) no dominio dos dispositivos médicos

Regulamento de Execucao (UE) 2024/2032 da Comissdo, de 29 de julho de 2024, que altera
determinados anexos do Regulamento de Execucao (UE) 2021/620 no que se refere a
aprovacao ou a retirada do estatuto de indemnidade de doenca de determinados Estados-
Membros ou respetivas zonas no que diz respeito a determinadas doencas listadas e a
aprovacao de programas de erradicacdo para determinadas doencas listadas

Regulamento de Execucao (UE) 2024/2043 da Comissao, de 29 de julho de 2024, que altera
o anexo |l do Regulamento de Execucdo (UE) 2020/690 no que diz respeito &s doencas
listadas relativamente as quais pode ser estabelecido o estatuto de indemnidade de doenca
dos compartimentos
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https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:C_202404171
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Regulamento n.2 818/2024

Ordem dos Fisioterapeutas
Aprova o Regulamento Eleitoral da Ordem dos Fisioterapeutas.

NACIONAL Despacho n.2 8601/2024

Saude - Gabinete da Secretaria de Estado da Saude
Designa os membros da Comissao de Etica para a Investigac&o Clinica (CEIC) e os
que constituem a respetiva comissao executiva.

Medical device competent authority statement on the status of the EU requlatory

INFARMED

HMA

system

CMDh

EU ASMF number request form [updated]

Requirements on Submissions for New Marketing Authorisation Applications
within MRP, DCP and National procedures [updated]

Requirements on Submissions for Variations and Renewals within MRP and
National procedures [updated]

CMDv

Documents on national requirements - Overview of MSs' requirements
during national phase

Variations requiring assessment (VNRA) - Best Practice Cuide for variations
requiring assessment

Variations not requiring assessment (VNRA) - Best Practice Guide for
variations not requiring assessment

Variations not requiring assessment (VNRA) - Letter of intent for submission
of VNRA supergrouping

Worksharings - Best Practice Guide for work-sharing

Worksharings - Letter of Intent

Other Documents - National Authorities' fees, terms of payment and
addresses

Other Documents - Overview of MSs' requirements during national phase
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https://diariodarepublica.pt/dr/detalhe/regulamento/818-2024-874169446
https://diariodarepublica.pt/dr/detalhe/despacho/8601-2024-874081986
https://www.infarmed.pt/documents/15786/1147401/Regulamentos+relativos+aos+Dispositivos+M%C3%A9dicos+e+Diagn%C3%B3stico+In+Vitro%3A+publica%C3%A7%C3%A3o+de+um+%27%27consensus+statement%27%27+das+Autoridades+Competentes+da+UE+dirigido+%C3%A0+Comiss%C3%A3o+Europeia/c3e32854-7f46-59ff-279b-6e622857206b
https://www.infarmed.pt/documents/15786/1147401/Regulamentos+relativos+aos+Dispositivos+M%C3%A9dicos+e+Diagn%C3%B3stico+In+Vitro%3A+publica%C3%A7%C3%A3o+de+um+%27%27consensus+statement%27%27+das+Autoridades+Competentes+da+UE+dirigido+%C3%A0+Comiss%C3%A3o+Europeia/c3e32854-7f46-59ff-279b-6e622857206b
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FCMD_subgroups_working_groups%2FASMF_WG%2FCMDh_307_2013_Rev4_2024_07_clean_-_EU_ASMF_number_request_form.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_085_2008_Rev_27_07_2024_clean_-_eSubmission_for_new_MA.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_085_2008_Rev_27_07_2024_clean_-_eSubmission_for_new_MA.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_006_2008_Rev_27_2024_07_clean_-_eSubmission_for_Variations_and_Renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/eSubmissions/CMDh_006_2008_Rev_27_2024_07_clean_-_eSubmission_for_Variations_and_Renewals.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/Overview_of_MSs__requirements_during_national_phase.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/Overview_of_MSs__requirements_during_national_phase.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_VRAs_-_Rev.2.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_VRAs_-_Rev.2.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_Variations_Not_Requiring_Assessment_Rev.6.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_Variations_Not_Requiring_Assessment_Rev.6.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/Letter_of_intent_for_submission_of_VNRA_supergrouping.docx
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/Letter_of_intent_for_submission_of_VNRA_supergrouping.docx
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_Worksharing_Rev.3.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/TEM_LoI_worksharing.docx
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/National_Authorities__fees__terms_of_payment_and_addresses_-_rev.4.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/National_Authorities__fees__terms_of_payment_and_addresses_-_rev.4.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/General_info_on_applications/Overview_of_MSs__requirements_during_national_phase.pdf
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. Human Medicines / Human Regulatory

List of medicines currently in PRIME scheme [updated]

From laboratory to patient: the journey of a centrally authorised medicine

European Shortages Monitoring Platform (ESMP): Implementation quide for
marketing authorisation holders

European Shortages Monitoring Platform (ESMP): Implementation quide for
national competent authorities

European Shortages Monitoring Platform (ESMP): Marketing authorisation
holder reporting templates

EMA Frequently asked questions on the European Shortages Monitoring Platform

ESMP

List of medicinal products under additional monitoring

. Veterinary Medicines / Veterinary Regulatory

EU Implementation Guide (IG) on veterinary medicines product data -
Chapter 2: Format for the electronic submission of veterinary medicinal
product information

. Human and Veterinary Medicines / Human and Veterinary Regulatory

Compilation of Union procedures on inspections and exchange of
information
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https://www.ema.europa.eu/en/documents/other/list-medicines-currently-prime-scheme_en.xlsx
https://www.ema.europa.eu/en/documents/other/laboratory-patient-journey-centrally-authorised-medicine_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/template-form/european-shortages-monitoring-platform-esmp-marketing-authorisation-holder-reporting-templates_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/european-shortages-monitoring-platform-esmp-marketing-authorisation-holder-reporting-templates_en.xlsx
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-european-shortages-monitoring-platform-esmp_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-european-shortages-monitoring-platform-esmp_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compliance-research-development/good-manufacturing-practice/compilation-union-procedures-inspections-exchange-information
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Esta informagdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.
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