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LEGISLACAO

NACIONAL

EUROPEIA

Resolucao do Conselho de Ministros n.2 87/2023
Presidéncia do Conselho de Ministros ]
Procede a designag¢do de membro do Conselho Nacional de Etica para as Ciéncias da Vida

Lei n.2 38/2023

Assembleia da Republica

Lei das Grandes Op¢des para 2023-2026

[Nota: Cfr. em particular 4.4 - Servigo Nacional de Saudel]

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de junho de 2023 a 30 de junho de 2023[Publicado nos
termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE) n.o0 726/2004 do
Parlamento Europeu e do Conselho ou de artigo 5.0 do Regulamento (UE) 2019/6 do
Parlamento Europeu e do Conselho]

31 dejulho a 4 de agosto de 2023


https://diariodarepublica.pt/dr/detalhe/resolucao-conselho-ministros/87-2023-216714703
https://diariodarepublica.pt/dr/detalhe/lei/38-2023-216598400
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2023.269.01.0001.01.POR&toc=OJ:C:2023:269:TOC
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REGULAGCAO

NACIONAL

INFARMED

DGS

SPMS

Deliberacdo n.2 766/2023
Saude - Administracao Central do Sistema de Saude, I. P.
Delegacao de competéncias no presidente do conselho diretivo

Publicac&o para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autorizagao de introdugdo no mercado de medicamentos genéricos.

Circulares E Deliberacdes

Deliberacdo 054/CD/2023, de 27 de julho | Aprova a lista de medicamentos essenciais de
natureza critica, prevista no artigo 6.2 da Portaria n.2 235/2023, de 27 de julho

Deliberacdo 043/CD/2023, de 27 de julho | Atualizacdo da lista de medicamentos cuja
exportacao é temporariamente suspensa - agosto de 2023

Circular Informativa 075/CD/100.20.200 de 28/07/2023 | Atualizagio da lista de
medicamentos cuja exportacdo é temporariamente suspensa - agosto de 2023

Noticias

O INFARMED, I.P. divulga o relatério de atividades do Sistemna Nacional de
Farmacovigilancia correspondente ao ano de 2022

Infarmed Newsletter N2 230 - Ol.agosto.2023

Agenda

Conferéncia Infarmed: Utilizacdo de Dados em Saude | Inscricdes abertas
25.09.2023 - Nova School of Business and Economics, Carcavelos
Programa provisério

Newsletter

Newsletter DGS n.2 226 de 2023-07-31

Procedimentos em Submisséo de Propostas (Saude)

Informacdo de Detalhe do Procedimento 2023 / 490 - Medicamentos usados em afecdes
cutaneas

Informacdo de Detalhe do Procedimento 2023 / 492 - Medicamentos anti-infeciosos

Publicacbes

Lista de Entrada Vigor Saude 31.07.2023

31 dejulho a 4 de agosto de 2023


https://diariodarepublica.pt/dr/detalhe/deliberacao/766-2023-216713343
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=9015579&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=9013257&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3DDELIBERA%25C3%2587%25C3%2583O%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
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+-+agosto+de+2023/6246446f-d016-9ffc-75cf-71eb430e9f2a?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9022666
http://app10.infarmed.pt/newsletter/230/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8844725
https://www.infarmed.pt/documents/15786/8605502/Programa+da+Confer%C3%AAncia+Infarmed%3A+Utiliza%C3%A7%C3%A3o+de+dados+em+Sa%C3%BAde/8cd069dd-c621-a586-db42-43039cc5f543
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=634
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=632
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
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HMA

EMA

NEW - Report from the meeting held on 18-20 July 2023

UPDATE - CMDh practical guidance for Marketing Authorisation Holders of nationally
authorised products (incl. MRP/DCP) in relation to the Art. 5(3) Referral on Nitrosamines

UPDATE - Step 2 - Nitrosamine detected response template (docx)

UPDATE - Chapter 4: CMDh BPG for the processing of Type IB Minor Variations
(Notifications) in the Mutual Recognition Procedure

UPDATE - Chapter 5: CMDh BPG for the handling of Type Il Variations in the Mutual
Recognition Procedure

UPDATE - Chapter 7: CMDh BPG on Worksharing

UPDATE - Chapter 9: CMDh BPG on fast track procedure for annual update of Human
Influenza Vaccines

NEW - Outcome of PSUSA follow-up via variation - Lisdexamfetamine

NEW - Art 45 assessment report for Ginkgo folium

NEW - Art 46 assessment report for Fragmin (dalteparin sodium)

NEW - Art 46 assessment report for Imovax polio

UPDATE - List of active substances for which data has been submitted in accordance with
Article 45 of the Paediatric Regulation

NEW - 2023 - January-June - Statistics for New Applications (MRP/DCP), Variations,
Referrals and Paediatric Worksharing procedures

UPDATE - Hormone Replacement Therapy - Core Package Leaflet

. Human Regulatory

Regulatory and procedural guideline: Questions and answers (Q&As) on the external
guidance of Policy 0070 on clinical data publication (CDP) (updated)

Regulatory and procedural guideline: European Medicines Agency pre-authorisation
procedural advice for users of the centralised procedure (updated)

Obtaining and maintaining a scientific opinion on a medicine for use outside the European

Union (updated

Certification procedures for micro-, small- and medium-sized enterprises (SMEs) (updated)

Accelerated assessment (updated)

Obtaining an EU marketing authorisation, step-by-step (updated)

Regulatory and procedural guideline: Table of decisions of labelling exemption requests
falling under article 63 of Directive 2001/83/EC examined by the Quality Review of
Documents (QRD) Group (updated)

Regulatory and procedural guideline: European Medicines Agency procedural advice on

recommendations on unforeseen variations according to Article 5 of Commission
Reqgulation (EC) No 1234/2008 (updated)

Questions and answers on the consultation procedure to the European Medicines Agency
by notified bodies on an ancillary medicinal substance or an ancillary human blood
derivative incorporated in a medical device (updated)

31 dejulho a 4 de agosto de 2023


https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2023/CMDh_press_release_-_July_2023.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.21_2023_07_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FAdvice_from_CMDh%2FNitrosamins%2FCMDh_409_2019_Rev.6_2023_07_clean_-_Step_2_outcome_notification_template_-_nitrosamine_detected.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_294_2013_Rev.27_2023_07_clean_-_BPG_for_Variations_-_Chapter_4.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_295_2013_Rev.26_2023_07_clean_-_BPG_for_Variations_-_Chapter_5.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev.32_2023_07_clean_-_BPG_for_Variations_-_Chapter_7.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.4_2023_07_clean_-_BPG_for_variations_-_Chapter_9.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/PSUR_WS_procedures/Lisdexamfetamine.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Ginkgo_Folium.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Fragmin__dalteparin__Art._46_PAR_2020_03.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Imovax_Polio.pdf
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
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Statistics/CMDh_Statistics_Jan-Jun_2023.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Product_Information/Core_SPC_PL/Core_SPCs/CMDh_240_2011_Rev.8_2023_07_clean_-_Core_PL_HRT.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-qas-external-guidance-policy-0070-clinical-data-publication-cdp_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/marketing-authorisation/medicines-use-outside-eu-eu-m4all/obtaining-maintaining-scientific-opinion-medicine-use-outside-european-union
https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-therapies/advanced-therapy-development/certification-procedures-micro-small-medium-sized-enterprises-smes
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/accelerated-assessment
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/obtaining-eu-marketing-authorisation-step-step
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/table-decisions-labelling-exemption-requests-falling-under-article-63-directive-2001/83/ec-examined-quality-review-documents-qrd-group_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-recommendations-unforeseen-variations-according-article/2008_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-consultation-procedure-european-medicines-agency-notified-bodies-ancillary_en.pdf
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EMA

Scientific advice and protocol assistance (updated)

Changing the labelling and package leaflet (Article 61(3) notifications) (updated)

Transfer of marketing authorisation: questions and answers (updated)

Type-Il variations: guestions and answers (updated)

Type-IB variations: questions and answers (updated)

Type-|A variations: questions and answers (updated)

Worksharing: guestions and answers (updated)

Overview of comments: Overview of comments on draft Qualification Opinion for Stride
velocity 95th centile as a primary endpoint in studies in ambulatory Duchenne Muscular

Dystrophy

Scientific guideline: Qualification Opinion for Stride velocity 95th centile as primary
endpoint in studies in ambulatory Duchenne Muscular Dystrophy studies

Pre-authorisation guidance (updated)

Medicines for older people (updated)

. Committees

Minutes: Minutes of the COMP meeting 13-15 June 2023

Report: HMPC meeting report on European Union herbal monographs, guidelines and other
activities - 17-19 July 2023

List of signals discussed at PRAC since September 2012 (updated)

PRAC recommendation on signal: New product information wording: extracts from PRAC
recommendations on signals adopted at the 3-6 July 2023 PRAC meeting

PRAC recommendation on signal: PRAC recommendations on signals adopted at the 3-6
July 2023 PRAC meeting

. Corporate

Minutes: Minutes - Enpr-EMA Coordinating Group and networks meeting (updated)

Template or form: Letter of intent for the submission of a consultation to the European
Medicines Agency by a notified body on a companion diagnostic in accordance with
Reqgulation (EU) 2017/746 (updated)

Questions & answers - Practical arrangements on the companion diagnostics consultation
procedure to the European Medicines Agency by notified bodies (updated)

Work programme: Workplan 2023-2025 - HMA / EMA joint Big Data Steering Group

. Events

Clinical Trials Information System (CTIS): Walk-in clinic - July 2023 . Online, 16:00 - 17:00
Amsterdam time (CEST), from 19/07/2023 to 19/07/2023 (updated)

EMA multi-stakeholder workshop on Acute Respiratory Distress Syndrome , Online /
Amsterdam, from 21/11/2023 to 21/11/2023

31 dejulho a 4 de agosto de 2023


https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/changing-labelling-package-leaflet-article-613-notifications
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/transfer-marketing-authorisation-questions-answers
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/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ia-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/worksharing-questions-answers
https://www.ema.europa.eu/documents/comments/overview-comments-draft-qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory/research-development/medicines-older-people
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-13-15-june-2023_en.pdf
https://www.ema.europa.eu/documents/report/hmpc-meeting-report-european-union-herbal-monographs-guidelines-other-activities-17-19-july-2023_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-3-6-july-2023-prac_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-3-6-july-2023-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-enpr-ema-coordinating-group-networks-meeting_en-0.pdf
https://www.ema.europa.eu/documents/template-form/letter-intent-submission-consultation-european-medicines-agency-notified-body-companion-diagnostic/746_en.docx
https://www.ema.europa.eu/documents/other/questions-answers-practical-arrangements-companion-diagnostics-consultation-procedure-european_en.pdf
https://www.ema.europa.eu/documents/work-programme/workplan-2023-2025-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-july-2023
https://www.ema.europa.eu/en/events/ema-multi-stakeholder-workshop-acute-respiratory-distress-syndrome

ontactos

saude@vda.pt

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.



