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Despacho n.2 10025/2023

NACIONAL

INFARMED

Saude - Secretaria-Geral
Designa, em regime de substituicdo, o mestre Francisco Pav&o no cargo de chefe de
divisdo da Cooperagdo em Saude

Despacho n.2 9981/2023

Saude - Gabinete do Ministro

Determina a criagdo dos Prémios do Servi¢o Nacional de Saude, cujo regulamento e
modelo deve ser aprovado pela Direcdo Executiva do Servi¢co Nacional de Saude, |. P.

Despacho n.2 9984/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Implementacao e reforgo da identificagdo sistematica do risco nutricional em todos os
niveis de cuidados do SNS - cuidados de salde primarios, cuidados hospitalares e
cuidados continuados integrados, de modo a reduzir o risco de complicagdes associadas a
desnutricdo

Despacho n.2 9912/2023

Saude - Gabinete do Secretario de Estado da Saude

Exonera das fun¢des de adjunto do Gabinete do Secretério de Estado da Saude, a seu
pedido, o licenciado Rogério Alexandre Branco Fernandes Costa

Deliberacdo (extrato) n.2 929/2023
Saude - Centro Hospitalar Psiquiatrico de Lisboa
Delegacao de competéncias nos membros do conselho diretivo

Publicacéo 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

Deliberacao 68/CD/2023 de 21.09.2023 | Regime Juridico Farmacias oficina - modelo
funcionamento da Campanha vacina¢ao sazonal Outono/Inverno 2023-2024

Campanha de vacinacdo sazonal outono-inverno 2023-2024 (gripe e COVID-19) - Lista
de farmacias comunitarias aderentes a Campanha de Vacinacdo Sazonal do outono-
inverno 2023-2024 contra a gripe e contra a COVID-19

Circular Informativa 098/CD/100.20.200 de 22/09/2023 | Transi¢do de ensaios clinicos
para o Regulamento Europeu (Complemento a Circular informativa N.2
088/CD/100.20.200 de 04 de setembro)
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https://diariodarepublica.pt/dr/detalhe/despacho/10025-2023-222146581
https://diariodarepublica.pt/dr/detalhe/despacho/9981-2023-222107314
https://diariodarepublica.pt/dr/detalhe/despacho/9984-2023-222107317
https://diariodarepublica.pt/dr/detalhe/despacho/9912-2023-222068905
https://diariodarepublica.pt/dr/detalhe/deliberacao-extrato/929-2023-221988052
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=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3Dj1hGwrP8%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9330358&_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_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.infarmed.pt/web/infarmed/campanha-de-vacinacao-sazonal-do-outono-inverno-2023-2024-gripe-e-covid-19-
https://www.infarmed.pt/documents/15786/8073749/Transi%C3%A7%C3%A3o+de+ensaios+clinicos+para+o+regulamento+Europeu/c070fd02-c91a-1b89-7ec2-2f7093f5d62e?version=1.0
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DGS

SPMS

HMA

Normas e Circulares Normativas

Norma Q06/2023 de 26/09/2023 | Campanha de Vacinacdo Sazonal contra a Gripe:
Outono-Inverno 2023-2024

Destaques

DGS e Comisséao Europeia organizaram workshop sobre preparacio e resposta a
emergéncias de saude publica

Mosquito Aedes albopictus identificado no Municipio de Lisboa

Newsletter

Newsletter DGS n.2 231 de 2023-09-27

Procedimentos Em Submissido de Propostas (Saude)

Informacao de Detalhe do Procedimento 2023 / 486 - Cateteres e acessdérios para
sistemas de infuséo

Informacdo de Detalhe do Procedimento 2023 / 364 - Campos operatdrios e coberturas
de equipamentos

Publicacbes

Estimativas Agregacdes Centralizadas Adicionais_ 2023

Estimativas Agregacdes Centralizadas - 2024

NEW - Art. 45 assessment report for Oxycodone

NEW - SmAR on Bilastine

UPDATE - Applicant's response template

UPDATE - Questions & Answers on Variations

UPDATE - Practical guidance for procedures related to Brexit for medicinal products for
human use approved via MRP/DCP

UPDATE - User Guide for the electronic Application Form for a Marketing Authorisation

UPDATE - Applicant’'s response document in Mutual Recognition and Decentralised
Procedures for Marketing Authorisation Applications

NEW - Overview of timetables 2024 - CMDh 60-day procedures for MRP/DCP
applications

NEW - 18-20 July 2023 CMDh minutes
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https://www.dgs.pt/ficheiros-de-upload-2013/norma-para-vacinacao-sazonal-contra-a-gripe-2023-pdf.aspx
https://www.dgs.pt/em-destaque/dgs-e-comissao-europeia-organizaram-workshop-sobre-preparacao-e-resposta-a-emergencias-de-saude-publica-.aspx
https://www.dgs.pt/em-destaque/mosquito-aedes-albopictus-identificado-no-municipio-de-lisboa.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=636
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=628
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Oxycodone_Art._45_Paed_Public_AR.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Outcome_of_informal_PSUR_WS_procedures/Bilastine_PSUR_SAR_2023_09.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FAR%2FDCP_AR_Comments%2FCMDh_436_2022_Rev.2_2023_09_clean_-_Joint_response_template_for_the_applicant.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev.60_2023_05_clean_-_QA_on_Variations.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/BREXIT/CMDh_373_2018_Rev.12_05_2022_clean_-_Brexit_PG.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_332_2017_Rev.4_2023_09_clean_-_e-AF_user_guide_for_MA.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Applicant_Response/CMDh_091_2003_Rev.11_2023_09_clean_-_Applicants_response_document_in_MRP-DCP_for_MAAs.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDhReferrals_Art29/2024_Overview_Timetable.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2023_07_CMDh_minutes.pdf
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EMA

. Human Regulatory

Risk management plans (updated)

Appendix 1: Acceptable intakes established for N-nitrosamines (updated)

Regulatory and procedural guideline: List of centrally authorised products requiring a
notification of a change for update of annexes (updated)

Medicines under additional monitoring: List of medicinal products under additional
monitoring (updated)

MedDRA Important medical event terms list - version 26.1 (updated)

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

Good clinical practice (GCP) inspection procedures (updated)

CHMP opinions on consultation procedures (updated)

. Veterinary Regulatory

Template or form: Template for submission of comments for the Veterinary Dictionary for
Drug Regulatory Activities (VeDDRA) standard list for EudraVigilance Veterinary
(EVVet) (updated)

Call for comments on the Veterinary Dictionary for Drug Regulatory Activities (VeDDRA)
standard list for EudraVigilance Veterinary (EVVet) (updated)

Combined VeDDRA list of clinical terms for reporting suspected adverse events in animals
and humans to veterinary medicinal products (updated)

Regulatory and procedural guideline: Veterinary Dictionary for Drug Regulatory Activities
(VeDDRA) dataload friendly file including deprecated terms (updated)

Regulatory and procedural guideline: Combined Veterinary Dictionary for Drug Regulatory
Activities (VeDDRA) list of clinical terms for reporting suspected adverse events in animals
and humans to veterinary medicinal products (updated)

Registration guide - Union Product Database (UPD) for veterinary medicinal
products (updated)

° Committees

PRAC: Agendas, minutes and highlights (updated)

. Corporate

Vaccine Monitoring Platform (updated)

. Events

Multi-stakeholder workshop on Real World Data (RWD) quality and Real World Evidence
(RWE) use , European Medicines Agency and online, from 26/06/2023 to 27/06/2023
[Updated with report]
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https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pharmacovigilance/risk-management/risk-management-plans
https://www.ema.europa.eu/documents/other/appendix-1-acceptable-intakes-established-n-nitrosamines_.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en-0.pdf
https://www.ema.europa.eu/documents/other/meddra-important-medical-event-terms-list-version-261_.xlsx
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-clinical-practice/good-clinical-practice-gcp-inspection-procedures
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices/ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
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/other/call-comments-veterinary-dictionary-drug-regulatory-activities-veddra-standard-list-eudravigilance_en.pdf
https://www.ema.europa.eu/documents/other/combined-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary_en.xlsx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/veterinary-dictionary-drug-regulatory-activities-veddra-dataload-friendly-file-including-deprecated_en.xlsx
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/other/registration-guide-union-product-database-upd-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights
https://www.ema.europa.eu/en/about-us/what-we-do/crisis-preparedness-management/vaccine-monitoring-platform
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-real-world-data-rwd-quality-real-world-evidence-rwe-use
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EUROPEIA

EMA Veterinary Awareness Day , Online, 09:00-15:30 Amsterdam time (CEST), from
12/09/2023 to 13/09/2023 [Updated with presentations]

Meeting of the CTTI/FDA Patient Engagement Collaborative (PEC) and EMA Patients and
Consumers Working Party (PCWP) , Online, from 20/07/2023 to 20/07/2023 [Updated
with documents]

Quarterly system demo - Q3 2023, Online, 09:00 - 13:00 Amsterdam time (CEST), from
21/09/2023 to 21/09/2023 [Updated with Q&A]

European Medicines Agency (EMA) Patients' and Consumers' (PCWP) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting, Online, from 19/09/2023 to
20/09/2023 [Updated with presentations]

Union Product Database — Product grouping and 3rd country product names Webinar for
UPD Industry users, Online, 14:00 - 15:00 Amsterdam time (CEST), from 18/09/2023 to
18/09/2023 [Updated with presentation]

. Others

Template or form: Template: Declaration for the risk management plan (RMP)
publication (updated)

Cancer Image Europe platform: the first prototype of the pan-European digital
infrastructure goes live

Updated document - Questions & Answers : Clinical Trials Regulation (EU) No 536/2014

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 14-15
September 2023

Manual on Borderline and Classification in the Community Reqgulatory Framework for
Medical Devices (September 2023)

Flash report - Member State Coordination Group on HTA (HTACG) (25 September 2023)

Agenda, summary report and meeting documents - 24th Meeting of the eHealth Network

1 June 2023

Q&A on transitional provisions for products without an intended medical purpose covered
by annex XV| of the MDR

EU4Health call for tenders on speeding up the development of and access to innovative
medical countermeasures (MCMs)

An EU comprehensive approach that prioritises sound mental health for all
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https://www.ema.europa.eu/en/events/ema-veterinary-awareness-day
https://www.ema.europa.eu/en/events/meeting-ctti-fda-patient-engagement-collaborative-pec-ema-patients-consumers-working-party-pcwp-0
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2023
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-10
https://www.ema.europa.eu/en/events/union-product-database-product-grouping-3rd-country-product-names-webinar-upd-industry-users
https://www.ema.europa.eu/documents/template-form/template-declaration-risk-management-plan-rmp-publication_en.docx
https://digital-strategy.ec.europa.eu/en/news/cancer-image-europe-platform-first-prototype-pan-european-digital-infrastructure-goes-live
https://health.ec.europa.eu/latest-updates/updated-document-questions-answers-clinical-trials-regulation-eu-no-5362014-2023-09-29_en
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-14-15-september-2023-2023-09-28_en
https://health.ec.europa.eu/latest-updates/manual-borderline-and-classification-community-regulatory-framework-medical-devices-september-2023-2023-09-27_en
https://health.ec.europa.eu/latest-updates/flash-report-member-state-coordination-group-hta-htacg-25-september-2023-2023-09-27_en
https://health.ec.europa.eu/events/24th-meeting-ehealth-network-2023-06-01_en
https://health.ec.europa.eu/latest-updates/qa-transitional-provisions-products-without-intended-medical-purpose-covered-annex-xvi-mdr-2023-09-26_en
https://hadea.ec.europa.eu/news/eu4health-call-tenders-innovative-medical-countermeasures-2023-09-22_en
https://ec.europa.eu/newsroom/sante/newsletter-archives/47858

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.



