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Despacho n.2 94/2024

Saude - Gabinete do Secretario de Estado da Saude

Definic&o da estratégia de suporte habitacional aos profissionais de satide da Unidade
Local de Saude do Litoral Alentejo, E. P. E. (ULSLA, E. P.E)

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

Circular Informativa N.2 01/CD/100.20.200 Data: 04/01/2024 | Sistema de Precos de
Referéncia - 12 trimestre de 2024 (fevereiro)

Deliberacdo N.2 01/CD/2024 Data: 04/01/2024 | Sistema de Precos de Referéncia:
Aditamento de novos grupos homogéneos (1.2 trimestre 2024)

Deliberacdo n.2 004/CD/2024, de 9 de janeiro

Deliberacdo n.2 003/CD/2024, de 9 de janeiro

Boletim de Farmacovigilancia Volume 27, n2 11 e 12 de novembro e dezembro de 2023

Circular Informativa n.2 05/CD/100.20.200 de 09/01/2024 | Atualizacio das listas
previstas no Regulamento sobre notificacdo prévia de transagdes de medicamentos para
o exterior do pals - janeiro 2024

Circular informativa N.2 003/CD/100.20.200 de 05/01/2024 | Retirada do PVP nas
embalagens dos Medicamentos

Newsletter DGS n.2 241 de 2024-01-11

Relatério N.2 14 da Vacinacdo Sazonal 2023/2024

Relatério n.2 56 da Resposta Sazonal em Saude - Vigilancia e Monitorizacdo

Programacao 2024 - Acordos-quadro e Sistemas de Aquisicdo Dindmicos de
Medicamentos e Dispositivos Médicos

CMDv

List of Members and alternates

General questions

Documents

8 a 12 de janeiro de 2024


https://diariodarepublica.pt/dr/detalhe/despacho/94-2024-836161931
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/9677612/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2024+%28fevereiro%29/a74c004e-c118-4a13-ce29-5eee470f28db?version=1.0
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=9697518&_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=9684855&_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=9685006&_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/documents/15786/8520698/Boletim+de+Farmacovigil%C3%A2ncia%2C+Volume+27%2C+n%C2%BA+11+e+12%2C+novembro+e+dezembro+de+2023%C2%A0/f01f1f52-f98f-abfb-33f8-2c3fa50ef10c
https://www.infarmed.pt/documents/15786/9677612/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+-+janeiro+2024/5b6a2d08-3aa3-31a2-4f54-2bf6310744ae?version=1.0
https://www.infarmed.pt/documents/15786/9677612/Retirada+do+PVP+nas+embalagens+dos+Medicamentos%C2%A0/2630fbb7-eea1-d657-c12f-9880a1a258e8?version=1.0
https://www.dgs.pt/wwwbase/newsletter/nl_news_conteudo.aspx?id=624
https://www.dgs.pt/em-destaque/relatorio-n-14-da-vacinacao-sazonal-20232024.aspx
https://www.dgs.pt/em-destaque/relatorio-n-56-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.hma.eu/veterinary-medicines/cmdv/about-cmdv/cmdv-composition.html#c6477
https://www.hma.eu/veterinary-medicines/cmdv/questions-answers.html#c6217
https://www.hma.eu/veterinary-medicines/cmdv/procedural-guidance/general-information-on-applications.html#c5970
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EMA

. Human Medicines

Referral: Hydroxyprogesterone-containing medicinal products - referral

Document: Human medicines highlights - January 2024

o Human Regulatory

Document: Scientific guidelines with summary-of-product-characteristics
recommendations

Page: Q&A: Good clinical practice (GCP)

Page: Opinions and letters of support on the qualification of novel methodologies for
medicine development

Page: Pharmacovigilance Inspectors Working Group

Document: List of substances and products subject to worksharing for signal
management

Document: Questions and answers to stakeholders on the implications of Requlation
(EVU) 2023/1182 for centrally authorised medicinal products for human use

. Veterinary Regulatory

Document: Recommended submission dates for veterinary medicinal products

Document: EudraVigilance veterinary - Registration manual

. Human and Veterinary Regulatory

Document: |IRIS guide to registration and RPIs

. Committees

Document: List of signals discussed at PRAC since September 2012

Document: New product information wording — Extracts from PRAC
recommendations on signals adopted at the 27-30 November 2023 PRAC

o Corporate

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

. Events

Event: Pharmacovigilance Risk Assessment Committee (PRAC): 23-26 October 2023
[updated with agenda and minutes]

Event: Clinical Trials Information System (CTIS) bitesize talk: Training materials, CTIS
pre-requisites, and updates on transparency rules [updated with the presentation]
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https://www.ema.europa.eu/en/medicines/human/referrals/hydroxyprogesterone-containing-medicinal-products
https://www.ema.europa.eu/en/documents/newsletter/human-medicines-highlights-january-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/scientific-guidelines-summary-product-characteristics-recommendations_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-clinical-practice/qa-good-clinical-practice-gcp
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation/pharmacovigilance-inspections-veterinary-medicines/pharmacovigilance-inspectors-working-group
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-substances-and-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/en/documents/other/questions-and-answers-stakeholders-implications-regulation-eu-2023-1182-centrally-authorised-medicinal-products-human-use_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/eudravigilance-veterinary-registration-manual_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-registration-and-rpis_en.pdf
https://www.ema.europa.eu/en/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-27-30-november-2023-prac_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/workplan-2023-2025-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-23-26-october-2023
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-training-materials-ctis-pre-requisites-and-updates-transparency-rules
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Summary report - HTA Stakeholder Network (17 November 2023)

eHN guidelines on Hospital Discharge Report

eHN Guidelines on Medical imaging studies and reports

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 19-20
December 2023

COMISSAO EUROPEIA

Monitoring of availability of medical devices on the EU market

SCHEER - Minutes of the WG on the update of the guidelines on the benefit-risk
assessment of the presence of phthalates in certain medical devices of 21 December
2023
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https://health.ec.europa.eu/latest-updates/summary-report-hta-stakeholder-network-17-november-2023-2024-01-11_en
https://health.ec.europa.eu/latest-updates/ehn-guidelines-hospital-discharge-report-2024-01-09_en
https://health.ec.europa.eu/latest-updates/ehn-guidelines-medical-imaging-studies-and-reports-2024-01-09_en
https://health.ec.europa.eu/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-19-20-december-2023-2024-01-09_en
https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
https://health.ec.europa.eu/latest-updates/scheer-minutes-wg-update-guidelines-benefit-risk-assessment-presence-phthalates-certain-medical-2024-01-09_en
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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.



