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Deliberacdo n.2 899/2023

Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I.
P.

Aprova o Cédigo de Etica e de Conduta do INFARMED - Autoridade Nacional do
Medicamento e Produtos de Saude, I. P.

[Cfr. Deliberacao do INFARMED do dia 16.08.2023 - cfr. Deliberacdo 058/2023 de
16.08.2023 - Cédigo de Etica e de Condutal]

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de agosto -
pedidos de autoriza¢do de introdu¢dao no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Circular Informativa 094/CD/100.20.200 de 14/09/2023 | Regulamento sobre AUE —
nova versao

Circular Informativa 093/CD/100.20.200 de 14/09/2023 | Sistera de Precos de
Referéncia - suspenséao de Grupo Homogéneo

Circular Informativa 092/CD/550.20.001 de 12/09/2023 | Medicamentos contendo
Topiramatoi - Novas medidas para evitar a exposi¢ao durante a gravidez: Restri¢cdes
adicionais a utilizagdo e implementagdo de um programa de prevencao da gravidez

Noticias

Nova edicao do Boletim de Farmacovigilancia - Volume 27, n2 7 e 8, julho e agosto de
2023

Segunda fase do projeto piloto de aconselhamento cientifico a fabricantes de dispositivos
meédicos - EMA convida a submissdo de pedidos até 15 de setembro

Normas e Circulares Normativas

Norma n.2 005/2023 de 13/09/2023 - Campanha de Vacinacdo Sazonal contra a COVID-
19: outono-inverno 2023-2024

Publicacbes

Estimativas Adicionais Epoca Gripal 2023

NEW - 12-14 September 2023 CMDh agenda

11 a 15 de setembro de 2023


https://diariodarepublica.pt/dr/detalhe/deliberacao/899-2023-221518938
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%3DOdjdnimV%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9076250&_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://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/Regulamento+sobre+AUE+-+nova+vers%C3%A3o/42a18f4c-4a47-4752-451d-969410327d8d
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+Suspens%C3%A3o+de+grupo+homog%C3%A9neo+Tapentadol/4c37898f-f407-3a51-a4ad-a4ddff3736ff
https://www.infarmed.pt/documents/15786/8073749/Medicamentos+contendo+Topiramato+-+Novas+medidas+para+evitar+a+exposi%C3%A7%C3%A3o+durante+a+gravidez%3A+Restri%C3%A7%C3%B5es+adicionais+%C3%A0+utiliza%C3%A7%C3%A3o+e+implementa%C3%A7%C3%A3o+de+um+programa+de+preven%C3%A7%C3%A3o+da+gravidez/0d7d7e9c-9847-bbf3-ee27-52daff1be98a
https://www.infarmed.pt/documents/15786/8520698/Boletim+de+Farmacovigil%C3%A2ncia%2C+Volume+27%2C+n%C2%BA7+e+8%2C+julho+e+agosto+de+2023/eb841aea-58dc-0c01-063e-ac928f91197f
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9190424
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-0052023-de-13092023-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=D
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_09_CMDh_agenda.pdf
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REGULAGCAO

EMA

. Veterinary Medicines

EU Implementation Guide (IG) on veterinary medicines product data in the Union Product
Database - Chapter 7: Submission of other post-authorisation data (updated)

. Human Regulatory

News and press releases: Spikevax: EMA recommends approval of adapted COVID-19
vaccine targeting Omicron XBB.1.5

Regulatory and procedural guideline: Guidance on paediatric submissions (updated)

Innovation in medicines (updated)

° Committees

Scientific guideline: Draft guideline on clinical investigation of medicinal products in the
treatment of depression - Revision 3 (updated)

Committee for Medicinal Products for Human Use (CHMP): 11-14 September 2023,
European Medicines Agency, Amsterdam, the Netherlands, from 11/09/2023 to
14/09/2023 (updated)

EU-Innovation Network Workplan 2023

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 5-7 September 2023

. Corporate

Work programme: EudraVigilance Expert Working Group (EV-EWG) work programme
2023-2024 (updated)

Composition of the Emergency Task Force (ETF) for preparedness (updated)

National Innovation Offices Contacts

. Partners & networks

20 vears of EU / US collaboration on medicines regulation

. Events

Clinical Trials Information System (CTIS) bitesize talk: Part |-only applications and Part ||
requirements in CTIS , Online, 15:30 - 17:00 Amsterdam time (CEST), from 30/08/2023 to
30/08/2023 (updated) [Updated with presentation]

Fifth Industry Standing Group (ISG) meeting , from 26/06/2023 to 26/06/2023 (updated)
[Updated with highlights]

Fifth European Medicines Agency - EuropaBio bilateral meeting , Virtual meeting, from
06/07/2023 to 06/07/2023 (updated) [Updated with highlights]

11 a 15 de setembro de 2023


https://www.ema.europa.eu/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7_en.pdf
https://www.ema.europa.eu/en/news/spikevax-ema-recommends-approval-adapted-covid-19-vaccine-targeting-omicron-xbb15
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-clinical-investigation-medicinal-products-treatment-depression-revision-3_en.pdf
https://www.ema.europa.eu/en/events/committee-medicinal-products-human-use-chmp-11-14-september-2023
https://www.ema.europa.eu/documents/other/eu-innovation-network-workplan-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-5-7-september-2023
https://www.ema.europa.eu/documents/work-programme/eudravigilance-expert-working-group-ev-ewg-work-programme-2023-2024_en.pdf
https://www.ema.europa.eu/documents/other/composition-emergency-task-force-etf-preparedness_en.pdf
https://www.ema.europa.eu/documents/other/national-innovation-offices-contacts_en.pdf
https://www.ema.europa.eu/documents/other/20-years-eu/us-collaboration-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
https://www.ema.europa.eu/en/events/fifth-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/fifth-european-medicines-agency-europabio-bilateral-meeting
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COVID-19: Commission authorises second adapted vaccine for Member States’ autumn
vaccination campaigns

COMISSAO ‘ , . o o
Updated agenda - EUHPP Live Webinar: Shared-decision making in Geriatric Oncology (16
EUROPEIA October 2023, 14.00 - 1530 CEST)

2023 EU4Health calls for action grants

11 a 15 de setembro de 2023


https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4484
https://health.ec.europa.eu/latest-updates/updated-agenda-euhpp-live-webinar-shared-decision-making-geriatric-oncology-16-october-2023-1400-2023-09-13_en
https://hadea.ec.europa.eu/calls-proposals/2023-eu4health-calls-action-grants_en

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.



