‘Yd&VIEIRA DE ALMEIDA
A

6

L]

ZOTIP OAqMINO IP €1 ¢

¢
<




‘de\/IEIRADEALMEIDA VAA EXPERTISE
A

REGULAGCAO

INFARMED

DGS

SPMS

HMA

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 103/CD/100.20.200 de 06/10/2023 | Atualizagao das listas previstas
no Regulamento sobre notificacao prévia de transacdes de medicamentos para o exterior
do pais

Deliberacao 065/CD/2023 de 14/09/2023 | Publicacdo de Relatério Publico de
Avaliac&o de processos (pedidos de arquivamento e ou desisténcia)

Circular Informativa 102/CD/100.20.200 de 06/10/2023 | Sistema de Precos de
Referéncia - Aditamento de novos grupos homogéneos

Deliberacao 71/CD/2023 de 03/10/2023 | Sistema de Precos de Referéncia - Aditamento
de novos grupos homogéneos

Circular Informativa 101/CD/100.20.200 de 04/10/2023 | Atualizagio das plataformas
SMUH-AIM e SMUH-ALTER no ambito da Portaria 235/2023, de 27 de julho

Destaques

Vacinacdo Sazonal: Mais de 240 mil pessoas vacinadas contra a gripe e contra a COVID-19

DGS celebrou Dia Mundial da Seguranca do Doente com varias iniciativas

Newsletter

Newsletter DGS n.2 233 de 2023-10-08

Procedimentos em Submisséo de Propostas (Saude)

Informacdo de Detalhe do Procedimento 2023 / 493 - Medicamentos para nutricdo
parentérica

Informacdo de Detalhe do Procedimento 2023 / 587 - Stents Coronarios

Publicacbes

550/2023 - Inventariacdo

NEW -10-11 October 2023 CMDh agenda
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https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/8073749/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+-+outubro+de+2023/864c5ec6-f114-06ae-3cc7-87ec9d55c5fc
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%3D9KoJdmyW%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9422457&_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/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+Trimestre+2023+%28novembro%29/4d6f2d70-17cc-bd3b-6c04-b88b31f3be00
https://www.infarmed.pt/documents/15786/8073753/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+4%C2%BA+Trimestre+de+2023+%28novembro%29/1c1742ad-7c94-efc3-b4d0-f2c18ac1ba1e
https://www.infarmed.pt/documents/15786/8073749/Atualiza%C3%A7%C3%A3o+das+plataformas+SMUH-AIM+e+SMUH-ALTER+no+%C3%A2mbito+da+Portaria+235+2023%2C+de+27+de+julho/118387ca-7323-16f9-b1e4-bfc9b7be4293
https://www.dgs.pt/em-destaque/vacinacao-sazonal-mais-de-240-mil-pessoas-vacinadas-contra-a-gripe-e-contra-a-covid-19-.aspx
https://www.dgs.pt/em-destaque/dgs-celebrou-dia-mundial-da-seguranca-do-doente-com-varias-iniciativas-.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=637
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=640
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_10_CMDh_agenda.pdf

N
‘(}‘VIEIRADEALMEIDA ViA EXPERTISE

EMA

. Human Regulatory

Assessment templates and guidance (updated) [Updated with templates/forms - Day 80
assessment report]

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

EudraVigilance support guide (updated)

Innovation in medicines (updated)

Article 57 product data (updated)

Modelling and simulation: questions and answers (updated)

Timetable: Annual renewal application of conditional marketing authorisation (updated)

Timetable: Type Il variation and worksharing application weekly assessment (updated)

o Veterinary Regulatory

Union Product Database: release notes (updated)

Release notes - production release version 1.6.34 September 2023 - Veterinary Medicinal
Products Regulation: Union Product Database (updated)

Example - production release version 1.6.34 September 2023 - Veterinary Medicinal
Products Regulation: Union Product Database

. Committees

COMP: Agendas, minutes and meeting reports (updated)

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

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 3-5 October 2023

. Corporate

Membership list - HMA / EMA joint Big Data Steering Group (updated)

. Partners & networks

Resources for healthcare professionals (updated)

Training and resources for patients and consumers (updated)

Patients' and Consumers' Working Party (updated)

Healthcare Professionals’ Working Party (updated)

Eligible patients and consumers organisations (updated)
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https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/assessment-templates-guidance
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/documents/other/eudravigilance-support-guide_.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
https://www.ema.europa.eu/documents/other/article-57-product-data_en-0.xlsx
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/modelling-simulation-questions-answers
https://www.ema.europa.eu/documents/other/timetable-annual-renewal-application-conditional-marketing-authorisation_.xlsx
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-weekly-assessment_en.xlsx
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database/union-product-database-release-notes
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-1634-september-2023-veterinary-medicinal-products_.pdf
https://www.ema.europa.eu/documents/other/example-production-release-version-1634-september-2023-veterinary-medicinal-products-regulation_en.zip
https://www.ema.europa.eu/en/committees/comp/comp-agendas-minutes-meeting-reports
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-5-7-september-2023
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-3-5-october-2023
https://www.ema.europa.eu/documents/other/membership-list-hma/ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/resources-healthcare-professionals
https://www.ema.europa.eu/en/partners-networks/patients-consumers/training-resources-patients-consumers
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/patients-consumers-working-party
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/healthcare-professionals-working-party
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
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COMISSAO
EUROPEIA

. 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)

SPOR and xEVMPD Stakeholder Engagement Webinars : EMA Account Management,
Online, from 11/10/2023 to 11/10/2023 (updated) [Updated with presentation]

SPOR and xEVMPD Stakeholder Engagement Webinars : Product Management Service
(XEVMPD) , Online, from 10/10/2023 to 10/10/2023 (updated) [Updated with presentation]

Updated version - Information on the applications for designation as a notified body (short

overview)

New funding, to protect 370 million children from polio every year, puts world on verge of
eradicating polio once and for all

European Commission, ECDC and WHO/Europe call to protect the unprotected from
COVID-19 and influenza

Recording and presentations - EUHPP Live Webinar "Expert Talk: Climate-resilient
Healthcare Systems” (5 October 2023)

Calls for application on EU Reference Laboratories for public health
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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/spor-xevmpd-stakeholder-engagement-webinars-ema-account-management
https://www.ema.europa.eu/en/events/spor-xevmpd-stakeholder-engagement-webinars-product-management-service-xevmpd
https://health.ec.europa.eu/latest-updates/updated-version-information-applications-designation-notified-body-short-overview-2023-10-12_en
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_4783
https://ec.europa.eu/newsroom/sante/newsletter-archives/48191
https://health.ec.europa.eu/latest-updates/recording-and-presentations-euhpp-live-webinar-expert-talk-climate-resilient-healthcare-systems-5-2023-10-06_en
https://health.ec.europa.eu/health-security-and-infectious-diseases/surveillance-and-early-warning/eu-reference-laboratories-public-health-calls-application_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.



