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LEGISLACAO

Decreto-Lei n.2 30-E/2022

Presidéncia do Conselho de Ministros

Estabelece medidas excecionais e temporarias no ambito da pandemia da doenca COVID-
19

Resolucdo do Conselho de Ministros n.2 41-A/2022
Presidéncia do Conselho de Ministros
NACIONAL Declara a situac&o de alerta, no ambito da pandemia da doenca COVID-19

Aviso n.2 41/2022

Negodcios Estrangeiros

O Secretério-Geral das Na¢des Unidas, na sua qualidade de depositario, comunicou ter a
Republica Portuguesa aderido, a 21 de julho de 2021, a Convencao de Viena sobre o
Direito dos Tratados entre Estados e Organizagdes Internacionais ou entre Organizagdes
Internacionais, concluida em Viena, em 21 de margo de 1986
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https://dre.pt/dre/detalhe/decreto-lei/30-e-2022-182432341
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/41-a-2022-182432342
https://dre.pt/dre/detalhe/aviso/41-2022-182291599
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REGULAGCAO

ECONOMIAE
TRANSICAO
DIGITAL,
FINANGCASE
SAUDE

INFARMED

DGS

HMA

Despacho n.2 4596/2022

Saude - Gabinete da Secretaria de Estado da Sadde

Designa, como chefe do Gabinete da Secretaria de Estado da Saude, a licenciada Emilia
Maria Gago Afonso

Publicacao para efeitos do artigo 152-A do Decreto-L ei n.2 176/2006, de 30 de
Agosto pedidos de autorizacdo de introducao no mercado de medicamentos genéricos.

Circulares e Deliberacdes

Deliberacio n.2 31/CD/2022 | Atualizagio da lista de grupos homogéneos e precos de
referéncia

Noticias

Possiveis perturbacdes no desempenho dos sistemas

Infarmed Newsletter 18.abril.2022

Normas e Circulares Normativas

Norma n2 004/2020 de 23/03/2020 atualizada a 21/04/2022 | Abordagem do Doente
com Suspeita ou Confirmacao de COVID-19

Informacdes

Informacdo n? 001/2022 de 14/03/2022 | 152 edicao anual do Prémio de Boas Praticas
em Saude®

Newsletter

Newsletter DGS n.2 170 de 2022-04-18

NEW - 20-21 April CMDh Agenda
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https://dre.pt/dre/detalhe/despacho/4596-2022-182309862
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/5355901/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2022+%28maio%29/679d11ef-9960-e273-fdf1-d28db4dab28e
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6239077
http://app10.infarmed.pt/newsletter/202/index.html
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0042020-de-230320201.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0012022-de-14032022-pdf.aspx
https://www.dgs.pt/wwwbase/newsletter/nl_news_conteudo.aspx?id=545
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2022_04_CMDh_Agenda.pdf
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EMA

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Procedural advice for veterinary vaccine antigen master file (VAMF)
certification

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Procedural advice on the accelerated assessment of marketing authorisation
applications pursuant to Article 44 (3) of Regulation (EU) No 2019/6 (updated)

Medicinal Products for Veterinary Use | Minutes: Minutes of the CVMP meeting of
15-16 March 2022

Medicinal Products for Veterinary Use | Other: Pharmacovigilance-related regulatory
recommendations for centrally authorised veterinary medicinal products during

2022 (updated

Medicinal Products for Human Use | Pharmacovigilance: Overview (updated)

Medicinal Products for Human Use | Agenda: Agenda - PDCO agenda of the 19-22
April 2022 meeting

Medicinal Products for Human Use | Agenda: Agenda - CHMP agenda of the 19-22
April 2022 meeting (updated)

Inspections Office, Quality and Safety of Medicines Department | Regulatory and
procedural guideline: Compilation of Union procedures on inspections and exchange of
information (updated)

Corporate | Management Board meeting: 16-17 March 2022 . European Medicines
Agency, Amsterdam, the Netherlands, from 16/03/2022 to 17/03/2022 (updated)

Corporate | Other: Outcome of written procedures finalised during the period from 25
November 2021 to 18 February 2022

Corporate | Other: Summary of transfers of appropriations in budgets 2021 and 2022

EudraVigilance | Report: 2021 Annual Report on EudraVigilance for the European
Parliament, the Council and the Commission

Medicinal Products for Human Use | Work programme: Work plan for the
Pharmacovigilance Inspectors Working Group for 2021-2024

Medicinal Products for Human Use | Overview of comments: Overview of comments
received on ICH guideline Q9 (R1) on guality risk management
(EMA/CHMP/ICH/24235/2006)

Medicinal Products for Human Use | |CH Q9 Quality risk management (updated)

Events | Clinical Trials Information System (CTIS): Walk-in clinic , Online, 15:00 - 16:00
Amsterdam time (CEST), from 19/05/2022 to 19/05/2022

Events | Clinical Trials Information System (CTIS): Walk-in clinic , Online, 15:00 - 16:00
Amsterdam time (CEST), from 05/05/2022 to 05/05/2022

Events | Sixth Nitrosamine Implementation Oversight Group (NIOG) meeting, Online,
from 26/04/2022 to 26/04/2022
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedural-advice-veterinary-vaccine-antigen-master-file-vamf-certification_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedural-advice-accelerated-assessment-marketing-authorisation-applications-pursuant-article-44-3/6_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-15-16-march-2022_en.pdf
https://www.ema.europa.eu/documents/other/pharmacovigilance-related-regulatory-recommendations-centrally-authorised-veterinary-medicinal_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance-overview
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-19-22-april-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-19-22-april-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-union-procedures-inspections-exchange-information_en.pdf
https://www.ema.europa.eu/en/events/management-board-meeting-16-17-march-2022
https://www.ema.europa.eu/documents/other/outcome-written-procedures-finalised-during-period-25-november-2021-18-february-2022_en.pdf
https://www.ema.europa.eu/documents/other/summary-transfers-appropriations-budgets-2021-2022_en.pdf
https://www.ema.europa.eu/documents/report/2021-annual-report-eudravigilance-european-parliament-council-commission_en.pdf
https://www.ema.europa.eu/documents/work-programme/work-plan-pharmacovigilance-inspectors-working-group-2021-2024_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-received-ich-guideline-q9-r1-quality-risk-management-ema/chmp/ich/24235/2006_en.pdf
https://www.ema.europa.eu/en/ich-q9-quality-risk-management
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-4
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-3
https://www.ema.europa.eu/en/events/sixth-nitrosamine-implementation-oversight-group-niog-meeting
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Medicinal Products for Human Use | ICH E8 General considerations for clinical

studies (updated

Events | Third Nitrosamine Implementation Oversight Group (NIOG) - meeting with
pharmaceutical industry , Online, from 04/05/2022 to 04/05/2022

Medicinal Products for Human Use | Minutes: Minutes of the 114th meeting of the
Management Board: 15-16 December 2021

Medicinal Products for Human Use | Report: Annual report of the Good
Manufacturing and Distribution Practice Inspectors Working Group 2021

Medicinal Products for Human Use | Other: Policy 72: European Medicines Agency
policy on handling of information from external sources disclosing alleged
improprieties concerning EMA activities related to the authorisation, supervision and
maintenance of human a... (updated)

EMA

Medicinal Products for Human Use | News and press releases: Meeting highlights
from the Committee for Veterinary Medicinal Products (CYMP) 11-13 April 2022

Medicinal Products for Human Use | Agenda: Agenda - CHMP agenda of the 19-22
April 2022 meeting

Medicinal Products for Human Use | Report: EMA / eligible healthcare professional
organisations policy officers’ group (HCP POG) pilot: one-year review

Medicinal Products for Human Use | Other: PRAC strategy on measuring the impact
of pharmacovigilance activities
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https://www.ema.europa.eu/en/ich-e8-general-considerations-clinical-studies
https://www.ema.europa.eu/en/events/third-nitrosamine-implementation-oversight-group-niog-meeting-pharmaceutical-industry
https://www.ema.europa.eu/documents/minutes/minutes-114th-meeting-management-board-15-16-december-2021_en.pdf
https://www.ema.europa.eu/documents/report/annual-report-good-manufacturing-distribution-practice-inspectors-working-group-2021_en.pdf
https://www.ema.europa.eu/documents/other/policy-72-european-medicines-agency-policy-handling-information-external-sources-disclosing-alleged_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-11-13-april-2022
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-19-22-april-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/report/ema/eligible-healthcare-professional-organisations-policy-officers-group-hcp-pog-pilot-one-year-review_en.pdf
https://www.ema.europa.eu/documents/other/prac-strategy-measuring-impact-pharmacovigilance-activities_en.pdf
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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 copia ou circulagdo. A informagdo proporcionada e as opinides
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



