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Portaria n.2 134-A/2022

Finangas, Planeamento e Saude

Aprova o Regulamento de Atribui¢cdo de Apoios Financeiros para a Concretizagao dos
Investimentos na Rede Nacional de Cuidados Continuados Integrados e na Rede Nacional
de Cuidados Paliativos previstos no Plano de Recuperagao e Resiliéncia

Portaria n.2 130/2022

Saude

Procede a segunda alteracdo a Portaria n.2 392/2019, de 5 de novembro, que estabelece
0s requisitos minimos relativos ao licenciamento, instalagdo, organizac&o e funcionamento,
recursos humanos e instalagdes técnicas dos laboratérios de patologia clinica ou andlises
clinicas e, bem assim, dos respetivos postos de colheitas

Resolucédo do Conselho de Ministros n.2 34-A/2022
Presidéncia do Conselho de Ministros
Prorroga a declarac&o da situagdo de alerta, no ambito da pandemia da doenca COVID-19

Portaria n.2 129/2022

Saude

Procede & sexta alteracio a Portaria n2 255-A/2021, de 18 de novembro, alterada pelas
Portarias n.os 281-A/2021, de 3 de dezembro, 312-A/2021, de 21 de dezembro, 319-
A/2021, de 27 de dezembro, 57/2022, de 27 de janeiro, e 105/2022, de 28 de fevereiro,
gue estabelece um regime excecional e temporario de comparticipacao de testes rapidos
de antigénio (TRAg) de uso profissional

Reqgulamento (UE) 2022/510 da Comisséo, de 29 de marco de 2022, gue altera o
Regulamento (CE) n.0 297/95 do Conselho no gue se refere ac ajustamento das taxas
cobradas pela Agéncia Europeia de Medicamentos com base na taxa de inflacdo com
efeitos a partir de 1 de abril de 2022

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 a 28 de fevereiro de 2022[publicado nos termos do
artigo 13.0 ou do artigo 38.0 do Regulamento (CE) n.o 726/2004 do Parlamento Europeu

e do Conselho

Regulamento Delegado (UE) 2022/503 da Comissdo, de 29 de marco de 2022, gue altera
0 Regulamento (UE) 2021/953 do Parlamento Europeu e do Conselho no gue diz respeito
aisencdo dos menores da aplicacdo do periodo de aceitacdo dos certificados de
vacinacado emitidos no formato do Certificado Digital COVID da UE

Requlamento de Execucdo (UE) 2022/489 da Comissdo, de 25 de marco de 2022, que
altera o Regulamento de Execucdo (UE) n.o0 540/2011 no que se refere aos periodos de
aprovacao das substéncias ativas flubendiamida, &cido L-ascorbico, espinetorame e

espirotetramato
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https://dre.pt/dre/detalhe/portaria/134-a-2022-181364880
https://dre.pt/dre/detalhe/portaria/130-2022-181256579
https://dre.pt/dre/detalhe/portaria/392-2019-125874620
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/34-a-2022-181256599
https://dre.pt/dre/detalhe/portaria/129-2022-181159482
https://dre.pt/dre/detalhe/portaria/255-a-2021-174595377
https://dre.pt/dre/detalhe/portaria/281-a-2021-175397109
https://dre.pt/dre/detalhe/portaria/312-a-2021-176238466
https://dre.pt/dre/detalhe/portaria/319-a-2021-176631032
https://dre.pt/dre/detalhe/portaria/57-2022-178264015
https://dre.pt/dre/detalhe/portaria/105-2022-179719790
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.103.01.0003.01.POR&toc=OJ:L:2022:103:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.144.01.0001.01.POR&toc=OJ:C:2022:144:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.102.01.0008.01.POR&toc=OJ:L:2022:102:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.100.01.0007.01.POR&toc=OJ:L:2022:100:TOC
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Deliberacdo n.2 407/2022

Saude - Administragao Regional de Saude do Algarve, |. P.

Renomeac&o para coordenadora regional de Saude Mental da Dr.2 Maria do Carmo Rosa
da Cruz

Deliberacdo n.2 411/2022

Saude - Administragao Regional de Saude do Algarve, |. P.

Nomeagao para Coordenacdo Regional de Saude Mental da Administragdo Regional de
Saude do Algarve, I. P.

Despacho n.2 3743-A/2022

Financas e Saude - Gabinetes do Ministro de Estado e das Finangas e da Ministra da
Saude

Designa Gina Maria dos Santos Pimentel para exercer fungdes no conselho de
administracdo do Hospital de Loures, E. P. E., como vogal executiva com o pelouro
financeiro

Despacho n.2 3696-B/2022

Saude - Gabinete do Secretario de Estado da Saude

Prorroga até 30 de junho de 2022 o prazo de vigéncia das convengdes em vigor na area
da endoscopia gastrenteroldgica, celebradas ao abrigo da alinea a) do n.2 1 do artigo 4.2
do Decreto-Lei n.2 139/2013, de 9 de outubro

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

Circular Informativa 028/CD/100.20.200 | Atualizacdo da lista de medicamentos cuja
exportacdo é temporariamente suspensa

Noticias

Horizon Scanning: submissao de informacio até dia 30 de abril

EMA inicia avaliacdo de nova vacina COVID-19

Nota Orientadora sobre doacdo de medicamentos e dispositivos médicos para apoio a
resposta de emergéncia a Ucrania

Agenda

Dia Internacional dos Ensaios Clinicos: Conferéncia "Investigacao clinica em Portugal”:
inscricdes abertas e programa ja disponivel | 19.05.2022 | Evento presencial

Newsletter

Newsletter DGS n.2 166 de 2022-03-28
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https://dre.pt/dre/detalhe/deliberacao/407-2022-181453943
https://dre.pt/dre/detalhe/deliberacao/411-2022-181453947
https://dre.pt/dre/detalhe/despacho/3743-a-2022-181458978
https://dre.pt/dre/detalhe/despacho/3696-b-2022-181256595
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/5261813/Atualiza%C3%A7%C3%A3o+da+lista+de+medicamentos+cuja+exporta%C3%A7%C3%A3o+%C3%A9+temporariamente+suspensa+%28abril+2022%29/9a9f793f-e205-a28e-52d9-0539358a702b?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6098755
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6097579
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6097380
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5895505
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
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Lista de Entrada em Vigor _30-03-2022 (Novos CPA)

SPMS
Informacao de Detalhe do Procedimento 2022 / 13 | Vacinas e tuberculinas
NEW - Report from the meeting held on 22-23 March

HMA NEW - Active substance-derived nitrosamines

NEW - 22-23 February CMDh Minutes
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https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/PubConcurso.aspx?SeqConc=581
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2022/CMDh_press_release_-_March_2022.pdf
https://www.hma.eu/human-medicines/cmdh/advice-from-cmdh/nitrosamine-impurities.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_02_CMDh_Minutes.pdf
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EMA

Corporate | Administration and Corporate Management (updated)

Corporate | Advisory functions (updated)

Medicinal Products for Veterinary Use | Veterinary Medicines (updated)

Medicinal Products for Human Use | Clinical trials in human medicines (updated)

Medicinal Products for Veterinary Use | Other: Recommended submission

dates (updated

Medicinal Products for Human Use | News and press releases: EMA establishes
Cancer Medicines Forum with academia to optimise cancer treatments in clinical

practice

Events | Cancer Medicines Forum: kick-off meeting, Online, 08:30 - 12:30 Amsterdam
time (CEST), from 31/03/2022 to 31/03/2022

Partners & networks | Eligible patients and consumers organisations (updated)

Events | Training session for patients, consumers and healthcare professionals
interested in EMA activities , European Medicines Agency, Amsterdam, The
Netherlands, from 10/10/2022 to 10/10/2022

Medicinal Products for Human Use | Opinions and letters of support on the
gualification of novel methodologies for medicine development (updated)

Clinical Trials | News and press releases: Advice to sponsors on managing the impact
of the war in Ukraine on clinical trials

Medicinal Products for Human Use | Other: List of European Union reference dates
and frequency of submission of periodic safety update reports (PSURs) (updated)

Medicinal Products for Veterinary Use | Scientific and technical recommendations:
Veterinary Medicines Regulation (updated)

Medicinal Products for Veterinary Use | Other: Questions and answers on describing
adverse events in the product information (summary of product characteristics (SPC)
and package leaflet (PL)) (updated)

Medicinal Products for Human Use | Report: List of products granted eligibility to

PRIME (updated)

Medicinal Products for Human Use | Report: Recommendations on eligibility to
PRIME scheme - Adopted at the CHMP meeting of 21-24 March 2022

Medicinal Products for Human Use | Medicines under additional monitoring: List of
medicinal products under additional monitoring (updated)

Medicinal Products for Human Use | Regulatory and procedural guideline: Amended
Biologics Working Party (BWP) Ad hoc Influenza Working Group - EU
recommendations for the seasonal influenza vaccine composition for the season
2022/2023 (updated)

Events | Agenda: Agenda - Multistakeholder workshop on EMA's extended
mandate (updated)
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https://www.ema.europa.eu/en/about-us/who-we-are/administration-corporate-management
https://www.ema.europa.eu/en/about-us/who-we-are/advisory-functions
https://www.ema.europa.eu/en/about-us/who-we-are/veterinary-medicines
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines
https://www.ema.europa.eu/documents/other/recommended-submission-dates_en.pdf
https://www.ema.europa.eu/en/news/ema-establishes-cancer-medicines-forum-academia-optimise-cancer-treatments-clinical-practice
https://www.ema.europa.eu/en/events/cancer-medicines-forum-kick-meeting
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
https://www.ema.europa.eu/en/events/training-session-patients-consumers-healthcare-professionals-interested-ema-activities-1
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance/novel-methodologies-biomarkers/opinions-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/news/advice-sponsors-managing-impact-war-ukraine-clinical-trials
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports-psurs_en.xls
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
https://www.ema.europa.eu/documents/other/questions-answers-describing-adverse-events-product-information-summary-product-characteristics-spc_en.pdf
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-21-24-march-2022_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/regulatory-procedural-guideline/amended-biologics-working-party-bwp-ad-hoc-influenza-working-group-eu-recommendations-seasonal/2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-multistakeholder-workshop-emas-extended-mandate_en.pdf
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Events | Multistakeholder workshop on EMA's extended mandate , Online, from
01/04/2022 to 01/04/2022 (updated)

Medicinal Products for Human Use | Nitrosamine impurities (updated)

Medicinal Products for Human Use | Referrals document: Nitrosamines EMEA-H-
A5(3)-1490 - Questions and answers for marketing authorisation holders / applicants
on the CHMP Opinion for the Article 5(3) of Regulation (EC) No 726/2004 referral on
nitrosamine impurities in human medicinal products (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Spikevax (previously COVID-19 Vaccine Moderna), CX-024414 (single-
stranded, 5'-capped messenger RNA (mMRNA) produced using a cell-free in vitro
transcription from the corresponding DNA templates, encoding the viral spike (S)
protein of SARS-CoV-2), COVID-19 virus infection, 06/01/2021, 20,

Authorised (updated)

Medicinal Products for Human Use | Work programme: HMPC work plan
2022 (updated)

Medicinal Products for Human Use | News and press releases: EU recommendations
for 2022-2023 seasonal flu vaccine composition

Medicinal Products for Human and Veterinary Use | Other: Online verification
system for electronic certificates issued by European Medicines Agency

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: User
gquide on how to generate PDF versions of the product information -
veterinary (updated)

Medicinal Products for Human Use | Agenda: Agenda - HMPC agenda of the 28-30
March 2022 meeting

Medicinal Products for Veterinary Use | Other: Recommended due dates for centrally
authorised products (CAPs) for the submission of the annual statements for the period:
July 2022 to December 2022

Medicinal Products for Veterinary Use | Template or form: Veterinary signal
assessment report for marketing authorisation holders

Medicinal Products for Human Use | Report: COMP meeting report on the review of
applications for orphan designation: March 2022

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

2022 (updated

Medicinal Products for Veterinary Use | Other: Questions and answers on describing
adverse events in the product information (summary of product characteristics (SPC)
and package leaflet (PL)) (updated)

Events | Clinical Trials Information System (CTIS): Walk-in clinic , Online, 16:00 - 17:00
Amsterdam time (CEST), from 28/03/2022 to 28/03/2022 (updated)

Events | Extended EudraVigilance medicinal product dictionary (XEVMPD) training
course for clinical trial sponsors - June 2022, Online, 14:00 - 18:00 Amsterdam time
(CEST) , from 30/06/2022 to 01/07/2022 (updated)
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https://www.ema.europa.eu/en/events/multistakeholder-workshop-emas-extended-mandate
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures/nitrosamine-impurities
https://www.ema.europa.eu/documents/referral/nitrosamines-emea-h-a53-1490-questions-answers-marketing-authorisation-holders/applicants-chmp-opinion-article-53-regulation-ec-no-726/2004-referral-nitrosamine-impurities-human-medicinal-products_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/documents/work-programme/hmpc-work-plan-2022_en.pdf
https://www.ema.europa.eu/en/news/eu-recommendations-2022-2023-seasonal-flu-vaccine-composition
https://www.ema.europa.eu/documents/other/online-verification-system-electronic-certificates-issued-european-medicines-agency_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/user-guide-how-generate-pdf-versions-product-information-veterinary_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-agenda-28-30-march-2022_en.pdf
https://www.ema.europa.eu/documents/other/recommended-due-dates-centrally-authorised-products-caps-submission-annual-statements-period-july_en.pdf
https://www.ema.europa.eu/documents/template-form/veterinary-signal-assessment-report-marketing-authorisation-holders_en.docx
https://www.ema.europa.eu/documents/report/comp-meeting-report-review-applications-orphan-designation-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/documents/other/questions-answers-describing-adverse-events-product-information-summary-product-characteristics-spc_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic
https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training-course-clinical-trial-sponsors-1
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Events | Extended EudraVigilance medicinal product dictionary (XEVMPD) training
course for clinical trial sponsors - May 2022, Online, 09:00 - 13:00 Amsterdam time
(CEST) , from 05/05/2022 to 06/05/2022 (updated)

Events | Fifth Nitrosamine Implementation Oversight Group (NIOG) meeting, Online,
from 07/03/2022 to 07/03/2022 (updated)

Medicinal Products for Human Use | News and press releases: New gene therapy to
treat adult patients with multiple myeloma

EMA

Clinical Trials Information System | Newsletter: CTIS newsflash - 25 March 2022

Medicinal Products for Human Use | Other: Article 57 product data (updated)

Medicinal Products for Human Use | News and press releases: Meeting highlights
from the Committee for Medicinal Products for Human Use (CHMP) 21-24 March 2022

SCCS - Minutes of the Working Group meeting on Nanomaterials in Cosmetic Products
of 22 March 2022

Save the date: 22 June 2022 - One-day conference on the new Reqgulation on Health
Technology Assessment (HTA)

Presentations and recording - HPP Webinar: Fighting access to health inequalities by
improving health worker retention and task shifting policies (29 March 2022)

COMISSAO Flash report and presentations - Meeting of the Subgroup on Cancer (11 February
2022)
EUROPEIA

HADEA: Call for tenders to help EU countries monitor the performance of national
vaccination programmes

HADEA: New Multiple Framework Contract to perform evaluations of European
Reference Networks and Healthcare Providers

HADEA: Service contract to improve the use of health data in the EU

Commission seeks views on EU rules on cosmetic products
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https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training-course-clinical-trial-sponsors-0
https://www.ema.europa.eu/en/events/fifth-nitrosamine-implementation-oversight-group-niog-meeting
https://www.ema.europa.eu/en/news/new-gene-therapy-treat-adult-patients-multiple-myeloma
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-25-march-2022_en.pdf
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-21-24-march-2022
https://ec.europa.eu/health/latest-updates/sccs-minutes-working-group-meeting-nanomaterials-cosmetic-products-22-march-2022-2022-04-01_en
https://ec.europa.eu/health/latest-updates/save-date-22-june-2022-one-day-conference-new-regulation-health-technology-assessment-hta-2022-04-01_en
https://ec.europa.eu/health/latest-updates/presentations-and-recording-hpp-webinar-fighting-access-health-inequalities-improving-health-worker-2022-03-31_en
https://ec.europa.eu/health/latest-updates/flash-report-and-presentations-meeting-subgroup-cancer-11-february-2022-2022-03-30_en
https://ec.europa.eu/health/latest-updates/hadea-call-tenders-help-eu-countries-monitor-performance-national-vaccination-programmes-2022-03-29_en
https://ec.europa.eu/health/latest-updates/hadea-new-multiple-framework-contract-perform-evaluations-european-reference-networks-and-healthcare-2022-03-29_en
https://ec.europa.eu/health/latest-updates/hadea-service-contract-improve-use-health-data-eu-2022-03-29_en
https://ec.europa.eu/growth/news/commission-seeks-views-eu-rules-cosmetic-products-2022-03-28_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
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