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Portaria n.2 154-A/2022

Trabalho, Solidariedade e Seguranca Social

Cria e regula a medida de Apoio ao Reforco de Emergéncia de Equipamentos Sociais e de
Saude em 2022

Resolucéo do Conselho de Ministros n.2 47/2022
Presidéncia do Conselho de Ministros
Prorroga a declarac&o da situagdo de alerta no ambito da pandemia da doenga COVID-19

Decreto-Lei n.2 37/2022
Presidéncia do Conselho de Ministros
Altera o regime de cobranca de taxas moderadoras no Servigo Nacional de Saude

Portaria n.2 152/2022

Presidéncia do Conselho de Ministros

Procede a décima segunda alteracdo do Regulamento Especifico do Dominio da Inclusdo
Social e Emprego

[Nota: A presente alteracio respeita & Seccio Il - Investimento na Area da Saude, do
Capitulo IX - Investimento na area dos equipamentos sociais e da salde, do Regulamento
Especifico do Dominio da Inclus&o Social e Emprego.]

Reqgulamento (UE) 2022/839 do Parlamento Europeu e do Conselho, de 30 de maio de
2022, gue estabelece regras transitdrias para o acondicionamento ¢ a rotulagem de
medicamentos veterindrios autorizados ou registados nos termos da Diretiva 2001/82/CE
ou do Regulamento (CE) n.o0 726/2004

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de abril a 30 de abril 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 ou do artigo 5.0 do Regulamento (UE) 2019/6 do Parlamento Europeu e do

Conselhol

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducdo no
mercado dos medicamentos de 1 de abril de 2022 a 30 de abril de 2022[Decisdes
adotadas nos termos do artigo 34.0 da Diretiva 2001/83/CE, do artigo 38.0 da Diretiva
2001/82/CE ou do artigo 5.0 do Regulamento (UE) 2019/6 do Parlamento Europeu e do

Conselhol

Decisdo (UE) 2022/830 do Conselho de 20 de maio de 2022 relativa a posicao a tomar
em nome da Unido Europeia na 75.a sessdo da Assembleia Mundial da Salde no que diz
respeito a determinadas alteracdes ao Regulamento Sanitario Internacional (2005)

Decisao (UE) 2022/831 do Conselho de 23 de maio de 2022 relativa a posicdo a tomar em
nome da Unido Europeia no ambito do Comité Misto do EEE sobre a alteracdo do anexo |
(Questdes veterinarias e fitossanitarias) do Acordo EEE (Texto relevante para efeitos do

EEE

30 de maio a 3 de junho de 2022


https://dre.pt/dre/detalhe/portaria/154-a-2022-184350761
https://dre.pt/dre/detalhe/resolucao-conselho-ministros/47-2022-184108565
https://dre.pt/dre/detalhe/decreto-lei/37-2022-184054398
https://dre.pt/dre/detalhe/portaria/152-2022-184054399
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.148.01.0006.01.POR&toc=OJ:L:2022:148:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.215.01.0001.01.POR&toc=OJ:C:2022:215:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.215.01.0012.01.POR&toc=OJ:C:2022:215:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.147.01.0033.01.POR&toc=OJ:L:2022:147:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.147.01.0038.01.POR&toc=OJ:L:2022:147:TOC
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Despacho n.2 6813/2022

Saude - Direcao-Geral da Saude

Nomeacao de elemento para coadjuvar o diretor do programa prioritario para a area das
hepatites virais

Despacho n.2 6814/2022

Saude - Direcao-Geral da Saude

Nomeagado dos elementos a coadjuvar a diretora do programa prioritario para a area da
atividade fisica

Despacho n.2 6815/2022

Saude - Direcao-Geral da Saude

Nomeagado dos elementos a coadjuvar a diretora do programa prioritario para a area das
infecdes sexualmente transmissiveis e infecao VIH

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.

Circulares e Deliberacdes

Circular Informativa 054/CD/550.20.001 de 26.05.2022 | Aplicagdo do Regulamento dos
dispositivos médicos para diagndstico in vitro (RDIV)

Circular Informativa Conjunta N.2 01/CD/100.20.200 de 26/05/2022 | Regime excecional
e temporario de comparticipacdo de testes rapidos de antigénio (TRAg) de uso
profissional prescritos

Noticias

Infarmed Newsletter Ol.junho.2022

Manhas Informativas: "Utilizacdo de dados em salide no apoio a decisdo” - Apresentacdes
disponiveis (sessdo do dia 10.05.2022) - Publicacdo de Anexos: Programa ; Apresentacdes

Encontra-se a decorrer um inquérito de satisfacdo sobre publicacdes periddicas editadas
pelo Infarmed

Sessdes de formacdo CTIS - Conversas com Promotores sobre funcionalidade do CTIS,
bitesize talks

. 31st May 16:30-18:00 CET - Modifications
. 23rd June 14:00-15:30 CET - Transitional trials and Additional MSC application
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https://dre.pt/dre/detalhe/despacho/6813-2022-184105965
https://dre.pt/dre/detalhe/despacho/6814-2022-184105966
https://dre.pt/dre/detalhe/despacho/6815-2022-184105967
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/1558631/Aplica%C3%A7%C3%A3o+do+Regulamento+dos+dispositivos+m%C3%A9dicos+para+diagn%C3%B3stico+in+vitro+%28RDIV%29/94941a26-ca9d-526b-e63e-ba06138ebc6b?version=1.0
https://www.infarmed.pt/documents/15786/1558631/Regime+excecional+e+tempor%C3%A1rio+de+comparticipa%C3%A7%C3%A3o+de+testes+r%C3%A1pidosde+antig%C3%A9nio+%28TRAg%29+de+uso+profissional+prescritos/0dd2ce12-3773-0114-10dd-1881f8655632
http://app10.infarmed.pt/newsletter/205/index.html
https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.infarmed.pt%2Fdocuments%2F15786%2F5962161%2FPrograma%2Bdas%2BManh%25C3%25A3s%2BInformativas%2BRWE%2Fbb89c629-f004-d603-30e8-cd00ee9bfd04&data=05%7C01%7Cmtp%40vda.pt%7Cbb5c231a61d94bd7b09008da43d0e988%7Ca150e164a17b4b6ab7a0646c95e42a98%7C0%7C0%7C637896861798777937%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ywc0JVinGx81OCcXuINe5LWyV9OzI7fyZjPp8xkKzRM%3D&reserved=0
https://eur02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.infarmed.pt%2Fdocuments%2F15786%2F5962161%2FApresenta%25C3%25A7%25C3%25B5es%2BManh%25C3%25A3s%2BInformativas%2BRWE%2Bde%2B10%2Bde%2Bmaio%2Bde%2B2022%2F0ccb0e00-ed98-b0cd-cd1f-14620a5e9a9d&data=05%7C01%7Cmtp%40vda.pt%7Cbb5c231a61d94bd7b09008da43d0e988%7Ca150e164a17b4b6ab7a0646c95e42a98%7C0%7C0%7C637896861798777937%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=qiBgbhtj%2FjDLqWP0BDil96oBHPKVX3J7YGT4LsgO934%3D&reserved=0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6502960
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/6467306
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-modifications-0
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-transitional-trials-additional-member-state
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Normas e Circulares Normativas

Norma n2 005/2022 de 28/05/2022 | Terapéutica Farmacoldgica para a COVID-19

Orientacdes e Circulares Informativas

Orientacéo n? 004/2022 de 31/05/2022 | Abordagem de casos de infecdo humana por
virus Monkeypox (VMPX)

Documentos e Publicacdes

Interrupcdes da Gravidez por opcdo da mulher registam reducdo nos ultimos dez anos

Newsletter

Newsletter DGS n.2 173 de 2022-05-30

Informacio de Detalhe do Procedimento 2022 / 55 | Medicamentos diversos

UPDATE - Practical guidance for procedures related to Brexit for medicinal products for
human use approved via MRP/DCP

UPDATE - Practical guidance on the implementation of the Protocol on Ireland/Northern
Ireland for medicinal products for human use approved via MRP/DCP

UPDATE - D70 Overview AR template

NEW - Overview AR template including instructions

NEW - Template for nitrosamine risk evaluation in marketing authorisation applications

UPDATE - Step 2 - Nitrosamine detected response template

UPDATE - CMDh practical guidance for Marketing Authorisation Holders of nationally
authorised products (incl. MRP/DCP) in relation to the Art. 5(3) Referral on Nitrosamines

UPDATE - Examples for acceptable and not acceptable groupings for MRP/DCP products

UPDATE - Questions & Answers on Variations

NEW - Presentations from the CMDh meeting with Interested Parties in May 2022

NEW - Art 45 assessment report for Varilrix
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0052022-de-28052022-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0042022-de-31052022-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/interrupcoes-da-gravidez-por-opcao-da-mulher-registam-reducao-nos-ultimos-dez-anos-pdf.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=601
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/BREXIT/CMDh_373_2018_Rev.11_05_2022_clean_-_Brexit_PG.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/BREXIT/CMDh_426_2020_Rev.2_05_2022_clean_-_CMDh_PG_on_IE_NI_protocol.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FAR%2FDCP_AR_Comments%2FCMDh_200_2007_Rev.10_05_2022_clean_-_D70_Overview_AR_Template__empty_.docx&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FTemplates%2FAR%2FDCP_AR_Comments%2FCMDh_440_2022_Rev.0_05_2022_clean_-_Overview_AR_Template_including_instructions.docx&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FAdvice_from_CMDh%2FNitrosamins%2FCMDh_439_2022_Rev.0_03_2022_clean_-_Template_for_nitrosamine_risk_evaluation.docx&wdOrigin=BROWSELINK
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FAdvice_from_CMDh%2FNitrosamins%2FCMDh_411_2019__2019_10_-_Step_2_no_nitrosamine_detected_template_for_response.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/Nitrosamins/CMDh_412_2019_Rev.16_05_2022_clean_-_PG_to_MAHs_on_nitrosamines.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_173_2010_Rev21_clean_Examples_for_groupings_for_MRP_DCP_MPs.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev58_clean_QA_on_Variations.pdf
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Varilrix_-_2022_05_-_PAR.pdf
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Medicinal Products for Veterinary Use | Maximum residue limits (MRL) (updated)

Events | Data quality framework for medicines regulation, Online, 13:00 - 17:15
Amsterdam time (CEST), from 07/04/2022 to 07/04/2022 (updated)

Clinical Trials Information System | Clinical Trials Information System (CTIS): online
modular training programme (updated)

Medicinal Products for Human Use | Human medicines European public assessment
report (EPAR): Jcovden (previously COVID-19 Vaccine Janssen), adenovirus type 26
encoding the SARS-CoV-2 spike glycoprotein (Ad26.COV2-S), COVID-1S virus
infection, 11/03/2021, 20, Authorised (updated)

Medicinal Products for Veterinary Use | Other: Standard term lists mapping from Data
Elements Guideline (DEQ) standard to VICH standard (updated)

Corporate | News and press releases: EMA appoints Chief Medical Officer

Medicinal Products for Veterinary Use | Other: Release notes - production release
version 1.6.4 May 2022 - Veterinary Medicinal Products Regulation: Union Product
Database (updated)

Medicinal Products for Veterinary Use | Other: Annex 2 - EVVET3 Business
rules (updated

Corporate | Task Forces (updated)

Corporate | Advisory functions (updated)

Medicinal Products for Human Use | Scientific publications (updated)

EMA

Medicinal Products for Human Use | Scientific guideline: EudraVigilance access policy
for medicines for veterinary use - Revision 2.1 (updated)

Medicinal Products for Human Use | Frequently asked questions about parallel
distribution (updated)

Medicinal Products for Human Use | Other: Variation fast healthcare interoperability
resources (FHIR) mapping & examples (updated)

Events | Digital application dataset integration (DADI) webinar - common factors in the
Fast Healthcare Interoperability Resources (FHIR) data standard for Article 57(2) and
electronic application forms (eAF) , Online, 10:30 - 12:00 Amsterdam time (CET), from
25/01/2022 to 25/01/2022 (updated)

Events | Digital application dataset integration (DADI) and Product Management
Service (PMS) webinar - Variations form for human medicinal products - What will
happen at go-live , Online, 10:00 - 12:00 Amsterdam time (CEST), from 16/05/2022 to
16/05/2022 (updated)

Medicinal Products for Human Use | Minutes: Minutes of the CHMP meeting 21-24
March 2022

Medicinal Products for Human Use | Minutes: Minutes of the CAT meeting 3-5
November 2021

Events | European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) and
Healthcare Professionals' (HCPWP) Working Parties joint meeting , Online, from
02/03/2022 to 03/03/2022 (updated)

Data Analytics | Template or form: EudraVigilance Form B (updated)
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https://www.ema.europa.eu/en/veterinary-regulatory/research-development/maximum-residue-limits-mrl
https://www.ema.europa.eu/en/events/data-quality-framework-medicines-regulation
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/documents/other/standard-term-lists-mapping-data-elements-guideline-deg-standard-vich-standard_en.xls
https://www.ema.europa.eu/en/news/ema-appoints-chief-medical-officer
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-164-may-2022-veterinary-medicinal-products-regulation-union_en.pdf
https://www.ema.europa.eu/documents/other/annex-2-evvet3-business-rules_en.xls
https://www.ema.europa.eu/en/about-us/who-we-are/task-forces
https://www.ema.europa.eu/en/about-us/who-we-are/advisory-functions
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/documents/scientific-guideline/eudravigilance-access-policy-medicines-veterinary-use-revision-2_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/parallel-distribution/frequently-asked-questions-about-parallel-distribution
https://www.ema.europa.eu/documents/other/variation-fast-healthcare-interoperability-resources-fhir-mapping-examples_en.zip
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-webinar-common-factors-fast-healthcare-interoperability
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-product-management-service-pms-webinar-variations-form
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-21-24-march-2022_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cat-meeting-3-5-november-2021_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-5
https://www.ema.europa.eu/documents/template-form/eudravigilance-form-b_en.docx
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EMA

COMISSAO
EUROPEIA

Data Analytics | Template or form: EudraVigilance Form A (updated)

Medicinal Products for Human Use | EMA regular press briefing on COVID-19, Online,
14:30 - 15:00 Amsterdam time (CEST), from 02/06/2022 to 02/06/2022

Pharmacovigilance | Other: List of signals discussed at PRAC since September

2012 (updated)

Medicinal Products for Human Use | Human medicines European public assessment report
(EPAR): Regkirona, Regdanvimab, COVID-19 virus infection, 12/11/2021, 3,
Authorised (updated)

Coronavirus: Commission secures an agreement with Moderna to adapt delivery schedules
to Member States' needs

Recording and presentations - HPP webinar on Access to financial services for persons
with a history of cancer (30 May 2022)

Questions and answers - Complex clinical trials

Registration - Conference "The Regulation on health technology assessment — What's
next” (22 June 2022)

Flash report - Meeting of the Subgroup on Cancer (20 May 2022)

Flash report - Meeting of the Subgroup on Cancer (8 April 2022)

HPP webinar - EU4Health 2021 work programme: Info session on action grant to support
a HERA laboratory network (3 June 2022, 10.30 - 12.30 CET)

Flash report - EU Health Policy Platform Annual Meeting: Stakeholders’ Dialogue (5 May
2022

Flash report - EU Health Policy Platform Annual Meeting: EU Health Award Ceremony (4
May 2022

Access to financial products for persons with a history of cancer in EU Member States

Questions and Answers Document — Regulation (EU) 536/2014 — Version 6.1, May 2022
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https://www.ema.europa.eu/documents/template-form/eudravigilance-form_en.docx
https://www.ema.europa.eu/en/events/ema-regular-press-briefing-covid-19-18
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/regkirona
https://ec.europa.eu/commission/presscorner/detail/en/ip_22_3438
https://ec.europa.eu/health/latest-updates/recording-and-presentations-hpp-webinar-access-financial-services-persons-history-cancer-30-may-2022-2022-06-02_en
https://ec.europa.eu/health/latest-updates/questions-and-answers-complex-clinical-trials-2022-06-02_en
https://ec.europa.eu/health/latest-updates/registration-conference-regulation-health-technology-assessment-whats-next-22-june-2022-2022-06-01_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-subgroup-cancer-20-may-2022-2022-05-31_en
https://ec.europa.eu/health/latest-updates/flash-report-meeting-subgroup-cancer-8-april-2022-2022-05-31_en
https://ec.europa.eu/health/latest-updates/hpp-webinar-eu4health-2021-work-programme-info-session-action-grant-support-hera-laboratory-network-2022-05-31_en
https://ec.europa.eu/health/latest-updates/flash-report-eu-health-policy-platform-annual-meeting-stakeholders-dialogue-5-may-2022-2022-05-31_en
https://ec.europa.eu/health/latest-updates/flash-report-eu-health-policy-platform-annual-meeting-eu-health-award-ceremony-4-may-2022-2022-05-31_en
https://ec.europa.eu/health/latest-updates/access-financial-products-persons-history-cancer-eu-member-states-2022-05-30_en
https://ec.europa.eu/health/latest-updates/questions-and-answers-document-regulation-eu-5362014-version-61-may-2022-2022-05-30_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 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.



