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EUROPEIA

Portaria n.2 105/2022

Saude

Procede a guinta alteragdo a Portaria n.2 255-A/2021, de 18 de novembro, que
estabelece um regime excecional e temporario de comparticipacdo de testes
rapidos de antigénio (TRAQ) de uso profissional

Alteracdes aprovadas pelo Parlamento Europeu, em 8 de julho de 2021, sobre

a proposta de requlamento do Parlamento Europeu e do Conselho relativo ao
reforco do papel da Agéncia Europeia de Medicamentos em matéria de
preparacdo e gestao de crises no gue diz respeito aos medicamentos

e dispositivos médicos (COM(2020)0725) — C9-0365/2020 — 2020/0321(COD))

Regulamento Delegado (UE) 2022/315 da Comissao, de 17 de dezembro de 2021,

gue altera o Regulamento Delegado (UE) 2016/161 no que respeita a derrogacao
da obrigacdo dos grossistas de desativar o identificador Unico dos
medicamentos exportados para o Reino Unido

Resumo das decisdes da Unido Europeia relativas as autorizacdes de introducao
no mercado dos medicamentos de 1 de janeiro de 2021 a 31 de dezembro

de 2021[Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento
(CE) n.0 726/2004 do Parlamento Europeu e do Conselho]

Resumo das decisdes da Unidao Europeia relativas as autorizacdes de introducéo
no mercado dos medicamentos de 1 de janeiro de 2022 a 31 de janeiro
de 2022[Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento

(CE) n.0 726/2004 do Parlamento Europeu e do Conselho]

Parecer do Comité das Reqides Europeu — Plano Europeu de Luta contra o

Cancro
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https://dre.pt/dre/detalhe/portaria/105-2022-179719790
https://dre.pt/dre/detalhe/portaria/255-a-2021-174595377
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.099.01.0252.01.POR&toc=OJ:C:2022:099:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.055.01.0033.01.POR&toc=OJ:L:2022:055:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.096.01.0001.01.POR&toc=OJ:C:2022:096:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.096.01.0006.01.POR&toc=OJ:C:2022:096:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2022.097.01.0017.01.POR&toc=OJ:C:2022:097:TOC
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Infarmed

Despacho n.2 2742/2022
Saude - Direcao-Geral da Saude
Nomeacao do diretor do programa para a area da Saude Mental

Despacho n.2 2743/2022

Saude - Direcao-Geral da Saude

Provimento, no cargo de chefe de divisao de Epidemiologia e Estatistica da
Direcdo-Ceral da Saude, da Dr.2 Maria Jodo Roque de Albuquerque Carvalho

Despacho n.2 2685/2022

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

Subdelegacao de competéncias do presidente do conselho diretivo do
INFARMED na diretora de Avaliagcdo de Tecnologias da Saude (DATS), Prof.2
Doutora Claudia Indira Xavier Furtado

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto pedidos de autorizacdo de introducao no mercado de medicamentos
geneéricos.

Publicacao para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
agosto medicamentos genéricos aprovados por procedimento centralizados.

Deliberacdes e Circulares

Circular Informativa 018/CD/100.20.200 | Autotestes para SARS-CoV-2 -
Rotulagem e instrucdes de utilizacdo

Controlo da disponibilidade - deliberacdes

Nesta pagina podem ser consultadas o histérico das Deliberacdes que
atualizaram os anexos ao Regulamento sobre notificacdo prévia de transacdes de
medicamentos para o exterior do pais

Noticias

Sessdo de informacao: Introducdo a OMS e RMS para utilizadores do CTIS da
Industria Farmacéutica e Centros de Ensaio

Nova edicdo do Boletim de Farmacovigilancia - Volume 26, n22, fevereiro de
2022

Dia Mundial das Doencas Raras

Relacdes Internacionais com area reformulada no site do Infarmed
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https://dre.pt/dre/detalhe/despacho/2742-2022-179929419
https://dre.pt/dre/detalhe/despacho/2743-2022-179929420
https://dre.pt/dre/detalhe/despacho/2685-2022-179757640
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/2129725/Lista+Gen%C3%A9ricos+centralizdos+Artigo+15-A+07072021/6d70d658-b23b-ac19-2523-fecf5079a35a
https://www.infarmed.pt/documents/15786/5261817/Autotestes+para+SARS-CoV-2+%C2%BF+Rotulagem+e+instru%C3%A7%C3%B5es+de+utiliza%C3%A7%C3%A3o/7ae7fea0-b299-54c2-547b-97507ed61714?version=1.0
https://www.infarmed.pt/web/infarmed/controlo-da-disponibilidade-deliberacoes
https://dre.pt/application/file/a/163727528
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5883703
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5871563
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5843302
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5824509
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DGS

SPMS

HMA

EMA

Normas e Circulares Normativas

Norma n2 015/2020 de 24/07/2020 atualizada a 03/03/2022 | COVID-19:
Rastreio de Contactos

Newsletter

Newsletter DGS n.2 163 de 2022-03-04

Informacdo de Detalhe do Procedimento 2021 / 38 | Suturas Mecanicas para
Laparoscopia

NEW - CMDh Letter to MAHs - Impurity G in alprazolam-containing medicinal
products

UPDATE - Applicant's Response document in Mutual Recognition and
Decentralised Procedures for Marketing Authorisation Applications

UPDATE - CMDh Recommendation for classification of unforeseen variations
according to Article 5 of Commission Regulation (EC) 1234/2008

UPDATE - Chapter 8: CMDh BPG on CMDh Recommendations on Unforeseen
Variations

UPDATE - RMS Validation Checklist for human medicinal products in DCP

NEW - Summary of CMDh Activities 2021

NEW - Art 45 assessment report for Tocopherol

NEW - Art 45 assessment report for Diltiazem

UPDATE - List of active substances for which data has been submitted in
accordance with Article 45 of the Paediatric Regulation

NEW - Report from the meeting held on 22-23 February 2022

NEW - 25-27 January CMDh minutes

Medicinal Products for Human Use | Human medicines European public
assessment report (EPAR): Comirnaty, Single-stranded, 5'-capped messenger
RNA 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, 21/12/2020, 23, Authorised (updated)

IT | Other: Clinical Trials Information System (CTIS) - Technical requirements
for optimal use
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https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0152020-de-24072020-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=592
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_435_2022_Rev.0_2022_03_-_CMDh_Letter_to_MAHs_-_alprazolam_containing_medicinal_products.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Applicant_Response/CMDh_091_2003_Rev.9_2022_01_clean_-_Applicants_response_document_in_MRP_DCP_for_MAAs.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2Fprocedural_guidance%2FVariations%2FArt_5_Recommendations%2FCMDh_172_2010_03_2022_-_Tracking_Table_Article_5.xls&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_298_2013_Rev._23_2022_03_clean_-_BPG__Chapter_8.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2Fprocedural_guidance%2FApplication_for_MA%2FCMDh_368_2017_Rev.5_2022_03__RMS_variation_checklist_in_DCP.docx&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/About_CMDh/Reports/CMDh_437_2022_Rev._0_2022_03_-_CMDh_Summary_of_activities_2021.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Alpha-tocopherol_-_DEW065pdWS001_-_Art._45_public_PdAR.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_45_work-sharing/Diltiazem_-_NL_W_0044_PdWS_001_-_PAR.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.hma.eu%2Ffileadmin%2Fdateien%2FHuman_Medicines%2FCMD_h_%2FPaediatric_Regulation%2FArticle_45_and_previous_Worksharing%2FCMDh_151_2009_Rev88_2022_02_-_List_of_ASs_included_in_the_work-sharing_procedures_for_which_data_has_been_submitted_in_accordance_with_Art._45_of_the_Paediatric_Regulation.xls&wdOrigin=BROWSELINK
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDh_pressreleases/2022/CMDh_press_release_-_February_2022.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Minutes/2022_01_CMDh_Minutes.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/documents/other/clinical-trials-information-system-ctis-technical-requirements-optimal-use_en.pdf
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Medicinal Products for Human Use | News and press releases: PRIME
enables earlier availability of life-changing medicines

Medicinal Products for Human Use | Report: PRIME: Analysis of the first 5
years' experience

R Medicinal Products for Human Use | Report: PRIME: 5 vears' experience

Medicinal Products for Human Use | Minutes: Minutes - PDCO minutes of
the 7-10 September 2021 meeting

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

Medicinal Products for Human Use | Report: List of products granted
eligibility to PRIME (updated)

IT | Other: Clinical Trials Information System (CTIS) common features - CTIS
Training Programme - Module 02 (updated)

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Recommended submission dates for veterinary medicinal
products (updated)

EMA

IT | Other: FAQs: Overview of CTIS workspaces and common system
functionalities - CTIS Training Programme - Module 02 (updated)

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 Human Use | Other: Nullification ICSRs received by
EudraVigilance (updated)

IT | System demo: digital application dataset integration (DADI) and Product
Management Service (PMS), Online, 09:00 - 11:00 Amsterdam time (CET),
from 15/03/2022 to 15/03/2022 (updated)

IT | Newsletter: CTIS newsflash - 25 February 2022

Medicinal Products for Human Use | COVID-19 treatments: research and
development (updated)

IT | Clinical Trials Information System (CTIS) bitesize talk: User access and role
management , Online, 14:00 - 15:30 Amsterdam time (CET), from 24/02/2022
to 24/02/2022 (updated)
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https://www.ema.europa.eu/en/news/prime-enables-earlier-availability-life-changing-medicines
https://www.ema.europa.eu/documents/report/prime-analysis-first-5-years-experience_en.pdf
https://www.ema.europa.eu/documents/report/prime-5-years-experience_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-7-10-september-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/chmp-annex/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-21-24-february-2022_en.pdf
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/other/clinical-trials-information-system-ctis-common-features-ctis-training-programme-module-02_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/other/faqs-overview-ctis-workspaces-common-system-functionalities-ctis-training-programme-module-02_en.pdf
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/documents/other/nullification-icsrs-received-eudravigilance_en.xlsx
https://www.ema.europa.eu/en/events/system-demo-digital-application-dataset-integration-dadi-product-management-service-pms
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-25-february-2022_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-covid-19/covid-19-treatments-research-development
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-user-access-role-management
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IT | Other: Quick quide - Fill in the blanks exercise: Overview of CTIS
workspaces and common system functionalities - CTIS Training Programme -

Module 02

Medicinal Products for Veterinary Use | Regulatory and procedural
guideline: Advice on the designation of antimicrobials or groups of
antimicrobials reserved for treatment of certain infections in humans - in

relation to implementing measures under Article 37(5) of Requlation (EU)

2019/6 on veterinary medicinal products

Corporate | News and press releases: Regulation on EMA's extended
mandate becomes applicable

Corporate | What we do (updated)

Corporate | Multistakeholder workshop on EMA's extended mandate , Online,
from 01/04/2022 to 01/04/2022

Medicinal Products for Human Use | Human medicines European public
assessment report (EPAR): COVID-19 Vaccine Janssen, adenovirus type 26
encoding the SARS-CoV-2 spike glycoprotein (Ad26.COV2-S), COVID-19 virus
infection, 11/03/2021, 18, Authorised (updated)

Medicinal Products for Human Use | EMA reqular press briefing on COVID-
19, Online, from 03/03/2022 to 03/03/2022

Medicinal Products for Human Use | Human medicines Eurcpean public
assessment report (EPAR): Spikevax (previously COVID-19 Vaccine Moderna),
CX-024414 (single-stranded, 5'-capped messenger RNA (mRNA) 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, 18, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public
assessment report (EPAR): Vaxzevria (previously COVID-19 Vaccine
AstraZeneca), ChAdOx1-SARS-COV-2, COVID-19 virus infection, 29/01/2021,
19, Authorised (updated)

Medicinal Products for Human Use | Human medicines European public
assessment report (EPAR). Nuvaxovid, SARS-CoV-2 recombinant spike
protein, COVID-19 virus infection, 20/12/2021, Authorised (updated)
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https://www.ema.europa.eu/documents/other/quick-guide-fill-blanks-exercise-overview-ctis-workspaces-common-system-functionalities-ctis_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/advice-designation-antimicrobials-groups-antimicrobials-reserved-treatment-certain-infections-humans/6-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/news/regulation-emas-extended-mandate-becomes-applicable
https://www.ema.europa.eu/en/about-us/what-we-do
https://www.ema.europa.eu/en/events/multistakeholder-workshop-emas-extended-mandate
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/en/events/ema-regular-press-briefing-covid-19-15
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
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Flash report - Meeting of the Sub-group on the EU NCD Initiative (3
March 2022)

Europe's Beating Cancer Plan: EU Chief Scientific Advisors issue
. recommendations to improve and extend cancer screening
COMISSAO programmes

EUROPEIA

Minutes - Steering Group on Health Promotion, Disease Prevention
and Management of Non-Communicable Diseases (9 February 2022)

HPP webinar - The 'State of Health in the EU’ in Slovakia (08 March
2022, 09:00 - 10:00 CET)

21a 25 de fevereiro de 2022


https://ec.europa.eu/health/latest-updates/flash-report-meeting-sub-group-eu-ncd-initiative-3-march-2022-2022-03-04_en
https://ec.europa.eu/health/latest-updates/europes-beating-cancer-plan-eu-chief-scientific-advisors-issue-recommendations-improve-and-extend-2022-03-02_en
https://ec.europa.eu/health/latest-updates/minutes-steering-group-health-promotion-disease-prevention-and-management-non-communicable-diseases-2022-03-01_en
https://ec.europa.eu/health/latest-updates/hpp-webinar-state-health-eu-slovakia-08-march-2022-0900-1000-cet-2022-03-01_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.



