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LEGISLAGAO

EUROPEIA

Regulamento de Execucdo (UE) 2022/214 da Comissao de 17 de fevereiro de 2022 que

altera determinados anexos do Regulamento de Execucdo (UE) 2021/620 no gue se refere

a aprovacado ou a retirada do estatuto de indemnidade de doenca de determinados

Estados-Membros ou respetivas zonas ou compartimentos no que diz respeito a

determinadas doencas listadas e a aprovacao de programas de erradicacdo para
determinadas doencas listadas (Texto relevante para efeitos do EEE)

Regulamento de Execucdo (UE) 2022/209 da Comissdo, de 16 de fevereiro de 2022, que
estabelece o formato dos dados a recolher e a comunicar a fim de determinar o volume de
vendas e a utilizacdo de medicamentos antimicrobianos em animais, em conformidade
com o Regulamento (UE) 2019/6 do Parlamento Europeu e do Conselho

14 a 18 de fevereiro de 2022


https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.037.01.0016.01.POR&toc=OJ:L:2022:037:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2022.035.01.0007.01.POR&toc=OJ:L:2022:035:TOC
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REGULACAO
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DIGITAL,
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INFARMED

Despacho n.2 2151/2022

Saude - Gabinete do Secretario de Estado da Saude

Altera o Despacho n.2 1730/2017, de 23 de fevereiro

[Nota: O Despacho n.2 1730/2017 procedeu a nomeacgdo dos membros da Comissao
Nacional de Farmacia e Terapéutica.]

Despacho n.2 1935/2022

Financas e Sadde - Gabinetes dos Secretarios de Estado do Tesouro e da Saude
Nomeia como revisor oficial de contas suplente da SPMS - Servicos Partilhados do
Ministério da Saude a Sociedade Oliveira, Reis & Associados, SROC, Lda.

Despacho n.2 1968/2022

Saude - Gabinete do Secretario de Estado Adjunto e da Sadde

Exonera das fung¢des de técnico especialista do Gabinete do Secretario de Estado Adjunto
e da Saulde, a seu pedido, o Doutor Gongalo Correia de Figueiredo Augusto

Despacho n.2 1970/2022

Saude - Direcao-Geral da Satude

Nomeac&o da diretora do programa para a area das doencas respiratdrias, Prof.2 Doutora
Cristina Barbara Caetano

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 015/CD/100.20.200 | Lista de medicamentos identificados pelo
Infarmed - AUE de beneficio clinico bem reconhecido

Circular Informativa 014/CD/100.20.200 | Utilizacdo de canabis e seus derivados em
produtos cosméticos

Circular Informativa 013/CD/550.20.001 | Recomendagao de suspensdo do mercado das
AIM das solucdes para perfusdo de hidroxietilamido

Noticias

Documento orientativo sobre a avaliacdo de desempenho de dispositivos médicos de
diagnodstico in vitro destinados ao SARS-CoV-2

Manhas Informativas | Medicamentos Biossimilares | Inscricées abertas

Terapéuticas farmacoldgicas disponiveis para a COVID-19

14 a 18 de fevereiro de 2022


https://dre.pt/dre/detalhe/despacho/2151-2022-179323892
https://dre.pt/dre/detalhe/despacho/1935-2022-179082900
https://dre.pt/dre/detalhe/despacho/1968-2022-179082969
https://dre.pt/dre/detalhe/despacho/1970-2022-179083179
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/5261813/Lista+de+medicamentos+identificados+pelo+Infarmed+%C2%BF+AUE+de+benef%C3%ADcio+cl%C3%ADnico+bem+reconhecido/74525694-78d4-1d2c-a19d-ebd326ca522f
https://www.infarmed.pt/documents/15786/5261817/Circular+Informativa+N.%C2%BA014+CD+100.20.200/81f53407-ba98-934e-224b-7128be54a86b
https://extranet.infarmed.pt/web/fl/matedu/SEGURANCA/2022/2/20381/ee7ca7c766504c6a965ea263bc8a8c4c_CI_013.pdf
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5743481
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5727102
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/5693302
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DGS

SPMS

Normas e Circulares Normativas

Norma n2 002/2021 de 30/01/2021 atualizada a 17/02/2022 | Campanha de Vacina¢ao
Contra a COVID-19

Orientacdes e Circulares Informativas

Orientacdo n? 002/2022 de 15/02/2022 | Acondicionamento e Transporte de Residuos

Hospitalares da Prestacao de Cuidados de Saude no Domicilio

Documentos e Publicacdes

Cartdo da Pessoa com Doenca Rara - Relatério Técnico 2020

Newsletter

Newsletter DGS n.2 161 de 2022-02-14

Informacdo de Detalhe do Procedimento 2021 / 53 - Préteses da Anca

Boletim Informativo n2 45

Boletim Informativo n2 44

Boletim Informativo n2 43

14 a 18 de fevereiro de 2022


https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-n-0022021-de-30012021-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0022022-de-15022022-pdf.aspx
https://www.dgs.pt/documentos-e-publicacoes/cartao-da-pessoa-com-doenca-rara-relatorio-tecnico-2020-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=593
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=N
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=N
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=N

‘de\/IEIRADEALMEIDA ViA EXPERTISE
A

REGULAGCAO

EMA

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 (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): Nuvaxovid, SARS-CoV-2 recombinant spike protein, COVID-19 virus
infection, 20/12/2021, 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): COVID-19 Vaccine Janssen, adenovirus type 26 encoding the SARS-
CoV-2 spike glycoprotein (Ad26.COV2-S), COVID-19 virus infection, 11/03/2021, 17,
Authorised (updated)

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, 21,
Authorised (updated)

Medicinal Products for Veterinary Use | Report: Monthly report on application
procedures, guidelines and related documents for veterinary medicines: December 2021

Medicinal Products for Human Use | Agenda: Agenda - CAT agenda of the 16-17
February 2022 meeting

Medicinal Products for Human Use | Clinical pharmacology and pharmacokinetics:
guestions and answers (Updated)

Medicinal Products for Human Use | Template or form: Template - Translations
required with the submission of an application for transfer of orphan medicinal product
designation (updated)

IT | Regulatory and procedural guideline: |RIS guide to reqgistration and RPIs (updated)

Publications | Scientific publications (updated)

Medicinal Products for Human Use | Other: Timetable: Type |l variation and
worksharing application alternative monthly assessment (updated)

Medicinal Products for Human Use | Newsletter: CTIS newsflash - 11 February 2022

Medicinal Products for Human Use | Medicine QA: Questions and answers on the
refusal of the marketing authorisation for Raylumis (tanezumab)

Medicinal Products for Human Use | Report: Human medicines highlights 2021

Medicinal Products for Veterinary Use | Report: Veterinary medicines highlights 2021

Human Regulatory | EudraVigilance: electronic reporting (updated)

14 a 18 de fevereiro de 2022


https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/documents/report/monthly-report-application-procedures-guidelines-related-documents-veterinary-medicines-december_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-16-17-february-2022-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.ema.europa.eu/documents/template-form/template-translations-required-submission-application-transfer-orphan-medicinal-product-designation_en-0.doc
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-registration-rpis_en.pdf
https://www.ema.europa.eu/en/news-events/publications/scientific-publications
https://www.ema.europa.eu/documents/other/timetable-type-ii-variation-worksharing-application-alternative-monthly-assessment_en.pdf
https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-11-february-2022_en.pdf
https://www.ema.europa.eu/documents/medicine-qa/questions-answers-refusal-marketing-authorisation-raylumis-tanezumab_en.pdf
https://www.ema.europa.eu/documents/report/human-medicines-highlights-2021_en.pdf
https://www.ema.europa.eu/documents/report/veterinary-medicines-highlights-2021_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-electronic-reporting
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Medicinal Products for Veterinary Use | Agenda: Agenda - CVMP agenda of the 15-
17 February 2022 meeting

Medicinal Products for Human Use | Newsletter: Medicinal products for human use:
monthly figures - December 2021

Data Analytics | Big data (updated)

Data Analytics | Newsletter: Big Data highlights - Issue 1

Medicinal Products for Human Use | Other: Scientific recommendations on
classification of advanced therapy medicinal products (updated)

Medicinal Products for Human Use | Clinical Trials Information System (CTIS)
bitesize talk: Modifications, Online, 14:00 - 15:00 Amsterdam time (CET), from
28/04/2022 to 28/04/2022 (updated)

Medicinal Products for Human Use | Clinical Trials Information System (CTIS)
bitesize talk: Initial clinical trial application, Online, 14:00 - 15:30 Amsterdam time
(CET), from 23/03/2022 to 23/03/2022 (updated)

Medicinal Products for Human Use | 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)

SCCS - Minutes of the Working Group meeting on Cosmetic Ingredients of 8-9
February 2022

SCCS - Request for a scientific opinion on Citral (CAS No. 5392-40-5, EC No. 226-394-
6) on sensitisation endpoint

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

MDCG 2022-4 - Guidance on appropriate surveillance regarding the transitional
provisions under Article 120 of the MDR

MDCG 2022-3 - Verification of manufactured class D [VDs by notified bodies

Update - MDCG 2021-21 Rev.l - Guidance on performance evaluation of SARS-CoV-2
in vitro diagnostic medical devices

Healthier Together Initiative: call for proposals on non-communicable diseases

Press release on the EU participation to the small group of foreign ministers meeting to
coordinate enhanced COVID-19 response

Project website - Vaccination Confidence: Patients’ and Professionals’ Awareness,
Communication and Trust

Updated - Guideline on the requirements for quality documentation concerning
biological investigational medicinal products in clinical trials

Updated - Guideline on the requirements to the chemical and pharmaceutical quality
documentation concerning investigational medicinal products in clinical trials

Updated - Recommendations for a common EU approach regarding isolation of
COVID-19 cases and guarantine of close contacts

14 a 18 de fevereiro de 2022


https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-15-17-february-2022-meeting_en.pdf
https://www.ema.europa.eu/documents/newsletter/medicinal-products-human-use-monthly-figures-december-2021_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/newsletter/big-data-highlights-issue-1_en.pdf
https://www.ema.europa.eu/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-modifications
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-initial-clinical-trial-application
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-user-access-role-management
https://ec.europa.eu/health/latest-updates/sccs-minutes-working-group-meeting-cosmetic-ingredients-8-9-february-2022-2022-02-17_en
https://ec.europa.eu/health/latest-updates/sccs-request-scientific-opinion-citral-cas-no-5392-40-5-ec-no-226-394-6-sensitisation-endpoint-2022-02-17_en
https://ec.europa.eu/health/events/steering-group-health-promotion-disease-prevention-and-management-non-communicable-diseases-10_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-4-guidance-appropriate-surveillance-regarding-transitional-provisions-under-article-120-2022-02-16_en
https://ec.europa.eu/health/latest-updates/mdcg-2022-3-verification-manufactured-class-d-ivds-notified-bodies-2022-02-15_en
https://ec.europa.eu/health/latest-updates/update-mdcg-2021-21-rev1-guidance-performance-evaluation-sars-cov-2-vitro-diagnostic-medical-devices-2022-02-15_en
https://ec.europa.eu/health/latest-updates/healthier-together-initiative-call-proposals-non-communicable-diseases-2022-02-15_en
https://ec.europa.eu/commission/presscorner/detail/en/IP_22_1061
https://ec.europa.eu/health/latest-updates/project-website-vaccination-confidence-patients-and-professionals-awareness-communication-and-trust-2022-02-14_en
https://ec.europa.eu/health/latest-updates/updated-guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal-2022-02-14_en
https://ec.europa.eu/health/latest-updates/updated-guideline-requirements-chemical-and-pharmaceutical-quality-documentation-concerning-2022-02-14_en
https://ec.europa.eu/health/latest-updates/updated-recommendations-common-eu-approach-regarding-isolation-covid-19-cases-and-quarantine-close-2022-02-14_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.



