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Decreto Legislativo Regional n.2 13/2023/M

Regiao Auténoma Da Madeira - Assembleia Legislativa

Segunda altera¢do ao Decreto | egislativo Regional n.2 28/2012/M, de 25 de outubro, que
aprova normas para a protecéo dos cidadaos e medidas para a reduc&o da oferta de
«drogas legais»

Decreto Regulamentar Regional n.2 7/2023/M

Regidao Auténoma Da Madeira - Presidéncia Do Governo

Regulamenta o regime de reembolso de despesas de cuidados ou servicos de salde aos
beneficiarios do Servigo Regional de Saude da Regido Auténoma da Madeira

Decisao n.0 68/2020 do Comité Misto do EEE, de 12 de junho de 2020, que altera o anexo
| (Questdes veterindrias e fitossanitarias) do Acordo EEE [2023/517]

Decisao n.0 69/2020 do Comité Misto do EEE, de 12 de junho de 2020, gue altera o anexo
| (Questdes veterindrias e fitossanitarias) do Acordo EEE [2023/518]

Decisao n.0 70/2020 do Comité Misto do EEE, de 12 de junho de 2020, que altera o anexo
| (Questdes veterindrias e fitossanitarias) do Acordo EEE [2023/519)]

Decisao N.o 71/2020 do Comité misto do EEE, de 12 de junho de 2020, gue altera 0 anexo
| (Questdes veterindrias e fitossanitarias) e o anexo Il (Regulamentacdo técnica, normas,
ensaios e certificacdo) do Acordo EEE [2023/520]

Decisao n.0 72/2020 do Comité Misto do EEE, de 12 de junho de 2020, gue altera o anexo
| (Questdes veterinarias e fitossanitarias) e o anexo |l (Regulamentacédo técnica, normas,
ensaios e certificacdo) do Acordo EEE [2023/521]

Decisao N.o 73/2020 do Comité Misto do EEE, de 12 de junho de 2020, gue altera o
anexo | (Questdes veterinarias e fitossanitarias) e o anexo Il (Regulamentacao técnica,
normas, ensaios e certificacdo) do Acordo EEE [2023/522]

Decisao n.0 88/2020 do Comité misto do EEE, de 18 de junho de 2020, que altera o
anexo | (Questdes veterinarias e fitossanitarias) e o anexo Il (Regulamentacdo técnica,
normas, ensaios e certificacdo) do Acordo EEE [2023/537]

Decisao (UE) 2023/567 do Conselho, de 9 de marco de 2023, relativa & posicdo a tomar,
em nome da Unido Europeia, na sexagésima sexta sessao da Comissao dos
Estupefacientes, sobre as substancias a incluir nas listas da Convencio Unica sobre os
Estupefacientes de 1961, alterada pelo Protocolo de 1972, e da Convencdo sobre as
Substancias Psicotrépicas de 1971
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https://dre.pt/dre/detalhe/decreto-legislativo-regional/13-2023-208581818
https://dre.pt/dre/detalhe/decreto-legislativo-regional/28-2012-192424
https://dre.pt/dre/detalhe/decreto-regulamentar-regional/7-2023-208510031
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0001.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0003.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0005.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0007.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0009.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0011.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.078.01.0037.01.POR&toc=OJ:L:2023:078:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2023.074.01.0053.01.POR&toc=OJ:L:2023:074:TOC
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Despacho n.2 3488/2023

Saude - Direcao-Geral da Saude

Nomeagao dos elementos a coadjuvar o diretor do Programa Prioritario para a Area das
Doencas Oncoldgicas

Despacho n.2 3439/2023

Saude - Gabinete do Secretario de Estado da Saude

Procede a primeira altera¢do ao Despacho n.2 557/2023, publicado no Diario da Republica,
2.2 série, n.2 8, de 11 de janeiro de 2023, reforcando em 10 milhées de euros, a dotacéo
inicialmente prevista para afetar ao Programa de Incentivo Financeiro a Qualificagcdo dos
Blocos de Parto do Servico Nacional de Saude

Deliberacdo (extrato) n.2 310/2023

Hospital do Espirito Santo de Evora, E. P. E.

Nomeacdo em comissao de servigo para o cargo de diretora do Departamento de
Psiquiatria e Salude Mental da Dr.2 Sofia Charro

Deliberacdo (extrato) n.2 311/2023

Hospital Garcia de Orta, E. P. E.

Nomeagao de diretora do servico de psiquiatria da infancia e da adolescéncia - Dr.2 Maria
Rosa Torres Esquina

Deliberacéo (extrato) n.2 312/2023
Hospital Garcia de Orta, E. P. E.
Nomeagao de diretora do servico de medicina transfusional - Dr.2 Susana Maria Afonso de

Oliveira Rodrigues

Deliberacao (extrato) n.2 313/2023

Hospital Garcia de Orta, E. P. E.

Nomeagao de diretora do servico de ginecologia e obstetricia - Dr.2 Cristina Maria Fontes
da Silva Leite Cerqueira

Deliberacdo (extrato) n.2 314/2023

Hospital de Santa Maria Maior, E. P. E.

Nomeacdo, em comissdo de servico, para o cargo de diretor do servico de ortopedia do
Hospital de Santa Maria Maior, E. P. E., do médico especialista de ortopedia Dr. Luis Miguel
Pinheiro da Silva

Deliberacdo (extrato) n.2 315/2023

Hospital de Santa Maria Maior, E. P. E.

Nomeagao, em comiss&o de servico, para o cargo de diretora do Servico de Planeamento e
Apoio a Gestdo do Hospital de Santa Maria Maior, E. P. E., pelo periodo de trés anos, da
técnica superior Cristina Luzia Magalhaes Pereira

Deliberacdo n.2 285/2023

Saude - Administragao Regional de Saude do Norte, I. P.

Nomeacao de diretora para o Departamento de Saude PUblica na Administragao Regional
de Saude do Norte, |. P, em regime de substituicao

Despacho n.2 3264/2023

Finangas e Saude - Gabinetes do Ministro da Saude e do Secretario de Estado do
Tesouro

Designa os membros para exercerem fung¢des no conselho de administracdo do Centro
Hospitalar Universitario de Lisboa Central, E. P. E., no mandato 2023-2025
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https://dre.pt/dre/detalhe/despacho/3488-2023-210467595
https://dre.pt/dre/detalhe/despacho/3439-2023-210441016
https://dre.pt/dre/detalhe/deliberacao-extrato/310-2023-210441388
https://dre.pt/dre/detalhe/deliberacao-extrato/311-2023-210441389
https://dre.pt/dre/detalhe/deliberacao-extrato/312-2023-210441390
https://dre.pt/dre/detalhe/deliberacao-extrato/313-2023-210441391
https://dre.pt/dre/detalhe/deliberacao-extrato/314-2023-210441394
https://dre.pt/dre/detalhe/deliberacao-extrato/315-2023-210441395
https://dre.pt/dre/detalhe/deliberacao/285-2023-208584364
https://dre.pt/dre/detalhe/despacho/3264-2023-208531415

‘de\/IEIRADEALMEIDA ViA EXPERTISE
A

REGULAGCAO

INFARMED

DGS

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

Circulares e Deliberacdes

Circular Informativa n.2 026/CD/100.20.200 | Cessagdo da obrigatoriedade de reporte de
numero de autotestes SARS-CoV-2 distribuidos e dispensados

Circular Informativa 022/CD/100.20.200 de 10/03/2023 | Sistera de Precos de Referéncia
- 2.2 trimestre de 2023

Deliberacao N.2 19/CD/2023 de 09/03/2023 | Lista de grupos homogéneos e pregos de
referéncia - 2.2 trimestre de 2023

Circular Informativa 024/CD/100.20.200 de 10/03/2023 | Dispositivos fabricados e
utilizados na respetiva Instituicdo de Saude - Orientacdes europeias

Circular Informativa n.2 023/CD/100.20.200 de 10/03/2023 | Atualizacao das listas
previstas no Regulamento sobre notificagdo prévia de transagdes de medicamentos para o
exterior do pais

Noticias

Nova edicdo do Boletim de Farmacovigilancia - Volume 27, n21 e 2, janeiro e fevereiro de
2023

Infarmed Newsletter N.2 221 - 15.marco.2023

Infarmed 30 anos: entrevista com o atual presidente, Rui Santos Ivo

Infarmed 30 anos: lancamento da série de entrevistas com os Presidentes do Infarmed

Normas e Circulares Normativas

Norma 002/2021 (atualizacdo de 10/03/2023) | Vacinagdo Contra a COVID-19

Norma 002/2023 de 10-03-2023 | Vacinag¢do contra a COVID-19 Vacina Comirnaty®
3ug/dose - Formulagao Pediatrica para 6 meses a 4 anos de idade

Informacdes

Informac&o n2 002/2023 de 13-03-2023 | 162 Edi¢do Anual do Prémio de Boas Préaticas em
Saude

Newsletter

Newsletter DGS n.2 210 de 2023-03-16

13 a17 de margo de 2023


https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/documents/15786/3584301/Circular+Informativa+N%C2%BA+26_Cessa%C3%A7%C3%A3o+da+obrigatoriedade+de+reporte+de+n%C3%BAmero+de+autotestes+SARS-CoV-2+distribu%C3%ADdos+e+dispensados/dfc3d986-f8cd-995c-426d-d7f57309f223?version=1.0
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2023+%28abril%29/4f2dda91-e114-d3e7-c7cd-412b4d17ec03?version=1.0
https://www.infarmed.pt/documents/15786/8073753/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+Trimestre+de+2023+%28abril%29/c6ec59f5-b39e-ff98-5970-e7404e0f798e
https://www.infarmed.pt/documents/15786/1558631/Dispositivos+fabricados+e+utilizados+na+respetiva+Institui%C3%A7%C3%A3o+de+Sa%C3%BAde+-+Orienta%C3%A7%C3%B5es+europeias/1a413be5-f017-5342-4cc6-d98ee7f815dd
https://www.infarmed.pt/documents/15786/8073749/Atualiza%C3%A7%C3%A3o+das+listas+previstas+no+Regulamento+sobre+notifica%C3%A7%C3%A3o+pr%C3%A9via+de+transa%C3%A7%C3%B5es+de+medicamentos+para+o+exterior+do+pa%C3%ADs+-+mar%C3%A7o+2023/49bdf415-c3c9-2ad8-1da2-29040984f545
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8522958
http://app10.infarmed.pt/newsletter/221/index.html
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8520867
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/8518250
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-0022021-atualizacao-de-10032023-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/normas-e-circulares-normativas/norma-0022023-de-10-03-2023-pdf.aspx
https://www.dgs.pt/normas-orientacoes-e-informacoes/informacoes/informacao-n-0022023-de-13-03-2023-pdf.aspx
https://www.dgs.pt/publicacoes/newsletter.aspx?v=%3d%3dBAAAAB%2bLCAAAAAAABABLszU0AgAyVzAdBAAAAA%3d%3d
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*  Human Medicines

Regulatory and procedural guideline: List of centrally authorised products requiring a
notification of a change for update of annexes (updated)

Report: Medicinal products for human use: monthly figures - February 2023

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, 40, Authorised (updated)

Referral: Pseudoephedrine-containing medicinal products, pseudoephedrine, Article 31
referrals, Procedure started, 16/03/2023 (updated)

Template or form: Day 80 assessment report - New active substance status template -
Rev. 03. 23 (updated)

Template or form: CHMP and rapporteurs' joint assessment report on derogation applicable
to similar orphan products - Rev. 03.23 (updated)

Template or form: CHMP and Rapporteurs' assessment report template on Similarity Rev.

03.23 (updated

Direct healthcare professional communication (DHPC): Myalepta (metreleptin) 5.8 mg vial:
shortage and mitigation plan, Active substance: Metreleptin, DHPC type: Medicine
shortage, Last updated: 14/03/2023

Direct healthcare professional communication (DHPC): Ozempic (semaglutide) solution for
injection in pre-filled pen: supply shortage update, Active substance: semaglutide, DHPC
type: Medicine shortage, Last updated: 13/03/2023 (updated)

* Veterinary Medicines

Report: Implementing measures under Article Art 115(5) of Regulation (EU) 2019/6 as
regards the list of substances which are essential for the treatment of equine species and
for which the withdrawal period for equine species shall be six months

*  Human Regulatory

Innovation in medicines (updated)

Report: List of withdrawn medicinal products in accordance with Art. 123(4) of the Directive
(1 January - 31 December 2022) (updated)

* Veterinary Regulatory

Release notes - production release version 1.6.20 March 2023 - Veterinary Medicinal
Products Regulation: Union Product Database

* Human and Veterinary Regulatory

Annex to the evaluation guide for good-manufacturing-practice regulatory compliance
programme: Audit checklist

Evaluation guide for good-manufacturing-practice requlatory compliance programme:
Audit checklist (updated)
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-february-2023_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/referrals/pseudoephedrine-containing-medicinal-products
https://www.ema.europa.eu/documents/template-form/day-80-assessment-report-new-active-substance-status-template-rev-03-23_en.docx
https://www.ema.europa.eu/documents/template-form/chmp-rapporteurs-joint-assessment-report-derogation-applicable-similar-orphan-products-rev-0323_en.docx
https://www.ema.europa.eu/documents/template-form/chmp-rapporteurs-assessment-report-template-similarity-rev-0323_en.docx
https://www.ema.europa.eu/en/medicines/dhpc/myalepta-metreleptin-58-mg-vial-shortage-mitigation-plan
https://www.ema.europa.eu/en/medicines/dhpc/ozempic-semaglutide-solution-injection-pre-filled-pen-supply-shortage-update-0
https://www.ema.europa.eu/documents/report/implementing-measures-under-article-art-1155-regulation-eu-2019/6-regards-list-substances-which-are-essential-treatment-equine-species-which-withdrawal-period_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
https://www.ema.europa.eu/documents/report/list-withdrawn-medicinal-products-accordance-art-1234-directive-1-january-31-december-2022_en.xlsx
https://www.ema.europa.eu/documents/other/release-notes-production-release-version-1620-march-2023-veterinary-medicinal-products-regulation_en.pdf
https://www.ema.europa.eu/documents/other/annex-evaluation-guide-good-manufacturing-practice-regulatory-compliance-programme-audit-checklist_en.pdf
https://www.ema.europa.eu/documents/other/evaluation-guide-good-manufacturing-practice-regulatory-compliance-programme-audit-checklist_en.pdf
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* Clinical Trials

Newsletter: CTIS newsflash - 10 March 2023

*  Committees

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 6-8 December 2022 (updated)

Agenda: Agenda of the PRAC meeting 13-16 March 2023

Agenda: Agenda of the HMPC meeting 13-15 March 2023

News and press releases: Meeting highlights from the Committee for Veterinary Medicinal
Products (CVMP) 14-16 February 2023 (updated)

» Corporate

Other: Organisation chart: Human Medicines (updated)

Records of data processing activity (public) for the EMA intranet

Annex to the working arrangement between the European Medicines Agency (EMA) and
the European Centre for Disease Prevention and Control (ECDC)

Big data (updated)

European Medicines Agency's data protection notice for the European Union (EU)
Metadata Catalogue

* Events

European Medicines Agency (EMA) Patients’ and Consumers' (PCWP) and Healthcare
Professionals' (HCPWP) Working Parties joint meeting , Hybrid, from 03/03/2023 to
03/03/2023 (updated)

Fourth Industry Standing Group (ISG) meeting, Online, from 21/03/2023 to 21/03/2023

Meeting of the Executive Steering Group on Shortages and Safety of Medicinal Products
(MSSQ) , Online, 09:30 - 11:00 Amsterdam time (CEST), from 15/03/2023 to 15/03/2023

Quarterly system demo - Q1 2023, Online, 09:00 - 13:00 Amsterdam time (CET), from
22/03/2023 to 22/03/2023 (updated)

EMA multi-stakeholder workshop on gualification of novel methodologies , Online, from
17/04/2023 to 18/04/2023

22nd update - Common list of COVID-19 antigen tests

HERA signs agreement with ECDC and with EMA to strengthen cooperation on health
emergency preparedness and response

Speech by Commissioner Kyriakides at event on the "Revision of the EU pharmaceutical
leqgislation: addressing challenges, seizing opportunities”

The relationship between the Regulations on the coordination of social security systems
and the Directive on the application of patients’ rights in cross-border healthcare

Minutes - 29th meeting of the Expert Group on Health Systems Performance Assessment
(HSPA) (15 February 2022)
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https://www.ema.europa.eu/documents/newsletter/ctis-newsflash-10-march-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-6-8-december-2022
https://www.ema.europa.eu/documents/agenda/agenda-prac-meeting-13-16-march-2023_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-hmpc-meeting-13-15-march-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-14-16-february-2023
https://www.ema.europa.eu/documents/other/organisation-chart-human-medicines_en.pdf
https://www.ema.europa.eu/documents/other/records-data-processing-activity-public-ema-intranet_en.pdf
https://www.ema.europa.eu/documents/other/annex-working-arrangement-between-european-medicines-agency-ema-european-centre-disease-prevention_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/documents/other/european-medicines-agencys-data-protection-notice-european-union-eu-metadata-catalogue_en.pdf
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-consumers-pcwp-healthcare-professionals-hcpwp-working-parties-9
https://www.ema.europa.eu/en/events/fourth-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/meeting-executive-steering-group-shortages-safety-medicinal-products-mssg-10
https://www.ema.europa.eu/en/events/quarterly-system-demo-q1-2023
https://www.ema.europa.eu/en/events/ema-multi-stakeholder-workshop-qualification-novel-methodologies
https://health.ec.europa.eu/system/files/2023-03/covid-19_eu-common-list-antigen-tests_en.pdf
https://health.ec.europa.eu/latest-updates/hera-signs-agreement-ecdc-and-ema-strengthen-cooperation-health-emergency-preparedness-and-response-2023-03-14_en
https://ec.europa.eu/commission/presscorner/detail/en/speech_23_1630
https://ec.europa.eu/social/main.jsp?catId=738&langId=en&pubId=8538&furtherPubs=yes
https://health.ec.europa.eu/latest-updates/minutes-29th-meeting-expert-group-health-systems-performance-assessment-hspa-15-february-2022-2023-03-13_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
qualquer forma de publicidade, pelo que se encontra vedada a sua copia ou circulagdo. A informagdo proporcionada e as opinides
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