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Lein.2 4-C/2021 - Didrio da Republica n.2 33/2021, 12 Suplemento, Série | de 2021-
02-17

Assembleia da Republica

Estabelece uma isencao do IVA aplicavel as transmissdes de dispositivos médicos
para diagnostico in vitro da COVID-19, as vacinas contra a mesma doenga e as
prestacdes de servicos relacionadas com esses produtos, transpondo a Diretiva (UE)
2020/2020 do Conselho, de 7 de dezembro de 2020.

Decreto n.2 3-£/2021 - Diario da Republica n.2 30/2021, 29 Suplemento, Série | de
2021-02-12

Presidéncia do Conselho de Ministros

Regulamenta o estado de emergéncia decretado pelo Presidente da Republica

Despacho n.2 1704/2021 - Diario da Republica n.2 31/2021, Série Il de 2021-02-15
Financas, Trabalho, Solidariedade e Seguranca Social e Saude - Gabinetes do
Secretario de Estado Adjunto e dos Assuntos Fiscais, da Secretaria de Estado
da Acgao Social e do Secretario de Estado da Saude

Prorroga a vigéncia das listas das entidades que beneficiam da isencido do IVA na
aquisicdo de bens necessarios para o combate a COVID-19

Despacho n.2 1705/2021 - Didrio da Republica n.2 31/2021, Série Il de 2021-02-15
Financas e Saude - Gabinetes da Ministra da Saude e do Secretario de Estado
do Tesouro

Reforco adicional do investimento na Rede Nacional de Especialidade Hospitalar e
de Referenciacdo em Medicina Intensiva

3.2 revisdo do Mdédulo XVI das Boas praticas de Farmacovigilancia (medidas de
minimizacdo de riscos) e da sua Adenda Il (métodos de avaliacdo da efetividade) em

consulta publica

Circular Informativa Conjunta N.2 001/CD/100.20.200 de 12/02/2021 - COVID-19 -
Operacionalizacdo da utilizacdo dos Testes Rapidos de Antigénio (TRAQ) - 22
atualizacao

Atualizagdo da lista de grupos homogéneos e pregos de referéncia

o Circular Informativa N.2 17/CD/100.20.200 Data: 04/02/2021 - Sistema de
Precos de Referéncia - 12 trimestre de 2021 (marco)

o Deliberacao N.2 017/CD/2021

Publicacado para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de
Agosto - pedidos de autorizagdo de introdugdo no mercado de medicamentos
genéricos.
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https://dre.pt/web/guest/home/-/dre/157772254/details/maximized
https://dre.pt/application/external/eurolex?20L2020
https://dre.pt/web/guest/home/-/dre/157397591/details/maximized?serie=I&day=2021-02-12&date=2021-02-01
https://dre.pt/web/guest/home/-/dre/157355327/details/2/maximized?serie=II&parte_filter=31&day=2021-02-15&date=2021-02-01&dreId=157355304
https://dre.pt/web/guest/home/-/dre/157355328/details/2/maximized?serie=II&parte_filter=31&day=2021-02-15&date=2021-02-01&dreId=157355304
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4221345
https://www.infarmed.pt/documents/15786/4183417/COVID-19+-+Operacionaliza%C3%A7%C3%A3o+da+utiliza%C3%A7%C3%A3o+dos+Testes+R%C3%A1pidos+de+Antig%C3%A9nio+%28TRAg%29+-+++++2%C2%AA+atualiza%C3%A7%C3%A3o/20829f8f-7445-a621-7d66-02eececf7803?version=1.0
https://www.infarmed.pt/documents/15786/4183417/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2021+%28mar%C3%A7o%29/60c71742-8428-c77c-012e-2cad0616fecb?version=1.0
https://www.infarmed.pt/documents/15786/4183424/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+trimestre+de+2021+%28mar%C3%A7o%29/dc60c0c3-7ba8-b562-fec1-56a90c727e50
http://app.infarmed.pt/listpmg/default.aspx
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Orientacado n2 021/2020 de 06/04/2020 atualizada a 18/02/2021
COVID-19: Terapéutica nutricional no doente com COVID-19

Alerta de supervisao n.2 15/2020 (2.2 atualizacdo)

Condi¢des para utilizagdo dos Testes Rapidos de Antigénio (TRAQ) para SARS-CoV-
2 instituidas pela Circular Informativa Conjunta n.2 001/CD/100.20.200, de 12 de
fevereiro de 2021

Deliberacdes concluidas durante o seqgundo semestre de 2020

Lista de Entrada em Vigor dos novos CPA 16-02

Boletim Informativo n2 45
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https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-n-0212020-de-06042020-pdf.aspx
https://www.ers.pt/pt/comunicacao/destaques/lista-de-destaques/alerta-de-supervis%C3%A3o-n-%C2%BA-15-2020-2-%C2%AA-atualiza%C3%A7%C3%A3o/
https://www.ers.pt/media/1ybh4lrv/listagem_delibs_2sem2020.pdf
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=N
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Medicinal Products for Human Use | Other: Pilot phase for CHMP early contact
with patient / consumer organisations (new)

Agenda - SME and Academia Clinical Trials Information System (CTIS) two-part
training webinar (updated)

Other: Speaker bios - SME and Academia Clinical Trials Information System
(CTIS) two-part training webinar (new)

SME and academia Clinical Trials Information System (CTIS) two-part training
webinar - Day 1, Virtual event, from 22/02/2021 to 22/02/2021 (updated)

Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 8-10
December 2020 (new)

Medicinal Products for Human Use | Agenda - CAT agenda of the 17-19 February
2021 meeting (new)

Other: GB ICSRs reported to EV 15-31 December 2020 (new)

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

Medicinal Products for Human Use | News and press releases: Precautionary
marketing suspension of thalassaemia medicine Zynteglo

Medicinal Products for Human Use | Template or form: Request for accelerated
assessment pursuant to Article 14(9) of Reqgulation (EC) No 726/2004 to be
replaced by 'Briefing Note and Recommendations on a Request for Accelerated
Assessment Pursuant to Article 14 (9) of Regulation (EC) No 726/2004 -
Template (updated)

Medicinal Products for Human Use | Other: HMPC: overview of assessment work -
priority list (updated)

Medicinal Products for Human Use | News and press releases: EMA receives
application for conditional marketing authorisation of COVID-19 Vaccine
Janssen

Medicinal Products for Human Use | Minutes of the COMP meeting 1-3 December
2020 (new)

Medicinal Products for Veterinary Use | Regulatory and procedural

guideline: Dossier requirements for submission of marketing authorisation and
maximum residue limit (MRL) applications to the European Medicines Agency
(EMA) and to members of the Committee for Medicinal Products for Veterinary

use (CVMP) (updated)

Medicinal Products for Human Use | Agenda - COMP agenda of the 16-18
February 2021 meeting (new)

Medicinal Products for Human Use | Minutes of the PRAC meeting 23-26
November 2020 (new)

Other: Audit checklist - Interpretation guide (new)
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https://www.ema.europa.eu/documents/other/pilot-phase-chmp-early-contact-patient/consumer-organisations_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-sme-academia-clinical-trials-information-system-ctis-two-part-training-webinar_en.pdf
https://www.ema.europa.eu/documents/other/speaker-bios-forcesme-academia-clinical-trials-information-system-ctis-two-part-training-webinar_en.pdf
https://www.ema.europa.eu/en/events/sme-academia-clinical-trials-information-system-ctis-two-part-training-webinar-day-1
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-8-10-december-2020_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-19-february-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/gb-icsrs-reported-ev-15-31-december-2020_en.xlsx
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/en/news/precautionary-marketing-suspension-thalassaemia-medicine-zynteglo
https://www.ema.europa.eu/documents/template-form/request-accelerated-assessment-pursuant-article-149-regulation-ec-no-726/2004-be-replaced-briefing-note-recommendations-request-accelerated-assessment-pursuant-article-14-9/2004-template_en.docx
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/news/ema-receives-application-conditional-marketing-authorisation-covid-19-vaccine-janssen
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-1-3-december-2020_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dossier-requirements-submission-marketing-authorisation-maximum-residue-limit-mrl-applications_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-comp-agenda-16-18-february-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-prac-meeting-23-26-november-2020_en.pdf
https://www.ema.europa.eu/documents/other/audit-checklist-interpretation-guide_en.pdf
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Medicinal Products for Human Use | Agenda - CAT agenda of the 17-19
February 2021 meeting (new)

Medicinal Products for Human Use | Timetable: Post-authorisation measure
(PAM) Paediatric art. 46 submission - ATMP (updated)

Medicinal Products for Human Use | Timetable: Post-authorisation measures
(PAMSs) assessed by PRAC - ATMP (updated

Medicinal Products for Human Use | Timetable: Post-authorisation measure
(PAM) assessed by PRAC (updated)

Medicinal Products for Human Use | Timetable: Post-authorisation measure
(PAM) Paediatric art. 46 submission (updated)

Medicinal Products for Human Use | Timetable: Post-authorisation measure
(PAM) assessed by CAT (updated)

Medicinal Products for Human Use | Timetable: Post-authorisation measure
(PAM) assessed by CHMP (updated)

Agenda - PCWP/HCPWP joint meeting on 2-3 March 2021 (new)

Medicinal Products for Veterinary Use | Agenda - CVMP agenda of the 16-18
Eebruary 2021 meeting (new)

Medicinal Products for Human Use | Public Statement: Public statement on
Udenyca: Withdrawal of the marketing authorisation in the European
Union (new)

Medicinal Products for Human Use | Treatments and vaccines for COVID-19:
medicines under evaluation (updated)

Medicinal Products for Human Use | News and press releases: EMA starts rolling
review of CureVac's COVID-19 vaccine (CVnCoV)

Document updated - List of National Contact Point

Presentations - EU Health Policy Platform webinar on "COVID-19 vaccination -
What you need to know as a health professional'? (10 February 2021)

Presentations - EU Health Policy Platform webinar on "Europe’s path to eliminating
cervical cancer” (5 February 2021)
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https://www.ema.europa.eu/documents/agenda/agenda-cat-agenda-17-19-february-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measures-pams-assessed-prac-atmp_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-assessed-prac_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-paediatric-art-46-submission_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-assessed-cat_en.pdf
https://www.ema.europa.eu/documents/other/timetable-post-authorisation-measure-pam-assessed-chmp_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pcwp/hcpwp-joint-meeting-2-3-march-2021_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-cvmp-agenda-16-18-february-2021-meeting_en.pdf
https://www.ema.europa.eu/documents/public-statement/public-statement-udenyca-withdrawal-marketing-authorisation-european-union_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-vaccines-covid-19-medicines-under-evaluation
https://www.ema.europa.eu/en/news/ema-starts-rolling-review-curevacs-covid-19-vaccine-cvncov
https://ec.europa.eu/health/sites/health/files/cross_border_care/docs/cbhc_ncp_en.pdf
https://ec.europa.eu/health/policies/events/ev_20210210_en
https://ec.europa.eu/health/policies/events/ev_20210205_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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