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NACIONAL

EUROPEIA

Declaracdo de Retificacdo n.2 24-A/2021

Presidéncia do Conselho de Ministros - Secretaria-Geral

Retifica a Resolucdo do Conselho de Ministros n.2 92-A/2021, de 15 de julho, que altera
as medidas aplicaveis em situa¢do de calamidade, no &mbito da pandemia da doenga
COVID-19

Resolucdo do Conselho de Ministros n.2 96/2021
Presidéncia do Conselho de Ministros
Designa a vice-presidente do Conselho Nacional de Saude

Resolucao do Conselho de Ministros n.2 96-A/2021

Presidéncia do Conselho de Ministros

Altera as medidas aplicaveis a determinados municipios no ambito da situagao de
calamidade

Lein249/2021

Assembleia da Republica

Inclui novas substancias psicoativas na definicdo de droga, transpondo a Diretiva
Delegada (UE) 2021/802 da Comissao, de 12 de margo de 2021, e alterando o Decreto-
Lei n215/93 de 22 de janeiro, que aprova o regime juridico aplicavel ao trafico e
consumo de estupefacientes e substancias psicotrépicas

Decisdo de Execucdo (UE) 2021/1182 da Comissdo, de 16 de julho de 2021, relativa as
normas harmonizadas para os dispositivos médicos elaboradas em apoio do
Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho

Decisao de Execucdo (UE) 2021/1195 da Comisséo, de 19 de julho de 2021, relativa as
normas harmonizadas para os dispositivos médicos de diagndstico in vitro elaboradas
em apoio do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho

Decisdo de Execucdo (UE) 2021/1212 da Comissdo, de 22 de julho de 2021, que altera a
Decisao de Execucdo (UE) 2017/253 no que diz respeito aos alertas desencadeados por
ameacas sanitarias transfronteiricas graves e ao rastreio dos contactos de pessoas

expostas identificadas no contexto do preenchimento de formulédrios de localizacdo de

passageiros (1)
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https://dre.pt/web/guest/home/-/dre/167651695/details/maximized
https://dre.pt/web/guest/pesquisa/-/search/167491776/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/167923978/details/maximized?serie=I&day=2021-07-21&date=2021-07-01
https://dre.pt/web/guest/home/-/dre/168184705/details/maximized?serie=I&day=2021-07-22&date=2021-07-01
https://dre.pt/web/guest/home/-/dre/168184697/details/maximized?serie=I&day=2021-07-23&date=2021-07-01
https://dre.pt/application/external/eurolex?21L0802
https://dre.pt/web/guest/pesquisa/-/search/585178/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.256.01.0100.01.POR&toc=OJ:L:2021:256:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.258.01.0050.01.POR&toc=OJ:L:2021:258:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2021.263.01.0032.01.POR&toc=OJ:L:2021:263:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L:2021:263:TOC#TN1
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Portaria n.2 289/2021

Saude - Gabinete do Secretario de Estado da Saude

Procede ao reescalonamento dos encargos plurianuais autorizados pela Resolucdo do
Conselho de Ministros n.2 177/2019, de 17 de outubro, que autoriza o Instituto
Portugués do Sangue e da Transplantacao, |. P, a realizar despesa com a aquisicao de
medicamentos derivados do plasma

Declaracéo de Retificacdo n.2 517-A/2021

Saude - Secretaria-Geral

Retifica o Despacho n.2 6476-F/2021, publicado no Diario da Republica, 2.2 série, n.2
126, 2.2 suplemento, de 1 de julho de 2021, que identifica, na area de medicina geral e
familiar, os servicos e estabelecimentos de saude e respetivas unidades funcionais com
comprovada caréncia de pessoal médico

Despacho n.2 7303/2021

Saude - Direcao-Geral da Saude

Nomeacao da diretora do programa prioritario para a area das Infe¢des Sexualmente
Transmissiveis e da Infe¢&o pelo Virus da Imunodeficiéncia Humana

Publicacdo para efeitos do artigo 152-A do Decreto-Lei n.2 176/2006, de 30 de Agosto
- pedidos de autorizagdo de introdu¢dao no mercado de medicamentos genéricos.

Circular Informativa N.2 085/CD/550.20.00, de 13/07/2021 | Recolha voluntaria do
medicamento Losartan Ratiopharm, 50 mg, comprimido revestido por pelicula- - lote
n.2 0450820, validade 31/08/2023

Circular Informativa N.2 087/CD/100.20.200, de 19/07/2021 | Limitacdes na
disponibilidade do medicamento contendo tocilizumab, 162 mg/0.9 ml, para
administracao subcutanea

Novo Regulamento dos Dispositivos Médicos: ficha informativa para autoridades de
paises ndo pertencentes a UE/ao EEE

EMA inicia avaliacao (rolling review) de nova vacina COVID-19

Circular Informativa N.2 083/CD/550.20.001, de 22/07/2021 | Assunto: COVID-19
Vaccine Janssen: Sindrome de Guillain-Barré incluida como efeito indesejavel muito
raro

Aviso de indisponibilidade de aplicacdes

Consulte as listas de laboratérios e farmacias que realizam testes rapidos antigénio
comparticipados
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https://dre.pt/web/guest/home/-/dre/167650989/details/3/maximized?serie=II&parte_filter=31&dreId=167608034
https://dre.pt/web/guest/pesquisa/-/search/125417314/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/167923984/details/maximized?serie=II&parte_filter=31&day=2021-07-20&date=2021-07-01&dreId=167923981
https://dre.pt/web/guest/home/-/dre/168043509/details/2/maximized?serie=II&parte_filter=31&day=2021-07-22&date=2021-07-01&dreId=167907169
http://app.infarmed.pt/listpmg/default.aspx
https://www.infarmed.pt/documents/15786/4183408/Recolha+volunt%C3%A1ria+do+medicamento+Losartan+Ratiopharm%2C+50+mg%2C+comprimido+revestido+por+pel%C3%ADcula+%C2%BF+lote+0450820+validade+31-08-2023/2f6d94cc-5351-a8ad-bf04-180aa0e75b43?version=1.0
https://www.infarmed.pt/documents/15786/4183417/Limita%C3%A7%C3%B5es+na+disponibilidade+do+medicamento+contendo+tocilizumab/d8e0654c-c1d8-6af5-11ad-136c3948b0d6?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4429702
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4542977
https://www.infarmed.pt/documents/15786/4183417/COVID-19+Vaccine+Janssen%3A+S%C3%ADndrome+de+Guillain-Barr%C3%A9+inclu%C3%ADda+como+efeito+indesej%C3%A1vel+muito+raro/0ef081d9-84dd-6d39-523a-d98eaa1fe972?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4552825
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/4523073
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Despacho n2 020/2021 de 21/07/2021 - Atualizagdo da Comissao Técnica de
DGS Vacinagao contra COVID-19

Lista de Entrada em Vigor_22-07-2021

SPMS

NEW - July 2021 CMDh Agenda

HMA

19 a 23 de julho de 2021


https://www.dgs.pt/a-direccao-geral-da-saude/comunicados-e-despachos-do-director-geral/despacho-n-0202021-de-21072021-pdf.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.hma.eu/457.html
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Medicinal Products for Veterinary Use | Template or form: QRD veterinary
product-information annotated template (English) version 9.0

Medicinal Products for Veterinary Use | Template or form: QRD veterinary
product-information highlighted template (English) version 9.0

Medicinal Products for Veterinary Use | Template or form: QRD veterinary
product-information template (English) version 9.0

Medicinal Products for Veterinary Use | News and press releases: Meeting
highlights from the Committee for Medicinal Products for Veterinary Use
(CVMP) 13-15 July 2021

Medicinal Products for Human Use | Agenda: Agenda - CHMP agenda of the
19-22 July 2021 meeting

Medicinal Products for Human Use | News and press releases: EMA starts
evaluating the use of Kineret in adult COVID-19 patients at increased risk of
severe respiratory failure

Medicinal Products for Human Use | Regulatory and procedural
guideline: Guidance on paediatric submissions (updated)

Medicinal Products for Human Use | Report: Genome editing EU-IN Horizon
Scanning Report

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

Medicinal Products for Human Use [News and press releases: EMA starts
rolling review of COVID-19 vaccine Vidprevtyn

Medicinal Products for Human Use | Regulatory and procedural
guideline: Explanatory note on general fees payable to the European
Medicines Agency as of 15 July 2021

Medicinal Products for Human Use |Other: CHMP SWP opinion on
diethanolamine and coconut oil diethanolamine condensate as excipients

Medicinal Products for Veterinary Use |Regulatory and procedural

guideline: EU Implementation Guide (IG) on veterinary medicines product data
in the Union Product Database - Chapter 4: Process and format for the
submission of legacy data on veterinary medicinal products (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural

guideline: EU Implementation Guide (IG) on veterinary medicines product data
- Chapter 2: Format for the electronic submission of veterinary medicinal
product information (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural

guideline: EU Implementation Guide (IG) on veterinary medicines product data
in the Union Product Database - Chapter 6: Examples for submission of legacy
data

Medicinal Products for Human Use INews and press releases: The European
Medicines Agency mourns the passing of Jordi Llinares Garcia

Medicinal Products for Human Use |Regulatory and procedural guideline: Draft
EU Common Standard for electronic product information for human medicines
(ePl) (updated)
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https://www.ema.europa.eu/documents/template-form/qrd-veterinary-product-information-annotated-template-english-version-90_en.pdf
https://www.ema.europa.eu/documents/template-form/qrd-veterinary-product-information-highlighted-template-english-version-90_en.doc
https://www.ema.europa.eu/documents/template-form/qrd-veterinary-product-information-template-english-version-90_en.doc
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-veterinary-use-cvmp-13-15-july-2021
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-19-22-july-2021-meeting_en.pdf
https://www.ema.europa.eu/en/news/ema-starts-evaluating-use-kineret-adult-covid-19-patients-increased-risk-severe-respiratory-failure
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_en.pdf
https://www.ema.europa.eu/documents/report/genome-editing-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/news/ema-starts-rolling-review-covid-19-vaccine-vidprevtyn
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/explanatory-note-general-fees-payable-european-medicines-agency-15-july-2021_en.pdf
https://www.ema.europa.eu/documents/other/opinion-swp-regarding-diethanolamine-coconut-oil-diethanolamine-condensate-excipients_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-4_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-6_en.pdf
https://www.ema.europa.eu/en/news/european-medicines-agency-mourns-passing-jordi-llinares-garcia
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-eu-common-standard-electronic-product-information-human-medicines-epi_en.pdf
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Medicinal Products for Human Use INews and press releases: COVID-19
Vaccine Janssen: Guillain-Barré syndrome listed as a very rare side effect

Medicinal Products for Veterinary Use |Regulatory and procedural
guideline: Combined Veterinary Dictionary for Drug Regulatory Activities
(VeDDRA) list of clinical terms for reporting suspected adverse reactions in
animals and humans to veterinary medicinal products (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural
guideline: Veterinary Dictionary for Drug Regulatory Activities (VeDDRA)
dataload friendly file including deprecated terms (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural
guideline: Non-current Veterinary Dictionary for Drug Regulatory Activities
(VeDDRA\) low level terms (LLT) and codes (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural
guideline: Combined Veterinary Dictionary for Drug Regulatory Activities
(VeDDRA) list of clinical terms for reporting suspected adverse reactions in
animals and humans to veterinary medicinal products (Excel) (updated)

Medicinal Products for Veterinary Use |Regulatory and procedural

guideline: Guidance notes on the use of Veterinary Dictionary for Drug
Regulatory Activities (VeDDRA) terminology for reporting suspected adverse
reactions in animals and humans (updated)

Indicator on Population by sex (ECHI 1) updated with most recent Eurostat
statistics

Reminder - Your vote counts! Help choose EU Health Policy Platform's 2021
Thematic Networks

First references of harmonised European standards in support of Regulation (EU)
2017/746 published in the OJEU: Commission Implementing Decision (EU)
2021/1195 of 19 July 2021

First references of harmonised European standards in support of Regulation (EU)
2017/745 published in the OJEU: Commission Implementing Decision (EU)
2021/1182 of 16 July 2021

MDCG 2021-20 - Instructions for generating CIV-I1D for MDR Clinical Investigations

Minutes - Steering Group on Health Promotion, Disease Prevention and
Management of Non-Communicable Diseases (18 June 2021)

Vaccinating the world: ‘Team Europe'to share more than 200 million doses of
COVID-19 vaccines with low and middle-income countries by the end of 2021

SCHEER - Minutes of the Working Group meeting on the safety of Titanium
Dioxide in toys of 20 July 2021

SCHEER - Minutes of the Working Group meeting on the safety of Cobalt in toys of
14 July 2021

SCCS - Preliminary Opinion open for comments on HAA299 (nano) - deadline for
comments: 27 September 2021

Summary record - 94th meeting of the Pharmaceutical Committee (28 May 2021)
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https://www.ema.europa.eu/en/news/covid-19-vaccine-janssen-guillain-barre-syndrome-listed-very-rare-side-effect
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/veterinary-dictionary-drug-regulatory-activities-veddra-dataload-friendly-file-including-deprecated_en.xls
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/non-current-veterinary-dictionary-drug-regulatory-activities-veddra-low-level-terms-llt-codes_en.xls
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.xls
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidance-notes-use-veterinary-dictionary-drug-regulatory-activities-veddra-terminology-reporting_en.pdf
https://ec.europa.eu/health/indicators/echi/list_en#id1
https://ec.europa.eu/newsroom/sante/newsletter-archives/33534
https://eur-lex.europa.eu/eli/dec_impl/2021/1195/oj
https://eur-lex.europa.eu/eli/dec_impl/2021/1182/oj
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-20_en.pdf
https://ec.europa.eu/health/sites/default/files/non_communicable_diseases/docs/ev_20210618_mi_en.pdf
https://ec.europa.eu/commission/presscorner/detail/en/ip_21_3845
https://ec.europa.eu/health/sites/default/files/scientific_committees/scheer/docs/scheer_miwg_206.pdf
https://ec.europa.eu/health/sites/default/files/scientific_committees/scheer/docs/scheer_miwg_205.pdf
https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_256.pdf
https://ec.europa.eu/health/sites/default/files/files/committee/ev_20210528_sr_en.pdf

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.



