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LEGISLACAO

Lein271/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Fisioterapeutas

Lein272/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Psicélogos Portugueses

Lein273/2023
Assembleia da Republica
Alteracdo ao Estatuto da Ordem dos Médicos Dentistas

NACIONAL

Declaracéo n.211/2023
Assembleia da Republica ]
Substituicdo de membro no Conselho Nacional de Etica para as Ciéncias da Vida

Portaria n.2 430/2023

Saude

Estabelece as regras de prestacdo de cuidados de salde oral personalizados, preventivos
e curativos no &mbito do Programa Nacional de Promoc&o de Saude Orall
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https://diariodarepublica.pt/dr/detalhe/lei/71-2023-229915927
https://diariodarepublica.pt/dr/detalhe/lei/72-2023-229915928
https://diariodarepublica.pt/dr/detalhe/lei/73-2023-229915929
https://diariodarepublica.pt/dr/detalhe/declaracao/11-2023-229915930
https://diariodarepublica.pt/dr/detalhe/portaria/430-2023-229915934
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REGULACAO

NACIONAL

Despacho n.2 12866/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude
Operacionaliza as Equipas Locais de Intervencao, no ambito do Sistema Nacional de
Intervenc&o Precoce na Infancia

Despacho n.2 12868/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Subdelega na diretora-geral da Satde (DGS), mestre Rita Manuel S& Machado Duarte, a
competéncia para a pratica de atos

Despacho n.2 12779/2023

Defesa Nacional e Saude - Gabinetes da Ministra da Defesa Nacional e do Ministro da
Saude

Procede a designag¢do de membros da Comissao de Avaliagdo de Tecnologias de Salde
(CATS)

Despacho n.2 12810/2023

Saude - Gabinete do Ministro

Designa o licenciado Jo&o Augusto Castel-Branco Gouldo para exercer, em regime de
substituicdo, o cargo de presidente do conselho diretivo, e o licenciado Manuel Ribeiro
Cardoso para exercer, em regime de substitui¢do, o cargo de vogal do conselho diretivo do
Instituto para os Comportamentos Aditivos e as Dependéncias, I. P.

Aviso n.2 24259/2023

Ordem dos Médicos Veterinarios

Torna publico, para efeitos de consulta publica, o projeto do Regulamento Disciplinar da
Ordem dos Médicos Veterinarios

Aviso n.2 24078/2023

Presidéncia do Conselho de Ministros, Economia e Mar e Sadde - Gabinetes do
Ministro da Economia e do Mar, do Secretario de Estado Adjunto e das
Infraestruturas e da Secretaria de Estado da Promocao da Saude

Submete a consulta publica o projeto de portaria que, nos termos do disposto no n.2 10
do artigo 23.2 do Decreto-Lei n.2 39/2023, de 30 de maio, aprova as normas aplicaveis a
aptidao médica

Despacho n.2 12679/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Determina que as receitas médicas nas quais sejam prescritas exclusivamente vacinas
contra a gripe, para a época sazonal de 2023/2024, emitidas a partir de 1 de julho de
2023, sdo validas até 31 de dezembro do corrente ano

Despacho n.2 12634/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Determina a implementacdo de um Modelo Integrado de Cuidados para a Prevencao e
Tratamento da Obesidade

Despacho n.2 12635/2023

Saude - Gabinete da Secretaria de Estado da Promocao da Saude

Aprova a Estratégia Nacional para a Promoc&o da Saude Renal e Cuidados Integrados na
Doenca Renal Cronica 2023-2026 e cria a Comissao de Implementac¢&o da Estratégia
Nacional para a Doenca Renal Crénica
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https://diariodarepublica.pt/dr/detalhe/despacho/12866-2023-261865013
https://diariodarepublica.pt/dr/detalhe/despacho/12868-2023-261865015
https://diariodarepublica.pt/dr/detalhe/despacho/12779-2023-230093616
https://diariodarepublica.pt/dr/detalhe/despacho/12810-2023-230097515
https://diariodarepublica.pt/dr/detalhe/aviso/24259-2023-230097574
https://diariodarepublica.pt/dr/detalhe/aviso/24078-2023-229910474
https://diariodarepublica.pt/dr/detalhe/despacho/12679-2023-229911840
https://diariodarepublica.pt/dr/detalhe/despacho/12634-2023-225444234
https://diariodarepublica.pt/dr/detalhe/despacho/12635-2023-225444235
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Despacho n.2 12621-A/2023

Presidéncia do Conselho de Ministros, Financas e Saude - Gabinetes do Ministro das
Finangas, da Secretaria de Estado da Administragao Publica e do Secretario de
Estado da Saude

Autoriza a constituicdo de 1054 relag¢des juridicas de emprego, das quais 924 para a area
de medicina geral e familiar, 29 para a area de salde publica e 101 para a area hospitalar

Despacho n.2 12621-C/2023

Saude - Gabinete do Secretario de Estado da Saude

Identifica os servigos e estabelecimentos de salde e respetivas unidades funcionais para
efeitos de recrutamento de pessoal médico nas areas de medicina geral e familiar, salde
publica e hospitalar

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

Deliberacdo 84/CD/2023 de 07/12/2023 | Sistema de Precos de Referéncia - 1.2 trimestre
de 2024

Circular Informativa 120/CD/100.20.200 de 14/12/2023 | Sisterma de Precos de Referéncia
- 12 trimestre de 2024

Deliberacao 085/CD/2023 de 07/12/2023 | Atualizacdo da lista de medicamentos cuja
exportacao é temporariamente suspensa

Circular Informativa 121/CD/100.20.200 de 14/12/2023 | Atualizacdo da lista de
medicamentos cuja exportagdo é temporariamente suspensa

CTIS: Winter clock stop - Paragem de inverno para as submissdes de ensaios clinicos no
CTIS

Designacao de Laboratdérios de Referéncia da Unido Europeia para dispositivos médicos
para diagndstico in vitro (DIV) de alto risco

Ensaios clinicos de transicao, prazo, orientacdes disponiveis: procedimento acelerado para
a transicdo de ensaios para o sistema CTIS

Primeira versao da lista de medicamentos criticos aprovada na Unido Europeia para apoiar
a reducdo da escassez de medicamentos

Orientacdo Conjunta n.2 001/2023, de 29/09/2023 - Operacionalizacdo da Campanha de
Vacinacdo Sazonal contra a Gripe e contra a COVID-19

Relatério N.2 10 da Vacinacdo Sazonal 2023/2024

UPDATE - Data requested for New Applications in the MRP/DCP which are not stated in
the current EU legislation and/or in Volume 2B, Presentation and format of the dossier
Common Technical Document (CTD) and/or in the EEA approved
Guidelines/Recommendation papers - correction

12-14 December 2023 CMDh agenda
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https://diariodarepublica.pt/dr/detalhe/despacho/12621-a-2023-229857708
https://diariodarepublica.pt/dr/detalhe/despacho/12621-c-2023-229857711
https://extranet.infarmed.pt/ServicosOnline-fo/listpmg/listapedidosmedicamentos.jsf
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3D0YaSY8cI%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9632013&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.infarmed.pt/documents/15786/8073749/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+1%C2%BA+Trimestre+de+2024+%28janeiro%29/d3ac24fa-c8c9-f099-df91-5b7cc99feae5?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_auth%3D0YaSY8cI%26p_p_id%3D3%26p_p_lifecycle%3D1%26p_p_state%3Dnormal%26p_p_state_rcv%3D1&_101_assetEntryId=9630439&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_modifieddayTo%3D1%26_3_cur%3D1%26_3_modifiedyearTo%3D2023%26_3_entryClassName%3D%26_3_keywords%3DDelibera%25C3%25A7%25C3%25A3o%26_3_formDate%3D1690882615127%26_3_modifieddayFrom%3D31%26_3_format%3D%26_3_modifiedyearFrom%3D2023%26_3_modifiedfrom%3D31%252F07%252F2023%26_3_documentsSearchContainerPrimaryKeys%3D15_PORTLET_9013465%252C15_PORTLET_8950437%252C15_PORTLET_8934374%252C15_PORTLET_8832286%252C15_PORTLET_8818025%252C15_PORTLET_8786225%252C15_PORTLET_8732257%252C15_PORTLET_8715638%252C15_PORTLET_8704657%252C20_PORTLET_8704635%252C20_PORTLET_8702774%252C15_PORTLET_8623738%252C15_PORTLET_8611909%252C15_PORTLET_8517434%252C15_PORTLET_8514262%252C15_PORTLET_8364370%252C15_PORTLET_8347753%252C15_PORTLET_8313330%252C20_PORTLET_8274332%252C15_PORTLET_7787161%26_3_reorderBy%3DorderByDate%26_3_assetCategoryIds%3D%26_3_modifiedselection%3D0%26_3_assetTagNames%3D%26_3_modifiedmonthTo%3D7%26_3_modified%3D%26_3_modifiedmonthFrom%3D6%26_3_modifiedto%3D01%252F08%252F2023%26_3_struts_action%3D%252Fsearch%252Fsearch
https://www.infarmed.pt/documents/15786/8073749/Atualiza%C3%A7%C3%A3o+da+lista+de+medicamentos+cuja+exporta%C3%A7%C3%A3o+%C3%A9+temporariamente+suspensa+-+dezembro+de+2023/a7c8b828-6f62-7cc3-3cb7-79b6a3e7bf65
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9625035
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9626871
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9624903
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/9614303
https://www.dgs.pt/normas-orientacoes-e-informacoes/orientacoes-e-circulares-informativas/orientacao-conjunta-n-0012023-de-29092023-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-10-da-vacinacao-sazonal-20232024.aspx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_197_2010_Rev_9_correction_2023_11_clean_-_Data_requested_for_Variations_and_Renewals.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Agendas_and_Minutes/Agendas/2023_12_CMDh_agenda.pdf

.
‘L}&VIEIRADEALMEIDA ViA EXPERTISE

REGULAGCAO
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. Human Medicines

First version of the Union list of critical medicines agreed to help avoid potential shortages
inthe EU

Data Analysis and Real World Interrogation Network (DARWIN EU)

Expected publication dates of PRAC recommendations on safety signals

Data Quality Framework for EU medicines regulation

. Veterinary Medicines

EU Implementation Guide (IG) on veterinary medicines product data in the Union Product
Database - Chapter 7: Submission of other post-authorisation data

Request form for the provision of information via Quick Response (QR) codes in the
labelling and/or package leaflet of veterinary medicinal products authorised via the
centralised (CP), mutual recognition (MRP), decentra...

Quick Response (QR) codes in the labelling and/or package leaflet of veterinary medicinal
products authorised via the centralised (CP), mutual recognition (MRP), decentralised
procedures (DCP) and national procedures

Union Product Database: release notes

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

. Human Regulatory

List of medicinal products under additional monitoring [PDF]

List of medicinal products under additional monitoring [Excel]

. Veterinary Regulatory

Pre-authorisation guidance under the Veterinary Medicinal Products Requlation
(Regulation (EU) 2019/6)

Maximum residue limits (MRL)

EVVET - EVWEB user manual

EVVet3 EVWeb Production — Release notes

. Human and Veterinary Regulatory

Good manufacturing practice

. Clinical Trials

European Union Member State Public Holidays Recorded in CTIS (year: 2024)

Questions and Answers about the raw data proof-of-concept pilot for industry

11 a 15 de dezembro de 2023


https://www.ema.europa.eu/en/news/first-version-union-list-critical-medicines-agreed-help-avoid-potential-shortages-eu
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-and-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/documents/other/expected-publication-dates-prac-recommendations-safety-signals_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.ema.europa.eu/en/documents/template-form/request-form-provision-information-quick-response-qr-codes-labelling-and-or-package-leaflet-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentra_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/quick-response-qr-codes-labelling-and-or-package-leaflet-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-procedures-dcp-and-national-procedures_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database/union-product-database-release-notes
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/eu-implementation-guide-ig-veterinary-medicines-product-data-chapter-2-format-electronic-submission-veterinary-medicinal-product-information_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/en/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/veterinary-pre-authorisation-guidance/pre-authorisation-guidance-under-veterinary-medicinal-products-regulation-regulation-eu-2019-6
https://www.ema.europa.eu/en/veterinary-regulatory-overview/research-and-development-veterinary-medicines/maximum-residue-limits-mrl
https://www.ema.europa.eu/en/documents/other/evvet-evweb-user-manual_en.pdf
https://www.ema.europa.eu/en/documents/other/evvet3-evweb-production-release-notes_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice
https://www.ema.europa.eu/en/documents/other/european-union-member-state-public-holidays-recorded-ctis-year-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-and-answers-about-raw-data-proof-concept-pilot-industry_en.pdf
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COMISSAO EUROPEIA

. Committees

CVMP work plan 2024

HMPC: overview of assessment work - priority list

Agenda of the CHMP meeting 11-14 December 2023

Meeting highlights from the Committee for Veterinary Medicinal Products (CVMP) 5-
7 December 2023

. Events

Management Board meeting: 5 October 2023 [Updated with Minutes]

Academia Info Day [Updated with Presentations]

DARWIN EU Advisory Board meeting: 6 February 2023 [Updated with Minutes]

Third Veterinary Big Data Stakeholder Forum [Updated with Presentations]

European Medicines Agency (EMA) Patients' and Consumers' (PCWP) and Healthcare
Professionals’ (HCPWP) Working Parties meeting with all eligible organisations
[Updated with Presentations]

Committee for Herbal Medicinal Products (HMPC): 20-22 November 2023 [Updated
with Meeting Report]

MDCG 2023-6 - Guidance on demonstration of equivalence for Annex XVI| products - A
guide for manufacturers and notified bodies - December 2023

MDCG 2023-5 - Guidance on demonstration of equivalence for Annex XVI products - A
guide for manufacturers and notified bodies - December 2023

Update - MDCG 2021-6 - Rev.l - Reqgulation (EU) 2017/745 — Questions & Answers
regarding clinical investigation - December 2023

Commission report - Final evaluation of the third Health Programme 2014-2020

Study on the coherence, complementarity, and continued relevance of actions in the
Council Recommendation on strengthened cooperation against vaccine-preventable
diseases

SCCS - Preliminary Opinion open for comments on Benzophenone - 4 (Deadline for
comments: 16 February 2024)

SCCS - Final Opinion on Methylparaben

SCCS - Preliminary Opinion open for comments on the safety of aluminium in cosmetic
products - Submission |V (Deadline for comments: 16 February 2024)

EU4Health call for tenders to support the uptake of biosimilars in a multistakeholder
approach

EU4Health call for tenders to support training programmes and tabletop exercises on
preparedness and response to cross-border health threats

Presentations and recording - EUHPP Live Webinar: EU4Health 2024 Annual Work
Programme - Information session - Operating grants (12 December 2023)

Presentations and recording - EUHPP Live Webinar: Stakeholder dialogue on Health
Security (11 December 2023)
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https://www.ema.europa.eu/en/documents/work-programme/cvmp-work-plan-2024_en.pdf
https://www.ema.europa.eu/en/documents/other/hmpc-overview-assessment-work-priority-list_en.pdf
https://www.ema.europa.eu/en/documents/agenda/agenda-chmp-meeting-11-14-december-2023_en.pdf
https://www.ema.europa.eu/en/news/meeting-highlights-committee-veterinary-medicinal-products-cvmp-5-7-december-2023
https://www.ema.europa.eu/en/events/management-board-meeting-5-october-2023
https://www.ema.europa.eu/en/events/academia-info-day
https://www.ema.europa.eu/en/events/darwin-eu-advisory-board-meeting-6-february-2023
https://www.ema.europa.eu/en/events/third-veterinary-big-data-stakeholder-forum
https://www.ema.europa.eu/en/events/european-medicines-agency-ema-patients-and-consumers-pcwp-and-healthcare-professionals-hcpwp-working-parties-meeting-all-eligible-organisations-0
https://www.ema.europa.eu/en/events/committee-herbal-medicinal-products-hmpc-20-22-november-2023
https://health.ec.europa.eu/latest-updates/mdcg-2023-6-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/mdcg-2023-5-guidance-demonstration-equivalence-annex-xvi-products-guide-manufacturers-and-notified-2023-12-14_en
https://health.ec.europa.eu/latest-updates/update-mdcg-2021-6-rev1-regulation-eu-2017745-questions-answers-regarding-clinical-investigation-2023-12-12_en
https://health.ec.europa.eu/publications/commission-report-final-evaluation-third-health-programme-2014-2020_en
https://health.ec.europa.eu/publications/study-coherence-complementarity-and-continued-relevance-actions-council-recommendation-strengthened_en
https://health.ec.europa.eu/latest-updates/sccs-preliminary-opinion-open-comments-benzophenone-4-deadline-comments-16-february-2024-2023-12-15_en
https://health.ec.europa.eu/latest-updates/sccs-final-opinion-methylparaben-2023-12-15_en
https://health.ec.europa.eu/latest-updates/sccs-preliminary-opinion-open-comments-safety-aluminium-cosmetic-products-submission-iv-deadline-2023-12-15_en
https://hadea.ec.europa.eu/news/eu4health-call-tenders-support-uptake-biosimilars-multistakeholder-approach-2023-12-11_en
https://hadea.ec.europa.eu/news/eu4health-call-tenders-support-training-programmes-and-tabletop-exercises-preparedness-and-response-2023-12-07_en
https://health.ec.europa.eu/latest-updates/presentations-and-recording-euhpp-live-webinar-eu4health-2024-annual-work-programme-information-2023-12-13_en
https://health.ec.europa.eu/latest-updates/presentations-and-recording-euhpp-live-webinar-stakeholder-dialogue-health-security-11-december-2023-2023-12-12_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 cépia ou circulagdo. A informagdo proporcionada e as opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



