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REGULACAO

Ministérios do Trabalho, Solidariedade e Seguranca Social e Satide

MINISTERIOS DO Despacho n.2 1704/2019 — Didrio da Republica n.2 33/2019, Série Il de 2019-02-15

TRABALHO, 119618978

SOLIDARIEDADE E Trabalho, Solidariedade e Seguranca Social e Saude — Gabinetes do Ministro do

SEGURANCA SociaL  Trabalho, Solidariedade e Segurancga Social e da Ministra da Saude

E SAUDE Designa os membros da Comissdo Nacional de Coordenacdo da Rede Nacional de
Cuidados Continuados Integrados

Circular Informativa n.2 031/CD/100.20.200 de 08/02/2019 - Medicamentos a base de
plantas indevidamente classificados como cosméticos

No ambito de uma agdo de fiscalizagdo do mercado dirigida a produtos indicados para
pancadas, nddoas negras e inchacos e/ou alivio da dor muscular e articular, o Infarmed
detetou a comercializagaode produtos que foram indevidamente classificados como
cosméticos e, consequentemente, colocados no mercado tendo em conta as normas
estabelecidas pelo Regulamento (CE) n.21223/2009 do Parlamento Europeu e do
Conselho, de 30 de novembro de 2009.

INFARMED

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

Human Medicines | Report: Report - Multi-stakeholder workshop with the HMA/EMA
task force on availability of authorised medicine

Human Medicines | Falsified medicines: overview (updated)

Human Medicines | Other: Orphan medicines figures 2000-2018 (updated)

EMA Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure (updated)

Human Maedicines | Regulatory and procedural guideline: European Medicines Agency
procedural advice for users of the centralised procedure for generic / hybrid

applications (updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
pre-authorisation procedural advice for users of the centralised procedure (updated)

Esta informacdo 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 opinides expressas
sdo de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolucdo de casos concretos. WWW.Vda.pt


https://dre.pt/web/guest/home/-/dre/119618978/details/maximized?serie=II&parte_filter=31&dreId=119603267
https://dre.pt/web/guest/home/-/dre/119618978/details/maximized?serie=II&parte_filter=31&dreId=119603267
http://www.infarmed.pt/documents/15786/2885793/Circular+Informativa+N.+031CD100.20.200+de+08022019/dea7c632-563b-4c8c-829d-e14a84ea9b29?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
https://www.ema.europa.eu/documents/report/report-multi-stakeholder-workshop-hma/ema-task-force-availability-authorised-medicine_en.pdf
https://www.ema.europa.eu/documents/report/report-multi-stakeholder-workshop-hma/ema-task-force-availability-authorised-medicine_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/falsified-medicines-overview
https://www.ema.europa.eu/documents/other/orphan-medicines-figures-2000-2018_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-generic/hybrid-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-generic/hybrid-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-generic/hybrid-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf

HMA

Human Medicines | Annual re-assessment: questions and answers (updated)

Human Maedicines | Generic and hybrid applications (updated)

Human Medicines | Type-Il variations: questions and answers (updated)

Human Medicines | Renewal and annual re-assessment of marketing

authorisation (updated)

Human Medicines | Post-authorisation measures: questions and answers (updated)

Human Medicines | Post-authorisation efficacy studies: questions and

answers (updated)

Human Medicines | Pre-submission queries service: questions and answers (updated)

Human Medicines | Type-IB variations: questions and answers (updated)

Human Medicines | Regulatory and procedural guideline: IRIS guide to the platform for
parallel distribution industry users

Application For Marketing Authorisation (MA) | 'Blue-box' requirements

Application For Marketing Authorisation (MA) | Best Practice Guide for authorisation of
non-prescription medicines in the Decentralised and Mutual Recognition procedures

Validation Procedure |Procedural advice: Validation of MR/Repeat-use/DC Procedures

Questions & Answers | Generics
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https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-procedural-qa/annual-re-assessment-questions-answers
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/generic-medicines/generic-hybrid-applications
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ii-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-measures-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-efficacy-studies-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-efficacy-studies-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-efficacy-studies-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-procedural-qa/pre-submission-queries-service-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/post-authorisation-procedural-qa/pre-submission-queries-service-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ib-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ib-variations-questions-answers
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-platform-parallel-distribution-industry-users_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-guide-platform-parallel-distribution-industry-users_en.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_258_2012_Rev15_2019_01_clean_-_BlueBox_requirements01.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_250_2012_Rev.1_2019_01_clean_-_BPG_for_NPM_in_DCP_MRP.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_250_2012_Rev.1_2019_01_clean_-_BPG_for_NPM_in_DCP_MRP.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_040_2001_Rev7_2019_01_clean_-_Validation_of_MR_RU_DCP.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_272_2012_Rev04_2019_01_clean_-_Q_A_on_generics.pdf

