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LEGISLACAO
Portaria n.2 391/2019 - Didrio da Republica n.2 209/2019, Série | de 2019-10-30
Saude
Aprova os principios e a caraterizagdo das Orientagdes Metodoldgicas para Estudos de Avaliagdo Econdmica
de Tecnologias de Saude

NAciONAL Portaria n.2 390/2019 - Didrio da Reptiblica n.2 208/2019, Série | de 2019-10-29
Saude
Procede a quarta alteragdo a Portaria n.2 224/2015, de 27 de julho (estabelece o regime juridico a que
obedecem as regras de prescrigdo e dispensa de medicamentos e produtos de satde e define as obrigagdes
de informagdo a prestar aos utentes).
Decisdo (UE) 2019/1810 do Conselho Europeu tomada com o acordo do Reino Unido, de 29 de outubro de
2019 que prorroga o prazo previsto no artigo 50.0, n.2 3, do TUE
Resumo das decisGes da Unido Europeia relativas as autorizaces de introducdao no mercado dos

COMUNITARIA medicamentos de 1 de setembro de 2019 a 30 de setembro de 2019 [Publicado nos termos do artigo 13.0 ou
do artigo 38.0 do Regulamento (CE) n.o 726/2004 do Parlamento Europeu e do Conselho]
Resumo das decisGes da Unido Europeia relativas as autorizaces de introducdo no mercado dos
medicamentos de 1 de setembro de 2019 a 30 de setembro de 2019 [Decisdes adoptadas nos termos do
artigo 34.0 da Directiva 2001/83/CE ou do artigo 38.0 da Directiva 2001/82/CE]

REGULACAO
Infarmed Newsletter N.2 158

INFARMED - . . . .
Publicacdo 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.

Spms Lista de Entrada em Vigor dos novos CPA (30-10-2019)
Medicinal Products for Human Use | EMA Regulatory Science to 2025 - Human stakeholders, European
Medicines Agency, Amsterdam, the Netherlands, from 18/11/2019 to 19/11/2019
Medicinal Products for Veterinary Use | EMA Regulatory Science to 2025 - Veterinary stakeholders,
European Medicines Agency, Amsterdam, the Netherlands, from 05/12/2019 to 06/12/2019

EMA

Medicinal Products for Human and Veterinary Use | Regulatory update - EMA encourages companies to
submit type | variations for 2019 by end of November 2019

Medicinal Products for Human Use | Overview of comments received on 'Draft guideline on the
pharmacokinetic and clinical evaluation of modified-release dosage forms'

Medicinal Products for Human Use | Outcome of public consultation on 'Draft guideline on the
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https://dre.pt/web/guest/home/-/dre/125815921/details/maximized
https://dre.pt/web/guest/home/-/dre/125781753/details/maximized
https://dre.pt/web/guest/pesquisa/-/search/69879391/details/normal?l=1
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.LI.2019.278.01.0001.01.POR&toc=OJ:L:2019:278I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.LI.2019.278.01.0001.01.POR&toc=OJ:L:2019:278I:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0001.01.POR&toc=OJ:C:2019:369:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0001.01.POR&toc=OJ:C:2019:369:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0001.01.POR&toc=OJ:C:2019:369:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0011.01.POR&toc=OJ:C:2019:369:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0011.01.POR&toc=OJ:C:2019:369:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2019.369.01.0011.01.POR&toc=OJ:C:2019:369:TOC
http://app10.infarmed.pt/newsletter/158/index.html
http://app.infarmed.pt/listpmg/default.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ema.europa.eu/en/events/ema-regulatory-science-2025-human-stakeholders
https://www.ema.europa.eu/en/events/ema-regulatory-science-2025-veterinary-stakeholders
https://www.ema.europa.eu/en/news/regulatory-update-ema-encourages-companies-submit-type-i-variations-2019-end-november-2019
https://www.ema.europa.eu/en/news/regulatory-update-ema-encourages-companies-submit-type-i-variations-2019-end-november-2019
https://www.ema.europa.eu/documents/comments/overview-comments-received-draft-guideline-pharmacokinetic-clinical-evaluation-modified-release/cpmp/ewp/280/96-corr1-interested_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-received-draft-guideline-pharmacokinetic-clinical-evaluation-modified-release/cpmp/ewp/280/96-corr1-interested_en.pdf
https://www.ema.europa.eu/documents/report/outcome-public-consultation-draft-guideline-pharmacokinetic-clinical-evaluation-modified-release/cpmp/ewp/280/96-corr1_en.pdf

HMA

pharmacokinetic and clinical evaluation of modified-release dosage forms'

Medicinal Products for Human Use | Biosimilars in the EU - Information guide for healthcare
professionals (updated)

Medicinal Products for Human Use | Committee for Medicinal Products for Human Use (CHMP): Work Plan
2019 (updated)

Medicinal Products for Human Use | Agenda - PRAC draft agenda of meeting 28-31 October 2019

Medicinal Products for Human Use | The role of members representing patients' and healthcare
professionals' organisations on EMA scientific committees (updated)

Medicinal Products for Human Use | PRAC recommendations on signals for update of the product
information adopted at the PRAC meeting of 30 September-3 October 2019

Medicinal Products for Human Use | PRAC recommendation on signal: PRAC recommendations on signals
adopted at the 30 September-3 October 2019 PRAC meeting

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

Medicinal Products for Human Use | Risk management plan (RMP): questions and answers (updated)

Medicinal Products for Human Use | Pre-authorisation guidance (updated)

Medicinal Products for Human Use | Notifying a change of marketing status (updated)

Medicinal Products for Human Use | Grouping of variations: questions and answers (updated)

Medicinal Products for Human Use | Post-authorisation safety studies (PASS) (updated)

Medicinal Products for Human Use | Type-IA variations: questions and answers (updated)

Medicinal Products for Human Use | Type-Il variations: questions and answers (updated)

Medicinal Products for Human Use | Periodic safety update reports (PSURs) (updated)

Medicinal Products for Human Use | Extensions of marketing authorisations: guestions and
answers (updated)

Medicinal Products for Human Use | Worksharing: questions and answers (updated)

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

Medicinal Products for Human Use | Template or form: Step 1 - Risk identified response template

Medicinal Products for Human Use | Template or form: Step 2 Nitrosamine detected response template

CMDh
CMDh practical guidance for Marketing Authorisation Holders of nationally authorised products
(incl. MRP/DCP) in relation to the Art. 5(3) Referral on Nitrosamines
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https://www.ema.europa.eu/documents/report/outcome-public-consultation-draft-guideline-pharmacokinetic-clinical-evaluation-modified-release/cpmp/ewp/280/96-corr1_en.pdf
https://www.ema.europa.eu/documents/leaflet/biosimilars-eu-information-guide-healthcare-professionals_en.pdf
https://www.ema.europa.eu/documents/leaflet/biosimilars-eu-information-guide-healthcare-professionals_en.pdf
https://www.ema.europa.eu/documents/work-programme/committee-medicinal-products-human-use-chmp-work-plan-2019_en.pdf
https://www.ema.europa.eu/documents/work-programme/committee-medicinal-products-human-use-chmp-work-plan-2019_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-28-31-october-2019_en.pdf
https://www.ema.europa.eu/documents/other/role-members-representing-patients-healthcare-professionals-organisations-ema-scientific-committees_en.pdf
https://www.ema.europa.eu/documents/other/role-members-representing-patients-healthcare-professionals-organisations-ema-scientific-committees_en.pdf
https://www.ema.europa.eu/documents/other/prac-recommendations-signals-update-product-information-adopted-prac-meeting-30-september-3-october_en.pdf
https://www.ema.europa.eu/documents/other/prac-recommendations-signals-update-product-information-adopted-prac-meeting-30-september-3-october_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-30-september-3-october-2019-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-30-september-3-october-2019-prac-meeting_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/risk-management-plan-rmp-questions-answers
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/notifying-change-marketing-status
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/grouping-variations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/post-authorisation-safety-studies-pass-0
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/type-ia-variations-questions-answers
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/pharmacovigilance/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/extensions-marketing-authorisations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/extensions-marketing-authorisations-questions-answers
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/variations/worksharing-questions-answers
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
https://www.ema.europa.eu/documents/template-form/step-1-risk-identified-response-template_en.xlsx
https://www.ema.europa.eu/documents/template-form/step-2-nitrosamine-detected-response-template_en.docx
https://www.hma.eu/226.html
https://www.hma.eu/226.html

