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LEGISLACAO

NACIONAL Resolucdo da Assembleia Legislativa da Regido Auténoma da Madeira n.2 37/2018/M -
Diario da Republica n.2 236/2018, Série | de 2018-12-07
Regido Autdnoma da Madeira - Assembleia Legislativa
Apresenta a Assembleia da Republica a proposta de lei que procede a alteracdo ao
Estatuto do Servico Nacional de Saude, aprovado pelo Decreto-Lei n.2 11/93, de 15 de
janeiro
Resolucdo do Conselho de Ministros n.2 163/2018 - Didrio da Republica n.2 234/2018,
Série | de 2018-12-05
Presidéncia do Conselho de Ministros
Designa o presidente e os vogais executivos com fung¢des de diretor clinico e enfermeiro-
diretor do conselho de administragdo do Instituto Portugués de Oncologia de Lisboa
Francisco Gentil (IPO), E. P. E.

REGULACAO

INFARMED Circular Informativa n2 165/2018 de 07/12/2018 - Revisdo Anual de Precos (RAP) — 2019

Na sequéncia da aprovacao da Portarial que procede a definicdo dos paises de referéncia,
a considerar em 2019, para a autoriza¢do dos pregos dos novos medicamentos e para
efeitos de

revisdo anual de precos dos medicamentos do mercado hospitalar e do mercado de
ambulatdrio, que se anexa e para a correta execugao da mesma, divulgam-se os seguintes
procedimentos:

(..)

Informacdes para calculo de PVP de Medicamentos (margens, factores e sites) 2019

InstrucGes de preenchimento Formuldrio Ndo Genéricos - Revisdo Ambulatério e
Hospitalar

Listagem de dispositivos médicos incluidos no regime de comparticipagdo previsto na
Portaria n.2246/2015, de 14 de agosto - Listagem de Cimaras Expansoras autorizadas
(atualizado a 2018-12-03)

Listagem de dispositivos médicos incluidos no regime de comparticipagdo previsto na
Portaria n.2246/2015, de 14 de agosto - Listagem de Dispositivos Médicos de apoio a
doentes ostomizados (atualizada a 2018-12-03)

Regime de Precos e Comparticipa¢cdes dos Dispositivos Médicos para Controlo da

Esta informacgdo é de distribuicdo 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/117279884/details/maximized?serie=I&day=2018-12-07&date=2018-12-01
https://dre.pt/web/guest/home/-/dre/117279884/details/maximized?serie=I&day=2018-12-07&date=2018-12-01
https://dre.pt/web/guest/pesquisa/-/search/586006/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/117228758/details/maximized?serie=I&day=2018-12-05&date=2018-12-01
https://dre.pt/web/guest/home/-/dre/117228758/details/maximized?serie=I&day=2018-12-05&date=2018-12-01
http://www.infarmed.pt/documents/15786/1647560/Circular+Informativa+n%C2%BA+165_2018/fcb82d3b-b26f-43c9-ad61-183a36d37766?version=1.0
http://www.infarmed.pt/documents/15786/1647560/Informa%C3%A7%C3%B5es+para+c%C3%A1lculo+de+PVP+de+Medicamentos+%28margens%2C+factores+e+sites%29+2019/8f927bc9-8b04-47ba-ae43-030a645a6af9?version=1.0
http://www.infarmed.pt/documents/15786/1647560/Instru%C3%A7%C3%B5es+de+preenchimento+Formul%C3%A1rio+N%C3%A3o+Gen%C3%A9ricos_Revis%C3%A3o+Ambulat%C3%B3rio+e+Hospitalar/7681bc7c-a27e-42a0-833a-68803c66ef8f?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_C%C3%A2maras+Expansoras_Autorizados_2018_12_03/168014b0-32d6-4b08-a4c3-0562d8c3a8c8?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Ostomia_Autorizados_2018_12_03/20d86dfa-7f40-4252-87e9-406705432576?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Ostomia_Autorizados_2018_12_03/20d86dfa-7f40-4252-87e9-406705432576?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Diabetes_Autorizados_2018_12_03/f47d7f64-e28c-4ecc-91dd-625430598d62?version=1.0
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Diabetes (Ultima atualizacdo em 03/12/2018)

Listagem de dispositivos médicos incluidos no regime de comparticipagdo, previsto da

Portaria n.292-E/2017, de 3 de marco - Dispositivos Médicos de Apoio a Doentes com

Incontinéncia ou Retencdo Urindria (Ultima atualizacdo em 03/12/2018)

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

Inception impact assessment on fragrance allergens labelling published

The document presents different options for labelling fragrance allergens. This includes

product package labelling and online labelling.

The document is a follow-up to the 2012 Scientific Committee on Consumer Safety Opinion

(SCCS/1459/11). This opinion identified additional fragrance allergens about which the

consumer should be informed. The deadline for comments on this document is on 2

January 2019.

Brexit - guidance to stakeholders on impact in the field of cosmetic products

Manual on the scope of application of the Cosmetics Regulation (EC) No 1223/2009 (Art.
2(1)(a))

Parecer do Comité Econémico e Social Europeu sobre a«Proposta de regulamento do
Parlamento Europeu e do Conselho que altera o Regulamento (CE) n.o 469/2009 relativo
ao certificado complementar de protecdo para os medicamentos»[COM(2018) 317 final —
2018/0161 (COD)]

The CAMD network publishes FAQ documents covering the transitional provisions of the
MDR and IVDR.

These documents were developed by the CAMD Transition Subgroup (TSG) which was
tasked with agreeing and providing greater clarity on the transition-related provisions in
the new Regulations.

Draft standardisation request for IVDR/MDR

Following the initial consultation earlier this year, the European Commission has revised
the list of standards which will be considered for the first standardisation request.

Human Medicines | Regulatory and procedural guideline: Quality review of documents
(QRD) guidance on the use of approved pictograms on the packaging of veterinary
medicinal products authorised via the centralised (CP), mutual recognition (MRP) and
decentralised procedures (D... (updated)

Human Medicines | Regulatory and procedural guideline: Mobile scanning and other
technologies in the labelling and package leaflet of centrally authorised medicinal
products (updated)

Human Medicines | Summaries of scientific recommendations on classification of
advanced therapy medicinal products (updated)

Human Medicines | Regulatory and procedural guideline: EudraVigilance registration
frequently asked questions

Human Maedicines | Regulatory and procedural guideline: EudraVigilance registration

frequently asked questions
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http://www.infarmed.pt/documents/15786/1644848/Listagem_Diabetes_Autorizados_2018_12_03/f47d7f64-e28c-4ecc-91dd-625430598d62?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Incontin%C3%AAncia_Reten%C3%A7%C3%A3o+urin%C3%A1ria_Autorizados_2018_12_03/5ef69e4e-e5a7-405f-91b9-e5bb87862ecf?version=1.0
http://www.infarmed.pt/documents/15786/1644848/Listagem_Incontin%C3%AAncia_Reten%C3%A7%C3%A3o+urin%C3%A1ria_Autorizados_2018_12_03/5ef69e4e-e5a7-405f-91b9-e5bb87862ecf?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
https://ec.europa.eu/growth/content/inception-impact-assessment-fragrance-allergens-labelling-published_en
https://ec.europa.eu/info/sites/info/files/cosmetic_products_en_0.pdf
https://ec.europa.eu/docsroom/documents/32897/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/32897/attachments/1/translations/en/renditions/native
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2018.440.01.0100.01.POR&toc=OJ:C:2018:440:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2018.440.01.0100.01.POR&toc=OJ:C:2018:440:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2018.440.01.0100.01.POR&toc=OJ:C:2018:440:TOC
https://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.C_.2018.440.01.0100.01.POR&toc=OJ:C:2018:440:TOC
https://www.camd-europe.eu/regulatory/available-now-mdr-ivdr-transitional-faqs/
https://www.camd-europe.eu/regulatory/available-now-mdr-ivdr-transitional-faqs/
https://www.medtecheurope.org/news-and-events/news/draft-standardisation-request-for-ivdr-mdr/
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quality-review-documents-qrd-guidance-use-approved-pictograms-packaging-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quality-review-documents-qrd-guidance-use-approved-pictograms-packaging-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quality-review-documents-qrd-guidance-use-approved-pictograms-packaging-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quality-review-documents-qrd-guidance-use-approved-pictograms-packaging-veterinary-medicinal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/mobile-scanning-other-technologies-labelling-package-leaflet-centrally-authorised-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/mobile-scanning-other-technologies-labelling-package-leaflet-centrally-authorised-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/mobile-scanning-other-technologies-labelling-package-leaflet-centrally-authorised-medicinal-products_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/advanced-therapies/advanced-therapy-classification/summaries-scientific-recommendations-classification-advanced-therapy-medicinal-products
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/advanced-therapies/advanced-therapy-classification/summaries-scientific-recommendations-classification-advanced-therapy-medicinal-products
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-frequently-asked-questions_en.pdf

Human Medicines | Clinical pharmacology and pharmacokinetics: questions and answers
(updated)

Human Medicines | Regulatory and procedural guideline: European Medicines Agency
post-authorisation procedural advice for users of the centralised procedure (updated)
EFPIA opinion on the Health at a Glance: Europe 2018
EFPIA welcomes the publication of the Health at a Glance: Europe 2018 report, starting
the next cycle of the State of Health in the EU process. EFPIA sees this process as a

EFPIA valuable contribution to analysing the performance of Member States’ health systems
from a health perspective, and we are looking forward to the next step of the cycle that
will be the country profiles and updated companion report to be published in late 2019 as
it will enable an in-depth discussion on European health systems.
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https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/clinical-pharmacology-pharmacokinetics-questions-answers
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.efpia.eu/news-events/the-efpia-view/statements-press-releases/efpia-opinion-on-the-health-at-a-glance-europe-2018/
https://ec.europa.eu/health/sites/health/files/state/docs/2018_healthatglance_rep_en.pdf

