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LEGISLACAO

JOUE

Decisdo de Execucdo (UE) 2019/769 da Comissdo, de 14 de maio de 2019, que altera a

Decisdo de Execuc¢do 2012/715/UE que estabelece uma lista de paises terceiros dotados

de um quadro regulamentar aplicavel a substancias destinadas a medicamentos para uso

humano e de medidas de controlo e execugdo correspondentes que asseguram um nivel
COMUNITARIA de protecdo da saude publica equivalente ao que vigora na Unido

Alteracoes aprovadas pelo Parlamento Europeu, em 15 de marco de 2018, sobre a
proposta de regulamento do Parlamento Europeu e do Conselho que altera o
Regulamento (CE) n.o 726/2004 no que respeita a localizacdo da sede da Agéncia
Europeia de Medicamentos (COM(2017)0735 — C8-0421/2017 — 2017/0328(COD)

REGULACAO

Portaria n.2 347/2019 - Diario da Republica n.2 95/2019, Série 1l de 2019-05-17

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orcamento e Adjunto e da
Saude

Autoriza a Servigos Partilhados do Ministério da Salde a assumir um encargo plurianual
até ao montante de 3.821.138,21 EUR, a que acresce IVA a taxa legal em vigor, referente a
aquisicdo de servicos de operacdo

Portaria n.2 348/2019 - Didrio da Republica n.2 95/2019, Série Il de 2019-05-17
Financas e Saude - Gabinetes dos Secretarios de Estado do Orcamento e Adjunto e da
Saude
MINISTERIOS DAS Autoriza o Hospital Espirito Santo de Evora a assumir um encargo até ao montante de
FINANCAS E DA SAUDE 828.636,00 EUR, a que acresce IVA a taxa legal em vigor, referente a aquisicio de
Dispositivos Médicos - Fios Guias e acessorios para Angioplastia

Portaria n.2 349/2019 - Diario da Republica n.2 95/2019, Série 1l de 2019-05-17

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orcamento e Adjunto e da
Saude

Autoriza o Centro Hospitalar Universitario de Lisboa Central a assumir um encargo
plurianual até ao montante de 940.866,00 EUR, a que acresce IVA a taxa legal em vigor,
referente a aquisicdo de Consumiveis para a Realizagdo de Hemodialise e Técnicas Afins
(com Colocagdo de Equipamentos)

Portaria n.2 340/2019 - Didrio da Republica n.2 93/2019, Série Il de 2019-05-15

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://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2019.126.01.0070.01.POR&toc=OJ:L:2019:126:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/PDF/?uri=OJ:C:2019:164:FULL&from=EN
https://dre.pt/web/guest/home/-/dre/122313623/details/maximized?serie=II&parte_filter=31&day=2019-05-17&date=2019-05-01&dreId=122313614
https://dre.pt/web/guest/home/-/dre/122313624/details/maximized?serie=II&parte_filter=31&day=2019-05-17&date=2019-05-01&dreId=122313614
https://dre.pt/web/guest/home/-/dre/122313625/details/maximized?serie=II&parte_filter=31&day=2019-05-17&date=2019-05-01&dreId=122313614
https://dre.pt/web/guest/home/-/dre/122305384/details/maximized?serie=II&parte_filter=31&dreId=122305376

INFARMED

EMA

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orcamento e Adjunto e da
Saude

Autoriza o Hospital do Espirito Santo de Evora, E. P. E., a assumir um encargo até ao
montante de 954.450,00 (euro), a que acresce IVA a taxa legal em vigor, referente a
aquisicdo de Dispositivos Médicos - Técnicas Adjuvantes de Avaliacdo de Placa, a
consignacgao

Portaria n.2 333/2019 - Didrio da Republica n.2 91/2019, Série Il de 2019-05-13

Financas e Saude - Gabinetes dos Secretarios de Estado do Orcamento e Adjunto e da
Saude

Autoriza o Hospital do Espirito Santo de Evora a assumir um encargo plurianual até ao
montante de 477.636,99 EUR, a que acresce IVA a taxa legal em vigor, referente a
aquisicdo de Reagentes para a area de Hematologia/Hemdstase, com colocacdo de
equipamentos e consumiveis

Declaracdo de Retificacdo n.2 425/2019 - Didrio da Republica n.2 91/2019, Série Il de 2019-
05-13

Saude - Secretaria-Geral

Anulacdo da Portaria n.2 297/2019, publicada incorretamente no Didrio da Republica, 2.2
série, n.2 85, de 3 de maio de 2019

Lista de grupos homogéneos e precos de referéncia atualizada:
e Circular Informativa N.2 87/CD/100.20.200, de 16/05/2019
e Deliberacdo N.243/CD/2019

Circular Informativa N.2 084/CD/100.20.200 - Implementacdo das obrigacbes legais no
que respeita aos dispositivos de seguranga

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

News and press releases: Meeting highlights from the Pharmacovigilance Risk Assessment
Committee (PRAC) 13-16 May 2019

Other: PRAC statistics: May 2019

Procurement (updated)

Medicinal products for Human Use | Regulatory and procedural guideline: List of centrally
authorised products requiring a notification of a change for update of annexes (updated)

Medicinal products for Human Use | Clinical pharmacology and pharmacokinetics:
questions and answers (updated)

Minutes: Minutes of the COMP meeting 19-21 February 2019

Medicinal products for Human Use | Report: Applications for new human medicines
under evaluation by the CHMP: May 2019
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https://dre.pt/web/guest/home/-/dre/122285106/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122285092
https://dre.pt/web/guest/home/-/dre/122285155/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122285092
https://dre.pt/web/guest/home/-/dre/122285155/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122285092
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3162523
http://www.infarmed.pt/documents/15786/2897018/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+de+2019+%28junho%29/98ff0509-85a0-44d2-8604-a3071b78f2f3
http://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+2%C2%BA+trimestre+%28junho%29/c28d92fa-a64b-45f3-a20f-5874984de185
http://www.infarmed.pt/documents/15786/2897018/Dispositivos+de+seguran%C3%A7a+%C2%BF+Implementa%C3%A7%C3%A3o+do+sistema+%C2%BF+Obriga%C3%A7%C3%B5es+legais+entidades/e4715f8c-c6d0-4ec4-8a2f-bcd1934a6f83?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-13-16-may-2019
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-13-16-may-2019
https://www.ema.europa.eu/documents/other/prac-statistics-may-2019_en.pdf
https://www.ema.europa.eu/en/about-us/procurement
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en.pdf
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/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/clinical-pharmacology-pharmacokinetics-questions-answers
https://www.ema.europa.eu/documents/minutes/minutes-comp-meeting-19-21-february-2019_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-may-2019_en.pdf
https://www.ema.europa.eu/documents/report/applications-new-human-medicines-under-evaluation-chmp-may-2019_en.pdf
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Agenda: Agenda - PRAC draft agenda of meeting 13-16 May 2019

Medicinal products for Human Use | Regulatory and procedural guideline: Rules of
procedure for the Patients and Consumers Working Party (PCWP) and the Healthcare
Professionals Working Party (HCPWP) (updated)

Other: Mandate, objectives and composition of the Patients and Consumers Working Party

(PCWP) (updated)

Other: Mandate, objectives and composition of the Healthcare Professionals Working

Party (HCPWP) (updated)

Medicinal products for Human Use | Article 57 product data (updated)

Template or form: Form for submission of comments on scientific guidelines (updated)

Medicinal products for Human Use | Scientific guideline: ICH: E 8 (R1): General
considerations for clinical studies - Step 2b

Medical devices Update: In early June 2019 EMA will publish a draft guideline on quality
requirements for regulatory submissions for medicines that include a medical device (drug-
device combinations). The guidance will cover devices which are integral, co-packaged or
supplied separately. The public consultation is expected to last three months. The
guideline clarifies expectations laid down in Directive 2001/83/EC and addresses the new
obligations in Regulation (EU) 2017/745, in particular the requirements under Article 117
(see above). EMA intends to finalise the guideline before the regulation fully applies on 26
May 2020.

Medicamentos veterindrios: Veterinary drug residues: compliance remains high
Medicamentos veterindrios: Monitoring data on the presence of residues of veterinary
medicines _and contaminants in animals _and animal-derived food show high rates of
compliance with recommended safety levels....

CMDh

Cover letter template for renewals (Update)

Template: Cover letter for new applications submitted through MRP/DCP (Update)

List of active substances for which data has been submitted in accordance with Article 45
of the Paediatric Regulation (Update)

Tratamento de dados em saude: prazos de conservacdo

www.vda.pt


https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-13-16-may-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/rules-procedure-patients-consumers-working-party-pcwp-healthcare-professionals-working-party-hcpwp_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/rules-procedure-patients-consumers-working-party-pcwp-healthcare-professionals-working-party-hcpwp_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/rules-procedure-patients-consumers-working-party-pcwp-healthcare-professionals-working-party-hcpwp_en.pdf
https://www.ema.europa.eu/documents/other/mandate-objectives-composition-patients-consumers-working-party-pcwp_en.pdf
https://www.ema.europa.eu/documents/other/mandate-objectives-composition-patients-consumers-working-party-pcwp_en.pdf
https://www.ema.europa.eu/documents/other/mandate-objectives-composition-healthcare-professionals-working-party-hcpwp_en.pdf
https://www.ema.europa.eu/documents/other/mandate-objectives-composition-healthcare-professionals-working-party-hcpwp_en.pdf
https://www.ema.europa.eu/documents/other/article-57-product-data_en.xlsx
https://www.ema.europa.eu/documents/template-form/form-submission-comments-scientific-guidelines_en.doc
https://www.ema.europa.eu/documents/scientific-guideline/ich-e-8-r1-general-considerations-clinical-studies-step-2b_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/ich-e-8-r1-general-considerations-clinical-studies-step-2b_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/medical-devices
https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/en/glossary/guideline
https://www.ema.europa.eu/en/glossary/guideline
http://www.efsa.europa.eu/en/press/news/190513
http://www.efsa.europa.eu/en/press/news/190513
http://www.efsa.europa.eu/en/press/news/190513
http://www.efsa.europa.eu/en/press/news/190513
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/AR/Renewals/CMDh_364_2017_Rev.3_2019_04_Template_Cover_letter_for_renewals_-_tracked.doc
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/MA_Application/CMDh_226_2007_Rev.6_2019_04_Template_-_Cover_letter_for_new_MRP_DCP.doc
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh_151_2009_Rev75_2019_04.xls
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh_151_2009_Rev75_2019_04.xls
https://www.ers.pt/pages/73?news_id=2093

