SINTESE SEMANAL SAUDE

Saude@vda.pt

27 a 31 de maio de 2019
REGULACAO

Despacho n.2 5350/2019 - Diério da Republica n.2 105/2019, Série 1l de 2019-05-31
Saude - Gabinete da Secretaria de Estado da Saude
MINISTERIO DA SAUDE Cria e determina a composicao de grupo de trabalho com o objetivo de produzir
orientagdes estratégicas para a prevengao e gestdao da doenga crénica e complexa no
ambito do SNS

Aviso (extrato) n.2 9584/2019 - Diario da Republica n.2 105/2019, Série Il de 2019-05-31
Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P.
Designacdo, em comissdo de servico, no cargo de Diretora da Unidade de Avaliacdo
Cientifica, Direcdo de Avaliacdo de Medicamentos do INFARMED - Autoridade Nacional do
Medicamento e Produtos de Saude, I. P., cargo de direcdo intermédia de 2.2 grau

Aviso (extrato) n.2 9585/2019 - Didrio da Republica n.2 105/2019, Série |l de 2019-05-31
Saude - INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P.
Designacdo, em comissao de servico, no cargo de Diretora de Avaliacdo de Medicamentos

INFARMED do INFARMED - Autoridade Nacional do Medicamento e Produtos de Saude, I. P., cargo de
direcdo intermédia de 1.2 grau

Publicacdo das retificacoes dos regulamentos relativos aos dispositivos médicos (MDR) e
aos dispositivos médicos para diagndstico in vitro (IVDR)

Nova edicdo do Boletim de Farmacovigilancia, Volume 23, n.24, abril de 2019

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

Lista de Entrada em Vigor do novo CPA (CP 2018/64 Medicamentos diversos, em vigor

SPMS desde 28-05-2019)
CEIC Registo de entidades no RNEC

Medicinal products for Human Use | News and press releases: Meeting highlights from
EMA the Committee for Medicinal Products for Human Use (CHMP) 27-29 May 2019

Medicinal products for Human Use | Changing the name or address of a sponsor
(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/122462827/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122462780
https://dre.pt/web/guest/home/-/dre/122462831/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122462780
https://dre.pt/web/guest/home/-/dre/122462832/details/3/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=122462780
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3179830
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3179830
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3177301
http://app.infarmed.pt/listpmg/default.aspx
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ceic.pt/
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-27-29-may-2019
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-27-29-may-2019
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/changing-name-address-sponsor

HMA

Medicinal products for Human Use| List of medicinal products under additional
monitoring (updated)

Medicinal products for Human Use| Scientific guideline: Qualification opinion on stride
velocity 95th centile as a secondary endpoint in Duchenne Muscular Dystrophy measured
by a valid and suitable wearable device

Medicinal products for Human Use|Overview of comments: Overview of comments on
'Stride velocity 95th centile as a secondary endpoint in Duchenne Muscular Dystrophy
measured by a valid and suitable wearable device' (EMA/532515/2018)

Medicinal products for Human Use| COMP meeting report on the review of applications
for orphan designation: May 2019

Medicinal products for Human Use| PDCO monthly report of opinions on paediatric
investigation plans and other activities 23-26 April 2019

Medicinal products for Human Use| Agenda - PDCO agenda of the 27-29 May 2019
meeting

Medicinal products for Human Use| Presentation - Section 4.7: Effects on the ability to
drive and use machines (updated)

Online training: How to submit an 'annual update' for parallel distribution via IRIS ,
European Medicines Agency, Amsterdam, the Netherlands, from 29/04/2019 to
29/04/2019

Medicinal products for Human Use| Scientific guideline: Draft etonogestrel and
ethinylestradiol  vaginal delivery system 0.12mg/0.015mg/day  product-specific
bioequivalence guidance

Medicinal products for Human Use| Agenda - CHMP agenda of the 27-29 May 2019
meeting

Medicinal products for Human Use| Orphans: Regulatory and procedural guidance and
forms (updated)

Medicinal products for Veterinary and Human Use| List of European Union reference
dates and frequency of submission of periodic safety update reports (updated)

Medicinal products for Human Use| Innovation in medicines (updated)

Medicinal products for Human Use| Antimicrobial resistance in human medicine
(updated)

Medicinal products for Human Use| News and press releases: EMA facilitates early
engagement with medicine developers to combat antimicrobial resistance

Medicinal products for Veterinary Use| Template or form: Letter of intent for the
submission of a work sharing procedure to the European Medicines Agency according to
Article 20 of Commission Regulation (EC) No 1234/2008 - Veterinary applications
(updated)

CMDh
UPDATE - List of safety concerns per approved Risk Management Plan (RMP) of active
substances per product

www.vda.pt


https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en-0.pdf
https://www.ema.europa.eu/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy/532515/2018_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy/532515/2018_en.pdf
https://www.ema.europa.eu/documents/comments/overview-comments-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy/532515/2018_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-may-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-may-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-23-26-april-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-23-26-april-2019_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-27-29-may-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-27-29-may-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-section-47-effects-ability-drive-use-machines_en.pdf
https://www.ema.europa.eu/documents/presentation/presentation-section-47-effects-ability-drive-use-machines_en.pdf
https://www.ema.europa.eu/en/events/online-training-how-submit-annual-update-parallel-distribution-iris
https://www.ema.europa.eu/documents/scientific-guideline/draft-etonogestrel-ethinylestradiol-vaginal-delivery-system-012mg/0015mg/day-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-etonogestrel-ethinylestradiol-vaginal-delivery-system-012mg/0015mg/day-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-etonogestrel-ethinylestradiol-vaginal-delivery-system-012mg/0015mg/day-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-27-29-may-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-chmp-agenda-27-29-may-2019-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/applying-designation/orphans-regulatory-procedural-guidance-forms
https://www.ema.europa.eu/en/human-regulatory/research-development/orphan-designation/applying-designation/orphans-regulatory-procedural-guidance-forms
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en-0.xls
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en-0.xls
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/antimicrobial-resistance/antimicrobial-resistance-human-medicine
https://www.ema.europa.eu/en/news/ema-facilitates-early-engagement-medicine-developers-combat-antimicrobial-resistance
https://www.ema.europa.eu/en/news/ema-facilitates-early-engagement-medicine-developers-combat-antimicrobial-resistance
https://www.ema.europa.eu/documents/template-form/letter-intent-submission-work-sharing-procedure-european-medicines-agency-according-article-20/2008-veterinary-applications_en.doc
https://www.ema.europa.eu/documents/template-form/letter-intent-submission-work-sharing-procedure-european-medicines-agency-according-article-20/2008-veterinary-applications_en.doc
https://www.ema.europa.eu/documents/template-form/letter-intent-submission-work-sharing-procedure-european-medicines-agency-according-article-20/2008-veterinary-applications_en.doc
https://www.hma.eu/464.html
https://www.hma.eu/464.html

