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24 a 28 de junho de 2019

REGULACAO

Despacho n.2 5975/2019 - Diério da Republica n.2 122/2019, Série 1l de 2019-06-28
Saude - Gabinete da Ministra
Institui o dia 20 de julho como o Dia Nacional da Doagdo de Orgos e da Transplantacdo

Portaria n.2 406/2019 - Diario da Republica n.2 122/2019, Série Il de 2019-06-28

Saude - Gabinete do Secretario de Estado Adjunto e da Saude

Procede ao reescalonamento dos encargos plurianuais autorizados pela Portaria n.2
150/2017, de 14 de junho de 2017 (aquisicdo de gases medicinais e industriais para o
Centro Hospitalar Universitario de Lisboa Central, E. P. E.)

Portaria n.2 394/2019 - Didrio da Republica n.2 119/2019, Série Il de 2019-06-25

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

Autoriza a Unidade Local de Saude de Matosinhos, E. P. E., a assumir um encargo até ao
montante de EUR 682.162,62, a que acresce IVA a taxa legal em vigor, referente a
aquisicdo de Reagentes para Biologia Molecular - testes rapidos de urgéncia, com
Colocacdo de Equipamento

MINISTERIO DAS

FINANGAS E DA SAUDE Portaria n.2 390/2019 - Didrio da Republica n.2 118/2019, Série Il de 2019-06-24

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 plurianual
até ao montante de 913 818,96 EUR, a que acresce o IVA a taxa legal em vigor, referente a
aquisicdo de reagentes para microbiologia

Portaria n.2 392/2019 - Diario da Republica n.2 118/2019, Série Il de 2019-06-24

Saude - Gabinete do Secretario de Estado Adjunto e da Saude

Autoriza o Hospital Santa Maria Maior - Barcelos, E. P. E., a assumir um encargo plurianual
até ao montante de 1.281.633,60 EUR, isentos de IVA, referente a Prestacdo de Servicos
Médicos de Clinica Geral para a Urgéncia

Portaria n.2 393/2019 - Didrio da Republica n.2 118/2019, Série |l de 2019-06-24

Saude - Gabinete do Secretario de Estado Adjunto e da Saude

Altera o n.2 2 da Portaria n.2 188/2018, publicada no Diario da Republica, 2.2 série, n.2 57,
de 21 de marco (aquisicdo de gases medicinais para o Centro Hospitalar do Oeste, E. P. E.)

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/122754020/details/7/maximized?serie=II&parte_filter=31&dreId=122747588
https://dre.pt/web/guest/home/-/dre/122754021/details/7/maximized?serie=II&parte_filter=31&dreId=122747588
https://dre.pt/web/guest/home/-/dre/122679785/details/maximized?serie=II&parte_filter=31&day=2019-06-25&filtrar=Filtrar&date=2019-06-01&dreId=122651174
https://dre.pt/web/guest/home/-/dre/122637226/details/maximized?serie=II&parte_filter=31&dreId=122637221
https://dre.pt/web/guest/home/-/dre/122637263/details/3/maximized?serie=II&parte_filter=31&dreId=122637221
https://dre.pt/web/guest/home/-/dre/122637264/details/3/maximized?serie=II&parte_filter=31&dreId=122637221

INFARMED

ACSS

SPMS

EMA

Acesso ao Livro de Reclamacdes Online através do Portal Licenciamento+

Deliberacdo n.2 55/CD/2019, de 6 de junho
Altera o Anexo | da Portaria 48/2016, de 22 de margo, que aprova um regime excecional
de comparticipa¢ao, com a inclusdo de medicamentos com a DCI Baricitnib.

Lancamento de dashboard de notificacdes de reacdes adversas a medicamentos

Iniciada revisdo de seguranca de medicamentos contendo leuprorrelina

Aprovada lista dos grupos homogéneos e dos precos de referéncia unitdrios - 3.2
trimestre de 2019

e Circular Informativa N.2 100/CD/100.20.200, de 19/06/2019

e Deliberacdo N2 58/CD/2019

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

Circular Informativa Conjunta n.2 11/2019/ACSS/INFARMED - Financiamento centralizado
para a Atrofia Muscular Espinhal — Esclarecimento

Lista de Entrada em Vigor dos novos CPA (25-06-2019)

Medicinal Products for Veterinary Use | Questions and Answers on allogenic stem cell-
based products for veterinary use: Specific questions on extraneous agents - Revision 1

Medicinal Products for Human Use | Product-information templates (updated)

Medicinal Products for Human Use | Meeting highlights from the Committee for Medicinal
Products for Human Use (CHMP) 24-27 June 2019

Medicinal Products for Human Use |News and press releases: Bacterial lysate medicines
for respiratory conditions to be used only for prevention of recurrent infections

Other: Member states contact points for review of national versions of the content of
mobile scanning and other technologies (updated)

Regulatory and procedural guideline: Compilation of Quality Review of Documents
decisions on stylistic matters in product information (updated)

Medicinal Products for Human Use | News and press releases: New treatment for children
with type 2 diabetes

Other: List of official languages per country (updated)

News and press releases: One additional country to benefit from EU-US mutual
recognition agreement for inspections
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http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3220649
http://www.infarmed.pt/documents/15786/2897023/55_CD_2018/5de69b48-d499-4f62-9763-0bf199dddab9?version=1.0
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3208906
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3207903
http://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=3207507&_101_type=content&_101_urlTitle=sistema-de-precos-de-referencia-3-trimestre-de-2019&inheritRedirect=false&redirect=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
http://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=3207507&_101_type=content&_101_urlTitle=sistema-de-precos-de-referencia-3-trimestre-de-2019&inheritRedirect=false&redirect=http%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
http://www.infarmed.pt/documents/15786/1878988/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+%C2%BF+Aditamento+de+novos+grupos+homog%C3%A9neos/0750ab5c-fd27-480b-a51f-a5c93c00d054
http://www.infarmed.pt/documents/15786/2897018/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+trimestre+de+2019+%28julho%29/fdb11ace-aa16-4b36-bcbc-e6b51d4ca192
http://www.infarmed.pt/documents/15786/2897023/Sistema+de+Pre%C3%A7os+de+Refer%C3%AAncia+-+3%C2%BA+trimestre+de+2019+%28julho%29/6592b63a-fb0a-4168-9f09-ffb1f7fac693?version=1.0
http://app.infarmed.pt/listpmg/default.aspx
http://www.acss.min-saude.pt/wp-content/uploads/2019/06/Circular-Informativa-Conjunta_11_2019_ACSS_INFARMED.pdf
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-allogenic-stem-cell-based-products-veterinary-use-specific-questions-extraneous_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-allogenic-stem-cell-based-products-veterinary-use-specific-questions-extraneous_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/product-information-templates
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-24-27-june-2019
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-24-27-june-2019
https://www.ema.europa.eu/en/news/bacterial-lysate-medicines-respiratory-conditions-be-used-only-prevention-recurrent-infections
https://www.ema.europa.eu/en/news/bacterial-lysate-medicines-respiratory-conditions-be-used-only-prevention-recurrent-infections
https://www.ema.europa.eu/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/documents/other/member-states-contact-points-review-national-versions-content-mobile-scanning-other-technologies_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-quality-review-documents-decisions-stylistic-matters-product-information_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/compilation-quality-review-documents-decisions-stylistic-matters-product-information_en.pdf
https://www.ema.europa.eu/en/news/new-treatment-children-type-2-diabetes
https://www.ema.europa.eu/en/news/new-treatment-children-type-2-diabetes
https://www.ema.europa.eu/documents/other/list-official-languages-country_en.pdf
https://www.ema.europa.eu/en/news/one-additional-country-benefit-eu-us-mutual-recognition-agreement-inspections
https://www.ema.europa.eu/en/news/one-additional-country-benefit-eu-us-mutual-recognition-agreement-inspections

Medicinal Products for Human Use | Committee meeting report: COMP meeting report on
the review of applications for orphan designation: June 2019

Regulatory and procedural guideline: Detailed guide regarding the monitoring of medical
literature and the entry of relevant information into the EudraVigilance database by the
European Medicines Agency - Addendum 1 - Brexit-related audit update

Medicinal Products for Human Use | List of medicines under additional monitoring
(updated)

Medicinal Products for Human Use | Agenda - PDCO agenda of the 25-28 June 2019
meeting

Scientific publications: A European multi-centre drug utilisation study of the impact of
regulatory measures on prescribing of codeine for pain in children, Pharmacoepidemiol
Drug Saf. 2019;1-11

Other: Temporary interim limits for NMBA, DIPNA and EIPNA impurities in sartan blood
pressure medicines

Medicinal Products for Human Use | Support for advanced-therapy developers (updated)

Medicinal Products for Human Use | Guidance on good manufacturing practice and good
distribution practice: Questions and answers (updated)

Medicinal Products for Human Use | Eligible patients and consumers organisations
(updated)

Medicinal Products for Human Use | Report: Medicinal products for human use: monthly
figures - May 2019

Medicinal Products for Human Use | Minutes: Minutes of the CHMP meeting 23-26 April
2019

Medicinal Products for Human Use | Committee meeting report: PDCO monthly report of
opinions on paediatric investigation plans and other activities 27-29 May 2019

Patients' and Consumers' Working Party (updated)

Healthcare Professionals' Working Party (updated)

Medicinal Products for Veterinary Use | News and press releases: Committee for
Medicinal Products for Veterinary Use (CVMP) meeting of 18-20 June 2019

Medicinal Products for Human Use | Report - European Medicines Agency stakeholder
interaction on the development of medicinal products for chronic non-infectious liver
diseases (PBC, PSC, NASH)
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https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-june-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/comp-meeting-report-review-applications-orphan-designation-june-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/detailed-guide-regarding-monitoring-medical-literature-entry-relevant-information-eudravigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/detailed-guide-regarding-monitoring-medical-literature-entry-relevant-information-eudravigilance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/detailed-guide-regarding-monitoring-medical-literature-entry-relevant-information-eudravigilance_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-25-28-june-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-pdco-agenda-25-28-june-2019-meeting_en.pdf
https://doi.org/10.1002/pds.4836
https://doi.org/10.1002/pds.4836
https://www.ema.europa.eu/documents/other/temporary-interim-limits-nmba-dipna-eipna-impurities-sartan-blood-pressure-medicines_en.pdf
https://www.ema.europa.eu/documents/other/temporary-interim-limits-nmba-dipna-eipna-impurities-sartan-blood-pressure-medicines_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/advanced-therapies/support-advanced-therapy-developers
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-may-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-may-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-23-26-april-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-chmp-meeting-23-26-april-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-27-29-may-2019_en.pdf
https://www.ema.europa.eu/documents/committee-report/pdco-monthly-report-opinions-paediatric-investigation-plans-other-activities-27-29-may-2019_en.pdf
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/patients-consumers-working-party
https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/healthcare-professionals-working-party
https://www.ema.europa.eu/en/news/committee-medicinal-products-veterinary-use-cvmp-meeting-18-20-june-2019
https://www.ema.europa.eu/en/news/committee-medicinal-products-veterinary-use-cvmp-meeting-18-20-june-2019
https://www.ema.europa.eu/documents/report/report-european-medicines-agency-stakeholder-interaction-development-medicinal-products-chronic-non_en.pdf
https://www.ema.europa.eu/documents/report/report-european-medicines-agency-stakeholder-interaction-development-medicinal-products-chronic-non_en.pdf
https://www.ema.europa.eu/documents/report/report-european-medicines-agency-stakeholder-interaction-development-medicinal-products-chronic-non_en.pdf

CMDh

HMA NEW - June 2019 CMDh Agenda
Eﬁrgii‘l‘f Regulation (EU) 536/2014 (Clinical Trials Regulation) Q&A - Version 2 (June 2019)
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https://www.hma.eu/457.html
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf

