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Portaria n.2 725/2019 - Diério da Republica n.2 202/2019, Série Il de 2019-10-21

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orgamento e Adjunto e da Saude
Autoriza o Centro Hospitalar do Médio Ave a assumir um encargo plurianual até ao montante de 2
930 894,30 EUR, a que acresce IVA a taxa legal em vigor, referente a aquisi¢do de reagentes da area
quimica, clinica e imunologia

Portaria n.2 726/2019 - Didrio da Republica n.2 202/2019, Série |l de 2019-10-21

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orgamento e Adjunto e da Saude
Autoriza o Instituto Portugués de Oncologia de Coimbra Francisco Gentil a assumir um encargo
plurianual até ao montante de 4 743 900 EUR, a que acresce IVA a taxa legal em vigor, referente a
aquisicdo de uma solugdo integrada de substituicdo de dois Aceleradores Lineares

Portaria n.2 727/2019 - Diério da Republica n.2 202/2019, Série Il de 2019-10-21

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orgamento e Adjunto e da Saude
Autoriza o Instituto Portugués de Oncologia de Lisboa Francisco Gentil a assumir um encargo
plurianual até ao montante de 648 500 EUR, a que acresce IVA a taxa legal em vigor, referente a
remodelagdo e ampliagdo do Servigco de Imuno-Hemoterapia

Portaria n.2 728/2019 - Diério da Republica n.2 202/2019, Série Il de 2019-10-21

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orgamento e Adjunto e da Saude
Autoriza a Administracdo Regional de Saude do Alentejo a assumir um encargo plurianual até ao
montante de 415 000 EUR, a que acresce IVA a taxa legal em vigor, referente a obras de
requalificagdo dos Centros de Saude de Vendas Novas e de Reguengos de Monsaraz, na condigdo de
ter financiamento europeu de 214 850,15 EUR com candidatura aprovada

Portaria n.2 730/2019 - Diério da Republica n.2 202/2019, Série Il de 2019-10-21

Finangas e Saude - Gabinetes dos Secretarios de Estado do Orgamento e Adjunto e da Saude
Autoriza a Administracdo Regional de Saude de Lisboa e Vale do Tejo a assumir um encargo
plurianual até ao montante de 795 000 EUR, a que acresce o IVA a taxa legal em vigor, referente a
aquisicdo de quiosques multicanais, na condi¢do de ter financiamento europeu com candidatura
aprovada e sujeito a financiamento maximo nacional de 390 100 EUR, a que acresce o IVA a taxa em
vigor

Circular Normativa Conjunta n.2 01/ACSS/INFARMED - Normas de prescricio e dispensa de
medicamentos e produtos de saude - atualizacido
O INFARMED, I.P. e a ACSS, I.P. aprovaram uma nova versao (versdo 6.0) das Normas de Prescrigdo e
das Normas de Dispensa:

e Normas de prescricao

e Normas de dispensa
As principais alteragGes desta versdo sdo a inclusdo das regras de prescrigao e dispensa destinada a
criangas com sequelas respiratdrias, neurolégicas e/ou alimentares secundarias a prematuridade
extrema e a prescricao e dispensa de preparagdes e substancias a base da planta da canabis para

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/125515897/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=125515886
https://dre.pt/web/guest/home/-/dre/125515898/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=125515886
https://dre.pt/web/guest/home/-/dre/125515899/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=125515886
https://dre.pt/web/guest/home/-/dre/125515900/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=125515886
https://dre.pt/web/guest/home/-/dre/125515902/details/maximized?serie=II&parte_filter=31&filtrar=Filtrar&dreId=125515886
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3358957
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3358957
https://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3358957
https://www.infarmed.pt/documents/15786/17838/Normas_Prescri%C3%A7%C3%A3o/bcd0b378-3b00-4ee0-9104-28d0db0b7872
https://www.infarmed.pt/documents/15786/17838/Normas_Dispensa/4c1aea02-a266-4176-b3ee-a2983bdfe790

EMA

fins medicinais.

Infarmed Newsletter N.2 157

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.

Medicinal Products for Human Use | News and press releases: Dialogue with Chinese authorities on
medicine regulation

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

Medicinal Products for Human Use | List of products granted eligibility to PRIME (updated)

Medicinal Products for Human Use | Recommendations on eligibility to PRIME scheme - Adopted at
the CHMP meeting of 14-17 October 2019

Medicinal Products for Human Use | Notification on arrangements for requesting and receiving
EMA certificates through urgent and standard procedure from November 2019 to January 2020

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

Medicinal Products for Human Use | Questions and answers on implementation of the medical
devices and in_vitro diagnostic medical devices Regulations ((EU) 2017/745 and (EU)

2017/746) (updated)

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

Medicinal Products for Human Use | Regulatory and procedural guideline: Questions and answers
on implementation of the medical devices and in vitro diagnostic medical devices Regulations ((EU)
2017/745 and (EU) 2017/746) (updated)

Medicinal Products for Human Use | How to prepare and review a summary of product
characteristics (updated)

Medicinal Products for Human Use | Enhancing consistency in wording of therapeutic indications to
support healthcare decision-making

Medicinal Products for Human Use | Regulatory and procedural guideline: Wording of therapeutic
indication - A guide for assessors of centralised applications

Medicinal Products for Human Use | Procedure for orphan medicinal product designation: Guidance
for sponsors submitting an application via IRIS secure online portal (updated)

Medicinal Products for Human Use | Minutes of the HMPC 14-16 January 2019 meeting

Medicinal Products for Veterinary Use | Scientific guideline: CVMP reflection paper on promoting
the authorisation of alternatives to antimicrobials in the EU

Medicinal Products for Veterinary Use | Regulatory and procedural guideline: Substances
considered as not falling within the scope of Regulation (EC) No. 470/20091, with regard to residues
of veterinary medicinal products in foodstuffs of animal origin (updated)
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http://app10.infarmed.pt/newsletter/157/index.html
http://app.infarmed.pt/listpmg/default.aspx
https://www.ema.europa.eu/en/news/dialogue-chinese-authorities-medicine-regulation
https://www.ema.europa.eu/en/news/dialogue-chinese-authorities-medicine-regulation
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en.xls
https://www.ema.europa.eu/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en.xls
https://www.ema.europa.eu/documents/report/list-products-granted-eligibility-prime_en-0.xlsx
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-14-17-october-2019_en.pdf
https://www.ema.europa.eu/documents/report/recommendations-eligibility-prime-scheme-adopted-chmp-meeting-14-17-october-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/notification-arrangements-requesting-receiving-ema-certificates-through-urgent-standard-procedure_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/notification-arrangements-requesting-receiving-ema-certificates-through-urgent-standard-procedure_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-september-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-september-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-september-2019_en.pdf
https://www.ema.europa.eu/documents/report/medicinal-products-human-use-monthly-figures-september-2019_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu/745-eu-2017/746_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/how-prepare-review-summary-product-characteristics
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information/how-prepare-review-summary-product-characteristics
https://www.ema.europa.eu/en/news/enhancing-consistency-wording-therapeutic-indications-support-healthcare-decision-making
https://www.ema.europa.eu/en/news/enhancing-consistency-wording-therapeutic-indications-support-healthcare-decision-making
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/wording-therapeutic-indication-guide-assessors-centralised-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/wording-therapeutic-indication-guide-assessors-centralised-applications_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedure-orphan-medicinal-product-designation-guidance-sponsors-submitting-application-iris-secure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedure-orphan-medicinal-product-designation-guidance-sponsors-submitting-application-iris-secure_en-0.pdf
https://www.ema.europa.eu/documents/minutes/minutes-hmpc-14-16-january-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/cvmp-reflection-paper-promoting-authorisation-alternatives-antimicrobials-eu_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/cvmp-reflection-paper-promoting-authorisation-alternatives-antimicrobials-eu_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470/20091-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470/20091-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/substances-considered-not-falling-within-scope-regulation-ec-no-470/20091-regard-residues-veterinary-medicinal-products-foodstuffs-animal-origin_en.pdf

CMDh

Art. 46 assessment reports for:
. Daivobet / Xamiol (calcipotriol / betamethasone dipropionate) and
. Covaxis/Adacel/Triaxis (Diphtheria Toxoid / Tetanus Toxoid / Pertussis Antigens: Pertussis
Toxoid / Filamentous Haemagglutinin / Pertactin, Fimbriae Types 2 and 3);

Recommendations on submission dates in 2020 for applicants of the DCP;

Recommendations on submission dates in 2020 for applicants of the MRP;

Applicant's Response document in Mutual Recognition and Decentralised Procedures for
Marketing Authorisation Applications;

HMA

Cover letter for new applications submitted through MRP/DCP;

Cover letter for Variation Applications in the Mutual Recognition Procedure;

Report from the meeting held on 15-17 October 2019

'Blue-box' requirements

Questions and answers on “Information on nitrosamines for marketing authorisation holders”
(Update)

www.vda.pt


https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Daivobet_Art.46_PAR_2019_10.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Assessment_Reports/Article_46_work-sharing/Covaxis_Art._46_PAR_2019_10.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/DCP/CMDh_079_2005_Rev.14_10_2019_-_DCP_Guidance_on_Submission_Dates.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/MRP_RUP/CMDh_082_2002_Rev.13_10_2019_MRP_Guidance_on_Submission_Dates.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Applicant_Response/CMDh_091_2003_Rev.6_2019_10_clean_-_Applicant_s_response_document_in_MRP_DCP_for_MAAs.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Applicant_Response/CMDh_091_2003_Rev.6_2019_10_clean_-_Applicant_s_response_document_in_MRP_DCP_for_MAAs.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/MA_Application/CMDh_226_2007__Rev.7_2019_10_Cover_letter_for_new_applications_submitted_through_MRP_DCP.doc
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/AR/Variation/CMDh_096_2009__Rev.4_2019_10_Cover_letter_for_Variation_Applications_in_the_MRP.docx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/cmdh_pressreleases/2019/10_2019_-_CMDh_press_release.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_258_2012_Rev18_2019_10_clean_-_BlueBox_requirements.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from_CMDh/CMDh_405_2019_Rev.1_2019_10_clean_Nitrosamines_-Q_A_on_Information_on_nitrosamines_for_MAHs_.pdf

