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LEGISLAÇÃO  

NACIONAL 

 
Lei n.º 48/2019 - Diário da República n.º 128/2019, Série I de 2019-07-08 
Assembleia da República  
Regime de confidencialidade nas técnicas de procriação medicamente assistida, 
procedendo à sexta alteração à Lei n.º 32/2006, de 26 de julho (procriação medicamente 
assistida) 
 
Resolução do Conselho de Ministros n.º 111/2019 - Diário da República n.º 128/2019, 
Série I de 2019-07-08 
Presidência do Conselho de Ministros  
Designa os membros do conselho de administração do Centro Hospitalar do Médio Ave, 
E. P. E. 

 

REGULAÇÃO 

INFARMED 

 
"Percursos regulamentares para dispositivos médicos personalizados" em consulta pública 
 
Avaliação para financiamento de medicamentos (janeiro - junho 2019) 

 
Comunicado de Imprensa - Aprovados mais do dobro de medicamentos inovadores 
 
Deliberação nº 64-2019 – Grupos homogéneos 

 
Infarmed Newsletter N.º 149 

 
Circular informativa n.º 113/CD/100.20.200 - Acesso a medicamentos contendo 
colestiramina 
 
Circular informativa n.º 112/CD/100.20.200 - Acesso a medicamentos contendo Cloreto 
de Potássio  
 
Publicação para efeitos do artigo 15º-A do Decreto-Lei n.º 176/2006, de 30 de Agosto - 
pedidos de autorização de introdução no mercado de medicamentos genéricos 

 

HMA 

 
CMDh 
PSUR assessment report for xenon (new) 
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https://dre.pt/web/guest/home/-/dre/122996204/details/maximized
https://dre.pt/web/guest/pesquisa/-/search/539239/details/normal?l=1
https://dre.pt/web/guest/home/-/dre/122996205/details/maximized
https://dre.pt/web/guest/home/-/dre/122996205/details/maximized
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3236220
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3235878
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/3234771
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=3233728&_101_type=document&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/-/journal_content/56/15786/3231408
http://www.infarmed.pt/documents/15786/2897018/Acesso+a+medicamentos+contendo+colestiramina/f34fe9dd-534a-4b6b-be56-49dbcfb433c0
http://www.infarmed.pt/documents/15786/2897018/Acesso+a+medicamentos+contendo+Cloreto+de+Pot%C3%A1ssio/fe8c6bfc-2307-4d37-9208-212c173c0481
http://app.infarmed.pt/listpmg/default.aspx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/Summary_AR/Xenon_SmAR_2019_06.pdf
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CMDh Best Practice Guide (BPG) on Variation Worksharing (Chapter 7); [Track version] 
(update) 
 
Template of letter of intent for the submission of a worksharing procedure (update) 
 
Cover Note to List of safety concerns per approved RMP of active substances per product 
[Track version] (update) 
 
Procedural advice on Validation of MR/Repeat-use/DC Procedures (update) 
 
Article 30 Tracking table (update) 

EMA 

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

Medicinal Products for Human Use | Minutes - PDCO minutes of the 29 January - 1 
February 2019 meeting 
 
Medicinal Products for Human and Veterinary Use | PRAC statistics: July 2019 
 
Medicinal Products for Human and Veterinary Use | Questions and answers on the 
impact of mutual recognition agreement between the European Union and the United 
States as of 11 July 2019 (updated) 
 
Medicinal Products for Human Use | PRAC recommends new measures to avoid dosing 
errors with methotrexate 
 
Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 21-22 May 2019 
 
Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 15-16 April 
2019 
 
Medicinal Products for Veterinary Use | Minutes of the CVMP meeting of 19-21 March 
2019 
 
Medicinal Products for Human Use | Timetable: Periodic safety update report (PSUR) and 
PSUR single assessment (PSUSA) (updated) 
 
Medicinal Products for Veterinary Use | Advice on impacts of using antimicrobials in 
animals (updated) 
 
Medicinal Products for Human and Veterinary Use | Answer to the request from the 
European Commission for updating the scientific advice on the impact on public health and 
animal health of the use of antibiotics in animals - Preliminary risk profiling for new 
antimicrobial veterinary medicinal products 

Medicinal Products for Human and Veterinary Use | Overview of comments received on 
'Answer to the request from the EC for updating the scientific advice on the impact on 
public health and animal health of the use of antibiotics in animals - Preliminary risk 
profiling for new antimicrobial vet products 
 

https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev28_2019_06_clean_Chapter_7.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev28_2019_06_TC_Chapter_7.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/Variations/CMDh_162_2010_Rev05_06_2019_Art._20_WS_LoI.doc
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/RMPs/CMDh_329_2015_Rev.4_2019_06_clean_HaRP_Cover_Note.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/RMPs/CMDh_329_2015_Rev.4_2019_06_TC_HaRP_Cover_Note.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_401_2019_Rev0_2019_06_Validation_of_MRRepeat_useDC_procedures.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Product_Information/Art30_Referrals/CMDh_140_2008_Rev44_2019_06_Status_Art30_SmPC_Harmonisation.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/documents/other/list-european-union-reference-dates-frequency-submission-periodic-safety-update-reports_en-0.xls
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-29-january-1-february-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-pdco-minutes-29-january-1-february-2019-meeting_en.pdf
https://www.ema.europa.eu/documents/report/prac-statistics-july-2019_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-impact-mutual-recognition-agreement-between-european-union-united-states-11-july_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-impact-mutual-recognition-agreement-between-european-union-united-states-11-july_en.pdf
https://www.ema.europa.eu/documents/other/questions-answers-impact-mutual-recognition-agreement-between-european-union-united-states-11-july_en.pdf
https://www.ema.europa.eu/en/news/prac-recommends-new-measures-avoid-dosing-errors-methotrexate
https://www.ema.europa.eu/en/news/prac-recommends-new-measures-avoid-dosing-errors-methotrexate
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-21-22-may-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-15-16-april-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-15-16-april-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-19-21-march-2019_en.pdf
https://www.ema.europa.eu/documents/minutes/minutes-cvmp-meeting-19-21-march-2019_en.pdf
https://www.ema.europa.eu/documents/other/timetable-periodic-safety-update-report-psur-psur-single-assessment-psusa_en.pdf
https://www.ema.europa.eu/documents/other/timetable-periodic-safety-update-report-psur-psur-single-assessment-psusa_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/advice-impacts-using-antimicrobials-animals
https://www.ema.europa.eu/en/veterinary-regulatory/overview/antimicrobial-resistance/advice-impacts-using-antimicrobials-animals
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/answer-request-european-commission-updating-scientific-advice-impact-public-health-animal-health-use_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/overview-comments-received-answer-request-ec-updating-scientific-advice-impact-public-health-animal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/overview-comments-received-answer-request-ec-updating-scientific-advice-impact-public-health-animal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/overview-comments-received-answer-request-ec-updating-scientific-advice-impact-public-health-animal_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/overview-comments-received-answer-request-ec-updating-scientific-advice-impact-public-health-animal_en.pdf
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Medicinal Products for Human Use | Agenda - PRAC draft agenda of meeting 8-11 July 
2019 
 
Medicinal Products for Human Use | Plasma-master-file certifications (updated) 
 
Medicinal Products for Human Use | Public statement on Rituzena: Withdrawal of the 
marketing authorisation in the European Union 

Medicinal Products for Human Use | Post-orphan medicinal product designation 
procedures - guidance to submit an application via IRIS online portal (updated) 
 
Other: New product information wording: extracts from PRAC recommendations on signals 
adopted at the 11-14 June 2019 PRAC 
 
Other: List of signals discussed at PRAC since September 2012 
 
Medicinal Products for Human Use | Newsletter: Human medicines highlights - July 2019 
 

 

https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-8-11-july-2019_en.pdf
https://www.ema.europa.eu/documents/agenda/agenda-prac-draft-agenda-meeting-8-11-july-2019_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/plasma-master-file-pmf-certification/plasma-master-file-certifications
https://www.ema.europa.eu/documents/public-statement/public-statement-rituzena-withdrawal-marketing-authorisation-european-union_en.pdf
https://www.ema.europa.eu/documents/public-statement/public-statement-rituzena-withdrawal-marketing-authorisation-european-union_en.pdf
https://www.ema.europa.eu/documents/other/post-orphan-medicinal-product-designation-procedures-guidance-submit-application-iris-online-portal_en.pdf
https://www.ema.europa.eu/documents/other/post-orphan-medicinal-product-designation-procedures-guidance-submit-application-iris-online-portal_en.pdf
https://www.ema.europa.eu/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-11-14-june-2019-prac_en.pdf
https://www.ema.europa.eu/documents/other/new-product-information-wording-extracts-prac-recommendations-signals-adopted-11-14-june-2019-prac_en.pdf
https://www.ema.europa.eu/documents/other/list-signals-discussed-prac-september-2012_en.xls
https://www.ema.europa.eu/documents/newsletter/human-medicines-highlights-july-2019_en.pdf

