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INFARMED Circular Informativa n.º 012/CD/100.20.200 | Regulamento sobre o controlo de 
transações de medicamentos para o exterior do país - aspetos práticos.

EMA

Human Medicines / Human Regulatory
European Medicines Agency procedural advice for users of the centralised 
procedure for similar biological medicinal products applications [Rev.]
Marketing authorisation application (MAA) - pre-submission interactions form
European Medicines Agency pre-authorisation procedural advice for users of the 
centralised procedure[Rev.]
List of medicinal products under additional monitoring [Rev.]
Addendum to the Guideline on clinical development of vaccines to address clinical 
trials in immunocompromised individuals
Considerations regarding the implementation of ICH M13A on bioequivalence for
immediate-release solid oral dosage forms

Veterinary Medicines / Veterinary Regulatory
Guideline on the conduct of efficacy studies for intramammary products for use in 
cattle [Rev.]
Guideline for the demonstration of efficacy for veterinary medicinal 
products containing antimicrobial substances - Revision 2 [Rev.]
Guidance on the details of the classification of variations requiring assessment 
according to Article 62 of Regulation (EU) 2019/6 for veterinary medicinal products 
and on the documentation to be submitted pursuant to those variations [Rev.]

REGULAMENTAÇÃO

HMA
CMDv
Best Practice Guide for advice from CMDv on regulatory matters
Best Practice Guide for Variations Requiring Assessment

https://www.infarmed.pt/documents/15786/10773025/Regulamento+sobre+o+controlo+de+transa%C3%A7%C3%B5es+de+medicamentos+para+o+exterior+do+pa%C3%ADs+-+aspetos+pr%C3%A1ticos/ffb1f705-957e-1d97-c760-596e4484800a?version=1.0
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-similar-biological-medicinal-products-applications_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-procedural-advice-users-centralised-procedure-similar-biological-medicinal-products-applications_en.pdf
https://www.ema.europa.eu/en/documents/template-form/marketing-authorisation-application-maa-pre-submission-interactions-form_en.docx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/addendum-guideline-clinical-development-vaccines-address-clinical-trials-immunocompromised-individuals_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/addendum-guideline-clinical-development-vaccines-address-clinical-trials-immunocompromised-individuals_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/considerations-regarding-implementation-ich-m13a-bioequivalence-immediate-release-solid-oral-dosage-forms_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/considerations-regarding-implementation-ich-m13a-bioequivalence-immediate-release-solid-oral-dosage-forms_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-conduct-efficacy-studies-intramammary-products-use-cattle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-conduct-efficacy-studies-intramammary-products-use-cattle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-demonstration-efficacy-veterinary-medicinal-products-containing-antimicrobial-substances-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-demonstration-efficacy-veterinary-medicinal-products-containing-antimicrobial-substances-revision-2_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu-2019-6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu-2019-6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-details-classification-variations-requiring-assessment-according-article-62-regulation-eu-2019-6-veterinary-medicinal-products-documentation-be-submitted-pursuant-those-variations_en.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/About_CMDv/Advice_from_CMDv/BPG_Advice_from_CMDv_on_Regulatory_Matters.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Post_Marketing_Procedures/Variations/BPG_for_VRAs_-_Rev.2.pdf


Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 
qualquer forma de publicidade, pelo que se encontra vedada a sua cópia ou circulação. A informação proporcionada e as opiniões 
expressas são de caráter geral, não substituindo o recurso a aconselhamento jurídico adequado para a resolução de casos concretos.
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