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LEGISLACAO

Retificacdo do Regulamento de Execucio (UE) 2024/351 da Comissdo, de 17 de janeiro de
2024, que altera o Regulamento de Execucdo (UE) 2021/403 no que diz respeito aos
modelos de certificados sanitarios, modelos de certificados sanitarios/oficiais, modelos de
declaragdes e modelos de declaragdes oficiais para a entrada na Uni&o de remessas de
determinadas categorias de animais terrestres e respetivos produtos germinais (JO L 351

NACIONAL de 9.2.2024)

Retificacdo do Regulamento (UE) 2024/1938 do Parlamento Europeu e do Conselho, de 13
de junho de 2024, relativo a normas de qualidade e seguranca para as substancias de
origem humana destinadas a aplicagdo em seres humanos e que revoga as Diretivas
2002/98/CE e 2004/23/CE (JO L, 2024/1938, 17.7.2024)

22 a 26 dejulho de 2024


https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202490444
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202490444
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202490463
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202490463
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Despacho n.2 8434/2024
Saude - Gabinete da Ministra da Saude
Cria a Comissao Nacional da Saude da Mulher, da Crianca e do Adolescente.

Despacho n.2 8435/2024

Saude - Gabinete da Secretaria de Estado da Satude

Determina que as receitas médicas nas quais sejam prescritas exclusivamente
vacinas contra a gripe, para a época sazonal de 2024/2025, emitidas a partir de 1
de julho de 2024, sdo validas até 31 de dezembro de 2024.

Despacho n.2 8373/2024
Salde - Gabinete da Ministra da Satde

NACIONAL Designa os membros do conselho diretivo do Instituto Nacional de Emergéncia
Médica, I. P.

Despacho n.2 8252/2024

Saude - Gabinete da Ministra da Satude

Constituicdo de um grupo de trabalho com vista a atualizagéo e validagao clinica
dos algoritmos utilizados pelo Centro de Contacto do SNS no ambito da
obstetricia.

Despacho n.2 8094/2024

Saude - Direcao-Geral da Saude

Criacdo de uma unidade multidisciplinar na Dire¢&o de Servicos de Prevengao da
Doenca e Promogao da Saude da Direcao-Geral da Saude — Unidade de Vacinas,
Imunizagdo e produtos Bioldgicos (UVIB).

Circular informativa N.2 050/CD/100.20.200 de 22/07/2024 | Alterages na
INFARMED rotulagem de produtos cosméticos - Aumenta o nimero de fragrancias com
potencial alergénico de declaracdo obrigatdria

. CMDv
HMA

Requests to act as RMS in Decentralised Procedure — Pre-submission
instructions for applicants

22 a 26 dejulho de 2024


https://diariodarepublica.pt/dr/detalhe/despacho/8434-2024-873614433
https://diariodarepublica.pt/dr/detalhe/despacho/8435-2024-873614434
https://diariodarepublica.pt/dr/detalhe/despacho/8373-2024-873447642
https://diariodarepublica.pt/dr/detalhe/despacho/8252-2024-873180042
https://diariodarepublica.pt/dr/detalhe/despacho/8094-2024-872822392
https://www.infarmed.pt/documents/15786/9677612/Altera%C3%A7%C3%B5es+na+rotulagem+de+produtos+cosm%C3%A9ticos+%C2%BF+Aumenta+o+n%C3%BAmero+de+fragr%C3%A2ncias+com+potencial+alerg%C3%A9nico+de+declara%C3%A7%C3%A3o+obrigat%C3%B3ria/fc63dc95-8b30-39a7-df3e-82340a778907?version=1.0
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Applications_for_Marketing_Authorisation/Authorisation_procedures/Requests_to_act_as_RMS_in_DCP_-_Pre-submission_instructions_for_applicants_2024.07.24.pdf
https://www.hma.eu/fileadmin/dateien/Veterinary_medicines/CMDv_Website/Procedural_guidance/Applications_for_Marketing_Authorisation/Authorisation_procedures/Requests_to_act_as_RMS_in_DCP_-_Pre-submission_instructions_for_applicants_2024.07.24.pdf

.
‘L}‘VIEIRADEALMEIDA ViA EXPERTISE

REGULAMENTAGAO

. Human Medicines / Human Regulatory

Paliperidone palmitate depot suspension for injection (every 3 months) 175
263, 350 and 525 mq product-specific bioequivalence guidance

Products Management Services (PMS) - Implementation of International
Organization for Standardization (ISO) standards for the identification of
medicinal products (IDMP) in Europe - Chapter 1 [updated]

EMA
Chapter 3.11: XEVPRM user guidance of the Detailed guidance on the

electronic submission of information on medicinal products for human use by
marketing authorisation holders to the EMA

. Human and Veterinary Medicines / Human and Veterinary Regulatory

Guidance notes on the use of Veterinary Dictionary for Drug Requlatory
Activities (VeDDRA) terminology for reporting suspected adverse events in
animals and humans - Rev.16

Tempilate for notified body confirmation letter of the status of a formal application
COMISSAOEUROPEIA written agreement, and appropriate surveillance in the framework of Reg EU
2024/1860

22 a 26 dejulho de 2024


https://www.ema.europa.eu/en/documents/scientific-guideline/paliperidone-palmitate-depot-suspension-injection-every-3-months-175-263-350-525-mg-product-specific-bioequivalence-guidance_en.pdf-0
https://www.ema.europa.eu/en/documents/scientific-guideline/paliperidone-palmitate-depot-suspension-injection-every-3-months-175-263-350-525-mg-product-specific-bioequivalence-guidance_en.pdf-0
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-notes-use-veterinary-dictionary-drug-regulatory-activities-veddra-terminology-reporting-suspected-adverse-events-animals-humans-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-notes-use-veterinary-dictionary-drug-regulatory-activities-veddra-terminology-reporting-suspected-adverse-events-animals-humans-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-notes-use-veterinary-dictionary-drug-regulatory-activities-veddra-terminology-reporting-suspected-adverse-events-animals-humans-rev16_en.pdf
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en
https://health.ec.europa.eu/latest-updates/template-notified-body-confirmation-letter-status-formal-application-written-agreement-and-2024-07-26_en

ontactos

saude@vda.pt

Esta informagdo 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 opiniGes
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.
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