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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/commission-and-bosnia-and-herzegovina-sign-association-agreement-eu4health-programme-2024-07-23_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202401938
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https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/59ac4cb0-f187-4ca2-814d-82c42cde5408_en?filename=md_mdcg_2021_5_en.pdf
https://health.ec.europa.eu/document/download/dfd7a1c6-f319-4682-9bac-77bef1165818_en?filename=mdr_qna-ext-ivdr.pdf
https://health.ec.europa.eu/document/download/592008f6-3456-4afb-a13a-733a87da1b00_en?filename=mdr_proposal_extension-q-n-a_1.pdf
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https://shendetesia.gov.al/miratohet-lista-e-re-e-barnave-te-rimbursueshme-kociu-shtohen-50-medikamente-te-reja-fishat-e-diabetit-falas-per-invalidet-e-punes-dhe-personat-me-aftesi-te-kufizuar/
https://shendetesia.gov.al/ministrja-kociu-aparatura-e-re-mjekesore-ecmo-vjen-per-here-te-pare-ne-shqiperi/
https://www.argentina.gob.ar/noticias/anmat-participo-de-dos-talleres-organizados-por-ops-oms-sobre-herramientas-y-mecanismos-de
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https://www.tga.gov.au/news/notices/gmp-surveillance-inspections-and-extended-validity-tga-gmp-certificates
https://www.famhp.be/en/news/improving_the_availability_of_in_vitro_diagnostics_european_measures
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https://www.famhp.be/en/news/the_european_medicines_regulatory_network_is_now_a_who_listed_authority
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https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-participa-do-mdsap-2024-e-da-reuniao-do-conselho-de-autoridades-reguladoras-rac-forum
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-participa-do-mdsap-2024-e-da-reuniao-do-conselho-de-autoridades-reguladoras-rac-forum
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/confira-informacoes-sobre-procedimento-operacional-padrao-para-enquadramento-de-risco-das-pendencias-de-registro-de-medicamentos
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https://www.ministeriodesalud.go.cr/index.php/prensa/61-noticias-2024/1903-portugal-y-costa-rica-firman-acuerdo-para-cooperacion-en-salud-digital
https://www.ministeriodesalud.go.cr/index.php/prensa/61-noticias-2024/1900-actualizan-herramienta-que-permite-reportar-efectos-adversos-de-medicamentos-y-vacunas
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Substances of Human Origin SoHO

2027 20
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SoHO
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https://ansm.sante.fr/actualites/reglements-europeens-relatifs-aux-dispositifs-medicaux-et-de-diagnostics-in-vitro-publication-dun-consensus-statement-a-destination-de-la-commission-europeenne
https://ansm.sante.fr/actualites/nouvelle-reglementation-europeenne-sur-les-substances-dorigine-humaine-soho
https://ansm.sante.fr/actualites/nouvelle-reglementation-europeenne-sur-les-substances-dorigine-humaine-soho
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https://ansm.sante.fr/actualites/publication-et-entree-en-vigueur-de-lannexe-1-des-bonnes-pratiques-de-fabrication-des-medicaments-steriles
https://ansm.sante.fr/actualites/declarer-lindisponibilite-dun-dispositif-medical-la-procedure-evolue
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https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTE0Nzk=
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https://www.aemps.gob.es/informa/apertura-de-plazo-acciones-conjuntas-correspondientes-al-plan-de-trabajo-2024-programa-de-salud-eu4health/
https://www.aemps.gob.es/informa/servicios-inspeccion-fabricacion-medicamentos-espana-obtienen-reconocimiento-internacional/
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https://www.fda.gov/medical-devices/general-hospital-devices-and-supplies/sterilization-medical-devices
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/klinische-versuche/mitteilungen-klv-mep/akademische-studien.html
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https://www.swissmedic.ch/swissmedic/en/home.webcode.html?webcode=BW610_10_029e_FO
https://www.swissmedic.ch/swissmedic/en/home.webcode.html?webcode=BW610_10_029e_FO
https://www.swissmedic.ch/swissmedic/en/home.webcode.html?webcode=BW610_10_029e_FO
https://www.swissmedic.ch/swissmedic/en/home.webcode.html?webcode=BW610_10_029e_FO
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/overview-medical-devices/information-on-specific-medical-devices/ablauf-covid-19-verordnung-3.html
https://www.gob.mx/cofepris/es/articulos/cofepris-somete-a-consulta-norma-para-garantizar-la-seguridad-y-eficacia-de-dispositivos-medicos?idiom=es
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https://www.gob.mx/cofepris/es/articulos/cofepris-aprueba-nuevo-generico-que-combate-efectos-cardiacos-provocados-por-medicamentos-contra-el-cancer?idiom=es
https://www.gob.mx/cofepris/es/articulos/cofepris-autoriza-innovador-ensayo-clinico-para-dispositivo-de-cornea-sintetica?idiom=es

7

| 2024

2024 2

GrelP

WO2 |Be2IPaWOWO MMM

N 02 |edIpawiowo®ojul



https://portal.mda.gov.my/index.php/news/1433-mesyuarat-dua-hala-antara-mda-malaysia-dan-ministry-of-food-and-drug-safety-mfds-korea-selatan
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https://www.fda.gov.ph/fda-circular-no-2024-0005-updates-and-amendments-to-the-asean-cosmetic-directive-acd-as-adopted-during-the-38th-asean-cosmetic-committee-acc-meeting-and-its-related-meetings/
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