DiaMed GmbH

Regulatory News DIA
TABLE OF CONTENTS

HEADS OF AGENCIES — CMDH .....coiiiiiiiiiiiiee ettt sttt sttt 1
HEADS OF AGENCIES — PAEDIATRIC REGULATION ......ccoiiiiiiiiiiiiiiiienececeeceec e 1
EUROPEAN MEDICINES AGENCY (EMA) ..uitiitiiiiiieeeet ettt sttt st 1
NOTICE TO APPLICANTS ...ttt ettt ettt ettt et e sttt et e saeeesaneenaneens 2
BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) ...coiiiiiiiiiiieeiiee et 3
BFARM — MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) ....cviiiiiiiieeiee ettt 3
PEI - VIGILANZ (SPECIFIC FOR GERMANY ) ....iitiiiiiiieiteteee ettt sttt st 3
PHARMEUROPA TEXTS FOR COMMENT ........ooiiiiiitiiiiinttitteee ettt 3

HEADS OF AGENCIES — CMDh

11 August

Update: List of safety concerns per approved Risk Management Plan (RMP) of active substances per

product

HEADS OF AGENCIES — PAEDIATRIC REGULATION

Article 45 work-sharing: click here

EUROPEAN MEDICINES AGENCY (EMA)

Date Content Status
14/08/2025 | Medicine: Fluenz Tetra Updated
14/08/2025 | Medicine: Sixmo Updated
14/08/2025 | Medicine: Keytruda Updated
14/08/2025 | Medicine: Spikevax (previously COVID-19 Vaccine Moderna) Updated
14/08/2025 | Medicine: Nintedanib Accord Updated
14/08/2025 | Medicine: Imjudo Updated
14/08/2025 | Medicine: Comirnaty Updated
14/08/2025 | Document: Annex to 22-25 April 2025 CHMP Minutes New
14/08/2025 | Document: Minutes of the CHMP meeting 22-25 April 2025 New
14/08/2025 | Document: CHMP PROM minutes for the meeting on 17 February 2025 New
14/08/2025 | Event: Quarterly System Demo — Q3 2025 New
14/08/2025 | Medicine: Syfovre Updated
14/08/2025 | Page: Everolimus product-specific bioequivalence guidance Updated
14/08/2025 | Page: Deferasirox product-specific bioequivalence guidance Updated
14/08/2025 | Event: Eighth EMA-Medicines for Europe bilateral meeting New
13/08/2025 | Medicine: Jivi Updated
13/08/2025 | PSUSA: PSUSA/00001789/202411 - periodic safety update report single | New
assessment

13/08/2025 | Medicine: Amvuttra Updated
13/08/2025 | Medicine: Apixaban Accord Updated
13/08/2025 | Medicine: Breyanzi Updated
13/08/2025 | Medicine: Veklury Updated
13/08/2025 | Medicine: Kovaltry Updated
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https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp.html#c5088
https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/rmp.html#c5088
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/fluenz-tetra
https://www.ema.europa.eu/en/medicines/human/EPAR/sixmo
https://www.ema.europa.eu/en/medicines/human/EPAR/keytruda
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/nintedanib-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/imjudo
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/documents/minutes/annex-22-25-april-2025-chmp-minutes_en.xlsx
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-22-25-april-2025_en.pdf
https://www.ema.europa.eu/en/documents/minutes/chmp-prom-minutes-meeting-17-february-2025_en.pdf
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2025
https://www.ema.europa.eu/en/medicines/human/EPAR/syfovre
https://www.ema.europa.eu/en/everolimus-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/deferasirox-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/events/eighth-ema-medicines-europe-bilateral-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/jivi
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001789-202411
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001789-202411
https://www.ema.europa.eu/en/medicines/human/EPAR/amvuttra
https://www.ema.europa.eu/en/medicines/human/EPAR/apixaban-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/breyanzi
https://www.ema.europa.eu/en/medicines/human/EPAR/veklury
https://www.ema.europa.eu/en/medicines/human/EPAR/kovaltry
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Date Content Status
13/08/2025 | Medicine: Exparel liposomal Updated
13/08/2025 | Medicine: Stribild Updated
13/08/2025 | Medicine: Lokelma Updated
13/08/2025 | Medicine: Wyost Updated
13/08/2025 | Medicine: Instanyl Updated
13/08/2025 | Medicine: Ferriprox Updated
13/08/2025 | Medicine: Humira Updated
13/08/2025 | News: EMA closed on 15 August for Assumption Day New
13/08/2025 | Medicine: Chenodeoxycholic acid Leadiant (previously Chenodeoxycholic | Updated

acid sigma-tau)
13/08/2025 | Medicine: Enbrel Updated
12/08/2025 | Document: List of changes to combined Veterinary Dictionary for Drug | Updated
Regulatory Activities (VeDDRA) list of clinical terms for reporting
suspected adverse events in animal and humans to veterinary medicinal
products for 2025
12/08/2025 | Medicine: Dazublys New
12/08/2025 | Page: Good agricultural and collection practice for starting materials of | Updated
herbal origin - Scientific guideline
12/08/2025 | Document: Combined VeDDRA list of clinical terms for reporting | Updated
suspected adverse events in animals and humans to veterinary medicinal
products
12/08/2025 | Medicine: Nurzigma Updated
12/08/2025 | Medicine: Dyrupeg Updated
12/08/2025 | PSUSA: PSUSA/00002052/202410 - periodic safety update report single | New
assessment
12/08/2025 | Medicine: Targretin Updated
12/08/2025 | Medicine: Jelrix Updated
12/08/2025 | Medicine: Hizentra Updated
12/08/2025 | Medicine: Rotarix Updated
12/08/2025 | Page: Pre-authorisation guidance Updated
12/08/2025 | Medicine: Naveruclif Updated
12/08/2025 | Medicine: Sogroya Updated
11/08/2025 | Medicine: Zometa Updated
11/08/2025 | Document: European Medicines Agency Write PMS API implementation | Updated
Guide (zip)
11/08/2025 | Document: European Medicines Agency Write PMS API implementation | Updated
Guide
11/08/2025 | Medicine: Brukinsa Updated
11/08/2025 | Medicine: Wezenla Updated

NOTICE TO APPLICANTS

No updates since July 07, 2025.
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https://www.ema.europa.eu/en/medicines/human/EPAR/exparel-liposomal
https://www.ema.europa.eu/en/medicines/human/EPAR/stribild
https://www.ema.europa.eu/en/medicines/human/EPAR/lokelma
https://www.ema.europa.eu/en/medicines/human/EPAR/wyost
https://www.ema.europa.eu/en/medicines/human/EPAR/instanyl
https://www.ema.europa.eu/en/medicines/human/EPAR/ferriprox
https://www.ema.europa.eu/en/medicines/human/EPAR/humira
https://www.ema.europa.eu/en/news/ema-closed-15-august-assumption-day
https://www.ema.europa.eu/en/medicines/human/EPAR/chenodeoxycholic-acid-leadiant
https://www.ema.europa.eu/en/medicines/human/EPAR/chenodeoxycholic-acid-leadiant
https://www.ema.europa.eu/en/medicines/human/EPAR/enbrel
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animal-humans-veterinary-medicinal-products-2025_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animal-humans-veterinary-medicinal-products-2025_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animal-humans-veterinary-medicinal-products-2025_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animal-humans-veterinary-medicinal-products-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/dazublys
https://www.ema.europa.eu/en/good-agricultural-collection-practice-starting-materials-herbal-origin-scientific-guideline
https://www.ema.europa.eu/en/good-agricultural-collection-practice-starting-materials-herbal-origin-scientific-guideline
https://www.ema.europa.eu/en/documents/other/combined-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/documents/other/combined-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/documents/other/combined-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/nurzigma
https://www.ema.europa.eu/en/medicines/human/EPAR/dyrupeg-0
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002052-202410
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002052-202410
https://www.ema.europa.eu/en/medicines/human/EPAR/targretin
https://www.ema.europa.eu/en/medicines/human/EPAR/jelrix
https://www.ema.europa.eu/en/medicines/human/EPAR/hizentra
https://www.ema.europa.eu/en/medicines/human/EPAR/rotarix
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/medicines/human/EPAR/naveruclif
https://www.ema.europa.eu/en/medicines/human/EPAR/sogroya
https://www.ema.europa.eu/en/medicines/human/EPAR/zometa
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide-zip_en.zip
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide-zip_en.zip
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/brukinsa
https://www.ema.europa.eu/en/medicines/human/EPAR/wezenla
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BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

Date Title

15.08.2025 Informationen zu Einreichung und Genehmigung von Schulungsmaterial
Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von
behordlich genehmigten Schulungsmaterialien

13.08.2025 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe
EMA/CMDh/0000248448 vom 19.06.2025 betreffend die Zulassungen fiir
Humanarzneimittel mit dem Wirkstoff Benzydamin

Das BfArM verdftentlicht den Umsetzungsbescheid fiir den Wirkstoff Benzydamin
infolge des Européischen PSUR Single Assessment Verfahrens nach Artikel 107d)
bis g) der Richtlinie 2001/83/EG.

11.08.2025 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe
EMA/CMDh/0000248487 vom 19.06.2025 betreffend die Zulassungen fiir
Humanarzneimittel mit dem Wirkstoff Methylphenidat

Das BfArM veroffentlicht den Umsetzungsbescheid flir den Wirkstoff
Methylphenidat infolge des Europdischen PSUR Single Assessment Verfahrens
nach Artikel 107d) bis g) der Richtlinie 2001/83/EG.

BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since August 05%,2025.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since May 22", 2025.

PHARMEUROPA TEXTS FOR COMMENT

Information on Pharmeuropa updates will be presented quarterly.

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Veréffentlichungen konnen wir keine Haftung oder Garantie fiir die
Aktualitit, Richtigkeit und Vollsténdigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthélt Links zu anderen Websites. Trotz sorgféltiger inhaltlicher Kontrolle ibernehmen wir keine Haftung fiir die Inhalte
externer Links. Fiir den Inhalt der verlinkten Seiten sind ausschlieBlich deren Betreiber verantwortlich.

Despite regular updating and careful monitoring of the publications, we cannot take any responsibility or guarantee for the topicality,
correctness and completeness of the information provided here.

This Newsletter contains links to other websites. Despite careful control of the content we would like to point out that we are not liable for the
contents of external web links. The editors of the respective websites are fully responsible for their contents.
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https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Benzydamin2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Benzydamin2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Benzydamin2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methylphenidat4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methylphenidat4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Methylphenidat4-CMDh-Beschluss.html
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