DiaMed GmbH

Regulatory News DIA
TABLE OF CONTENTS
HEADS OF AGENCIES — CMDH......c.uiiiiiiee ettt ettt ettt e e seeneeneas 1
HEADS OF AGENCIES — PAEDIATRIC REGULATION ......ccociiiiiniiieieieieeeesieseee e 1
EUROPEAN MEDICINES AGENCY (EMA) ...ttt sttt 1
NOTICE TO APPLICANTS ...ttt ettt ettt et este e st e sesseenteseeaeenseaneensenseeneeneas 4
BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) ..ottt 4
BFARM — MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) ..c.viiiiiiiieiereeee e 5
PEI - VIGILANZ (SPECIFIC FOR GERMANY) ..ottt 5
PHARMEUROPA TEXTS FOR COMMENT ......ooiiiiiiiieieieieteresesee ettt 5
HEADS OF AGENCIES - CMDh
No updates since December 20" 2023.
HEADS OF AGENCIES - PAEDIATRIC REGULATION
Article 45 work-sharing: click here
EUROPEAN MEDICINES AGENCY (EMA)
12/01/2024 | Medicine: Inrebic Updated
12/01/2024 | Medicine: Pregabalin Pfizer Updated
12/01/2024 | Page: Big data Updated
12/01/2024 | Document: Guidance on paediatric submissions Updated
12/01/2024 | Document: Annex to interim measures regarding notification of Updated
pharmacovigilance alerts by marketing authorisation holders under
Regulation (EU) 2019/6: contact points
12/01/2024 | Medicine: Jemperli Updated
12/01/2024 | Medicine: Scemblix Updated
12/01/2024 | Medicine: Yescarta Updated
12/01/2024 | Medicine: Paxlovid Updated
12/01/2024 | Medicine: Lyrica Updated
12/01/2024 | News: Meeting highlights from the Pharmacovigilance Risk Assessment New
Committee (PRAC) 8-11 January 2024
12/01/2024 | News: Potential risk of neurodevelopmental disorders in children born to New
men treated with valproate medicines: PRAC recommends precautionary
measures
12/01/2024 | PSUSA: PSUSA/00002190/202306 - periodic safety update report single New
assessment
12/01/2024 | PSUSA: PSUSA/00001191/202305 - periodic safety update report single New
assessment
12/01/2024 | Medicine: Lorviqua Updated
12/01/2024 | Referral: Hydroxyprogesterone-containing medicinal products - referral Updated
12/01/2024 | Medicine: Libtayo Updated
12/01/2024 | Page: Q&A: Good clinical practice (GCP) Updated
11/01/2024 | Document: Policy on the determination of the condition(s) for a paediatric Updated

investigation plan (PIP) / waiver (scope of the PIP / waiver)
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http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/inrebic
https://www.ema.europa.eu/en/medicines/human/EPAR/pregabalin-pfizer
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-paediatric-submissions_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-interim-measures-regarding-notification-pharmacovigilance-alerts-marketing-authorisation-holders-under-regulation-eu-2019-6-contact-points_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-interim-measures-regarding-notification-pharmacovigilance-alerts-marketing-authorisation-holders-under-regulation-eu-2019-6-contact-points_en.pdf
https://www.ema.europa.eu/en/documents/other/annex-interim-measures-regarding-notification-pharmacovigilance-alerts-marketing-authorisation-holders-under-regulation-eu-2019-6-contact-points_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/jemperli
https://www.ema.europa.eu/en/medicines/human/EPAR/scemblix
https://www.ema.europa.eu/en/medicines/human/EPAR/yescarta
https://www.ema.europa.eu/en/medicines/human/EPAR/paxlovid
https://www.ema.europa.eu/en/medicines/human/EPAR/lyrica
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-8-11-january-2024
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-8-11-january-2024
https://www.ema.europa.eu/en/news/potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines-prac-recommends-precautionary-measures
https://www.ema.europa.eu/en/news/potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines-prac-recommends-precautionary-measures
https://www.ema.europa.eu/en/news/potential-risk-neurodevelopmental-disorders-children-born-men-treated-valproate-medicines-prac-recommends-precautionary-measures
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002190-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002190-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001191-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001191-202305
https://www.ema.europa.eu/en/medicines/human/EPAR/lorviqua
https://www.ema.europa.eu/en/medicines/human/referrals/hydroxyprogesterone-containing-medicinal-products
https://www.ema.europa.eu/en/medicines/human/EPAR/libtayo
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-clinical-practice/qa-good-clinical-practice-gcp
https://www.ema.europa.eu/en/documents/other/policy-determination-conditions-paediatric-investigation-plan-pip-waiver-scope-pip-waiver_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-determination-conditions-paediatric-investigation-plan-pip-waiver-scope-pip-waiver_en.pdf
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Regulatory News DIA
11/01/2024 | PSUSA: PSUSA/00002329/202306 - periodic safety update report single New
assessment
11/01/2024 | Medicine: Benepali Updated
11/01/2024 | PSUSA: PSUSA/00000048/202306 - periodic safety update report single New
assessment
11/01/2024 | Medicine: Pazenir Updated
11/01/2024 | PSUSA: PSUSA/00002925/202305 - periodic safety update report single New
assessment
11/01/2024 | PSUSA: PSUSA/00001783/202305 - periodic safety update report single New
assessment
11/01/2024 | Medicine: Flebogamma DIF (previously Flebogammadif) Updated
11/01/2024 | Medicine: Lokelma Updated
11/01/2024 | Medicine: Enbrel Updated
11/01/2024 | Page: Opinions and letters of support on the qualification of novel Updated
methodologies for medicine development
11/01/2024 | Document: Human medicines highlights - January 2024 New
11/01/2024 | Medicine: Yuflyma Updated
11/01/2024 | Medicine: Keytruda Updated
11/01/2024 | Medicine: Cosentyx Updated
11/01/2024 | PIP: EMEA-003339-PIP01-22 - paediatric investigation plan New
11/01/2024 | PIP: EMEA-003084-PIP03-22 - paediatric investigation plan New
11/01/2024 | Medicine: Roclanda Updated
11/01/2024 | PSUSA: PSUSA/00010492/202304 - periodic safety update report single New
assessment
11/01/2024 | PSUSA: PSUSA/00010491/202304 - periodic safety update report single New
assessment
11/01/2024 | PIP: EMEA-003380-PIP01-22 - paediatric investigation plan New
11/01/2024 | PIP: EMEA-003309-PIP01-22 - paediatric investigation plan New
11/01/2024 | PIP: EMEA-002840-PIP02-22 - paediatric investigation plan New
11/01/2024 | Medicine: Vaxelis Updated
11/01/2024 | PIP: EMEA-002798-PIP03-22 - paediatric investigation plan New
11/01/2024 | Medicine: Byooviz Updated
11/01/2024 | PIP: EMEA-002698-PIP03-22 - paediatric investigation plan New
11/01/2024 | PIP: EMEA-002698-PIP02-22 - paediatric investigation plan New
11/01/2024 | Document: Scientific guidelines with summary-of-product-characteristics Updated
recommendations
11/01/2024 | Document: IRIS guide to registration and RPIs Updated
11/01/2024 | Document: Recommended submission dates for veterinary medicinal Updated
products
11/01/2024 | Medicine: Skyrizi Updated
11/01/2024 | PIP: EMEA-003119-PIP01-21-M01 - paediatric investigation plan Updated
11/01/2024 | PIP: EMEA-001860-PIP03-16-M08 - paediatric investigation plan Updated
11/01/2024 | PIP: EMEA-001825-PIP01-15-M04 - paediatric investigation plan Updated
11/01/2024 | PIP: EMEA-001465-PIP01-13-MO05 - paediatric investigation plan Updated
11/01/2024 | PIP: EMEA-001280-PIP01-12-M05 - paediatric investigation plan Updated
11/01/2024 | PIP: EMEA-001219-PIP01-11-M06 - paediatric investigation plan Updated
11/01/2024 | Document: EudraVigilance veterinary - Registration manual Updated
10/01/2024 | Page: Pharmacovigilance Inspectors Working Group Updated
10/01/2024 | Page: Website outages and upgrades Updated
10/01/2024 | Medicine: Latuda Updated
10/01/2024 | Event: Pharmacovigilance Risk Assessment Committee (PRAC): 23-26 Updated
October 2023
10/01/2024 | Medicine: Azacitidine Mylan Updated
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https://www.ema.europa.eu/en/medicines/psusa/psusa-00002329-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002329-202306
https://www.ema.europa.eu/en/medicines/human/EPAR/benepali
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000048-202306
https://www.ema.europa.eu/en/medicines/psusa/psusa-00000048-202306
https://www.ema.europa.eu/en/medicines/human/EPAR/pazenir
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002925-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00002925-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001783-202305
https://www.ema.europa.eu/en/medicines/psusa/psusa-00001783-202305
https://www.ema.europa.eu/en/medicines/human/EPAR/flebogamma-dif-previously-flebogammadif
https://www.ema.europa.eu/en/medicines/human/EPAR/lokelma
https://www.ema.europa.eu/en/medicines/human/EPAR/enbrel
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/documents/newsletter/human-medicines-highlights-january-2024_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/yuflyma
https://www.ema.europa.eu/en/medicines/human/EPAR/keytruda
https://www.ema.europa.eu/en/medicines/human/EPAR/cosentyx
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003339-pip01-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003084-pip03-22
https://www.ema.europa.eu/en/medicines/human/EPAR/roclanda
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010492-202304
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010492-202304
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010491-202304
https://www.ema.europa.eu/en/medicines/psusa/psusa-00010491-202304
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003380-pip01-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003309-pip01-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002840-pip02-22
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxelis
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002798-pip03-22
https://www.ema.europa.eu/en/medicines/human/EPAR/byooviz
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002698-pip03-22
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-002698-pip02-22
https://www.ema.europa.eu/en/documents/other/scientific-guidelines-summary-product-characteristics-recommendations_en.pdf
https://www.ema.europa.eu/en/documents/other/scientific-guidelines-summary-product-characteristics-recommendations_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-registration-and-rpis_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/recommended-submission-dates-veterinary-medicinal-products_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/skyrizi
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-003119-pip01-21-m01
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001860-pip03-16-m08
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001825-pip01-15-m04
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001465-pip01-13-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001280-pip01-12-m05
https://www.ema.europa.eu/en/medicines/human/paediatric-investigation-plans/emea-001219-pip01-11-m06
https://www.ema.europa.eu/en/documents/other/eudravigilance-veterinary-registration-manual_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/compliance-marketing-authorisation/pharmacovigilance-inspections-veterinary-medicines/pharmacovigilance-inspectors-working-group
https://www.ema.europa.eu/en/about-us/about-website/website-outages-upgrades
https://www.ema.europa.eu/en/medicines/human/EPAR/latuda
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-23-26-october-2023
https://www.ema.europa.eu/en/events/pharmacovigilance-risk-assessment-committee-prac-23-26-october-2023
https://www.ema.europa.eu/en/medicines/human/EPAR/azacitidine-mylan
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10/01/2024 | Medicine: Bavencio Updated
10/01/2024 | Medicine: Remsima Updated
10/01/2024 | Medicine: Pheburane Updated
10/01/2024 | Medicine: Takhzyro Updated
10/01/2024 | Medicine: Remicade Updated
10/01/2024 | Medicine: Azacitidine betapharm Updated
10/01/2024 | Medicine: Briviact (in Italy: Nubriveo) Updated
10/01/2024 | Medicine: Nimvastid Updated
10/01/2024 | Medicine: Roteas Updated
10/01/2024 | Medicine: Evkeeza Updated
10/01/2024 | Medicine: NexoBrid Updated
10/01/2024 | Medicine: Ritonavir Mylan Updated
10/01/2024 | Medicine: Dectova Updated
10/01/2024 | Medicine: Renvela Updated
10/01/2024 | Medicine: Humalog Updated
10/01/2024 | Medicine: Prolia Updated
09/01/2024 | Medicine: Eylea Updated
09/01/2024 | Medicine: Lenvima Updated
09/01/2024 | Medicine: Tevimbra Updated
09/01/2024 | Medicine: Erleada Updated
09/01/2024 | Medicine: Talvey Updated
09/01/2024 | Document: Workplan 2023-2025: HMA-EMA joint Big Data Steering Updated
Group
09/01/2024 | Medicine: GHRYVELIN (previously Macimorelin Aeterna Zentaris) Updated
09/01/2024 | Medicine: Ziagen Updated
09/01/2024 | Medicine: Vazkepa Updated
09/01/2024 | Event: Clinical Trials Information System (CTIS) bitesize talk: Training Updated
materials, CTIS pre-requisites, and updates on transparency rules
09/01/2024 | Document: European Medicines Agency’s privacy statement for the Updated
operation of the Security Access Control System
09/01/2024 | Document: European Medicines Agency’s privacy statement for the Updated
operation of video-surveillance (CCTV) system
09/01/2024 | Medicine: Myozyme Updated
09/01/2024 | Document: Record of data processing activity relating to Security Access Updated
Control System (public)
09/01/2024 | Document: Record of data processing activity relating to the filemaker Updated
security database for staff vehicles/bicycles and lost/found property (public)
09/01/2024 | Medicine: Koselugo Updated
09/01/2024 | Medicine: Vocabria Updated
08/01/2024 | Document: List of substances and products subject to worksharing for signal | Updated
management
08/01/2024 | Medicine: Zejula Updated
08/01/2024 | Medicine: Mysimba Updated
08/01/2024 | Referral: Mysimba - referral Updated
08/01/2024 | Medicine: Neupro Updated
08/01/2024 | Medicine: Mycamine Updated
08/01/2024 | Medicine: Mayzent Updated
08/01/2024 | Medicine: Zomarist Updated
08/01/2024 | Page: Funding Updated
08/01/2024 | Medicine: Eucreas Updated
08/01/2024 | Medicine: Revlimid Updated
08/01/2024 | Medicine: Icandra (previously Vildagliptin / metformin hydrochloride Updated
Novartis)
Date: 2024-01-15 3/8



https://www.ema.europa.eu/en/medicines/human/EPAR/bavencio
https://www.ema.europa.eu/en/medicines/human/EPAR/remsima
https://www.ema.europa.eu/en/medicines/human/EPAR/pheburane
https://www.ema.europa.eu/en/medicines/human/EPAR/takhzyro
https://www.ema.europa.eu/en/medicines/human/EPAR/remicade
https://www.ema.europa.eu/en/medicines/human/EPAR/azacitidine-betapharm
https://www.ema.europa.eu/en/medicines/human/EPAR/briviact-italy-nubriveo
https://www.ema.europa.eu/en/medicines/human/EPAR/nimvastid
https://www.ema.europa.eu/en/medicines/human/EPAR/roteas
https://www.ema.europa.eu/en/medicines/human/EPAR/evkeeza
https://www.ema.europa.eu/en/medicines/human/EPAR/nexobrid
https://www.ema.europa.eu/en/medicines/human/EPAR/ritonavir-mylan
https://www.ema.europa.eu/en/medicines/human/EPAR/dectova
https://www.ema.europa.eu/en/medicines/human/EPAR/renvela
https://www.ema.europa.eu/en/medicines/human/EPAR/humalog
https://www.ema.europa.eu/en/medicines/human/EPAR/prolia
https://www.ema.europa.eu/en/medicines/human/EPAR/eylea
https://www.ema.europa.eu/en/medicines/human/EPAR/lenvima
https://www.ema.europa.eu/en/medicines/human/EPAR/tevimbra
https://www.ema.europa.eu/en/medicines/human/EPAR/erleada
https://www.ema.europa.eu/en/medicines/human/EPAR/talvey
https://www.ema.europa.eu/en/documents/work-programme/workplan-2023-2025-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/documents/work-programme/workplan-2023-2025-hma-ema-joint-big-data-steering-group_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/ghryvelin-previously-macimorelin-aeterna-zentaris
https://www.ema.europa.eu/en/medicines/human/EPAR/ziagen
https://www.ema.europa.eu/en/medicines/human/EPAR/vazkepa
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-training-materials-ctis-pre-requisites-and-updates-transparency-rules
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-training-materials-ctis-pre-requisites-and-updates-transparency-rules
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-security-access-control-system_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-security-access-control-system_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-video-surveillance-cctv-system_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-operation-video-surveillance-cctv-system_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/myozyme
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-security-access-control-system-public_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-security-access-control-system-public_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-filemaker-security-database-staff-vehicles-bicycles-and-lost-found-property-public_en.pdf
https://www.ema.europa.eu/en/documents/other/record-data-processing-activity-relating-filemaker-security-database-staff-vehicles-bicycles-and-lost-found-property-public_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/koselugo
https://www.ema.europa.eu/en/medicines/human/EPAR/vocabria
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-substances-and-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-substances-and-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/en/medicines/human/EPAR/zejula
https://www.ema.europa.eu/en/medicines/human/EPAR/mysimba
https://www.ema.europa.eu/en/medicines/human/referrals/mysimba
https://www.ema.europa.eu/en/medicines/human/EPAR/neupro
https://www.ema.europa.eu/en/medicines/human/EPAR/mycamine
https://www.ema.europa.eu/en/medicines/human/EPAR/mayzent
https://www.ema.europa.eu/en/medicines/human/EPAR/zomarist
https://www.ema.europa.eu/en/about-us/how-we-work/governance-and-reporting/funding
https://www.ema.europa.eu/en/medicines/human/EPAR/eucreas
https://www.ema.europa.eu/en/medicines/human/EPAR/revlimid
https://www.ema.europa.eu/en/medicines/human/EPAR/icandra-previously-vildagliptin-metformin-hydrochloride-novartis
https://www.ema.europa.eu/en/medicines/human/EPAR/icandra-previously-vildagliptin-metformin-hydrochloride-novartis
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| 08/01/2024 | Medicine: Vimpat | Updated |

NOTICE TO APPLICANTS

No updates since January 30%2023.

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY)

12.01.2024 | Valproat: Potenzielles Risiko fiir neurologische Entwicklungsstorungen bei
Kindern, die von Vétern gezeugt wurden, die valproathaltige Arzneimittel
eingenommmen haben

Wirkstoff: Valproat

Der Ausschuss fiir Risikobewertung im Bereich der Pharmakovigilanz (PRAC) der
Européischen Arzneimittel-Agentur (EMA) empfiehlt VorsichtsmaBnahmen fiir die
Behandlung von ménnlichen Patienten mit valproathaltigen Arzneimitteln.
12.01.2024 | Valproat: Risiko angeborener Missbildungen und Entwicklungsstérungen bei
Anwendung in der Schwangerschaft

Wirkstoff: ValproatP

RAC empfiehlt VorsichtsmaBnahmen aufgrund des potenziellen Risikos von
neurologischen Entwicklungsstérungen bei Kindern.

12.01.2024 | Pirfenidon — Arzneimittelwirkung mit Eosinophilie und systemischen Symptomen
(DRESS)

Pirfenidon — Arzneimittelwirkung mit Eosinophilie und systemischen Symptomen
(DRESS)

12.01.2024 | Pharmacovigilance Risk Assessment Committee (PRAC)

Das Bundesinstitut fiir Arzneimittel und Medizinprdoukte (BfArM) verdffentlicht
die neuen Signale, die im Rahmen der PRAC-Sitzung vom 08.01-11.01.2023
behandelt wurden.

11.01.2024 | Hinweis des BfArM iiber das Ergebnis zum PSUSA/00002472/202210 zu
Polystyrolsulfonat

Zu Arzneimitteln mit dem Wirkstoff Polystyrolsulfonat wurde ein européisches, die
periodischen Sicherheitsberichte bewertendes Verfahren durchgefiihrt. Basierend
auf der Empfehlung des PRAC hat die CMDh im Mai 2023 einen einstimmigen
Beschluss gefasst.

11.01.2024 | Umsetzung des Durchfiihrungsbeschlusses der Europdischen Kommission zum
PSUR Single Assessment betreffend die Zulassungen fiir Humanarzneimittel mit der
Wirkstoffkombination Abacavir/Lamivudin vom 29.11.2023

Das BfArM verdftentlicht den Umsetzungsbescheid fiir die Wirkstoffkombination
Abacavir/Lamivudin infolge des Europdischen PSUR Single Assessment Verfahrens
nach Artikel 107d) bis g) der Richtlinie 2001/83/EG.

11.01.2024 | Umsetzung des Durchfiihrungsbeschlusses der Europdischen Kommission zum
PSUR Single Assessment betreffend die Zulassungen fiir Humanarzneimittel mit
dem Wirkstoff Abacavir vom 29.11.2023

Das BfArM verdffentlicht den Umsetzungsbescheid fiir den Wirkstoff Abacavir
infolge des Europidischen PSUR Single Assessment Verfahrens nach Artikel 107d)
bis g) der Richtlinie 2001/83/EG.
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https://www.ema.europa.eu/en/medicines/human/EPAR/vimpat
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2024/RI-valproat.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2024/RI-valproat.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RI/2024/RI-valproat.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/s-z/valproat-anwendungseinschraenkung.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/s-z/valproat-anwendungseinschraenkung.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/pirfenidon.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/signale/weitere_informationen/pirfenidon.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/PRAC/_artikel.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Polystyrolsulfonat-Hinweis.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Polystyrolsulfonat-Hinweis.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-Lamivudin-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-Lamivudin-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-Lamivudin-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-durchfuehrungsbeschluss-EU.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Abacavir-durchfuehrungsbeschluss-EU.html
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BFARM - MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)

No updates since December 28™ 2023.

PEI - VIGILANZ (SPECIFIC FOR GERMANY)

No updates since November 16" 2023.

PHARMEUROPA TEXTS FOR COMMENT

Text

Group

Issue

Deadline

2.5.42. N-Nitrosamines in active substances and
medicinal products

Reference number: PA/PH/SG (20) 68 ANP
Text number: 20542

MG

36.1

31.03.2024

2.6.7. Mycoplasmas

R1
Text number: 20607

Reference number: PA/PH/Exp. MYC/T (21) 1 ANP

MYC

36.1

31.03.2024

Haemodialysis, solutions for
Reference number: PA/PH/Exp. DIA/T (22) 12
ANPText number: 0128

DIA

36.1

31.03.2024

solutions for
Reference number: PA/PH/Exp. DIA/T (22) 3 ANP
Text number: 2770

Haemofiltration and haemodiafiltration, concentrated

DIA

36.1

31.03.2024

Text number: 0861

Haemofiltration and haemodiafiltration, solutions for
Reference number: PA/PH/Exp. DIA/T (22) 13 ANP

DIA

36.1

31.03.2024

Haemodialysis, concentrated solutions for

Text number: 3206

Reference number: PA/PH/Exp. DIA/T (22) 11 ANP

DIA

36.1

31.03.2024

5.1.9. Guidelines for using the test for sterility
Reference number: PA/PH/Exp. 1/T (23) 17 ANP
Text number: 50109

36.1

31.03.2024

Influenza vaccine (whole virion, inactivated)
Reference number: PA/PH/Exp. 15/T (23) 42 ANP
Text number: 0159

15

36.1

31.03.2024

Smallpox vaccine (live)
Reference number: PA/PH/Exp. 15/T (23) 50 ANP
Text number: 0164

15

36.1

31.03.2024

Haemodialysis solutions, concentrated, water for
diluting

Reference number: PA/PH/Exp. DIA/T (22) 4 ANP
Text number: 1167

DIA

36.1

31.03.2024

Hepatitis A vaccine (inactivated, adsorbed)
Reference number: PA/PH/Exp. 15/T (23) 46 ANP
Text number: 1107

15

36.1

31.03.2024

Influenza vaccine (surface antigen, inactivated,
virosome)

15

36.1

31.03.2024
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https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/20542E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/20542E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/20607E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0128E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2770E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2770E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0861E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/3206E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/50109E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0159E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0164E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1167E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1167E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1107E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2053E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2053E.htm
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Reference number: PA/PH/Exp. 15/T (23) 44 ANP
Text number: 2053

Peritoneal dialysis, solutions for
Reference number: PA/PH/Exp. DIA/T (22) 14 ANP
Text number: 0862

DIA

36.1

31.03.2024

Poliomyelitis vaccine (inactivated)
Reference number: PA/PH/Exp. 15/T (23) 47 ANP
Text number: 0214

15

36.1

31.03.2024

Ropivacaine hydrochloride monohydrate
Reference number: PA/PH/Exp. P4/T (23) 26 ANP
Text number: 2335

P4

36.1

31.03.2024

Sitagliptin phosphate monohydrate
Reference number: PA/PH/Exp. P4/T (23) 28 ANP
Text number: 2778

P4

36.1

31.03.2024

Yellow fever vaccine (live)
Reference number: PA/PH/Exp. 15/T (23) 49 ANP
Text number: 0537

15

36.1

31.03.2024

Cedarwood oil, Atlas or Himalaya type
Reference number: PA/PH/Exp. 13A/T (18) 40 ANP
Text number: 3002

13A

36.1

31.03.2024

Influenza vaccine (split virion, inactivated)
Reference number: PA/PH/Exp. 15/T (23) 41 ANP
Text number: 0158

15

36.1

31.03.2024

Influenza vaccine (surface antigen, inactivated)
Reference number: PA/PH/Exp. 15/T (23) 43 ANP
Text number: 0869

15

36.1

31.03.2024

JK-PSMA-7 (18F) injection
Reference number: PA/PH/Exp. 14/T (22) 15 ANP
Text number: 3205

14

36.1

31.03.2024

Tick-borne encephalitis vaccine (inactivated)
Reference number: PA/PH/Exp. 15/T (23) 48 ANP
Text number: 1375

15

36.1

31.03.2024

Clary sage oil
Reference number: PA/PH/Exp. 13A/T (20) 27 ANP
Text number: 1850

13A

36.1

31.03.2024

Influenza vaccine (surface antigen, inactivated,
prepared in cell cultures)

Reference number: PA/PH/Exp. 15/T (23) 45 ANP
Text number: 2149

15

36.1

31.03.2024

Levetiracetam
Reference number: PA/PH/Exp. 10B/T (23) 74 ANP
Text number: 2535

10B

36.1

31.03.2024

Rivaroxaban
Reference number: PA/PH/Exp. 10B/T (23) 76 ANP
Text number: 2932

10B

36.1

31.03.2024

Clopidogrel hydrogen sulfate
Reference number: PA/PH/Exp. 10C/T (23) 33 ANP
Text number: 2531

10c

36.1

31.03.2024

Lamivudine
Reference number: PA/PH/Exp. P4/T (23) 25 ANP
Text number: 2217

P4

36.1

31.03.2024

Vaccines for veterinary use

115v

36.1

31.03.2024

Date: 2024-01-15

6/8


https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0862E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0214E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2335E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2778E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0537E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/3002E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0158E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0869E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/3205E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1375E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1850E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2149E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2149E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2535E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2932E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2531E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2217E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0062E.htm
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Reference number: PA/PH/Exp. 15V/T (23) 30 ANP
Text number: 0062

Esomeprazole magnesium dihydrate
Reference number: PA/PH/Exp. 10C/T (23) 29 ANP
Text number: 2787

10C

36.1

31.03.2024

Esomeprazole sodium
Reference number: PA/PH/Exp. 10C/T (23) 31 ANP
Text number: 2923

10C

36.1

31.03.2024

Ethylmorphine hydrochloride dihydrate
Reference number: PA/PH/Exp. 11/T (23) 78 ANP
Text number: 0491

11

36.1

31.03.2024

Homatropine hydrobromide
Reference number: PA/PH/Exp. 11/T (23) 77 ANP
Text number: 0500

11

36.1

31.03.2024

Aluminium hydroxide, hydrated, for adsorption
Reference number: PA/PH/Exp. 9/T (21) 37 ANP
Text number: 1664

36.1

31.03.2024

Escitalopram
Reference number: PA/PH/Exp. 10B/T (23) 73 ANP
Text number: 2758

10b

36.1

31.03.2024

Esomeprazole magnesium trihydrate
Reference number: PA/PH/Exp. 10C/T (23) 30 ANP
Text number: 2372

10C

36.1

31.03.2024

Pregabalin
Reference number: PA/PH/Exp. 10C/T (23) 32 ANP
Text number: 2777

10C

36.1

31.03.2024

Clove
Reference number: PA/PH/Exp. 13A/T (23) 28 ANP
Text number: 0376

13A

36.1

31.03.2024

Escitalopram oxalate
Reference number: PA/PH/Exp. 10B/T (23) 64 ANP
Text number: 2733

10B

36.1

31.03.2024

Etodolac
Reference number: PA/PH/Exp. 10D/T (23) 41 ANP
Text number: 1422

10D

36.1

31.03.2024

Arachis oil, hydrogenated
Reference number: PA/PH/Exp. 13H/T (23) 107
ANPText number: 1171

13H

36.1

31.03.2024

Magnesium phosphoricum for homoeopathic
preparations

Reference number: PA/PH/Exp. HOM/T (23) 45 ANP
Text number: 2505

HOM

36.1

31.03.2024

Rotigotine
Reference number: PA/PH/Exp. P4/T (23) 27 ANP
Text number: 3014

P4

36.1

31.03.2024

Tapentadol hydrochloride
Reference number: PA/PH/Exp. P4/T (23) 29 ANP
Text number: 3035

P4

36.1

31.03.2024

Lacosamide
Reference number: PA/PH/Exp. P4/T (23) 24 ANP
Text number: 2992

P4

36.1

31.03.2024

Cadmium sulfuricum for homoeopathic preparations
Reference number: PA/PH/Exp. HOM/T (23) 44 ANP

HOM

36.1

31.03.2024
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https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2787E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2923E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0491E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0500E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1664E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2758E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2372E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2777E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0376E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2733E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1422E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1171E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2505E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2505E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/3014E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/3035E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2992E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2143E.htm
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Text number: 2143

Cuprum metallicum for homoeopathic preparations
Reference number: PA/PH/Exp. HOM/T (23) 43 ANP
Text number: 1610

HOM

36.1

31.03.2024

Fluconazole
Reference number: PA/PH/Exp. 10B/T (23) 108 ANP
Text number: 2287

10B

36.1

31.03.2024

Clove oil
Reference number: PA/PH/Exp. 13A/T (23) 41 ANP
Text number: 1091

13A

36.1

31.03.2024

Ferrum metallicum for homoeopathic preparations
Reference number: PA/PH/Exp. HOM/T (23) 40 ANP
Text number: 2026

HOM

36.1

31.03.2024

Liquorice root
Reference number: PA/PH/Exp. 13A/T (20) 33 ANP
Text number: 0277

13A

36.1

31.03.2024

Nitrendipine
Reference number: PA/PH/Exp. 10B/T (23) 109 ANP
Text number: 1246

10B

36.1

31.03.2024

Liquorice dry extract for flavouring purposes
Reference number: PA/PH/Exp. 13A/T (20) 32 ANP
Text number: 2378

13A

36.1

31.03.2024

Remifentanil hydrochloride
Reference number: PA/PH/Exp. 10B/T (23) 63 ANP
Text number: 2644

10B

36.1

31.03.2024

Nicotine ditartrate dihydrate
Reference number: PA/PH/Exp. 11/T (23) 86 ANP
Text number: 2599

11

36.1

31.03.2024

Salicylic acid
Reference number: PA/PH/Exp. 10A/T (23) 6 ANP
Text number: 0366

10A

36.1

31.03.2024

Indometacin
Reference number: PA/PH/Exp. 10A/T (23) 65 ANP
Text number: 0092

10A

36.1

31.03.2024

Trotz regelmiBiger Aktualisierung und sorgfiltiger Uberwachung der Verdffentlichungen kénnen wir keine Haftung oder Garantie fiir die

Aktualitdt, Richtigkeit und Vollstindigkeit der hier bereitgestellten Informationen iibernehmen.

Dieser Newsletter enthdlt Links zu anderen Websites. Trotz sorgfiltiger inhaltlicher Kontrolle iibernehmen 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 contents 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://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1610E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2287E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1091E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2026E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0277E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/1246E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2378E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2644E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/2599E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0366E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue36-1/0092E.htm

	Heads of Agencies – CMDh
	Heads of Agencies – Paediatric Regulation
	European Medicines Agency (EMA)
	Notice to Applicants
	BfArM - Pharmakovigilanz (specific for Germany)
	BfArM – Medizinprodukte (specific for Germany)
	PEI - Vigilanz (specific for Germany)
	Pharmeuropa texts for comment

