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HEADS OF AGENCIES – CMDh 

 

No updates since August 4th, 2026. 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

04/09/2026 Document: Targeted signal management (TSM) for Phenobarbital in cats 

and dogs 

 

New 

04/09/2026 Page: Signal management (veterinary medicines) 

 

Updated 

04/09/2026 PSUSA: PSUSA/00010465/202512 - periodic safety update report single 

assessment 

allergen for therapy: Dactylis Glomerata L., Phleum Pratense L., 

Anthoxanthum Odoratum L., Lolium Perenne L., Poa Pratensis L. 

(sublingual tablet) 

New 

04/09/2026 PSUSA: PSUSA/00000269/202601 - periodic safety update report single 

assessment 

atropine / diphenoxylate 

New 

04/09/2026 Shortage: Visudyne 

verteporfin 

Updated 

04/09/2026 PSUSA: PSUSA/00001345/202512 - periodic safety update report single 

assessment 

exemestane 

New 

04/09/2026 PSUSA: PSUSA/00000495/202601 - periodic safety update report single 

assessment 

calcitriol 

New 

http://www.hma.eu/269.html
https://www.ema.europa.eu/sl/media/75222
https://www.ema.europa.eu/sl/media/75222
https://www.ema.europa.eu/sl/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/pharmacovigilance-veterinary-medicines/signal-management-veterinary-medicines
https://www.ema.europa.eu/sl/node/286521
https://www.ema.europa.eu/sl/node/286521
https://www.ema.europa.eu/sl/node/286520
https://www.ema.europa.eu/sl/node/286520
https://www.ema.europa.eu/sl/medicines/human/shortages/visudyne
https://www.ema.europa.eu/sl/node/286518
https://www.ema.europa.eu/sl/node/286518
https://www.ema.europa.eu/sl/node/286517
https://www.ema.europa.eu/sl/node/286517
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Date Content Status 

04/09/2026 PSUSA: PSUSA/00002695/202601 - periodic safety update report single 

assessment 

sertindole 

New 

04/09/2026 Medicine: Symtuza 

darunavir; cobicistat; emtricitabine; tenofovir alafenamide 

Updated 

04/09/2026 EU-M4all: Dengue Tetravalent Vaccine (Live, Attenuated) Takeda - 

opinion on medicine for use outside EU 

dengue tetravalent vaccine (live, attenuated) 

Updated 

04/09/2026 Medicine: Qdenga 

dengue tetravalent vaccine (live, attenuated) 

Updated 

04/09/2026 PSUSA: PSUSA/00000378/202601 - periodic safety update report single 

assessment 

benzydamine / cetylpyridine 

New 

04/09/2026 PSUSA: PSUSA/00010510/202601 - periodic safety update report single 

assessment 

beta-alanine 

New 

04/09/2026 Medicine: Riximyo 

rituximab 

Updated 

04/09/2026 Page: Pharmacogenomics 

 

New 

04/09/2026 Medicine: Rixathon 

rituximab 

Updated 

04/09/2026 Page: Union Product Database: release notes 

 

Updated 

04/09/2026 Medicine: Miglustat Dipharma 

miglustat 

Updated 

04/09/2026 Document: Guidance for applicants on how to submit ePI in centralised 

procedures 

 

New 

04/09/2026 Page: Electronic product information (ePI) 

 

Updated 

04/09/2026 Referral: Parenteral iron-containing medicinal products - referral 

ferric carboxymaltose; ferric derisomaltose; ferric gluconate; ferric 

hydroxide polymaltose complex; iron dextran; iron sucrose 

New 

04/09/2026 News: Executive Director's speech at Duke-NUS Medical School in 

Singapore 

 

New 

04/09/2026 News: Meeting highlights from the Pharmacovigilance Risk Assessment 

Committee (PRAC) 31 August - 3 September 2026 

 

New 

https://www.ema.europa.eu/sl/node/286509
https://www.ema.europa.eu/sl/node/286509
https://www.ema.europa.eu/sl/medicines/human/EPAR/symtuza
https://www.ema.europa.eu/sl/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/sl/opinion-medicine-use-outside-EU/human/dengue-tetravalent-vaccine-live-attenuated-takeda
https://www.ema.europa.eu/sl/medicines/human/EPAR/qdenga
https://www.ema.europa.eu/sl/node/286505
https://www.ema.europa.eu/sl/node/286505
https://www.ema.europa.eu/sl/node/286503
https://www.ema.europa.eu/sl/node/286503
https://www.ema.europa.eu/sl/medicines/human/EPAR/riximyo
https://www.ema.europa.eu/sl/node/286320
https://www.ema.europa.eu/sl/medicines/human/EPAR/rixathon
https://www.ema.europa.eu/sl/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/union-product-database/union-product-database-release-notes
https://www.ema.europa.eu/sl/medicines/human/EPAR/miglustat-dipharma
https://www.ema.europa.eu/sl/media/75214
https://www.ema.europa.eu/sl/media/75214
https://www.ema.europa.eu/sl/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/sl/node/286323
https://www.ema.europa.eu/sl/node/286504
https://www.ema.europa.eu/sl/node/286504
https://www.ema.europa.eu/sl/node/286327
https://www.ema.europa.eu/sl/node/286327
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Date Content Status 

04/09/2026 Page: COVID-19 medicines 

 

Updated 

04/09/2026 PIP: EMA/PE/0000338563 - paediatric investigation plan 

omaveloxolone 

New 

04/09/2026 Page: Scientific advice and protocol assistance 

 

Updated 

04/09/2026 Page: Framework for interaction with pharmaceutical industry 

stakeholders 

 

Updated 

04/09/2026 Page: Pharmaceutical industry: Getting involved in EMA activities 

 

New 

04/09/2026 Medicine: Repatha 

evolocumab 

Updated 

04/09/2026 News: New EU supply chain to end Visudyne shortage 

 

New 

04/09/2026 Page: Women's health 

 

Updated 

04/09/2026 Page: Scientific and technical recommendations: Veterinary Medicines 

Regulation 

 

Updated 

03/09/2026 Medicine: Onureg 

azacitidine 

Updated 

03/09/2026 Document: Sponsor guidance: New safety module on the annual safety 

report 

 

Updated 

03/09/2026 Page: Support to SMEs 

 

Updated 

03/09/2026 PSUSA: PSUSA/00000414/202601 - periodic safety update report single 

assessment 

biotin 

New 

03/09/2026 PSUSA: PSUSA/00010209/202601 - periodic safety update report single 

assessment 

cilostazol 

New 

03/09/2026 Herbal: Fragariae folium - herbal medicinal product 

Wild Strawberry Leaf 

Updated 

03/09/2026 Medicine: Pomalidomide Krka 

pomalidomide 

Updated 

03/09/2026 Medicine: Velsipity 

etrasimod 

Updated 

https://www.ema.europa.eu/sl/human-regulatory-overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines
https://www.ema.europa.eu/sl/node/286510
https://www.ema.europa.eu/sl/human-regulatory-overview/research-development/scientific-advice-protocol-assistance
https://www.ema.europa.eu/sl/node/69655
https://www.ema.europa.eu/sl/node/69655
https://www.ema.europa.eu/sl/node/285720
https://www.ema.europa.eu/sl/medicines/human/EPAR/repatha
https://www.ema.europa.eu/sl/node/286328
https://www.ema.europa.eu/sl/node/279243
https://www.ema.europa.eu/sl/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
https://www.ema.europa.eu/sl/veterinary-regulatory-overview/veterinary-medicinal-products-regulation/scientific-technical-recommendations-veterinary-medicines-regulation
https://www.ema.europa.eu/sl/medicines/human/EPAR/onureg
https://www.ema.europa.eu/sl/media/74840
https://www.ema.europa.eu/sl/media/74840
https://www.ema.europa.eu/sl/about-us/support-smes
https://www.ema.europa.eu/sl/node/286325
https://www.ema.europa.eu/sl/node/286325
https://www.ema.europa.eu/sl/node/286324
https://www.ema.europa.eu/sl/node/286324
https://www.ema.europa.eu/sl/medicines/herbal/fragariae-folium
https://www.ema.europa.eu/sl/medicines/human/EPAR/pomalidomide-krka
https://www.ema.europa.eu/sl/medicines/human/EPAR/velsipity
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Date Content Status 

03/09/2026 Medicine: Emtricitabine/Tenofovir disoproxil Mylan 

emtricitabine; tenofovir disoproxil 

Updated 

03/09/2026 Medicine: Ambrisentan Viatris (previously Ambrisentan Mylan) 

ambrisentan 

Updated 

03/09/2026 Page: Podcast: Inside EMA 

 

Updated 

03/09/2026 Medicine: Keytruda 

pembrolizumab 

Updated 

03/09/2026 Event: Quarterly System Demo - Q3 2026 

 

Updated 

03/09/2026 Document: Minutes of PRAC meeting on 8-11 June 2026 

 

New 

03/09/2026 Document: EudraVigilance - European database of suspected adverse 

reactions related to medicines: user manual for online access via the 

adrreports.eu portal 

 

Updated 

02/09/2026 Medicine: Bexatil 

Bexagliflozin 

Updated 

02/09/2026 Page: Plasma master file certificates 

 

Updated 

02/09/2026 Medicine: Emtricitabine/Tenofovir disoproxil Zentiva 

emtricitabine; tenofovir disoproxil 

Updated 

02/09/2026 Medicine: Rebif 

interferon beta-1a 

Updated 

02/09/2026 Medicine: Prasugrel Viatris (previously Prasugrel Mylan) 

prasugrel 

Updated 

02/09/2026 Medicine: Ngenla 

somatrogon 

Updated 

02/09/2026 Medicine: Ogsiveo 

nirogacestat 

Updated 

02/09/2026 Medicine: Ezmekly 

mirdametinib 

Updated 

02/09/2026 Medicine: Cinacalcet Accordpharma 

cinacalcet 

Updated 

02/09/2026 Document: European Medicines Agency pre-authorisation procedural 

advice for users of the centralised procedure 

 

 

Updated 

https://www.ema.europa.eu/sl/medicines/human/EPAR/emtricitabine-tenofovir-disoproxil-mylan
https://www.ema.europa.eu/sl/medicines/human/EPAR/ambrisentan-viatris
https://www.ema.europa.eu/sl/news-events/podcast-inside-ema
https://www.ema.europa.eu/sl/medicines/human/EPAR/keytruda
https://www.ema.europa.eu/sl/events/quarterly-system-demo-q3-2026
https://www.ema.europa.eu/sl/media/75190
https://www.ema.europa.eu/sl/media/41756
https://www.ema.europa.eu/sl/media/41756
https://www.ema.europa.eu/sl/media/41756
https://www.ema.europa.eu/sl/medicines/veterinary/EPAR/bexatil
https://www.ema.europa.eu/sl/human-regulatory-overview/plasma-master-file-pmf-certification/plasma-master-file-certificates
https://www.ema.europa.eu/sl/medicines/human/EPAR/emtricitabine-tenofovir-disoproxil-zentiva
https://www.ema.europa.eu/sl/medicines/human/EPAR/rebif
https://www.ema.europa.eu/sl/medicines/human/EPAR/prasugrel-viatris
https://www.ema.europa.eu/sl/medicines/human/EPAR/ngenla
https://www.ema.europa.eu/sl/medicines/human/EPAR/ogsiveo
https://www.ema.europa.eu/sl/medicines/human/EPAR/ezmekly
https://www.ema.europa.eu/sl/medicines/human/EPAR/cinacalcet-accordpharma
https://www.ema.europa.eu/sl/media/2846
https://www.ema.europa.eu/sl/media/2846
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Date Content Status 

02/09/2026 Document: European Medicines Agency pre-authorisation procedural 

advice for users of the centralised procedure: document with tracked 

changes 

 

Updated 

02/09/2026 Page: Pre-authorisation guidance 

 

Updated 

02/09/2026 Page: Pre-submission interactions model pilot 

 

New 

02/09/2026 Document: Pilot phase for the revised pre-submission interactions: Annex 

to request for rapporteurship 

 

New 

02/09/2026 Document: Pre-submission interactions form for marketing authorisation 

application 

 

New 

02/09/2026 Document: Guidance on the revised pre-submission interactions model 

 

New 

02/09/2026 Document: EU submission, timelines and review talk (EUSTART) 

 

New 

02/09/2026 Medicine: Yaxwer 

denosumab 

Updated 

02/09/2026 Medicine: Imvanex 

smallpox and monkeypox vaccine (Live Modified Vaccinia Virus Ankara) 

Updated 

02/09/2026 Medicine: Lokelma 

sodium zirconium cyclosilicate 

Updated 

02/09/2026 Medicine: Cibinqo 

abrocitinib 

Updated 

02/09/2026 Page: Assessment templates and guidance (veterinary medicines) 

 

Updated 

02/09/2026 Shortage: Saxenda 

liraglutide 

Updated 

02/09/2026 Document: Template - CVMP member comments on rapporteur’s reports 

 

Updated 

02/09/2026 Document: Information required for early identification of a need for pre-

authorisation GMP inspections 

 

Updated 

02/09/2026 Shortage: Brevibloc 

esmolol 

New 

01/09/2026 Page: Portfolio and technology meetings 

 

Updated 

https://www.ema.europa.eu/sl/media/7390
https://www.ema.europa.eu/sl/media/7390
https://www.ema.europa.eu/sl/media/7390
https://www.ema.europa.eu/sl/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/sl/node/285992
https://www.ema.europa.eu/sl/media/75180
https://www.ema.europa.eu/sl/media/75180
https://www.ema.europa.eu/sl/media/75178
https://www.ema.europa.eu/sl/media/75178
https://www.ema.europa.eu/sl/media/75179
https://www.ema.europa.eu/sl/media/75181
https://www.ema.europa.eu/sl/medicines/human/EPAR/yaxwer
https://www.ema.europa.eu/sl/medicines/human/EPAR/imvanex
https://www.ema.europa.eu/sl/medicines/human/EPAR/lokelma
https://www.ema.europa.eu/sl/medicines/human/EPAR/cibinqo
https://www.ema.europa.eu/sl/veterinary-regulatory-overview/marketing-authorisation-veterinary-medicines/assessment-templates-guidance-veterinary-medicines
https://www.ema.europa.eu/sl/medicines/human/shortages/saxenda
https://www.ema.europa.eu/sl/media/66215
https://www.ema.europa.eu/sl/media/55323
https://www.ema.europa.eu/sl/media/55323
https://www.ema.europa.eu/sl/node/286313
https://www.ema.europa.eu/sl/human-regulatory-overview/research-development/portfolio-technology-meetings
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Date Content Status 

01/09/2026 Event: Product Management Service (PMS) public API beta release - 

Technical overview and live demo 

 

Updated 

01/09/2026 Medicine: Kymriah 

tisagenlecleucel 

Updated 

01/09/2026 Event: Managing product data quality in PMS: processes, known issues, 

current status and best practices 

 

Updated 

01/09/2026 Medicine: Myqorzo 

aficamten 

Updated 

01/09/2026 Medicine: Omvoh 

mirikizumab 

Updated 

01/09/2026 Medicine: Seffalair Spiromax 

salmeterol; fluticasone propionate 

Updated 

01/09/2026 Event: ACT EU multi-stakeholder platform annual meeting 

 

New 

01/09/2026 Page: Regulatory acceptance of new approach methodologies (NAMs) to 

reduce animal use testing 

 

Updated 

01/09/2026 News: Voluntary data submission pilot to advance innovative alternatives 

to animal testing 

 

New 

01/09/2026 Page: New approach methodologies to replace and reduce animal testing: 

Voluntary data submission pilot 

 

New 

01/09/2026 Document: Voluntary data submission (VDS) pilot information document 

 

New 

01/09/2026 Document: Voluntary data submission (VDS) pilot application form 

 

New 

01/09/2026 Medicine: Aujemflu 

Influenza vaccine (surface antigen, inactivated, adjuvanted, prepared in 

cell culture) 

Updated 

01/09/2026 Medicine: Zadenvi 

denosumab 

Updated 

01/09/2026 Document: Regulatory Procedure Management (RPM) for the Product 

Lifecycle Management (PLM) in IRIS - Frequently asked questions 

 

Updated 

01/09/2026 Document: IRIS guide for applicants - How to create, submit and manage 

IRIS applications, for industry and individual applicants 

 

Updated 

https://www.ema.europa.eu/sl/events/product-management-service-pms-public-api-beta-release-technical-overview-live-demo
https://www.ema.europa.eu/sl/events/product-management-service-pms-public-api-beta-release-technical-overview-live-demo
https://www.ema.europa.eu/sl/medicines/human/EPAR/kymriah
https://www.ema.europa.eu/sl/events/managing-product-data-quality-pms-processes-known-issues-current-status-best-practices
https://www.ema.europa.eu/sl/events/managing-product-data-quality-pms-processes-known-issues-current-status-best-practices
https://www.ema.europa.eu/sl/medicines/human/EPAR/myqorzo
https://www.ema.europa.eu/sl/medicines/human/EPAR/omvoh
https://www.ema.europa.eu/sl/medicines/human/EPAR/seffalair-spiromax
https://www.ema.europa.eu/sl/node/286305
https://www.ema.europa.eu/sl/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing/regulatory-acceptance-new-approach-methodologies-nams-reduce-animal-use-testing
https://www.ema.europa.eu/sl/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing/regulatory-acceptance-new-approach-methodologies-nams-reduce-animal-use-testing
https://www.ema.europa.eu/sl/node/286304
https://www.ema.europa.eu/sl/node/286304
https://www.ema.europa.eu/sl/node/286170
https://www.ema.europa.eu/sl/node/286170
https://www.ema.europa.eu/sl/media/75144
https://www.ema.europa.eu/sl/media/75143
https://www.ema.europa.eu/sl/medicines/human/EPAR/aujemflu
https://www.ema.europa.eu/sl/medicines/human/EPAR/zadenvi
https://www.ema.europa.eu/sl/media/61816
https://www.ema.europa.eu/sl/media/61816
https://www.ema.europa.eu/sl/media/3347
https://www.ema.europa.eu/sl/media/3347
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01/09/2026 Event: 20th anniversary of European Medicines Agency's Patients' and 

Consumers' Working Party (PCWP) 

 

Updated 

01/09/2026 Page: Task Forces 

 

Updated 

01/09/2026 Document: Organisation chart: Task Forces 

 

Updated 

01/09/2026 Page: Veterinary Medicines 

 

Updated 

01/09/2026 Document: Organisation chart: Veterinary Medicines 

 

Updated 

01/09/2026 Document: Highlight report from the 16th industry stakeholder platform 

on research and development support 

 

New 

01/09/2026 Page: Expert panel support for breakthrough medical devices: pilot 

programme 

 

Updated 

01/09/2026 Page: Scientific advice for high-risk medical devices 

 

Updated 

31/08/2026 Document: Quick guide for EMA experts: registration, declaration of 

interests and contracts 

 

New 

31/08/2026 Medicine: Orladeyo 

berotralstat 

Updated 

31/08/2026 Medicine: Ranivisio 

ranibizumab 

Updated 

31/08/2026 Document: Agenda of the PRAC meeting 31 August - 3 September 2026 

 

New 

31/08/2026 Document: Record of processing activity on 360 assessment (public) 

 

New 

31/08/2026 Medicine: Usrenty 

ustekinumab 

Updated 

31/08/2026 Medicine: Enurev Breezhaler 

glycopyrronium bromide 

Updated 

31/08/2026 Medicine: Daybu 

trofinetide 

Updated 

31/08/2026 Document: Shortage Prevention Plans (SPP) template 

 

New 

https://www.ema.europa.eu/sl/events/20th-anniversary-european-medicines-agencys-patients-consumers-working-party-pcwp
https://www.ema.europa.eu/sl/events/20th-anniversary-european-medicines-agencys-patients-consumers-working-party-pcwp
https://www.ema.europa.eu/sl/about-us/who-we-are/task-forces
https://www.ema.europa.eu/sl/media/46911
https://www.ema.europa.eu/sl/about-us/who-we-are/veterinary-medicines
https://www.ema.europa.eu/sl/media/34026
https://www.ema.europa.eu/sl/media/75165
https://www.ema.europa.eu/sl/media/75165
https://www.ema.europa.eu/sl/human-regulatory-overview/medical-devices/expert-panel-support-breakthrough-medical-devices-pilot-programme
https://www.ema.europa.eu/sl/human-regulatory-overview/medical-devices/expert-panel-support-breakthrough-medical-devices-pilot-programme
https://www.ema.europa.eu/sl/human-regulatory-overview/medical-devices/high-risk-medical-devices/scientific-advice-high-risk-medical-devices
https://www.ema.europa.eu/en/documents/other/quick-guide-ema-experts-registration-declaration-interests-contracts_en.pdf
https://www.ema.europa.eu/en/documents/other/quick-guide-ema-experts-registration-declaration-interests-contracts_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/orladeyo
https://www.ema.europa.eu/en/medicines/human/EPAR/ranivisio
https://www.ema.europa.eu/en/documents/agenda/agenda-prac-meeting-31-august-3-september-2026_en.pdf
https://www.ema.europa.eu/en/documents/other/record-processing-activity-360-assessment-public_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/usrenty
https://www.ema.europa.eu/en/medicines/human/EPAR/enurev-breezhaler
https://www.ema.europa.eu/en/medicines/human/EPAR/daybu
https://www.ema.europa.eu/en/documents/template-form/shortage-prevention-plans-spp-template_en.pdf
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Date Content Status 

31/08/2026 Document: Guidance for industry on implementing Shortage Prevention 

Plans (SPP) 

 

Updated 

31/08/2026 Document: List of centrally authorised products with safety-related 

changes to the product information 

 

Updated 

 

 

NOTICE TO APPLICANTS 

 

No updates since June 24th, 2026. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

04.09.2026 Injizierbare eisenhaltige Arzneimittel: Überprüfung des Risikos für niedrige 

Phosphatspiegel im Blut und damit zusammenhängende 

Knochenerkrankungen 

 

Wirkstoff: Eisen in injizierbaren Darreichungsformen 

 

Die Europäische Arzneimittel-Agentur (EMA) beginnt mit der Überprüfung von 

injizierbaren eisenhaltigen Arzneimitteln. 

 

04.09.2026 Pharmacovigilance Risk Assessment Committee (PRAC) 

Das Bundesinstitut für Arzneimittel und Medizinprodukte (BfArM) veröffentlicht 

die neuen Signale, die im Rahmen der PRAC-Sitzung vom 31.08.-03.09.2026 

behandelt wurden. 

 

03.09.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

25.06.2026 betreffend die Zulassungen für Humanarzneimittel mit dem 

Wirkstoff Pipamperon 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff 

Pipamperon infolge des Europäischen PSUR Single Assessment Verfahrens nach 

Artikel 107d) bis g) der Richtlinie 2001/83/EG. 

 

02.09.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

25.06.2026 betreffend die Zulassungen für Humanarzneimittel mit der 

Wirkstoffkombination Carbidopa/Levidopa 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff die 

Wirkstoffkombination Carbidopa/Levidopa infolge des Europäischen PSUR Single 

Assessment Verfahrens nach Artikel 107d) bis g) der Richtlinie 2001/83/EG. 

 

31.08.2026 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe vom 

25.06.2026 betreffend die Zulassungen für Humanarzneimittel mit dem 

Wirkstoff Terbinafin 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Terbinafin 

infolge des Europäischen PSUR Single Assessment Verfahrens nach Artikel 107d) 

bis g) der Richtlinie 2001/83/EG. 

 

 

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-industry-implementing-shortage-prevention-plans-spp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-industry-implementing-shortage-prevention-plans-spp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/a-f/eisen2.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/a-f/eisen2.html
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RV_STP/a-f/eisen2.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/Pipamperon-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pipamperon-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/m-r/Pipamperon-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Carbidopa-Levodopa4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Carbidopa-Levodopa4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Carbidopa-Levodopa4-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Terbinafin-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Terbinafin-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/s-z/Terbinafin-CMDh-Beschluss.html


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2026-09-07  9/9 

Date Title 

31.08.2026 Aktuelle Hinweise zu Einreichung und Genehmigung von Schulungsmaterial 

Aktualisierung der Hilfestellungsdokumente zur Einreichung und Genehmigung von 

behördlich genehmigten Schulungsmaterialien. 

 

31.08.2026 93. Sitzung (21. Juli 2026 per Videokonferenz) – Ergebnisprotokoll 

Sachverständigen-Ausschuss für Verschreibungspflicht nach § 53 Absatz 2 AMG 

 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

No updates since August 12th, 2026. 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since August 3rd, 2026. 

 

 

PHARMEUROPA TEXTS FOR COMMENT 

 

Information on Pharmeuropa updates will be presented quarterly. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Trotz regelmäßiger Aktualisierung und sorgfältiger Überwachung der Veröffentlichungen können wir keine Haftung oder Garantie für die 

Aktualität, Richtigkeit und Vollständigkeit der hier bereitgestellten Informationen übernehmen. 

Dieser Newsletter enthält Links zu anderen Websites. Trotz sorgfältiger inhaltlicher Kontrolle übernehmen wir keine Haftung für die Inhalte 

externer Links. Für den Inhalt der verlinkten Seiten sind ausschließlich 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. 

https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Risikoinformationen/Schulungsmaterial/Zusatzinformationen/aktuelle-hinweise.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Ausschuesse-und-Gremien/Verschreibungspflicht/Protokolle/2026-07-21_93_vpflicht_protokoll.html
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