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HEADS OF AGENCIES – CMDh 

 

01 July 

UPDATE - SOP on the processing of PSUR single assessment for nationally authorised products 

 

UPDATE - Data requested for New Applications in the MRP/DCP 

 

UPDATE - Data requested for Variations and/or Renewal Applications in the MRP/DCP 

 

UPDATE - Requirements on Submissions for New Marketing Authorisation Applications within 

MRP, DCP and National Procedures 

 

UPDATE - Requirements on submissions for Variations and Renewals within MRP and National 

Procedures 

 

NEW - Agenda of the 19 June 2025 meeting with Interested Parties 

 

NEW - Presentations from the 19 June 2025 meeting with Interested Parties 

 

30 June 

UPDATE: Guidance on the application of the revised variations framework 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

Date Content Status 

04/07/2025 Medicine: Hyftor Updated 

04/07/2025 Medicine: MenQuadfi Updated 

04/07/2025 Medicine: Strimvelis Updated 

04/07/2025 Medicine: ProQuad Updated 

04/07/2025 Medicine: Jivi Updated 

https://www.hma.eu/human-medicines/cmdh/pharmacovigilance/psur/psur-single-assessment.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/application-for-ma.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/esubmissions.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/esubmissions.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/esubmissions.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/esubmissions.html
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/human-medicines/cmdh/about-cmdh/contacts-with-representative-organisations.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
http://www.hma.eu/269.html
https://www.ema.europa.eu/en/medicines/human/EPAR/hyftor
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/medicines/human/EPAR/strimvelis
https://www.ema.europa.eu/en/medicines/human/EPAR/proquad
https://www.ema.europa.eu/en/medicines/human/EPAR/jivi
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Date: 2025-07-07  2/12 

Date Content Status 

04/07/2025 Medicine: Palforzia Updated 

04/07/2025 Medicine: Oczyesa Updated 

04/07/2025 Medicine: Rilonacept FGK Representative Service GmbH Updated 

04/07/2025 Document: Procedural guidance to scientific committeesꞌ members and 

experts on completing the European Medicines Agencyꞌs declaration of 

interests in the Experts Management Tool 

Updated 

04/07/2025 Document: Minutes of the PRAC meeting 5-8 May 2025 New 

04/07/2025 Medicine: Orfadin Updated 

04/07/2025 News: Strengthening supply chain of anti-D immunoglobulins New 

04/07/2025 Document: Recommendations of the Executive Steering Group on 

Shortages and Safety of Medicinal Products to address anti-D 

immunoglobulin supply chain vulnerabilities 

New 

04/07/2025 Page: Availability of medicines before and during crises Updated 

04/07/2025 Medicine: Neoatricon Updated 

04/07/2025 Medicine: Leflunomide medac Updated 

04/07/2025 Medicine: Tivdak Updated 

04/07/2025 Document: Agenda of the HMPC meeting 7-9 July 2025 New 

04/07/2025 Medicine: Austedo Updated 

03/07/2025 Medicine: Pregabalin Viatris Pharma (previously Pregabalin Pfizer) Updated 

03/07/2025 Event: 13th Industry Standing Group (ISG) meeting Updated 

03/07/2025 Event: First EMA-ACRO bilateral meeting New 

03/07/2025 Medicine: Lyvdelzi (previously Seladelpar Gilead) Updated 

03/07/2025 Medicine: Ziihera Updated 

03/07/2025 Page: EudraVigilance Veterinary Updated 

03/07/2025 Document: Combined Veterinary Dictionary for Drug Regulatory Activities 

(VeDDRA) list of clinical terms for reporting suspected adverse events in 

animals and humans to veterinary medicinal products - Rev.16 

Updated 

02/07/2025 Medicine: Kalydeco Updated 

02/07/2025 Medicine: Cufence Updated 

02/07/2025 Medicine: Kaftrio Updated 

02/07/2025 Medicine: Pemetrexed Pfizer (previously Pemetrexed Hospira) Updated 

02/07/2025 Event: Questions and answers clinic on Product Management Service (PMS) 

Product User Interface (PUI) and Application Programming Interface (API) 

- May 2025 

Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/palforzia
https://www.ema.europa.eu/en/medicines/human/EPAR/oczyesa
https://www.ema.europa.eu/en/medicines/human/EPAR/rilonacept-fgk-representative-service-gmbh
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-guidance-scientific-committees-members-experts-completing-european-medicines-agencys-declaration-interests-experts-management-tool_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-guidance-scientific-committees-members-experts-completing-european-medicines-agencys-declaration-interests-experts-management-tool_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedural-guidance-scientific-committees-members-experts-completing-european-medicines-agencys-declaration-interests-experts-management-tool_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-5-8-may-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/orfadin
https://www.ema.europa.eu/en/news/strengthening-supply-chain-anti-d-immunoglobulins
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-address-anti-d-immunoglobulin-supply-chain-vulnerabilities_en.pdf
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-address-anti-d-immunoglobulin-supply-chain-vulnerabilities_en.pdf
https://www.ema.europa.eu/en/documents/other/recommendations-executive-steering-group-shortages-safety-medicinal-products-address-anti-d-immunoglobulin-supply-chain-vulnerabilities_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises
https://www.ema.europa.eu/en/medicines/human/EPAR/neoatricon
https://www.ema.europa.eu/en/medicines/human/EPAR/leflunomide-medac
https://www.ema.europa.eu/en/medicines/human/EPAR/tivdak
https://www.ema.europa.eu/en/documents/agenda/agenda-hmpc-meeting-7-9-july-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/austedo
https://www.ema.europa.eu/en/medicines/human/EPAR/pregabalin-viatris-pharma
https://www.ema.europa.eu/en/events/13th-industry-standing-group-isg-meeting
https://www.ema.europa.eu/en/events/first-ema-acro-bilateral-meeting
https://www.ema.europa.eu/en/medicines/human/EPAR/lyvdelzi
https://www.ema.europa.eu/en/medicines/human/EPAR/ziihera
https://www.ema.europa.eu/en/veterinary-regulatory-overview/post-authorisation-veterinary-medicines/pharmacovigilance-veterinary-medicines/eudravigilance-veterinary
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting-suspected-adverse-events-animals-humans-veterinary-medicinal-products-rev16_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/kalydeco
https://www.ema.europa.eu/en/medicines/human/EPAR/cufence
https://www.ema.europa.eu/en/medicines/human/EPAR/kaftrio
https://www.ema.europa.eu/en/medicines/human/EPAR/pemetrexed-pfizer
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-may-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-may-2025
https://www.ema.europa.eu/en/events/questions-answers-clinic-product-management-service-pms-product-user-interface-pui-application-programming-interface-api-may-2025
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Date: 2025-07-07  3/12 

Date Content Status 

02/07/2025 Document: Network Data Steering Group workplan 2025-2028 Updated 

02/07/2025 Page: CHMP opinions on consultation procedures Updated 

02/07/2025 Medicine: Idefirix Updated 

02/07/2025 Page: Healthcare professionals: Key documents Updated 

02/07/2025 Event: EMA/FVE info session for veterinary practitioners: Understanding 

the first report of sales and use of antimicrobials in animals 

Updated 

02/07/2025 Medicine: Xalkori Updated 

01/07/2025 Medicine: Busulfan Fresenius Kabi Updated 

01/07/2025 Medicine: Amvuttra Updated 

01/07/2025 Document: Minutes of the COMP meeting 13-15 May 2025 New 

01/07/2025 Page: QRD guidance on the use of adopted abbreviations and pictograms on 

the packaging of veterinary medicinal products authorised via the centralised 

(CP), mutual recognition (MRP), decentralised (DCP), subsequent 

recognition (SRP) and national procedures 

Updated 

01/07/2025 Document: QRD guidance on the use of adopted abbreviations and 

pictograms on the packaging of veterinary medicinal products authorised via 

the centralised (CP), mutual recognition (MRP), decentralised (DCP), 

subsequent recognition (SRP) and national procedures 

Updated 

01/07/2025 Medicine: Constella Updated 

01/07/2025 Medicine: Cimzia Updated 

01/07/2025 Medicine: Livmarli Updated 

01/07/2025 Medicine: Xydalba Updated 

01/07/2025 Page: Ibuprofen product-specific bioequivalence guidance Updated 

01/07/2025 Page: Dolutegravir product-specific bioequivalence guidance Updated 

01/07/2025 Page: Levothyroxine product-specific bioequivalence guidance Updated 

01/07/2025 Medicine: Synjardy Updated 

01/07/2025 Medicine: Breyanzi Updated 

01/07/2025 Document: Medicinal Product master data for better regulation and better 

health - Network Data Steering Group (NDSG) recommendations for human 

Product Master Data implementation and data management 

New 

01/07/2025 Medicine: Naveruclif Updated 

01/07/2025 Document: Annual accounts: Financial year 2024 New 

01/07/2025 Document: Declaration on the qualification of an enterprise as a micro, small 

or medium-sized enterprise (SME) 

Updated 

https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/consultation-procedure-ancillary-medicinal-substances-medical-devices/chmp-opinions-consultation-procedures
https://www.ema.europa.eu/en/medicines/human/EPAR/idefirix
https://www.ema.europa.eu/en/partners-networks/healthcare-professionals/healthcare-professionals-key-documents
https://www.ema.europa.eu/en/events/ema-fve-info-session-veterinary-practitioners-understanding-first-report-sales-use-antimicrobials-animals
https://www.ema.europa.eu/en/events/ema-fve-info-session-veterinary-practitioners-understanding-first-report-sales-use-antimicrobials-animals
https://www.ema.europa.eu/en/medicines/human/EPAR/xalkori
https://www.ema.europa.eu/en/medicines/human/EPAR/busulfan-fresenius-kabi
https://www.ema.europa.eu/en/medicines/human/EPAR/amvuttra
https://www.ema.europa.eu/en/documents/minutes/minutes-comp-meeting-13-15-may-2025_en.xlsx
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qrd-guidance-use-adopted-abbreviations-pictograms-packaging-veterinary-medicinal-products-authorised-centralised-cp-mutual-recognition-mrp-decentralised-dcp-subsequent-recognition-srp-national_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/constella
https://www.ema.europa.eu/en/medicines/human/EPAR/cimzia
https://www.ema.europa.eu/en/medicines/human/EPAR/livmarli
https://www.ema.europa.eu/en/medicines/human/EPAR/xydalba
https://www.ema.europa.eu/en/ibuprofen-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/dolutegravir-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/levothyroxine-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/medicines/human/EPAR/synjardy
https://www.ema.europa.eu/en/medicines/human/EPAR/breyanzi
https://www.ema.europa.eu/en/documents/other/medicinal-product-master-data-better-regulation-better-health-network-data-steering-group-ndsg-recommendations-human-product-master-data-implementation-data-management_en.pdf
https://www.ema.europa.eu/en/documents/other/medicinal-product-master-data-better-regulation-better-health-network-data-steering-group-ndsg-recommendations-human-product-master-data-implementation-data-management_en.pdf
https://www.ema.europa.eu/en/documents/other/medicinal-product-master-data-better-regulation-better-health-network-data-steering-group-ndsg-recommendations-human-product-master-data-implementation-data-management_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/naveruclif
https://www.ema.europa.eu/en/documents/report/annual-accounts-financial-year-2024_en.pdf
https://www.ema.europa.eu/en/documents/template-form/declaration-qualification-enterprise-micro-small-or-medium-sized-enterprise-sme_en.pdf
https://www.ema.europa.eu/en/documents/template-form/declaration-qualification-enterprise-micro-small-or-medium-sized-enterprise-sme_en.pdf
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Date: 2025-07-07  4/12 

Date Content Status 

01/07/2025 Medicine: Sorafenib Accord Updated 

01/07/2025 Medicine: Columvi Updated 

01/07/2025 Page: Ethical use of animals in medicine testing Updated 

30/06/2025 Medicine: Comirnaty Updated 

30/06/2025 Medicine: Spikevax (previously COVID-19 Vaccine Moderna) Updated 

30/06/2025 Page: Transparency: exceptional measures for COVID-19 medicines Updated 

30/06/2025 Medicine: Jardiance Updated 

30/06/2025 Orphan: EU/3/25/3060 - orphan designation for treatment of gastric cancer New 

30/06/2025 Medicine: BroPair Spiromax Updated 

30/06/2025 Medicine: Levetiracetam Actavis Updated 

30/06/2025 Orphan: EU/3/25/3054 - orphan designation for treatment of idiopathic 

pulmonary fibrosis 

New 

30/06/2025 Medicine: Glyxambi Updated 

30/06/2025 Medicine: Keppra Updated 

30/06/2025 Orphan: EU/3/25/3059 - orphan designation for treatment of acute myeloid 

leukaemia 

New 

30/06/2025 Page: Guidance on the application of the revised variations framework Updated 

30/06/2025 Page: Ursodeoxycholic acid product-specific bioequivalence guidance Updated 

30/06/2025 Page: Prasugrel product-specific bioequivalence guidance Updated 

30/06/2025 Page: About this website Updated 

30/06/2025 Page: Paracetamol product-specific bioequivalence guidance Updated 

30/06/2025 Page: Oseltamivir product-specific bioequivalence guidance Updated 

30/06/2025 Page: Metformin product-specific bioequivalence guidance Updated 

30/06/2025 Page: Accessibility New 

30/06/2025 Page: Dabigatran etexilate product-specific bioequivalence guidance Updated 

30/06/2025 Medicine: Levetiracetam ratiopharm Updated 

30/06/2025 Document: Annual activity report 2024 New 

30/06/2025 Page: Real-world evidence Updated 

30/06/2025 Page: Memantine product-specific bioequivalence guidance Updated 

30/06/2025 Orphan: EU/3/25/3063 - orphan designation for treatment of Becker 

muscular dystrophy 

New 

30/06/2025 Page: Posaconazole product-specific bioequivalence guidance Updated 

https://www.ema.europa.eu/en/medicines/human/EPAR/sorafenib-accord
https://www.ema.europa.eu/en/medicines/human/EPAR/columvi
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/ethical-use-animals-medicine-testing
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines/transparency-exceptional-measures-covid-19-medicines
https://www.ema.europa.eu/en/medicines/human/EPAR/jardiance
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3060
https://www.ema.europa.eu/en/medicines/human/EPAR/bropair-spiromax
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-actavis
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3054
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3054
https://www.ema.europa.eu/en/medicines/human/EPAR/glyxambi
https://www.ema.europa.eu/en/medicines/human/EPAR/keppra
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3059
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3059
https://www.ema.europa.eu/en/guidance-application-revised-variations-framework
https://www.ema.europa.eu/en/ursodeoxycholic-acid-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/prasugrel-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/about-us/about-website
https://www.ema.europa.eu/en/paracetamol-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/oseltamivir-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/metformin-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/about-us/about-website/accessibility
https://www.ema.europa.eu/en/dabigatran-etexilate-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-ratiopharm
https://www.ema.europa.eu/en/documents/report/annual-activity-report-2024_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/data-regulation-big-data-other-sources/real-world-evidence
https://www.ema.europa.eu/en/memantine-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3063
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-25-3063
https://www.ema.europa.eu/en/posaconazole-product-specific-bioequivalence-guidance
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Date: 2025-07-07  5/12 

Date Content Status 

30/06/2025 Document: Infosheet: EMA review of real-world data studies from 

September 2021 to February 2025 

New 

30/06/2025 Document: Real-world evidence framework to support EU regulatory 

decision-making: 3rd report on the experience gained with regulator-led 

studies from February 2024 to February 2025 

New 

30/06/2025 Medicine: Levetiracetam Teva Updated 

30/06/2025 Event: eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) 

training course for sponsors - September 2025 

New 

30/06/2025 Page: Reflection paper on lessons learned from the COVID-19 pandemic: 

Scientific considerations on non-clinical aspects 

New 

30/06/2025 Page: ICH E20 adaptive designs for clinical trials - Scientific guideline New 

30/06/2025 Document: ICH E20 guideline on adaptive designs for clinical trials - Step 

2b 

New 

30/06/2025 Orphan: EU/3/13/1117 - orphan designation for treatment of Stargardt's 

disease 

Updated 

30/06/2025 Orphan: EU/3/22/2607 - orphan designation for treatment of Fabry disease Updated 

30/06/2025 Orphan: EU/3/19/2203 - orphan designation for treatment of Netherton 

syndrome 

Updated 

30/06/2025 Orphan: EU/3/09/645 - orphan designation for treatment of acromegaly Updated 

30/06/2025 Page: Lurasidone product-specific bioequivalence guidance Updated 

30/06/2025 Document: List of centrally authorised products with safety-related changes 

to the product information 

Updated 

30/06/2025 Page: Apixaban product-specific bioequivalence guidance Updated 

30/06/2025 Page: Acenocoumarol product-specific bioequivalence guidance Updated 

30/06/2025 Page: Voriconazole product-specific bioequivalence guidance Updated 

30/06/2025 Page: Periodic safety update reports (PSURs) Updated 

30/06/2025 Page: Tadalafil product-specific bioequivalence guidance Updated 

30/06/2025 Page: Repaglinide product-specific bioequivalence guidance Updated 

30/06/2025 Document: Process for submitting existing data on medicinal products 

authorised for human use – SIAMED II & XEVMPD to PMS deltas - 

Chapter 9 

Updated 

30/06/2025 Medicine: Emtricitabine/Tenofovir disoproxil Mylan Updated 

30/06/2025 Event: Quarterly System Demo - Q2 2025 Updated 

30/06/2025 Page: PRAC recommendations on safety signals Updated 

30/06/2025 Document: List of signals discussed at PRAC since September 2012 Updated 

https://www.ema.europa.eu/en/documents/other/infosheet-ema-review-real-world-data-studies-september-2021-february-2025_en.pdf
https://www.ema.europa.eu/en/documents/other/infosheet-ema-review-real-world-data-studies-september-2021-february-2025_en.pdf
https://www.ema.europa.eu/en/documents/report/real-world-evidence-framework-support-eu-regulatory-decision-making-3rd-report-experience-gained-regulator-led-studies-february-2024-february-2025_en.pdf
https://www.ema.europa.eu/en/documents/report/real-world-evidence-framework-support-eu-regulatory-decision-making-3rd-report-experience-gained-regulator-led-studies-february-2024-february-2025_en.pdf
https://www.ema.europa.eu/en/documents/report/real-world-evidence-framework-support-eu-regulatory-decision-making-3rd-report-experience-gained-regulator-led-studies-february-2024-february-2025_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-teva
https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training-course-sponsors-september-2025
https://www.ema.europa.eu/en/events/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training-course-sponsors-september-2025
https://www.ema.europa.eu/en/reflection-paper-lessons-learned-covid-19-pandemic-scientific-considerations-non-clinical-aspects
https://www.ema.europa.eu/en/reflection-paper-lessons-learned-covid-19-pandemic-scientific-considerations-non-clinical-aspects
https://www.ema.europa.eu/en/ich-e20-adaptive-designs-clinical-trials-scientific-guideline
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e20-guideline-adaptive-designs-clinical-trials-step-2b_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e20-guideline-adaptive-designs-clinical-trials-step-2b_en.pdf
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-13-1117
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-13-1117
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-22-2607
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-19-2203
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-19-2203
https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-09-645
https://www.ema.europa.eu/en/lurasidone-product-specific-bioequivalence-guidance
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.ema.europa.eu/en/apixaban-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/acenocoumarol-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/voriconazole-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/tadalafil-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/repaglinide-product-specific-bioequivalence-guidance
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/emtricitabine-tenofovir-disoproxil-mylan
https://www.ema.europa.eu/en/events/quarterly-system-demo-q2-2025
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/documents/other/list-signals-discussed-prac-september-2012_en.xlsx
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Date: 2025-07-07  6/12 

Date Content Status 

30/06/2025 Document: New product information wording: extracts from PRAC 

recommendations on signals adopted at the 2-5 June 2025 PRAC 

New 

30/06/2025 Document: PRAC recommendations on signals adopted at the 2-5 June 2025 

PRAC meeting 

New 

30/06/2025 Page: Requesting scientific advice or protocol assistance from EMA Updated 

30/06/2025 Medicine: Levetiracetam Actavis Group Updated 

30/06/2025 Medicine: Vyjuvek Updated 

30/06/2025 Medicine: Xenpozyme Updated 

 

 

NOTICE TO APPLICANTS 

 

No updates since January 30th 2023. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

Date Title 

02.07.2025 Umsetzung des einstimmigen Beschlusses der Koordinierungsgruppe 

EMA/CMDh/132418/2025 vom 25.04.2025 betreffend die Zulassungen für 

Humanarzneimittel mit dem Wirkstoff Etonogestrel 

Das BfArM veröffentlicht den Umsetzungsbescheid für den Wirkstoff Etonogestrel 

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

bis g) der Richtlinie 2001/83/EG. 

 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY) 

 

Date Title 

01.07.2025 Leistungsstudien mit CDx - Zuständige Ethik-Kommissionen 

Kurzinformation zu den Zuständigkeiten der Ethik-Kommissionen bei 

Leistungsstudien mit therapiebegleitenden Diagnostika 

 

01.07.2025 Klinische Prüfung gemäß MDR/IVDR/MPDG 

Anleitung zu Klinischen Prüfungen bzw. Leistungsstudien im DMIDS aktualisiert 

 

01.07.2025 Kompakter Überblick Erstantrag gemäß MDR/IVDR/MPDG 

01.07.2025 Überblick Verfahren und Workflows gemäß MDR/IVDR/MPDG 

01.07.2025 DiGA und DiPA Datensicherheitskriterien 

Hinweis: Gemäß § 139e Absatz 10 Fünftes Buch Sozialgesetzbuch (SGB V) und § 

78a Absatz 7 Elftes Buch Sozialgesetzbuch (SGB XI) müssen Hersteller von 

digitalen Gesundheits- und Pflegeanwendungen die Erfüllung der Anforderungen an 

die Datensicherheit anhand der Technischen Richtlinien spätestens ab dem 

01.01.2025 unter Vorlage eines entsprechenden Zertifikats nachweisen. 

 

 

https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-2-5-june-2025-prac_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/new-product-information-wording-extracts-prac-recommendations-signals-adopted-2-5-june-2025-prac_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-2-5-june-2025-prac-meeting_en.pdf
https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-2-5-june-2025-prac-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/requesting-scientific-advice-or-protocol-assistance-ema
https://www.ema.europa.eu/en/medicines/human/EPAR/levetiracetam-actavis-group
https://www.ema.europa.eu/en/medicines/human/EPAR/vyjuvek
https://www.ema.europa.eu/en/medicines/human/EPAR/xenpozyme
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Etonogestrel2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Etonogestrel2-CMDh-Beschluss.html
https://www.bfarm.de/DE/Arzneimittel/Pharmakovigilanz/Periodic-Safety-Update-Reports_PSURs/PSUR-Single-Assessment/Anlagen/a-f/Etonogestrel2-CMDh-Beschluss.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/DMIDS-kurzinfo-cdx-ek.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/DMIDS-anleitung-sponsoren-mdr.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/DMIDS_workflow_mdr_erstantrag.html
https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/DMIDS-ueberblick-verfahren-mdr-ivdr.html
https://www.bfarm.de/DE/Medizinprodukte/Aufgaben/DiGA-und-DiPA/Datensicherheitskriterien/_artikel.html
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Date: 2025-07-07  7/12 

Date Title 

30.06.2025 Hinweise zu Anlagen 

Hinweise zu Anlagen bei der Erfassung von klinischen Prüfungen 

im DMIDS aktualisiert. 

 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since May 22nd, 2025. 

 

 

PHARMEUROPA TEXTS FOR COMMENT 
 

  Group Issue Deadline 

2.5.46. Phenolic antioxidants in plastic materials  

Reference number: PA/PH/Exp. 16/T (23) 3 ANP  

Text number: 20546  

Direct link  

   

  

16 

  

37.3 

  

2025-09-30 

2.6.42. Test for procoagulant activity in immunoglobulin 

preparations  

Reference number: PA/PH/Exp. 6B/T (24) 1 ANP  

Text number: 20642  

Direct link  

   

  

6B 

  

37.3 

  

2025-09-30 

2.8.27. Determination of estragole  

Reference number: PA/PH/Exp. 13A/T (25) 23 ANP  

Text number: 20827  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

3.1.3. Polyolefins  

Reference number: PA/PH/Exp. 16/T (24) 27 ANP  

Text number: 30103  

Direct link  

   

  

16 

  

37.3 

  

2025-09-30 

3.1.5. Polyethylene with additives for containers for 

parenteral preparations and for ophthalmic preparations  

Reference number: PA/PH/Exp. 16/T (24) 28 ANP  

Text number: 30105  

Direct link  

   

  

16 

  

37.3 

  

2025-09-30 

3.1.6. Polypropylene for containers and closures for 

parenteral preparations and ophthalmic preparations  

Reference number: PA/PH/Exp. 16/T (24) 29 ANP  

Text number: 30106  

Direct link  

   

  

16 

  

37.3 

  

2025-09-30 

3.1.7. Poly(ethylene - vinyl acetate) for containers and tubing 

for total parenteral nutrition preparations  

Reference number: PA/PH/Exp. 16/T (24) 30 ANP  

Text number: 30107  

Direct link  

   

  

16 

  

37.3 

  

2025-09-30 

https://www.bfarm.de/SharedDocs/Downloads/DE/Medizinprodukte/DMIDS-kp-anlagen-hinweise.html
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/20546E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/20642E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/20827E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/30103E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/30105E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/30106E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/30107E.htm
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Date: 2025-07-07  8/12 

  Group Issue Deadline 

3.2.1. Glass containers for pharmaceutical use  

Reference number: PA/PH/Exp. GLS/T (20) 12 ANP  

Text number: 30201  

Direct link  

   

  

GLS 

  

37.3 

  

2025-09-30 

5.2.14. Substitution of in vivo method(s) by in vitro method(s) 

for the quality control of vaccines  

Reference number: PA/PH/Exp. 15/T (25) 2 ANP  

Text number: 50214  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

5.34. Additional information on gene therapy medicinal 

products for human use  

Reference number: PA/PH/Exp. GTP/T (24) 8 ANP  

Text number: 53400  

Direct link  

   

  

GTP 

  

37.3 

  

2025-09-30 

Adalimumab concentrated solution  

Reference number: PA/PH/Exp. MAB/T (24) 4 ANP  

Text number: 3147  

Direct link  

   

  

MAB 

  

37.3 

  

2025-09-30 

Alectinib hydrochloride  

Reference number: PA/PH/Exp. P4/T (23) 38 ANP  

Text number: 3219  

Direct link  

   

  

P4 

  

37.3 

  

2025-09-30 

Alectinib hydrochloride capsules  

Reference number: PA/PH/Exp. P4/T (23) 39 ANP  

Text number: 3220  

Direct link  

   

  

P4 

  

37.3 

  

2025-09-30 

Belladonna for homoeopathic preparations  

Reference number: PA/PH/Exp. HOM/T (23) 12 ANP  

Text number: 2489  

Direct link  

   

  

HOM 

  

37.3 

  

2025-09-30 

Bluetongue vaccine (inactivated)  

Reference number: PA/PH/Exp. 15V/T (19) 46 ANP  

Text number: 2899  

Direct link  

   

  

15V 

  

37.3 

  

2025-09-30 

Bosentan monohydrate  

Reference number: PA/PH/Exp. 10D/T (25) 13 ANP  

Text number: 3250  

Direct link  

   

  

10D 

  

37.3 

  

2025-09-30 

Calcium hydroxide  

Reference number: PA/PH/Exp. 9/T (25) 12 ANP  

Text number: 1078  

Direct link  

   

  

9 

  

37.3 

  

2025-09-30 

https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/30201E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/50214E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/53400E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3147E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3219E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3220E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2489E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2899E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3250E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1078E.htm
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Date: 2025-07-07  9/12 

  Group Issue Deadline 

Carmellose calcium  

Reference number: PA/PH/Exp. EXP/T (25) 9 ANP  

Text number: 0886  

Direct link  

   

  

CEL 

  

37.3 

  

2025-09-30 

Daptomycin  

Reference number: PA/PH/Exp. 7/T (22) 2 ANP  

Text number: 3034  

Direct link  

   

  

7 

  

37.3 

  

2025-09-30 

Fluorescein sodium  

Reference number: PA/PH/Exp. 10D/T (23) 45 ANP  

Text number: 1213  

Direct link  

   

  

10D 

  

37.3 

  

2025-09-30 

Fritillaria cirrhosa bulb  

Reference number: PA/PH/Exp. TCM/T (19) 36 ANP  

Text number: 2586  

Direct link  

   

  

TCM 

  

37.3 

  

2025-09-30 

Glutamic acid  

Reference number: PA/PH/Exp. 10D/T (23) 31 ANP  

Text number: 0750  

Direct link  

   

  

10D 

  

37.3 

  

2025-09-30 

Glycerol dibehenate  

Reference number: PA/PH/Exp. EXP/T (25) 7 ANP  

Text number: 1427  

Direct link  

   

  

13H 

  

37.3 

  

2025-09-30 

Glycerol distearate  

Reference number: PA/PH/Exp. EXP/T (25) 8 ANP  

Text number: 1428  

Direct link  

   

  

13H 

  

37.3 

  

2025-09-30 

Human normal immunoglobulin for intravenous 

administration  

Reference number: PA/PH/Exp. 6B/T (24) 11 ANP  

Text number: 0918  

Direct link  

   

  

6B 

  

37.3 

  

2025-09-30 

Human normal immunoglobulin for subcutaneous 

administration  

Reference number: PA/PH/Exp. 6B/T (24) 12 ANP  

Text number: 2788  

Direct link  

   

  

6B 

  

37.3 

  

2025-09-30 

Influenza vaccine (split virion, inactivated)  

Reference number: PA/PH/Exp. 15/T (25) 14 ANP  

Text number: 0158  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0886E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3034E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1213E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2586E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0750E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1427E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1428E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0918E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2788E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0158E.htm
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Date: 2025-07-07  10/12 

  Group Issue Deadline 

Influenza vaccine (surface antigen, inactivated, prepared in 

cell cultures)  

Reference number: PA/PH/Exp. 15/T (25) 18 ANP  

Text number: 2149  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

Influenza vaccine (surface antigen, inactivated, virosome)  

Reference number: PA/PH/Exp. 15/T (25) 17 ANP  

Text number: 2053  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

Influenza vaccine (surface antigen, inactivated)  

Reference number: PA/PH/Exp. 15/T (25) 16 ANP  

Text number: 0869  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

Influenza vaccine (whole virion, inactivated)  

Reference number: PA/PH/Exp. 15/T (25) 15 ANP  

Text number: 0159  

Direct link  

   

  

15 

  

37.3 

  

2025-09-30 

Iopamidol  

Reference number: PA/PH/Exp. 11/T (25) 34 ANP  

Text number: 1115  

Direct link  

   

  

11 

  

37.3 

  

2025-09-30 

Iron sucrose concentrated solution  

Reference number: PA/PH/Exp. NBC/T (14) 11 ANP  

Text number: 2753  

Direct link  

   

  

NANO 

  

37.3 

  

2025-09-30 

Lauromacrogol 400  

Reference number: PA/PH/Exp. 13H/T (22) 9 ANP R2  

Text number: 2046  

Direct link  

   

  

13H 

  

37.3 

  

2025-09-30 

Lemon verbena leaf  

Reference number: PA/PH/Exp. 13A/T (20) 35 ANP  

Text number: 1834  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

Neotame  

Reference number: PA/PH/Exp. 10D/T (23) 25 ANP  

Text number: 3218  

Direct link  

   

  

10D 

  

37.3 

  

2025-09-30 

Octyldodecanol  

Reference number: PA/PH/Exp. 13H/T (24) 112 ANP  

Text number: 1136  

Direct link  

   

  

  

13H 

  

37.3 

  

2025-09-30 

https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2149E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2053E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0869E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0159E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1115E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2753E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2046E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1834E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3218E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1136E.htm


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2025-07-07  11/12 

  Group Issue Deadline 

Polyoxypropylene stearyl ether  

Reference number: PA/PH/Exp. 13H/T (24) 57 ANP  

Text number: 2602  

Direct link  

   

  

13H 

  

37.3 

  

2025-09-30 

Primula flower  

Reference number: PA/PH/Exp. 13A/T (22) 8 ANP  

Text number: 2540  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

Ropivacaine hydrochloride  

Reference number: PA/PH/Exp. 10A/T (16) 64 ANP  

Text number: 2800  

Direct link  

   

  

10A 

  

37.3 

  

2025-09-30 

Sage leaf (Salvia officinalis)  

Reference number: PA/PH/Exp. 13A/T (24) 93 ANP  

Text number: 1370  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

Sage leaf (salvia officinalis), cut  

Reference number: PA/PH/Exp. 13A/T (25) 28 ANP  

Text number: 3201  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

Saw palmetto fruit  

Reference number: PA/PH/Exp. 13A/T (24) 92 ANP  

Text number: 1848  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

Sorbic acid  

Reference number: PA/PH/Exp. SIT/T (25) 22 ANP  

Text number: 0592  

Direct link  

   

  

10D 

  

37.3 

  

2025-09-30 

Spine date seed  

Reference number: PA/PH/Exp. TCM/T (09) 67 ANP  

Text number: 2613  

Direct link  

   

  

TCM 

  

37.3 

  

2025-09-30 

Sulfadiazine  

Reference number: PA/PH/Exp. SIT/T (25) 20 ANP  

Text number: 0294  

Direct link  

   

  

  

7 

  

37.3 

  

2025-09-30 

Sulfamethoxazole  

Reference number: PA/PH/Exp. SIT/T (25) 21 ANP  

Text number: 0108  

Direct link  

   

  

  

7 

  

37.3 

  

2025-09-30 

https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2602E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2540E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2800E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1370E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/3201E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1848E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0592E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/2613E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0294E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0108E.htm
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Sulfanilamide  

Reference number: PA/PH/Exp. SIT/T (25) 18 ANP  

Text number: 1571  

Direct link  

   

  

7 

  

37.3 

  

2025-09-30 

Suppression of Ephedrine  

Reference number: PA/PH/Exp. 10A/T (25) 26 ANP  

Text number: 0488  

Direct link  

   

  

10A 

  

37.3 

  

2025-09-30 

Suppression of Ephedrine hemihydrate  

Reference number: PA/PH/Exp. 10A/T (25) 27 ANP  

Text number: 0489  

Direct link  

   

  

10A 

  

37.3 

  

2025-09-30 

Suppression of Ephedrine hydrochloride, racemic  

Reference number: PA/PH/Exp. 10A/T (25) 28 ANP  

Text number: 0715  

Direct link  

   

  

10A 

  

37.3 

  

2025-09-30 

Suppression of Ouabain  

Reference number: PA/PH/Exp. 11/T (25) 15 ANP  

Text number: 0048  

Direct link  

   

  

11 

  

37.3 

  

2025-09-30 

Testosterone isocaproate  

Reference number: PA/PH/Exp. 10B/T (25) 6 ANP  

Text number: 1737  

Direct link  

   

  

10B 

  

37.3 

  

2025-09-30 

Verbena herb  

Reference number: PA/PH/Exp. 13A/T (20) 34 ANP  

Text number: 1854  

Direct link  

   

  

13A 

  

37.3 

  

2025-09-30 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

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://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1571E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0488E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0489E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0715E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/0048E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1737E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue37-3/1854E.htm
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