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HEADS OF AGENCIES – CMDh 

 

No updates since December 18th, 2025. 

 

 

HEADS OF AGENCIES – PAEDIATRIC REGULATION 

 

Article 45 work-sharing: click here 

 

 

EUROPEAN MEDICINES AGENCY (EMA) 

 

No updates since December 22nd, 2025. 

 

 

NOTICE TO APPLICANTS 

 

No updates since October 30th, 2025. 

 

 

BFARM - PHARMAKOVIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since December 16th, 2025. 

 

 

BFARM – MEDIZINPRODUKTE (SPECIFIC FOR GERMANY)  

 

No updates since December 16th, 2025. 

 

 

PEI - VIGILANZ (SPECIFIC FOR GERMANY) 

 

No updates since December 19th, 2025. 

 

  

http://www.hma.eu/269.html


DiaMed GmbH 

Regulatory News 

 

 

 

Date: 2026-01-05  2/5 

 

PHARMEUROPA TEXTS FOR COMMENT 

 

    Group Issue Deadline   

  

2.7.16. Assay of pertussis vaccine (acellular)  

Reference number: PA/PH/Exp. 15/T (25) 28 ANP  

Text number: 20716  

Direct link  

   

  

15 

  

38.1 

  

2026-03-31 

  

  

2.7.6. Assay of diphtheria vaccine (adsorbed)  

Reference number: PA/PH/Exp. 15/T (25) 26 ANP  

Text number: 20706  

Direct link  

   

  

15 

  

38.1 

  

2026-03-31 

  

  

2.7.8. Assay of tetanus vaccine (adsorbed)  

Reference number: PA/PH/Exp. 15/T (25) 27 ANP  

Text number: 20708  

Direct link  

   

  

15 

  

38.1 

  

2026-03-31 

  

  

3.1.11. Materials based on non-plasticised poly(vinyl 

chloride) for containers for solid dosage forms for oral 

administration  

Reference number: PA/PH/Exp. 16/T (25) 21 ANP  

Text number: 30111  

Direct link  

   

  

16 

  

38.1 

  

2026-03-31 

  

  

3.2.9. Rubber closures for containers for aqueous 

parenteral preparations, for powders and for freeze-

dried powders  

Reference number: PA/PH/Exp. 16/T (25) 31 ANP  

Text number: 30209  

Direct link  

   

  

16 

  

38.1 

  

2026-03-31 

  

  

Artichoke leaf  

Reference number: PA/PH/Exp. 13B/T (25) 67 ANP  

Text number: 1866  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Artichoke leaf dry extract  

Reference number: PA/PH/Exp. 13B/T (25) 68 ANP  

Text number: 2389  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Atropine hemisulfate hemihydrate  

Reference number: PA/PH/Exp. 11/T (23) 47 ANP R2  

Text number: 0068  

Direct link  

   

  

11 

  

38.1 

  

2026-03-31 

  

  

Butylhydroxyanisole  

Reference number: PA/PH/Exp. 10A/T (18) 193 ANP R1  

Text number: 0880  

Direct link  

    

  

10A 

  

38.1 

  

2026-03-31 

  

  
Chlorhexidine diacetate  

Reference number: PA/PH/Exp. 10B/T (25) 82 ANP  

  

10B 

  

38.1 

  

2026-03-31 
  

https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/20716E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/20706E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/20708E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/30111E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/30209E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1866E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2389E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0068E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0880E.htm
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Text number: 0657  

Direct link  

   

  

Chlorhexidine dihydrochloride  

Reference number: PA/PH/Exp. 10B/T (25) 83 ANP  

Text number: 0659  

Direct link  

   

  

10B 

  

38.1 

  

2026-03-31 

  

  

Danaparoid sodium  

Reference number: PA/PH/Exp. 6/T (25) 19 ANP  

Text number: 2090  

Direct link  

   

  

6 

  

38.1 

  

2026-03-31 

  

  

Dandelion herb with root  

Reference number: PA/PH/Exp. 13B/T (25) 71 ANP  

Text number: 1851  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Dandelion root  

Reference number: PA/PH/Exp. 13B/T (25) 72 ANP  

Text number: 1852  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Etodolac  

Reference number: PA/PH/Exp. 10D/T (23) 41 ANP R2  

Text number: 1422  

Direct link  

   

  

10D 

  

38.1 

  

2026-03-31 

  

  

Glutathione  

Reference number: PA/PH/Exp. 10D/T (25) 50 ANP  

Text number: 1670  

Direct link  

   

  

10D 

  

38.1 

  

2026-03-31 

  

  

Guar galactomannan  

Reference number: PA/PH/Exp. 13B/T (25) 66 ANP  

Text number: 0908  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Irish moss  

Reference number: PA/PH/Exp. 13B/T (25) 65 ANP  

Text number: 2997  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Lamivudine  

Reference number: PA/PH/Exp. 10C/T (25) 35 ANP  

Text number: 2217  

Direct link  

   

  

10C 

  

38.1 

  

2026-03-31 

  

  

Lenalidomide  

Reference number: PA/PH/Exp. 17/T (24) 4 ANP  

Text number: 3080  

Direct link  

   

  

17 

  

38.1 

  

2026-03-31 

  

  
Lenalidomide hemihydrate  

Reference number: PA/PH/Exp. 17/T (25) 32 ANP  

  

17 

  

38.1 

  

2026-03-31 
  

https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0657E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0659E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2090E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1851E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1852E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1422E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1670E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0908E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2997E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2217E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/3080E.htm
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Text number: 3289  

Direct link  

   

  

Lenalidomide hydrochloride monohydrate  

Reference number: PA/PH/Exp. 17/T (24) 5 ANP  

Text number: 3242  

Direct link  

   

  

17 

  

38.1 

  

2026-03-31 

  

  

Milk thistle dry extract, refined and standardised  

Reference number: PA/PH/Exp. 13B/T (25) 70 ANP  

Text number: 2071  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Milk thistle fruit  

Reference number: PA/PH/Exp. 13B/T (25) 69 ANP  

Text number: 1860  

Direct link  

   

  

13B 

  

38.1 

  

2026-03-31 

  

  

Noscapine hydrochloride  

Reference number: PA/PH/Exp. 11/T (25) 79 ANP  

Text number: 0515  

Direct link  

   

  

11 

  

38.1 

  

2026-03-31 

  

  

Oxybuprocaine hydrochloride  

Reference number: PA/PH/Exp. 10D/T (25) 49 ANP  

Text number: 1251  

Direct link  

   

  

10D 

  

38.1 

  

2026-03-31 

  

  

Primula root  

Reference number: PA/PH/Exp. 13A/T (25) 71 ANP  

Text number: 1364  

Direct link  

   

  

13A 

  

38.1 

  

2026-03-31 

  

  

Sitagliptin phosphate monohydrate  

Reference number: PA/PH/Exp. 17/T (25) 31 ANP  

Text number: 2778  

Direct link  

   

  

17 

  

38.1 

  

2026-03-31 

  

  

Sulfadoxine  

Reference number: PA/PH/Exp. 7/T (25) 36 ANP  

Text number: 0740  

Direct link  

   

  

7 

  

38.1 

  

2026-03-31 

  

  

Sunitinib  

Reference number: PA/PH/Exp. 17/T (25) 29 ANP  

Text number: 3202  

Direct link  

   

  

17 

  

38.1 

  

2026-03-31 

  

  

Sunitinib capsules  

Reference number: PA/PH/Exp. 17/T (25) 30 ANP  

Text number: 3203  

Direct link  

   

  

17 

  

38.1 

  

2026-03-31 

  

  
Suppression of Aloes, Barbados  

Reference number: PA/PH/Exp. 13B/T (25) 77 ANP  

  

13B 

  

38.1 

  

2026-03-31 
  

https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/3289E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/3242E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2071E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1860E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0515E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1251E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/1364E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2778E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0740E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/3202E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/3203E.htm
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Text number: 0257  

Direct link  

   

  

Suppression of Difloxacin hydrochloride trihydrate for 

veterinary use  

Reference number: PA/PH/Exp. 10A/T (25) 89 ANP  

Text number: 2239  

Direct link  

   

  

10A 

  

38.1 

  

2026-03-31 

  

  

Suppression of Pivampicillin  

Reference number: PA/PH/Exp. 7/T (25) 18 ANP  

Text number: 0852  

Direct link  

   

  

7 

  

38.1 

  

2026-03-31 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

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/issue38-1/0257E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/2239E.htm
https://pharmeuropa.edqm.eu/app/phpa/content/issue38-1/0852E.htm
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