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Does not open the delays - N'ouvre pas de délai - Kein Fristbeginn - He ce npegswxaa nepnog Ha
npekbcBaHe - Nezahajuje prodleni - Fristerne indledes ikke - Kapuia évapén mrpobeopiag - No abre el plazo -
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il-perijodi ta’ dewmien - Geen termijnbegin - Nie otwiera opdznien - Nao inicia o prazo - Nu deschide
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1. MSG 001 IND 2025 0720 DE EN 03-12-2025 DE NOTIF

2. Germany

3A. Bundesministerium fur Wirtschaft und Energie, Referat EB3

3B. Bundesministerium flir Gesundheit, Referat 114

4. 2025/0720/DE - C30P - Pharmacopoeias

5. German Pharmacopoeia 2026 - DAB 2026

6. Quality Specifications for Medicinal Products

8. It is planned to amend the German Pharmacopoeia 2025 (DAB 2025, notification number 2024/0612/DE)
in its current version and to implement the new version as the German Pharmacopoeia 2026. The
announcement thereof will refer to the notification. The amendments requiring notification include the revised



monographs and reagent descriptions to be included in the German Pharmacopoeia 2026, as well as the
deletion of monographs and reagents. The draft text is attached as an annex.

9. According to Section 55 of the German Medicines Act (AMG), the pharmacopoeia is a collection of
recognised pharmaceutical rules concerning the quality, testing, storage, dispensing, and labelling of
medicinal products and the substances used in their manufacture. The rules and labelling of the
pharmacopoeia are adopted by the German Pharmacopoeia Commission, the European Pharmacopoeia
Commission, or the German Homoeopathic Pharmacopoeia Commission, pursuant to Section 55,
paragraphs 2 and 6 of the AMG. The Federal Institute for Drugs and Medical Devices publishes the
pharmacopoeia in the Federal Gazette, indicating where to obtain the version and when the new version
comes into effect. This is intended to ensure the safety of medicinal products in the market and in the
interest of a proper supply of medicines.

10. Reference to the basic texts: No basic text available

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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