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List of texts adopted  
at the November 2025 session of the  

European Pharmacopoeia Commission

NEW TEXTS

GENERAL CHAPTERS
2.5.43. 	Size-exclusion chromatography for recombinant therapeutic monoclonal antibodies

2.9.54.	Uniformity of delivered dose of inhalation and nasal preparations  

MONOGRAPHS

Herbal drugs and herbal drug preparations
Cat’s claw bark (2530)

Chicory root (2948)

Geranium oil (3005) 

Monographs
Cabazitaxel (3223)

Caspofungin acetate (3029) 

Linagliptin (3173)

Nintedanib esilate (3237)

REVISED TEXTS

GENERAL CHAPTERS
2.1.7.	 Balances for analytical purposes

2.4.35. 	Extractable elements in plastic materials for pharmaceutical use 

2.6.14. 	Bacterial endotoxins

2.6.39. 	Microbiological examination of human tissues

2.8.25. 	High-performance thin-layer chromatography of herbal products  

2.9.1.	 Disintegration of tablets and capsules 

2.9.19.	 Particulate contamination: sub-visible particles 

5.1.10.	 Guidelines for using the test for bacterial endotoxins 

5.1.13.	 Pyrogenicity 
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5.32.	 Cell-based preparations for human use 

5.34.	 Additional information on gene therapy medicinal products for human use

5.36.	 mRNA vaccines for human use 

5.37.	 Recombinant viral vectored vaccines for human use 

5.39.	 mRNA substances for the production of mRNA vaccines for human use 

5.40.	 DNA templates for the preparation of mRNA substances

MONOGRAPHS

General monographs
Gene therapy medicinal products for human use (3186)

Substances for pharmaceutical use (2034)

Dosage forms
Ear preparations (0652)

Nasal preparations (0676)

Parenteral preparations (0520)

Preparations for inhalation (0671)

Pressurised pharmaceutical preparations (0523)

Veterinary semi-solid preparations for oral use (2638)

Vaccines for human use
BCG for immunotherapy (1929)

BCG vaccine, freeze-dried (0163)

Diphtheria, tetanus, pertussis (acellular, component), hepatitis B (rDNA), poliomyelitis 
(inactivated) and haemophilus type b conjugate vaccine (adsorbed) (2067)

Tetanus vaccine (adsorbed) (0452)

Vaccines for veterinary use
Tetanus vaccine for veterinary use (0697)

Herbal drugs and herbal drug preparations 
Goldenrod (1892)

Guar (1218)

Frangula bark (0025)

Frangula bark dry extract, standardised (1214)

Nettle leaf (1897)
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Nettle root (2538)

White mulberry leaf (3164)

Monographs
Amoxicillin sodium (0577) 	

Amoxicillin trihydrate (0260) 

Betacarotene (1069)

Biotin (1073)

Carnauba wax (0597)

Chlorpromazine hydrochloride (0475)

Dextromethorphan hydrobromide monohydrate (0020)

2,4-Dichlorobenzyl alcohol (2410)

Dodecyl gallate (2078)

Doxazosin mesilate (2125)

Erythropoietin concentrated solution (1316)

Felodipine (1013)

Golimumab injection (3187)

Haemodialysis solutions, concentrated, water for diluting (1167)

Histamine dihydrochloride (0143)

Hyoscine hydrobromide hydrate (0106) 

Isoniazid (0146)

Ivermectin (1336)

Lercanidipine hydrochloride (3052)

Levothyroxine sodium hydrate (0401) 

Linseed oil, virgin (1908)

Manganese gluconate (2162)

Methylthioninium chloride hydrate (1132)

Metoclopramide (1348)

Metoclopramide hydrochloride monohydrate (0674)

Nilotinib hydrochloride monohydrate (2993)

Octyl gallate (2057)

Paclitaxel (1794)

Penbutolol sulfate (1461)

Pentamidine diisetionate (1137)

Salbutamol sulfate (0687)
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Sitagliptin phosphate tablets (2927)

Sultamicillin (2211)

Thiamazole  (1706)

Trimetazidine dihydrochloride (1741)

Water for injections (0169)

Water, purified (0008)


