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Lists of the monographs and general chapters that, for supplement 11.1, are new, revised or corrected or have had their titles
changed, are given below.
As of the 11th Edition, all revised, corrected or deleted parts of a text published in the online version of the European
Pharmacopoeia are indicated by change marks in the form of triangles. For reasons of readability, these triangles are not
shown in the print version.
Corrected texts are to be taken into account as soon as possible and not later than the end of the month following the month of
publication of the edition or supplement. New and revised texts are to be taken into account not later than the implementation
date.
A QR code is included at the start of each text, providing a link to further information on the text (stored in the Knowledge
database) for smartphones and tablets with a camera and a compatible app.
Individual copies of texts published in this edition will not be supplied.
Subscribers to the current version (print or online) of the European Pharmacopoeia have access to an online archive version of all
obsolete editions and supplements of the European Pharmacopoeia in PDF format.

NEW TEXTS

The following texts appear for the first time in the European Pharmacopoeia. They will be implemented on 1 April 2023
at the latest.

GENERAL CHAPTERS
2.7.26. Cell-based assays for potency determination of

TNF-alpha antagonists

MONOGRAPHS
Herbal drugs and herbal drug preparations
Berberis aristata stem (2851)

Pulsatilla chinensis rhizome and root (2972)
Rhubarb dry extract, standardised (1845)
Saposhnikovia root (2728)
Monographs
Fulvestrant injection (3096)
Valganciclovir hydrochloride (2930)

REVISED TEXTS

The following texts have been technically revised since their last publication. They will be implemented on 1 April 2023 at
the latest.

GENERAL CHAPTERS
2.2.27. Thin-layer chromatography
2.2.28. Gas chromatography
2.2.29. Liquid chromatography
2.2.30. Size-exclusion chromatography
2.2.45. Supercritical fluid chromatography
2.8.2. Foreign matter
2.9.5. Uniformity of mass of single-dose preparations
2.9.38. Particle-size distribution estimation by analytical

sieving
3.2.9. Rubber closures for containers for aqueous parenteral

preparations, for powders and for freeze-dried
powders

4. Reagents
5.2.2. Chicken flocks free from specified pathogens for the

production and quality control of vaccines
5.21. Chemometric methods applied to analytical data
5.22. Names of herbal drugs used in traditional Chinese

medicine

MONOGRAPHS
General monographs
Radiopharmaceutical preparations (0125)
Dosage forms
Vaginal preparations (1164)
Vaccines for veterinary use
Avian infectious bronchitis vaccine (live) (0442)
Avian infectious bursal disease vaccine (live) (0587)
Avian infectious encephalomyelitis vaccine (live) (0588)
Avian infectious laryngotracheitis vaccine (live) (1068)
Avian viral tenosynovitis vaccine (live) (1956)
Duck viral hepatitis type I vaccine (live) (1315)
Fowl-pox vaccine (live) (0649)
Infectious chicken anaemia vaccine (live) (2038)
Newcastle disease vaccine (live) (0450)
Rabies vaccine (inactivated) for veterinary use (0451)
Radiopharmaceutical preparations and starting materials
for radiopharmaceutical preparations
Flumazenil (N-[11C]methyl) injection (1917)
Gallium (68Ga) chloride (accelerator-produced) solution for
radiolabelling (3109)
L-Methionine ([11C]methyl) injection (1617)
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Raclopride ([11C]methoxy) injection (1924)
Sodium acetate ([1-11C]) injection (1920)
Herbal drugs and herbal drug preparations
Coriander oil (1820)
Lavender oil (1338)
Rhubarb (0291)
Monographs
Amylmetacresol (2405)
Benzydamine hydrochloride (2759)
Cefalotin sodium (0987)
Colistimethate sodium (0319)
Colistin sulfate (0320)
Crotamiton (1194)
Dexpanthenol (0761)
Diclazuril for veterinary use (1718)
Enoxolone (1511)
Erythromycin lactobionate (1098)
Estriol (1203)
Etanercept (2895)
Everolimus (2918)
Felodipine (1013)
Fructose (0188)
Glucose (0177)

Glucose monohydrate (0178)
Infliximab concentrated solution (2928)
Isoniazid (0146)
Lactose (1061)
Lactose monohydrate (0187)
Levomepromazine hydrochloride (0505)
Mefloquine hydrochloride (1241)
Moxonidine (1758)
Octreotide (2414)
Ondansetron hydrochloride dihydrate (2016)
Pivmecillinam hydrochloride (1359)
Quinine hydrochloride dihydrate (0018)
Raltegravir potassium (2887)
Regorafenib tablets (3023)
Rifaximin (2362)
Risedronate sodium 2.5-hydrate (2572)
Sevoflurane (2269)
Teriflunomide (3036)
Theophylline-ethylenediamine (0300)
Theophylline-ethylenediamine hydrate (0301)
Tibolone (1739)
Tilidine hydrochloride hemihydrate (1767)
Water for injections (0169)

CORRECTED TEXTS

The following texts have been corrected for Supplement 11.1 and specify ‘corrected 11.1’ above the title. These corrections are
to be taken into account as soon as possible and not later than 30 November 2022 (the end of the month following the month
of publication of Supplement 11.1).

GENERAL CHAPTERS
2.6.17. Test for anticomplementary activity of

immunoglobulin
5.28. Multivariate statistical process control

MONOGRAPHS
Herbal drugs and herbal drug preparations
Greater celandine (1861)

Purple coneflower herb expressed juice, stabilised without
ethanol (2894)
Monographs
Atorvastatin calcium (2191)
Fulvestrant (2443)
Ketoprofen (0922)
Rosuvastatin calcium (2631)
Trimetazidine dihydrochloride (1741)

TEXT WHOSE TITLE HAS CHANGED

The title of the following text has been changed in Supplement 11.1.

MONOGRAPHS
Quinine hydrochloride dihydrate (0018) (previously Quinine hydrochloride)

SUSPENDED TEXT

The following text is suspended as of 1 July 2022.

MONOGRAPHS
Gonadotrophin, equine serum, for veterinary use (0719)

SUPPRESSED TEXT

The following text is suppressed as of 1 April 2023.

MONOGRAPHS
Diethylstilbestrol (0484)

xxiv


