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A vertical line in the margin indicates where part of a text has been revised or corrected. A horizontal line in the margin indicates
where part of a text has been deleted. However, these indications, which are not necessarily exhaustive, are given for information

and do not form an official part of the texts. Editorial changes are not indicated.

Individual copies of texts will not be supplied.

Subscribers to the current version (printed or electronic) of the European Pharmacopoeia have access to an archive version of all

previous editions of the European Pharmacopoeia.

NEW TEXTS

The texts below appear for the first time in the European Pharmacopoeia. They will be implemented on 1 January 2015

at the latest.

GENERAL CHAPTERS

5.2.11. Carrier proteins for the production of conjugated
polysaccharide vaccines for human use

MONOGRAPHS

Herbal drugs and herbal drug preparations

Agnus castus fruit dry extract (2309)

Nettle root (2538)

Homoeopathic preparations

Homoeopathic pillules, coated (2786)

Agaricus phalloides for homoeopathic preparations (2290)
Ignatia for homoeopathic preparations (2513)

Nux-vomica for homoeopathic preparations (2514)
Monographs
Glucosamine sulfate potassium chloride (2708)

Human normal immunoglobulin for subcutaneous
administration (2788)

Macrogols, high-molecular-mass (2444)
Meldonium dihydrate (2624)

Methane (2413)

Pullulan (2603)

Sulfadimethoxine (2741)

Sulfadimethoxine sodium for veterinary use (2745)

REVISED TEXTS

The texts below have been technically revised since their last publication. They will be implemented on 1 January 2015.

GENERAL CHAPTERS

2.2.29. Liquid chromatography

2.4.22. Composition of fatty acids by gas chromatography
2.7.5.  Assay of heparin

3.2.1.  Glass containers for pharmaceutical use

4. Reagents (new, revised, corrected)

5.8. Pharmacopoeial harmonisation

MONOGRAPHS

Vaccines for human use

Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s)
content) (0647)

Diphtheria vaccine (adsorbed, reduced antigen content)
(0646)

Haemophilus type b conjugate vaccine (1219)
Meningococcal group C conjugate vaccine (2112)
Pneumococcal polysaccharide conjugate vaccine (adsorbed)
(2150)

Vaccines for veterinary use

Foot-and-mouth disease (ruminants) vaccine (inactivated)
(0063)

Furunculosis vaccine (inactivated, oil-adjuvanted, injectable)
for salmonids (1521)

Herbal drugs and herbal drug preparations
Agnus castus fruit (2147)

Aloes, Barbados (0257)

Aloes dry extract, standardised (0259)
Fraxinus rhynchophylla bark (2452)
Opium dry extract, standardised (1839)
Opium, prepared (1840)

Opium, raw (0777)

Opium tincture, standardised (1841)
Pygeum africanum bark (1886)
Rhatany root (0289)

Rhatany tincture (1888)

Sage leaf (Salvia officinalis) (1370)
Senna leaf (0206)

Senna pods, Alexandrian (0207)
Senna pods, Tinnevelly (0208)
Sophora flower (2639)

Sophora flower-bud (2427)

Turmeric, Javanese (1441)

Turmeric rhizome (2543)
Homoeopathic preparations
Homoeopathic preparations (1038)
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Monographs

Acetic acid, glacial (0590)

Almond oil, virgin (0261)

D-Camphor (1400)

Castor oil, refined (2367)

Castor oil, virgin (0051)
Chlorhexidine diacetate (0657)
Chlorprothixene hydrochloride (0815)
Clindamycin phosphate (0996)
Coconut oil, refined (1410)

Diosmin (1611)

Ethanol (96 per cent) (1317)

Ethanol, anhydrous (1318)
Ethionamide (0141)

Etoposide (0823)

Fibrin sealant kit (0903)

Follitropin (2285)

Follitropin concentrated solution (2286)
Furosemide (0391)

Gelatin (0330)

Gemcitabine hydrochloride (2306)
Heparin calcium (0332)

Heparin sodium (0333)

Human anti-D immunoglobulin (0557)

Human coagulation factor VIIa (rDNA) concentrated
solution (2534)

Human hepatitis A immunoglobulin (0769)
Human hepatitis B immunoglobulin (0722)

Human hepatitis B immunoglobulin for intravenous
administration (1016)

Human measles immunoglobulin (0397)

Human normal immunoglobulin for intramuscular
administration (0338)

Human plasma (pooled and treated for virus inactivation)
(1646)

Human rabies immunoglobulin (0723)
Human rubella immunoglobulin (0617)
Human tetanus immunoglobulin (0398)
Human varicella immunoglobulin (0724)
Hydroxypropylcellulose (0337)

Isomalt (1531)

Lactulose (1230)

Magnesium hydroxide (0039)
Magnesium stearate (0229)

Methotrexate (0560)

Methylene chloride (0932)

Neostigmine bromide (0046)
Neostigmine metilsulfate (0626)
Nicotine resinate (1792)
Phytomenadione (1036)

Piperacillin (1169)

Prilocaine (1362)

Prilocaine hydrochloride (1363)
Probenecid (0243)

Progesterone (0429)

Saccharin (0947)

Silica, colloidal hydrated (0738)

Sodium alendronate trihydrate (1564)
Sodium aminosalicylate dihydrate (1993)
Sodium starch glycolate (type A) (0983)
Sodium starch glycolate (type B) (0984)
Sodium starch glycolate (type C) (1566)
Stavudine (2130)

Sucrose (0204)

Tryptophan (1272)

Xylazine hydrochloride for veterinary use (1481)
Xylitol (1381)

Ziprasidone hydrochloride monohydrate (2421)

CORRECTED TEXTS

The texts below have been corrected and are republished in their entirety. These corrections are to be taken into account from the

publication date of Supplement 8.3 (1 July 2014).
GENERAL CHAPTERS

2.2.36. Potentiometric determination of ionic concentration
using ion-selective electrodes

MONOGRAPHS

Vaccines for veterinary use

Tetanus vaccine for veterinary use (0697)
Homoeopathic preparations

Cocculus for homoeopathic preparations (2486)

Monographs

Carmellose sodium (0472)

Cellulose acetate phthalate (0314)
Chlorhexidine digluconate solution (0658)
Etidronate disodium (1778)

Fexofenadine hydrochloride (2280)
Insulin glargine (2571)

Mexiletine hydrochloride (1029)
Theobromine (0298)

Valine (0796)

HARMONISED TEXTS

The texts below have undergone pharmacopoeial harmonisation (see chapter 5.8. Pharmacopoeial harmonisation).

MONOGRAPHS
Monographs
Gelatin (0330)

Hydroxypropylcellulose (0337)
Isomalt (1531)
Magnesium stearate (0229)

XXX



EUROPEAN PHARMACOPOEIA 8.3 Contents of Supplement 8.3

Saccharin (0947) Sodium starch glycolate (type B) (0984)
Sodium starch glycolate (type A) (0983) Sucrose (0204)

TEXTS WHOSE TITLE HAS CHANGED

The titles of the following texts have been changed in Supplement 8.3.

MONOGRAPHS

Monographs

Human normal immunoglobulin for intramuscular administration (0338) (previously Human normal immunoglobulin)
Sodium alendronate trihydrate (1564) (previously Sodium alendronate)
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