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EUROPEAN PHARMACOPOEIA COMMISSION
COMMISSION EUROPEENNE DE PHARMACOPEE

Summary of Decisions of the 142" Session
3-4 April 2012

Résumé des décisions de la 142° Session
3-4 April 2012
Deadline for confirmation / Date de confirmation 9 May 2012

Item I. ADOPTED TEXTS Subject to
Confirmation

1.1 Monographs and chapters/Monographies et chapitres
I.1.1 Minor revisions / Révisions mineures

73.3.1 | Ascorbyl palmitate / Ascorbyle (palmitate d') (807)

18.3.1 | Atracurium besilate / Atracurium (bésilate d') (1970)

17.3.1 | Buflomedil hydrochloride / Buflomédil (chlorhydrate de) (1398)

73.3.3 | Calcipotriol monohydrate /Calcipotriol monohydraté (2284)

73.3.2 | Calcipotriol, anhydrous / Calcipotriol anhydre (2011)

343.1 |Carmellose (2360)

15.3.1 |Cefalotin sodium / Céfalotine sodique (987)

15.3.2 | Cefazolin sodium / Céfazoline sodique (988)

17.3.2 | Difloxacin hydrochloride trihydrate for veterinary use /
Difloxacine (chlorhydrate de) trihydraté pour usage vétérinaire
(2239)

19.3.1 |Diltiazem hydrochloride / Diltiazem (chlorhydrate de) (1004)

23.3.1 |Ethanol content / Teneur en éthanol (2.9.10.)

21.3.1 |Fludarabine phosphate / Fludarabine (phosphate de) (1781)

15.3.3 | Lincomycin hydrochloride / Lincomycine (chlorhydrate de) (583)

42.3.1 |Methacrylic acid - ethyl acrylate copolymer (1:1) dispersion 30 per
cent / Copolymere d'acide méthacrylique et d'acrylate d'éthyle (1:1)
(dispersion de) a (1129)

59.3.1 |Methanesulfonyl chloride in methanesulfonic acid / Chlorure de
méthanesulfonyle dans l'acide méthanesulfonique (2.5.39.)

17.3.3 | Naproxen / Naproxene (0735)

17.3.4 | Nitrofural (1135)

19.3.2 | Omeprazole / Oméprazole (942)

15.3.4 | Oxacillin sodium monohydrate / Oxacilline sodique monohydratée
(2260)

21.3.3  |Pilocarpine hydrochloride / Pilocarpine (chlorhydrate de) (633)

21.3.2  |Pilocarpine nitrate / Pilocarpine (nitrate de) (104)

73.3.4 |RRR-alpha-Tocopherol / RRR-alpha-Tocophérol (1256)
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1.1.1 Minor revisions / Révisions mineures

73.3.5 |RRR-alpha-Tocopheryl acetate / RRR-alpha-Tocophéryle (acétate
de) (1257)

23.3.2 | Test for methanol and 2-propanol / Recherche du méthanol et du
2-propanol (2.9.11.)

1.1.2 Revisions / Révisions

17.2.1 | Amisulpride / Amisulpride (1490)

28.2.64 | Anthrax spore vaccine (live) for veterinary use / Vaccin vivant
sporulé de la fieévre charbonneuse pour usage vétérinaire (441)

28.2.25 | Aujeszky's disease vaccine (inactivated) for pigs / Vaccin inactivé
de la maladie d'Aujeszky pour le porc (744)

28.2.42 |Avian infectious bronchitis vaccine (inactivated) / Vaccin inactivé
de la bronchite infectieuse aviaire (959)

28.2.65 | Avian infectious bronchitis vaccine (live) / Vaccin vivant de la
bronchite infectieuse aviaire (442)

28.2.43 |Avian infectious bursal disease vaccine (inactivated) / Vaccin
inactivé de la bursite infecticuse aviaire (960)

28.2.67 | Avian infectious bursal disease vaccine (live) / Vaccin vivant de la
bursite infectieuse aviaire (587)

28.2.68 | Avian infectious encephalomyelitis vaccine (live) / Vaccin vivant
de l'encéphalomyélite infectieuse aviaire (588)

28.2.71 | Avian infectious laryngotracheitis vaccine (live) / Vaccin vivant de
la laryngotrachéite infectieuse aviaire (1068)

28.2.45 | Avian paramyxovirus 3 vaccine (inactivated) / Vaccin inactivé du
paramyxovirus aviaire 3 (1392)

28.2.74 | Avian viral tenosynovitis vaccine (live) / Vaccin vivant de la
ténosynovite virale aviaire (1956)

24.2.1 |Birch leaf/ Bouleau (feuille de) (1174)

28.2.16 |Bovine leptospirosis vaccine (inactivated) / Vaccin inactivé de la
leptospirose bovine) (1939)

28.2.60 |Bovine parainfluenza virus vaccine (live) / Vaccin vivant du virus
parainfluenza bovin (1176)

28.2.61 |Bovine respiratory syncytial virus vaccine (live) / Vaccin vivant du
virus syncytial respiratoire bovin (1177)

28.2.19 |Bovine viral diarrhoea vaccine (inactivated) / Vaccin inactivé de la
diarrhée virale des bovidés (1952)

28.2.50 |Brucellosis vaccine (live) (Brucella melitensis Rev. 1 strain) for
veterinary us / Vaccin vivant de la brucellose (Brucella melitensis
souche Rev. 1) pour usage vé (793)

17.2.2 | Bupivacaine hydrochloride / Bupivacalne (chlorhydrate de) (0541)
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1.1.2 Revisions / Révisions

28.2.20 |Calf coronavirus diarrhoea vaccine (inactivated) / Vaccin inactivé
des diarrhées a coronavirus des veaux (1953)

28.2.21 |Calf rotavirus diarrhoea vaccine (inactivated) / Vaccin inactivé des
diarrhées a rotavirus des veaux (1954)

28.2.12 |Canine adenovirus vaccine (inactivated) / Vaccin inactivé de
I'adénovirose canine (1298)

28.2.57 |Canine adenovirus vaccine (live) / Vaccin vivant de 1'adénovirose
canine (1951)

28.2.55 |Canine distemper vaccine (live) / Vaccin vivant de la maladie de
Carré pour le chien (448)

28.2.10 |Canine leptospirosis vaccine (inactivated) / Vaccin inactivé de la
leptospirose canine (447)

28.2.58 |Canine parainfluenza virus vaccine (live) / Vaccin vivant du virus
parainfluenza canin (1955)

28.2.11 |Canine parvovirosis vaccine (inactivated) / Vaccin inactivé de la
parvovirose canine (795)

28.2.56 |Canine parvovirosis vaccine (live) / Vaccin vivant de la
parvovirose canine (964)

24.2.2  |Capsicum oleoresin, refined and quantified / Piment de Cayenne
(oléorésine raffinée et quantifiée de) (2336)

19.2.1 Cetirizine dihydrochloride / Cétirizine (dichlorhydrate de) (1084)

28.2.35 |Clostridium botulinum vaccine for veterinary use / Vaccin
botulinique pour usage vétérinaire (360)

28.2.36 | Clostridium chauvoei vaccine for veterinary use / Vaccin de
Clostridium chauvoei pour usage vétérinaire (361)

28.2.37 |Clostridium novyi (type B) vaccine for veterinary use / Vaccin de
Clostridium novyi (type B) pour usage vétérinaire (362)

28.2.38 |Clostridium perfringens vaccine for veterinary use / Vaccin de
Clostridium perfringens pour usage vétérinaire (363)

28.2.39 |Clostridium septicum vaccine for veterinary use / Vaccin de
Clostridium septicum pour usage vétérinaire (364)

28.2.76 |Coccidiosis vaccine (live) for chickens / Vaccin vivant de la
coccidiose pour le poulet (2326)

28.2.51 |Distemper vaccine (live) for mustelids / Vaccin vivant de la
maladie de Carré pour mustélidés (449)

28.2.73 | Duck plague vaccine (live) / Vaccin vivant de la peste du canard
(1938)

28.2.72 |Duck viral hepatitis type I vaccine (live) / Vaccin vivant de
I'hépatite virale du canard, type I (1315)

28.2.44 |Egg drop syndrome '76 vaccine (inactivated) / Vaccin inactivé de la
maladie des ceufs hardés (1202)
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1.1.2 Revisions / Révisions

28.2.14 |Equine herpesvirus vaccine (inactivated) / Vaccin inactivé de
I'herpesvirus équin (1613)

28.2.13 |Equine influenza vaccine (inactivated) / Vaccin inactivé de la
grippe équine (249)

28.2.3 |Evaluation of safety of each batch of veterinary vaccines and
immunosera / Evaluation de I'innocuité de chaque lot des vaccins et
immunosérums vétérinaires (5.2.9)

28.2.2  |Evaluation of safety of veterinary vaccines and immunosera /
Evaluation de l'innocuité des vaccins et immunosérums vétérinaires
(5.2.6.)

19.2.2 | Famotidine (1012)

28.2.6  |Feline calicivirosis vaccine (inactivated) / Vaccin inactivé de la
calicivirose du chat (1101)

28.2.53 |Feline calicivirosis vaccine (live) / Vaccin vivant de la calicivirose
du chat (1102)

28.2.9  |Feline chlamydiosis vaccine (inactivated) / Vaccin inactivé de la
chlamydiose du chat (2324)

28.2.5 |Feline infectious enteritis (feline panleucopenia) vaccine
(Inactivated) / Vaccin inactivé de la panleucopénie infectieuse du
chat (794)

28.2.52 |Feline infectious enteritis (feline panleucopenia) vaccine (live) /
Vaccin vivant de la panleucopénie infectieuse du chat (251)

28.2.8 |Feline leukaemia vaccine (inactivated) / Vaccin inactivé de la
leucose féline (1321)

28.2.7 |Feline viral rhinotracheitis vaccine (inactivated)/Vaccin inactivé de
la rhinotrachéite virale du chat (1207)

28.2.54 |Feline viral rhinotracheitis vaccine (live) / Vaccin vivant de la
rhinotrachéite virale du chat (1206)

23.2.1 |Fennel, bitter / Fenouil amer (fruit de) (824)

17.2.7 | Fluvastatin sodium (2333)

17.2.3 | Fluvastatin sodium / sodium Fluvastatine sodique (2333)

28.2.47 |Fowl cholera vaccine (inactivated) / Vaccin inactivé du choléra
aviaire (1945)

28.2.70 |Fowl-pox vaccine (live) / Vaccin vivant de la variole des gallinacés
(649)

42.2.2 |Functionality-related characteristics of excipients / Caractéristiques
lies a la fonctionnalité des excipients (5.15.)

28.2.32 |Furunculosis vaccine (inactivated, oil-adjuvanted, injectable) for
salmonids / Vaccin inactivé, injectable, a adjuvant huileux, de la
furonculose pour salmonid (1521)

24.2.3 |Hawthorn berries / Aubépine (baie d') (1220)
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1.1.2 Revisions / Révisions

15.2.1 |Imipenem / Imipénem (1226)

28.2.59 |Infectious bovine rhinotracheitis vaccine (live) / Vaccin vivant de
la rhinotrachéite infectieuse bovine (696)

28.2.75 |Infectious chicken anaemia vaccine (live) / Vaccin vivant de
I'anémie infectieuse du poulet (2038)

18.2.1 | Labetalol hydrochloride/Labétalol (chlorhydrate de) (0923)

37.2.1 |Lactulose, liquid / Lactulose liquide (924)

17.2.4 | Levodopa / Lévodopa (0038)

23.2.2 |Loosestrife / Salicaire (1537)

42.2.1 |Macrogols (1444)

28.2.17 |Mannheimia vaccine (inactivated) for cattle / Vaccin inactivé de la
mannheimiose des bovidés (1944)

28.2.18 |Mannheimia vaccine (inactivated) for sheep / Vaccin inactivé de la
mannheimiose des moutons (1946)

28.2.69 |Marek's disease vaccine (live) / Vaccin vivant de la maladie de
Marek (589)

23.2.3 |Meadowsweet / Reine des prés (sommité fleurie de) (1868)

17.2.5 | Mebendazole (845)

17.2.6 | Mesalazine / Mésalazine (1699)

42.2.3 |Methacrylic acid - ethyl acrylate copolymer (1:1) / Copolymeére
d'acide méthacrylique et d'acrylate d'éthyle (1:1) (1128)

28.2.46 |Mycoplasma gallisepticum vaccine (inactivated) / Vaccin inactivé
de Mycoplasma gallisepticum (1942)

28.2.62 |Myxomatosis vaccine (live) for rabbits / Vaccin vivant de la
myxomatose pour le lapin (1943)

21.2.1 |Naloxone hydrochloride dihydrate / Naloxone (chlorhydrate de)
dihydraté (729)

28.2.26 |Neonatal piglet colibacillosis vaccine (inactivated) / Vaccin
inactivé de la colibacillose néonatale des porcelets (962)

28.2.15 |Neonatal ruminant colibacillosis vaccine (inactivated) / Vaccin
inactivé de la colibacillose néonatale des ruminants (961)

28.2.41 |[Newcastle disease vaccine (inactivated) / Vaccin inactivé de la
pseudopeste aviaire (maladie de Newcastle) (870)

28.2.66 |Newcastle disease vaccine (live) / Vaccin vivant de la pseudopeste
aviaire (maladie de Newcastle) (450)

18.2.2  |Norethisterone acetate/Noréthistérone (acétate de) (0850)

28.2.22 |Pasteurella vaccine (inactivated) for sheep / Vaccin inactivé de la
pasteurellose des moutons (2072)

28.2.29 |Porcine actinobacillosis vaccine (inactivated) / Vaccin inactivé de
l'actinobacillose du porc (1360)
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1.1.2 Revisions / Révisions

28.2.31 |Porcine enzootic pneumonia vaccine (inactivated) / Vaccin inactivé
de la pneumonie enzootique porcine (2448)

28.2.27 |Porcine influenza vaccine (inactivated) / Vaccin inactivé de la
grippe porcine (963)

28.2.28 |Porcine parvovirosis vaccine (inactivated) / Vaccin inactivé de la
parvovirose porcine (965)

28.2.30 |Porcine progressive atrophic rhinitis vaccine (inactivated) / Vaccin
inactivé de la rhinite atrophique progressive du porc (1361)

18.2.3  |Praziquantel (0855)

23.2.4  |Primula root / Primevere (racine de) (1364)

28.2.23 |Rabbit haemorrhagic disease vaccine (inactivated) / Vaccin
inactivé de la maladie hémorragique du lapin (2325)

28.2.4 |Rabies vaccine (inactivated) for veterinary use / Vaccin rabique
inactivé pour usage vétérinaire (451)

28.2.48 |Salmonella Enteritidis vaccine (inactivated) for chickens / Vaccin

inactivé de la salmonellose a Salmonella Enteritidis pour le poulet
(1947)

28.2.49 |Salmonella Typhimurium vaccine (inactivated) for chickens /
Vaccin inactivé de la salmonellose a Salmonella Typhimurium
pour le poulet (2361)

19.2.3 | Selegiline hydrochloride / Sélégiline (chlorhydrate de) (1260)

23.2.5 |Sophora flower-bud / Sophora (bouton floral de) (2427)

11.1 Substances for pharmaceutical use / Substances pour usage
pharmaceutique (2034) (see also Item MSL Working Party 59.6)

28.2.24 |Swine erysipelas vaccine (inactivated) / Vaccin inactivé du rouget
du porc (64)

28.2.63 |Swine-fever vaccine (live, prepared in cell cultures), classical /
Vaccin vivant de la peste porcine classique préparé sur cultures
cellulaires (65)

28.2.40 |Tetanus vaccine for veterinary use / Vaccin tétanique pour usage
vétérinaire (697)

28.2.1 |Vaccines for veterinary use/Vaccins pour usage vétérinaire (62)

28.2.33 | Vibriosis (cold-water) vaccine (inactivated) for salmonids / Vaccin
inactivé de la vibriose des eaux froides pour salmonidés (1580)

28.2.34 | Vibriosis vaccine (inactivated) for salmonids / Vaccin inactivé de
la vibriose pour salmonidés (1581)

1.1.3 New texts for adoption / Nouveaux textes pour adoption

19.1.1 | Abacavir sulphate / Abacavir (sulfate d') (2589)

18.1.1 | Anastrozole/Anastrozole (2406)

1.1.3 New texts for adoption / Nouveaux textes pour adoption
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28.1.4 | Bordetella bronchiseptica vaccine (live) for dogs / Vaccin vivant de
Bordetella bronchiseptica pour le chien (2525)

24.1.1 | Capsicum soft extract, standardised / Piment de Cayenne (extrait
mou titré de) (2529)

30.1.1 | Ciclesonide / Ciclésonide (2703)

72.1.1 | Clematis armandii stem / Clematis armandii (tige de) (2463)

64.1.1 | Demonstration of uniformity of dosage units using large sample
sizes /Démonstration de 1'uniformité des préparations unidoses a
partir d'échantillons de grande taille (2.9.47.)

72.1.2 | Magnolia officinalis flower / Magnolia officinalis (fleur de) (2568)

48.1.2 | Metal catalysts or metal reagents: procedures (2.4.20.) DE

48.1.1 | Metal residues (5.20.)

47.1.1 | Norflurane (2257)

30.1.2 | Pemetrexed disodium heptahydrate (2637)

65.1.1 | Pharmaceutical preparations (2619)

21.1.1 | Risedronate sodium / Risédronate sodique (2572)

18.1.2 | Rivastigmine hydrogen tartrate/Rivastigmine (hydrogénotartrate
de) (2630)

28.1.1 | Salmonella Enteritidis vaccine (live, oral) for chickens / Vaccin
vivant oral de la salmonellose a Salmonella Enteritidis pour le
poulet (2520)

28.1.2 | Salmonella Typhimurium vaccine (live, oral) for chickens / Vaccin
vivant oral de la salmonellose a Salmonella Typhimurium pour le
poulet (2521)

72.1.3 | Salvia miltiorrhiza root and rhizome / Salvia miltiorrhiza (racine et
rhizome de) (2663)

23.1.1 | Sophora flower / Sophora (fleur de) (2639)

67.1.1 | Succimer for radiopharmaceutical preparations (2545)

28.1.3 | Turkey infectious rhinotracheitis vaccine (live) / Vaccin vivant de
la rhinotrachéite infectieuse pour la dinde (2461)

24.1.2 | Turmeric rhizome / Curcuma (rhizome de) (2543)

28.1.5 | Yersiniosis vaccine (inactivated) for salmonids / Vaccin inactivé de
la yersiniose pour salmonidés (1950)

78 1-2 CRS/BRP SCR/PBR

78.1 New substances / Nouvelles substances

78.1 Acetylsalicylic acid for peak identification CRS 1

78.1 Actaea racemosa dry extract for SST HRS 1

78.1 Actaea racemosa for assay CRS 1

78.1 New substances / Nouvelles substances
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78.1 Actaea racemosa HRS 1

78.1 Anhydrous docetaxel CRS 1

78.1 Captopril impurity J CRS 1

78.1 Carvedilol CRS 1

78.1 Carvedilol for SST CRS 1

78.1 Celecoxib CRS 1

78.1 Celecoxib impurity A CRS 1

78.1 Celecoxib impurity B CRS 1

78.1 Chlorpromazine hydrochloride impurity F CRS 1
78.1 Diltiazem impurity F CRS 1

78.1 Docetaxel Impurity E CRS 1

78.1 Duloxetine for system suitability CRS 1

78.1 Duloxetine hydrochloride CRS 1

78.1 Duloxetine impurity A CRS 1

78.1 Fentanyl for system suitability CRS 1

78.1 Furosemide for peak identification CRS 1

78.1 Fusidic acid CRS 1

78.1 Fusidic acid for peak identification CRS 1

78.1 Fusidic acid impurity mixture CRS 1

78.1 Gonadorelin for NMR identification CRS 1

78.1 Haloperidol for peak identification CRS 1

78.1 Haloperidol for system suitability CRS 1

78.1 Hydrochlorothiazide for peak identification CRS 1
78.1 Lauric acid CRS 1

78.1 Medroxyprogesterone acetate for peak identification CRS 1
78.1 Megestrol acetate for peak identification CRS 1
78.1 Megestrol acetate for system suitability CRS 1
78.1 Naringin CRS 1

78.1 Oleic acid CRS 1

78.1 Olmesartan medoxomil CRS 1

78.1 Saw palmetto extract HRS 1

78.1 Sodium fusidate CRS 1

78.1 Thiopental for system suitability CRS 1

78.1 Replacement batches / Lots de remplacement
78.1 Aciclovir for peak identification 1 CRS 2

78.1 Aciclovir for peak identification 2 CRS 2
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78.1 Allopurinol impurity B CRS 3

78.1 Ascorbic acid CRS 4

78.1 Ascorbic acid impurity D CRS 2

78.1 Atorvastatin Impurity E CRS 2

78.1 Baclofen impurity A CRS 3

78.1 Beclometasone dipropionate for SST CRS 3

78.1 Beta-apo-oxyteracycline CRS 5

78.1 Betamethasone dipropionate CRS 3

78.1 Betamethasone valerate impurity mixture CRS 2
78.1 Bisoprolol for peak identification CRS 2

78.1 Bromhexine impurity C CRS 3

78.1 Calcitriol CRS &

78.1 Carbimazole CRS 2

78.1 Cholecalciferol CRS 8

78.1 Citalopram for SST CRS 3

78.1 Clarithromycin for peak identification CRS 2

78.1 Clomipramine Impurity D CRS 2

78.1 Clotrimazole for peak identification CRS 2

78.1 Cyclohexa-1.4-Dienylglycine CRS 3

78.1 Cyclohexa-1.4-Dienylglycine CRS 3

78.1 Dexamethasone sodium phosphate CRS 5
78.1 Diazepam for system suitability CRS 2

78.1 Dichlorodiaminocyclohexaneplatinum CRS 4
78.1 Dichlorodiaminocyclohexaneplatinum CRS 5
78.1 Dicloxacillin sodium CRS 5

78.1 Digitoxin CRS 3

78.1 Diosmin CRS 3

78.1 Dipyridamole for peak identification CRS 2

78.1 Ethinylestradiol for system suitability CRS 2

78.1 Fludarabine phosphate CRS 2

78.1 Fumaric acid CRS 3

78.1 Glibenclamide Impurity A CRS 3

78.1 Glimepiride for system suitability CRS 3

78.1 Replacement batches / Lots de remplacement
78.1 Haloperidol CRS 2

78.1 Hexamidine diisetionate CRS 2

78.1 Histamine dihydrochloride CRS 2
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78.1 Hydrocortisone acetate CRS 9

78.1 Hydrocortisone for peak identification CRS 2

78.1 Ibuprofen for peak identification CRS 4

78.1 Indapamide CRS 5

78.1 Isomalt CRS 4

78.1 Ketorolac trometamol for peak identification CRS 2

78.1 Lovastatin CRS 3

78.1 Maltitol CRS 4

78.1 Mesterolone CRS 2

78.1 Morphine for system suitability CRS 2

78.1 Moxifloxacin hydrochloride CRS 2

78.1 Nicotine for system suitability CRS 3

78.1 Nimesulide impurity D CRS 4

78.1 Noradrenaline tartrate CRS 6

78.1 Oxaliplatin impurity B CRS 7

78.1 Oxaliplatin impurity C CRS 5

78.1 Oxaliplatin impurity D CRS 4

78.1 Phenoxyethanol CRS 4

78.1 Phenylephrine hydrochloride for peak identification CRS 3

78.1 Potassium sorbate CRS 2

78.1 Pseudoephedrine HCL CRS 3

78.1 Riboflavin for peak identification CRS 3

78.1 Somatropin Chemical Reference Substance Batches 3 and 4
(adopted by correspondence, for information only)

78.1 Stearyl alcohol CRS 2

78.1 Tinidazole impurity B CRS 4

78.1 Triamcinolone acetonide CRS 5

78.1 Trimethoprim for system suitability CRS 3

78.1 Trometamol CRS 3

78.1 Trospium Impurity B CRS 2

78.1 Valerian dry extract HRS 3
II. ITEMS DEFERRED - SCHEDULED FOR NEXT SESSION/
SUJETS REPORTES — A INSCRIRE A LA PROCHAINE
SESSION

8.1 Abelmosichi corolla

8.3 Monographs on Finished Products: reflection paper
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Item III. WORK PROGRAMME/PROGRAMME DE TRAVAIL
IT1.1 Requests for revision / Demandes de révision

24.4.1 | Acacia, spray-dried / Gomme arabique (nébulisat de) (308) ->
Group 13B

17.4.5 | Aceclofenac / Acéclofénac (1281) -> Group 10A

17.4.1 | Acetylcysteine / Acétylcystéine (0967) -> Group 10A

52.4.1 | Ammonium chloride / Ammonium (chlorure d') (7) -> INC
Working Party

50.4.1 | Anamirta cocculus for homoeopathic preparations / Anamirta
cocculus pour préparations homéopathiques (2486) -~ HOM
Working Party

15.4.5 | Bacitracin (465) -> Group 7

15.4.5 | Bacitracine zinc (466) -> Group 7

24.4.3 | Belladonna leaf / Belladone (feuille de) (221) -> Group 13B

21.4.1 | Benzoic acid / Benzoique (acide) (66) -> Group 11

73.3.3 | Calcipotriol monohydrate /Calcipotriol monohydraté (2284) -> VIT
Working Party

73.3.2 | Calcipotriol, anhydrous / Calcipotriol anhydre (2011) -> VIT
Working Party

28.4.1 | Cell cultures for the production of veterinary vaccines / Cultures
cellulaires utilisées pour la préparation de vaccins pour usage
vétérin (5.2.4.) -> Group 15V

15.4.1 | Chloramphenicol / Chloramphénicol (71) -> Group 7

19.4.1 Diltiazem hydrochloride / Diltiazem (chlorhydrate de) (1004) ->
Group 10C

15.4.3 | Epirubicin hydrochloride / Epirubicine (chlorhydrate d') (1590) ->
Group 7

41*.4.1 |Extracts / Extraits (765) -~ EXT Working Party

18.4.2 | Fosfomycin trometamol / Fosfomycine trométamol (1425) ->
Group 10B

21.4.2 | Gemcitabine hydrochloride / Gemcitabine (chlorhydrate de) (2306)
-> Group 11

45.4.1 | Glass containers for pharmaceutical use / Récipients de verre pour
usage pharmaceutique (3.2.1.) -> GLS Working Party

22.42 |Ipecacuanha liquid extract, standardised / Ipécacuanha (extrait
fluide titré d') (1875) -> Group 13B

24.4.2 |Ipecacuanha root / Ipécacuanha (racine d') (94) -> Group 13B

22.4.2 |Ipecacuanha tincture, standardised / Ipécacuanha (teinture titrée d')
(1530) -> Group 13B

22.4.2 |Ipecacuanha, prepared / Ipécacuanha (poudre titrée d') (93) >
Group 13B




xii PA/PH/SG (12) 26

15.4.2 | Kanamycin acid sulfate / Kanamycine (sulfate acide de) (33) ->
Group 7

15.4.2 | Kanamycin monosulphate / Kanamycine (monosulfate de) (32) ->
Group 7

19.4.2 | Ketotifen hydrogen fumarate / Kétotifene (hydrogénofumarate de)
(1592) -> Group 10C

17.4.6 | Metformin hydrochloride / Metformine (chlorhydrate de) (0931) ->
Group 10A

22.43 | Microbiological quality of pharmaceutical preparations / Qualité
microbiologique des préparations pharmaceutiques (5.1.4) ->
Group 12

15.4.6 | Mupirocin (1450) -> Group 7

15.4.6 | Mupirocin calcium (1451) -> Group 7

21.2.1 | Naloxone hydrochloride dihydrate / Naloxone (chlorhydrate de)
dihydraté (729) -> Group 11

21.2.1 | Naloxone hydrochloride dihydrate / Naloxone (chlorhydrate de)
dihydraté (0729) -> Group 11

53.4.1 |Nasal preparations (676) INH Working Party

18.4.1 | Norethisterone acetate/Noréthistérone (acétate de) (0850) -> Group
10B

21.4.3 | Noscapine hydrochloride / Noscapine (chlorhydrate de) (515) ->
Group 11

22.4.3 | Oromucosal preparations / Préparations buccales (1807) -> Group
12

17.4.2 | Paracetamol / Paracétamol (0049) -> Group 10A

17.4.4 | Pentobarbital (0200) -> Group 10A

17.4.3 | Pentobarbital sodium/Pentobarbital sodique (0419) -> Group 10A

19.4.3 | Prazepam / Prazépam (1466) -> Group 10C

53.4.1 |Preparations for inhalation (671) INH Working Party

20.4.1 |Pyrantel embonate / Pyrantel (embonate de) (1680) -> Group 10D

23.4.1 |Rosemary leaf / Romarin (1560) -> Group 13A

19.4.4 | Salmeterol xinafoate / Salmétérol (xinafoate de) (1765) -> Group
10C

19.4.5 | Sulpiride (1045) -> Group 10C

22.4.1 + | Tablets / Comprimés (478) -> Group 12
2+3

28.2.1 | Vaccines for veterinary use / Vaccins pour usage vétérinaire (62) -
> Group 15V

19.4.6 | Vecuronium bromide / Vécuronium (bromure de) (1769) -> Group
10C




PA/PH/SG (12) 26 Xiv

II1.2 Additions to the work programme

8.1 Fir needle oil -> Group 13A

63.5.1 |Human coagulation factor IX (rDNA) / Facteur IX de coagulation
humain (ADNTr) (2522) -> P4 BIO Working Party

8.1 Intravesical solutions — Group 12

8.1 Lysine acetylsalicylate -> Group 10D

8.1 Mycophenolate sodium -> Group P4

8.1 Thiocolchicoside -> Group 11
II1.3 Suppression from the work programme

8.1 Apaflurane (2189)

18.5.1 | Cetylpyridinium chloride / Cétylpyridinium (chlorure de)
(0379)

8.1 Hydralazine (0829)

8.1 Hyssop oil for homoeopathic preparations (2673)

8.1 Medicinal oils for homoeopathic preparations (2679)

18.5.2 | Metoprolol succinate / Métoprolol (succinate de) (1448)

8.1 Natrium chloratum for homoeopathic preparations (2507)

8.1 Natrium sulfuricum for homoeopathic preparations (2508)
I11.4 Suppression from the Ph. Eur.

8.1 Diflunisal (0818)

Agenda |IV.PROCEDURES AND QUESTIONS OF PRINCIPLE/

Item No. | PROCEDURES ET QUESTIONS DE PRINCIPE

7.3 Request for Observer Status from the Republic of Guinea ->
Approved

59.6.1 |Revision of the Production statement in the monographs for
mesilate salts / Révision de la déclaration relative a la production
dans les monographies de sels de mésilate
V. DATES OF FUTURE SESSIONS/DATE DE LA PROCHAINE
SESSION DE LA COMMISSION
- 19-20 June 2012
- 27-28 November 2012
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Annex 1

142" Session Nominations
April 2012 SESSION

ITEM 7.1
GROUPS OF EXPERTS
Group 6
Germany Dr Wilfried ARZ (replacing Dr DOLL)
Italy Dr Lino LIVERANI (Specialist: Heparins)
Group 10B
Germany Dr Wilhelm TRENTMANN (Specialist: Steroids)
Group 10C
Switzerland Dr Darragh NORTON (replacing Dr SCHLEGEL)
Group 13B
Swedish Dr Robert BURMAN
Group 15
Switzerland Dr Elke JAECKLE (Specialist: Industrial production of
Vaccines) (replacing Dr PITTERTSCHATSCHER)
Group 15V
Germany Dr Carmen JUNGBACK (replacing Dr MOOS)
Spain Dr Lourdes MACUA PEQUENO
Dr Rosario BULLIDO GOMEZ-HERAS (Specialist:
Equine, ruminants (bovine, ovine, caprine), pig, avian,
rabbit and fish vaccines
Group P4

Bosnia and Herzegovina

Dr Alija UZUNOVIC (replacing Dr A KISO)
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WORKING PARTIES

Cellulose Ethers (CEL)

Xvi

The Netherlands

Mr Evert IZEBOUD (replacing Mr Mansfeld)

Cell Therapy Products (CTP)

The Netherlands Dr Inge SLAPER-CORTENBACH
Extracts (EXT)
Italy Dr Francesco VILLA
United Kingdom Dr Linda ANDERSON
Dr Melanie PIRES
Glass Containers (GLS)
Germany Dr Michael ROESSLER

Gene Therapy Products (GTP)

United Kingdom

Dr Elizabeth POLLITT (replacing Dr Sharon
LONGHURST)

Propellants (HFA)

Germany

Ms Cornelia HIPPCHEN

Homoeopathic raw materials and stocks (HOM)

Germany Dr Christina VON DER HEIDT (replacing Dr BELZ)
Inhalanda (INH)

Germany Ms Cornelia HIPPCHEN

Spain Mrs Margarita BERROCAL NAVAS

P4 BIO

Germany Dr Stefan CHRISTIANS (Specialist: Physico-Chemical

Characterisation)
Dr Tilmann ROOS (Specialist: Bioactivity of MAB’s)

Process Analytical Technology

PAT)

Spain

Dr José Maria RODRIGUEZ PACHON
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Pharmaceutical Preparations (PHP)
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Slovak Republic

Dr Tomas TESAR

Turkey

Dr Canan ISKENDEROGLU

Water for Pharmaceutical Use (WAT)

Slovenia

Dr Mateja KRAMER

Chair of the Bacterial Endotoxins Working Party (BET)

Germany

Dr Ingo SPREITZER

Chair of the Conductivity Working Party (CND)

No nominations yet received

Chair of the Non-Biological Complexes Working Party (NBC)

No nominations yet received
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NEWLY APPOINTED WORKING PARTIES

Host-Cell Proteins Working Party (HCP)

Proposals for Chair:

France Mr Alain BAYOL

Proposals for Members:

Sweden Dr Karin SEWERIN
Germany Dr Michael WIEDMANN
Dr Jirg ENGELSBERGS
Dr Erika FRIEDL
Switzerland Dr Oliver ANDERKA
Dr René GYSIN
Dr Steffen PAHLICH
Austria Dr Martin SCHIESTL
France Saliha MOUSSAOUI
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Raw Materials for the Production of Cellular and Gene Transfer Products Working Party

RCG
Chair:
Finland Dr Jaana VESTERINEN
Proposals for Members:
United Kingdom Dr Louise BISSET
EMA Representative Dr Caroline VOLTZ-GIROLT
Czech Republic Dr Ivana HAUNEROVA
Sweden Dr Lennart AKERBLOM
Finland Dr Marjatta HIRVONEN
Dr Paula SALMIKANGAS
Dr Sirkku SAARELA
Switzerland Dr Ottmar HORN-LOHRENS
Spain Dr Sol RUIZ ANTUNEZ
Germany Dr Thomas HINZ
France Prof. Jean-Hugues TROUVIN
The Netherlands Dr Jaap OOSTENDORP






