EUROPEAN PHARMACOPOEIA 11.7

INDEX

To aid users the index includes a reference to the supplement in which the latest version of a text can be found.

For example: Amylmetacresol.........c..cccoecuviccurininenccnicnnne 11.1-4641

means the monograph Amylmetacresol can be found on page 4641 of Supplement 11.1.

Note that where no reference to a supplement is made, the text can be found in the principal volume.

English index ......cccvveieieiniinienicieiccniciceeseieeiennes 6701  Latin indeX ....c.cceceueiniiriiiciciciie e

Index

General Notices (1) apply to all monographs and other texts 6699



EUROPEAN PHARMACOPOEIA 11.7

6700 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

1. General notices
2.1. Apparatus........
2.1.1. DIOPPETS .ottt
2.1.2. Comparative table of porosity of sintered-glass filters.. 17
2.1.3. Ultraviolet ray lamps for analytical purposes............... 17
2.1.4. Sieves .
2.1.5. Tubes for comparative tests ..........cooeureeerrecerrererrcrereenenee 19
2.1.6. Gas detector tubes.........cocccuricureiirinicinicrcreceeceenaee 19
2.1.7. Balances for analytical purposes............ .20
2.2. Physical and physico-chemical methods............ .25
2.2.1. Clarity and degree of opalescence of liquids....... .25
2.2.10. Viscosity - Rotating viscometer method....... .33
2.2.11. Distillation range ..........ccccoeeeeenicuriccunicnnenes .36
2.2.12. Boiling point........... .37
2.2.13. Determination of water by distillation... .37
2.2.14. Melting point - capillary method................ .. 38
2.2.15. Melting point - open capillary method............cc...c...... 38
2.2.16. Melting point - instantaneous method............cccc.c...... 38
2.2.17. Drop point .......ccevviiviiiiniiiniiiininiinens .. 39
2.2.18. Freezing point................. .. 40
2.2.19. Amperometric titration........... .41
2.2.2. Degree of coloration of liquids. .26
2.2.20. Potentiometric titration .......... .41
2.2.21. Fluorimetry........c.occcvumeuece. .41
2.2.22. Atomic emission spectrometry..... .42
2.2.23. Atomic absorption spectrometry................ .43
2.2.24. Absorption spectrophotometry, infrared.................... 45
2.2.25. Absorption spectrophotometry, ultraviolet and

VISIDIE ettt 11.5-5801
2.2.26. Paper chromatography ...........ccccccovccunicnccnnicinicneaes 52
2.2.27. Thin-layer chromatography.... ....11.1-4501
2.2.28. Gas chromatography............ ....11.1-4502
2.2.29. Liquid chromatography..........cccccceuueuee ....11.1-4503
2.2.3. Potentiometric determination of pH......ccccocevveueurenenee 29
2.2.30. Size-exclusion chromatography ...................... 11.1-4505

2.2.31. Electrophoresis

2.2.32. Loss on drying
2.2.33. Nuclear magnetic resonance spectrometry ............... 63
2.2.34. Thermal analysis .......c.ccccoeeurieenicrrincrreciemeeneeereennenes 66
2.2.35. OSMOlality...c.ocoeeeueueuerrerecrereiriecerereneeenerenenes 11.3-5033
2.2.36. Potentiometric determination of ionic

concentration using ion-selective electrodes ............cccc....... 69
2.2.37. X-ray fluorescence spectrometry
2.2.38. CondUCHIVILY ....cuvieciiciiciriciceccrc e
2.2.39. Molecular mass distribution in dextrans....... 11.4-5371
2.2.4. Approximate pH of SOIUtIONS ....c.cveveuveeeucrrerirerecreieinenes 30
2.2.40. Near-infrared SPeCtroSCOPY ......ccoveeerreeerreerrererecrerennenns 76
2.2.41. Circular dichroism........cccoocoevviecinivcninincncncninicenn, 81

2.2.42. Density of solids
2.2.43. Mass spectrometry
2.2.44. Total organic carbon in water for pharmaceutical

L8 LSOO OO OO OO 85
2.2.45. Supercritical fluid chromatography................ 11.1-4505
2.2.46. Chromatographic separation techniques....... 11.6-6109
2.2.47. Capillary electrophoresis........ccoceneerneeerrecerrererecrerennenes 96
2.2.48. Raman SPeCtroSCOPY .....ccevuvurururieusieierereninincniinsininnes 101
2.2.49. Falling ball and automatic rolling ball viscometer

MEHOAS .ot 104
2.2.5. Relative density....c.ccoevrveereurireccerernnieeeneesenesenenereens 31
2.2.54. Isoelectric fOCUSING .....c..cccureevreereeniieeiienneienneeenneeernenes 104
2.2.55. Peptide mapping ........ ....11.5-5805
2.2.56. Amino acid analysis.......c.cecoeeneverniernierneenneerneennenes 109
2.2.57. Inductively coupled plasma-atomic emission

SPECIIOMELTY c.oviiiiiiiiiciicc s 116
2.2.58. Inductively coupled plasma-mass spectrometry...... 117
2.2.59. Glycan analysis of glycoproteins...........c.ccoececuvicunaes 119
2.2.6. Refractive indeX........coeueueriuvinicininncnniniccecceenenne 31
2.2.61. Characterisation of crystalline solids by

microcalorimetry and solution calorimetry........c.ccoeurucee. 124
2.2.63. Direct amperometric and pulsed electrochemical

detection ... 126
2.2.64. Peptide identification by nuclear magnetic resonance

SPECTIOMIELTY vttt 128

2.2.65. Voltametric titration ....c.cceeereveeeverrnenccereerenenereenenns 128
2.2.66. Detection and measurement of radioactivity........... 129
2.2.7. Optical rotation ........c.ecccueevcueecuemcueeneernecnreeereeieesenennenes 31

2.2.8. Viscosity ......ceueuens

2.2.9. Capillary viscometer method .........c.ccecvvvicivcirinninninne. 33
2.3, Identification.........cocccueicuciniciniicric e 139
2.3.1. Identification reactions of ions and functional
GTOUPS ettt b et e 139
2.3.2. Identification of fatty oils by thin-layer
chromatography.........c.ccceoeuvnienicnieneeeceeeee e 142
2.3.3. Identification of phenothiazines by thin-layer
Chromatography........ccccveeeueenieeniernienneeieneeneneenneennenes 143
2.3.4. OdOUT ... 143
2.4, Limit teStS..ciiiieiiieiireiertetet 147
2.4.1. AMMONIUIM .t 147
2.4.10. Lead in SUGArS......ccooeuviiiviiiriniciicirce s 152
2.4.11. PhoSPhates ....ccceuvurivemiuereirieceieieneeeieeeesceieieieeseeaene 152
2.4.12. POtasSiuml ....c.cuvvivmmiuininiiiiiiiisenietescscscennes 152
2.4.13. SULALES....cuvvmeeeecrrcicieecie e 152
2.4.14. Sulfated ash........cccoeeiiiniciniciciiccccces 152
2.4.15. Nickel in polyols..........ccooiiviivinivininicnicic 153
2.4.16. Total ash ....coceuiciiciicccrec s 153
2.4.17. Aluminitm ... 153
2.4.18. Free formaldehyde ........cccceoeuviimnivinincinincnicicicnnas 153
2.4.19. Alkaline impurities in fatty oils.........cccccoovnicnicinnes 154
2.4.2. ATSENIC ..ottt 147
2.4.20. Determination of elemental impurities..................... 154
2.4.21. Foreign oils in fatty oils by thin-layer
Chromatography.........c..cceeeueenieniernienceeeeneeneereenenns 157
2.4.22. Composition of fatty acids by gas chromatography.. 157
2.4.23. Sterols in fatty Oils.......cccoeeeererrienicrneerreeeeeneeneeens 160
2.4.24. Identification and control of residual solvents......... 162
2.4.25. Ethylene oxide and dioXan.........cceeeveeeereerenccecnennenes 167
2.4.26. N,N-Dimethylaniline.........ccoccccoeeeuniernicrreccrneniecnnnees 168
2.4.27. Heavy metals in herbal drugs and herbal drug
Preparations ... 168
2.4.28. 2-Ethylhexanoic acid .......cc.ccoveuriniiniccinicnicnicaes 170
2.4.29. Composition of fatty acids in oils rich in omega-3
ACKAS et 171
2.4.3. Calcium ... 148
2.4.30. Ethylene glycol and diethylene glycol in ethoxylated
SUDSTAIICES ...ttt 173
2.4.31. Nickel in hydrogenated vegetable oils........c..cccec.... 173
2.4.32. Total cholesterol in oils rich in omega-3 acids......... 174
2.4.33. Tetrabutylammonium in radiopharmaceutical
PIreparations ... 175
2.4.35. Extractable elements in plastic materials for
pharmaceutical Use........c.eoeueveeereernicrrecrrecrrenereenne 11.7-6399
2.4.4. Chlorides.......coccviiueiniiciniciniciricrsecce e 148
2.4.5. FIUOTIAES.....cecviriiiieiiciiiciciceniciieessisaecaenaes 148
2.4.6. Magnesium ........ccocovviviiiirininccicinnnecnnnenes 148
2.4.7. Magnesium and alkaline-earth metals ....................... 149
2.4.8. Heavy metals........ccvveuicueecieenieeniereenreeieeeieeneaeeneaens 149
2.4.9. TEON ottt 152
2,4-Dichlorobenzyl alcohol .........c.ecccuevveueerceerncernecnecrrecnnes 2517
2.5. Assays
2.5.1. Acid valUe.......ccocvuniiiniiiiiciii
2.5.10. Oxygen-flask method ..o,
2.5.11. Complexometric titrations...............

2.5.12. Water: semi-micro determination..
2.5.13. Aluminium in adsorbed vaccines....
2.5.14. Calcium in adsorbed vaccines.............
2.5.15. Phenol in immunosera and vaccines..
2.5.16. Protein in polysaccharide vaccines.........ccoeuvecucnnce.
2.5.17. Nucleic acids in polysaccharide vaccines..................
2.5.18. Phosphorus in polysaccharide vaccines....
2.5.19. O-Acetyl in polysaccharide vaccines........c.cccveueuneece.
2.5.2. Ester vValte.....c.occcvicuniciiiniinicicrcceccceesee e
2.5.20. Hexosamines in polysaccharide vaccines.........

2.5.21. Methylpentoses in polysaccharide vaccines..............
2.5.22. Uronic acids in polysaccharide vaccines................... 186
2.5.23. Sialic acid in polysaccharide vaccines.........cc.cccneueee. 186
2.5.24. Carbon dioxide in gases.........ccocvieuricuricuricurescunenas 186

General Notices (1) apply to all monographs and other texts

6701

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

2.5.25. Carbon monoxide in gases .........cccccuecurecuricuricunenns 187
2.5.26. Nitrogen monoxide and nitrogen dioxide in gases.. 188
2.5.27. OXygen in gases.......cocoeeruererriencecreneieeene s 188
2.5.28. Water in g@ases.......cccovuviviririnreriviiiriicieieeeennnes 188
2.5.29. Sulfur dioXide ......cccvuvereneecreeririeeieierreeeieeeeeee s 189
2.5.3. Hydroxyl valte ........cccocccuniciniciniiininicnccreceecinas 179
2.5.30. Oxidising SUDSTANCES .....cccvvmevevmiverierirerrerenreerreernenes 189
2.5.31. Ribose in polysaccharide vaccines..........ccccocccuviucuneees 190
2.5.32. Water: micro determination.............
2.5.33. Total protein ......coeceeveveererrerencennne
2.5.34. Acetic acid in synthetic peptides
2.5.35. Nitrous oxide in gases ........c.c.cc....
2.5.36. Anisidine value..........ccooccuvieiiriniiininnicncrcnecnas
2.5.37. Methyl, ethyl and isopropyl methanesulfonate in
methanesulfonic acid ........c.ccoeevienicnicrncnccnicrereen, 194
2.5.38. Methyl, ethyl and isopropyl methanesulfonate in active
SUDSTAIICES ...evreeerreienneensceeneeeseaete et eaess e esesenssaes 195
2.5.39. Methanesulfonyl chloride in methanesulfonic
ACH e 196
2.5.4. Todine valte .........cccoueiciniciniciniciice e 179
2.5.40. Methyl, ethyl and isopropyl toluenesulfonate in active
SUDSTAIICES ...cevneetreienncensceeneeee et eaess e eesenssaes 197
2.5.41. Methyl, ethyl and isopropyl benzenesulfonate in active
SUDSEANCES ..ocvevriiceiiiicici e 198
2.5.42. N-Nitrosamines in active substances.............cccccc...... 199
2.5.5. Peroxide value..........cccoceuviiiiiiiniiiiiiiinns 180
2.5.6. Saponification valte..........ccoeeevniuenienicneenicineennenes 181
2.5.7. Unsaponifiable Matter ..........coceeveeereeneerneernenceecnenennee 181
2.5.8. Determination of primary aromatic amino-
NITTOZEN .ottt 181
2.5.9. Determination of nitrogen by sulfuric acid
dIESTION ..ot
2.6. Biological tests...
2.6.1. SErIlit ..cevuieciieciecieecee e 207
2.6.10. Histamine......oooeviiiinininiiinieriiiiciccccccnnes 216
2.6.11. Depressor SubStANCes.......c.cvwvereeerreerrecreeereeneeennerennes 217
2.6.12. Microbiological examination of non-sterile products:
microbial enumeration tests..........cccoevcurirerricicnnnn. 11.6-6121
2.6.13. Microbiological examination of non-sterile products:
test for specified micro-organisms ...........cocecveeeeeevcrennennes 221
2.6.14. Bacterial endotoXins ........c.occceeeeueeniueenieenrieennicnniennenes 226
2.6.15. Prekallikrein activator ..........c.occcoveiveeicinicenicinicineans 230
2.6.16. Tests for extraneous agents in viral vaccines for human
USE.uuiveriierereeeteset ettt b ettt as e aeas 11.7-6403
2.6.17. Test for anticomplementary activity of
immunoglobulin..........ccccceenicncnicncrceenes 11.1-4509
2.6.18. Test for neurovirulence of live virus vaccines........... 234
2.6.2. MYCODACLETIA ..vuverrveriecreecirecieeeieeeieeeieneeeneeenseienenes
2.6.20. Anti-A and anti-B haemagglutinins .......
2.6.21. Nucleic acid amplification techniques....
2.6.22. Activated coagulation factors ..........cocccoveeurecurecnnenes
2.6.26. Test for anti-D antibodies in human immunoglobu-
LIttt e 240
2.6.27. Microbiological examination of cell-based
Preparations ... 11.5-5813
2.6.30. Monocyte-activation test.........c.ccceeuereriurennnnes 11.5-5815

2.6.31. Microbiological examination of herbal medicinal

products for oral use and extracts used in their

Preparation ... 249
2.6.32. Test for bacterial endotoxins using recombinant

factor C ..o
2.6.33. Residual pertussis toxin....
2.6.34. Host-cell protein assays
2.6.35. Quantification and characterisation of residual

host-cell DNA .......cooiiieiieeieeeeenreenseseseneieeseaeneaennes 260
2.6.36. Microbiological examination of live biotherapeutic

products: tests for enumeration of microbial

CONTAMUINANES ..ottt 262
2.6.37. Principles for the detection of extraneous viruses in

immunological veterinary medicinal products using culture

2.6.39. Microbiological examination of human tissues....... 271
2.6.40. Monocyte-activation test for vaccines containing
inherently pyrogenic components...........ccccccceureuenee. 11.5-5820
2.6.7. MYCOPLASINAS .....cuvuvrrriiniecreirireeieiereneeeeesereneeseeeesenenes 210
2.6.8. PYrogens.......ccvvviiiiiiiinicniccinnes 215
2.7. Biological aSsays ........ccoueuriciriciricrriniesensee e 277
2.7.1. Immunochemical methods.........cc.cccoeeniiininiiininnns 277
2.7.10. Assay of human coagulation factor VIIL .................... 296
2.7.11. Assay of human coagulation factor IX.........ccccecuuce. 297
2.7.12. Assay of heparin in coagulation factors.................... 297
2.7.13. Assay of human anti-D immunoglobulin................. 298
2.7.14. Assay of hepatitis A vaccine.......ccooeeverereerererrecnnencns 300
2.7.15. Assay of hepatitis B vaccine (rDNA) ........ccccccveecunes 300
2.7.16. Assay of pertussis vaccine (acellular) ........ccooccuneec.. 301
2.7.17. Assay of human antithrombin III ..........c.cccceeneennee. 303
2.7.18. Assay of human coagulation factor IT ............cccce..... 303
2.7.19. Assay of human coagulation factor X........ccccceeueece. 304
2.7.2. Microbiological assay of antibiotics..........ccceccuricunes 278

2.7.20. In vivo assay of poliomyelitis vaccine (inactivated).. 304
2.7.21. Assay of human von Willebrand factor 305

2.7.22. Assay of human coagulation factor XI..........ccccc..... 307
2.7.23. Numeration of CD34/CD45+ cells in haematopoietic
PLOAUCES .ottt seseaes 307

2.7.24. Flow cytometry ......

2.7.25. Assay of human plasmin inhibitor............cccccocceuee. 310
2.7.26. Cell-based assays for potency determination of

TNF-alpha antagonists..........c.ccveeureccrrercueencrenneenne 11.1-4513
2.7.27. Flocculation value (Lf) of diphtheria and tetanus toxins

and toxoids (RamMON aSSAY) ...c.cceueeureremiuemieemrieneeerreeenens 310
2.7.28. Colony-forming cell assay for human

haematopoietic progenitor cells........c.ccccoeueurererreeennee 11.3-5053
2.7.29. Nucleated cell count and viability................... 11.3-5054
2.7.30. Assay of human protein C .......cc.ocoevevevvnerneeerncennenes 314
2.7.31. Assay of human protein S........ccooeueiecivivcninicicnnns 315
2.7.32. Assay of human a-1-proteinase inhibitor ................. 315
2.7.34. Assay of human Cl-esterase inhibitor ..........cccco...... 316
2.7.35. Immunonephelometry for vaccine component

ASSAY wevvveririsriiense e
2.7.36. Assay of Bet v 1 allergen......
2.7.37. Assay of Phl p 5 allergen..........cccceuueeee.
2.7.4. Assay of human coagulation factor VIII.....
2.7.5. Assay of heparin........ccccooocncncnccnecnne
2.7.6. Assay of diphtheria vaccine (adsorbed) ..
2.7.7. Assay of pertussis vaccine (whole cell)...........c....c......
2.7.8. Assay of tetanus vaccine (adsorbed).........cocovceuvenerenee
2.7.9. Test for Fc function of immunoglobulin.
2.8. Methods in pharmacognosy ...........cccoeevinicinicinicinnans
2.8.1. Ash insoluble in hydrochloric acid........ccccevvuerreecunace.
2.8.10. Solubility in alcohol of essential oils...
2.8.11. Assay of 1,8-cineole in essential oils...
2.8.12. Essential oils in herbal drugs.....
2.8.13. Pesticide residues ....................
2.8.14. Tannins in herbal drugs ..
2.8.15. Bitterness valte........cccccoucunicuniciniciniccienicnncreceaas
2.8.16. Dry residue of eXtracts .......coocceveerreerrerereccreeneennenens
2.8.17. Loss on drying of eXtracts............cccoeeecueunicenicurencunenns
2.8.18. Determination of aflatoxin B, in herbal drugs......... 327
2.8.2. Foreign matter ........cocovueiiicicciinninnininnnens 11.1-4519
2.8.20. Herbal drugs: sampling and sample preparation .... 329
2.8.21. Test for aristolochic acids in herbal drugs................ 330
2.8.22. Determination of ochratoxin A in herbal drugs...... 332
2.8.23. Microscopic examination of herbal drugs................ 333
2.8.24. FOam INAEX ...eovmerieciiciecieeeeeceee e 333
2.8.25. High-performance thin-layer chromatography of
herbal drugs and herbal drug preparations ..........cccoccce.... 334
2.8.26. Contaminant pyrrolizidine alkaloids
2.8.3. Stomata and stomatal indeX.........cocceueuveurircricincininnns
. Swelling indeX......c.occciciniiciniccinicciincniccee e
. Water in essential oils...............
. Foreign esters in essential oils

MEthOdS oecueiveiicicr e 267 2.8.7. Fatty oils and resinified essential oils in essential
2.6.38. Microbiological examination of live biotherapeutic OIS ettt ettt 322

products: tests for specified micro-organisms.................... 267 2.8.8. Odour and taste of essential 0ils.......ccooevveererrrenccnennes 322
6702 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

2.8.9. Residue on evaporation of essential 0ils ........c.ccc.c...... 322
2.9. Pharmaceutical technical procedures..........ccccoeeuveucrnnee 345
2.9.1. Disintegration of tablets and capsules...........ccc.ccco..... 345
2.9.10. Ethanol content..........cccoccviiuviiirinininininneniciieiens 362
2.9.11. Test for methanol and 2-propanol........c.cceceuveeuennee. 364
2.9.12. SIEVE teSt..ucviviriicriniiiniii s 366
2.9.14. Specific surface area by air permeability................... 366
2.9.16. Flowability........ccccoveuniciniciriciiicinisicecreceecaas 368
2.9.17. Test for extractable volume of parenteral

PIEPATALIONS ..ooviviiicniieicerc e 369
2.9.18. Preparations for inhalation: aerodynamic assessment

Of fine Particles......ccccuveueeneeinecineccrnencrreeiererenneeneeesseenseenen 369
2.9.19. Particulate contamination: sub-visible particles...... 382
2.9.2. Disintegration test for solid rectal and vaginal dosage

FOTIIIS oottt 347
2.9.20. Particulate contamination: visible particles ............. 385

2.9.22. Softening time determination of lipophilic
SUPPOSILOTIES ..t
2.9.23. Gas pycnometric density of SOLdS .......cocerreerrecrenes
2.9.25. Dissolution test for medicated chewing gums .
2.9.26. Specific surface area by gas adsorption...........cec......
2.9.27. Uniformity and accuracy of delivered doses from
multidose containers..........coceciiiciniciniciiniecncinns 395

2.9.29. Intrinsic disSOIUtION......ccceuiviriciciiiiriciicicinnne 395
2.9.3. Dissolution test for solid dosage forms...........c....c...... 348
2.9.31. Particle size analysis by laser light diffraction.......... 396
2.9.32. Porosity and pore-size distribution of solids by
MEICUry POrOSIMELIY ...cuiiiiiiiiiiiiiiiiiiicie s 400
2.9.33. Characterisation of crystalline and partially crystalline

solids by X-ray powder diffraction (XRPD)........cc.cccruueenc. 402
2.9.34. Bulk density of powders... »

2.9.35. Powder fineness..........ccoccuvicuricmreniunennuceniecenicneeeans 410
2.9.36. Powder flow ............. .11.5-5834
2.9.37. Optical MICrOSCOPY.....cvverruivemireerieirienreeenreenrieenneaes 413
2.9.38. Particle-size distribution estimation by analytical
SIEVING ot 11.1-4523
2.9.39. Water-solid interactions: determination of
sorption-desorption isotherms and of water activity......... 417

2.9.4. Dissolution test for patches........cocccoevreneniecerirene.
2.9.40. Uniformity of dosage units..................
2.9.41. Friability of granules and spheroids

2.9.42. Dissolution test for lipophilic solid dosage forms ... 424
2.9.43. Apparent disSOIUtION .......c.ocoeueveveeniernierreennicrneernenes 426
2.9.44. Preparations for nebulisation: characterisation....... 427

2.9.45. Wettability of porous solids including powders....... 429

2.9.47. Demonstration of uniformity of dosage units using
large sample SiZes...........ccocviviciiicinicinicii 432

2.9.48. Particle size and shape determination by image
ANALYSIS ..o 11.3-5062

2.9.49. Powder flow properties by shear cell methods......... 434

2.9.5. Uniformity of mass of single-dose preparations..... 11.1-
4523

2.9.50. Particle size analysis by dynamic light

SCALLELING wooveeertiiercteeete e 11.5-5836
2.9.52. Scanning electron MicroSCoOPY ........coveevreeerrecrrecrrenes 437
2.9.53. Particulate contamination: sub-visible particles in

non-injectable liquid preparations.........cccceeereecucrerreneiecnes 441
2.9.6. Uniformity of content of single-dose preparations.... 358
2.9.7. Friability of uncoated tablets.........c.cccoreeerreunnce. 11.3-5061
2.9.8. Resistance to crushing of tablets..........ccoocerecrrecrnenes 360
2.9.9. Measurement of consistency by penetrometry ....... 11.5-

5829
3.1. Materials used for the manufacture of containers......... 449
3.1.10. Materials based on non-plasticised poly(vinyl chloride)

for containers for non-injectable, aqueous solutions......... 463

3.1.11. Materials based on non-plasticised poly(vinyl
chloride) for containers for solid dosage forms for oral

3.1.15. Polyethylene terephthalate for containers for
preparations not for parenteral Use.........ccocccveeurecrrenieenenes 474
3.1.3. POLyolefins .....c.ccccueuiuemicrricrrieieeicineereeeeeseeee e 449
3.1.4. Polyethylene without additives for containers for
parenteral preparations and for ophthalmic preparations.. 452
3.1.5. Polyethylene with additives for containers for parenteral

preparations and for ophthalmic preparations................... 453
3.1.6. Polypropylene for containers and closures for parenteral

preparations and ophthalmic preparations.........c.cccccceuuee. 457
3.1.7. Poly(ethylene - vinyl acetate) for containers and tubing

for total parenteral nutrition preparations..........c.c.cooceeuveee. 460
3.1.8. Silicone oil used as a lubricant .........ccccccocvivirvicicnnne. 462
3.1.9. Silicone elastomer for closures and tubing.................. 462
3.2. CoNtaINETS....cucviviiecicieicc s 479
3.2.1. Glass containers for pharmaceutical use..................... 479
3.2.2. Plastic containers and closures for pharmaceutical

L ] OO 485
3.2.2.1. Plastic containers for aqueous solutions for

INFUSION oo 486

3.2.9. Rubber closures for containers for aqueous
parenteral preparations, for powders and for
freeze-dried pOwWders........cooeeueurneneieceerirenecieinineenes 11.1-4529
3.3. Containers for human blood and blood components, and
materials used in their manufacture; transfusion sets and

materials used in their manufacture; syringes.................... 491
3.3.1. Materials for containers for human blood and blood
COMPONENTS ...ttt 491

3.3.2. Materials based on plasticised poly(vinyl
chloride) for containers for human blood and blood
COMPONENES ....coviiiiiiiiiiiciie e 11.5-5847
3.3.3. Materials based on plasticised poly(vinyl chloride) for
tubing used in sets for the transfusion of blood and blood

COMPONENTS ...vniiiiiiiiiiici s 494
3.3.4. Sterile plastic containers for human blood and blood
COMPONENTS ...uniiiiiiiiiiiie s 497
3.3.5. Empty sterile containers of plasticised poly(vinyl
chloride) for human blood and blood components........... 499
3.3.6. Sterile containers of plasticised poly(vinyl chloride) for
human blood containing anticoagulant solution ............... 500
3.3.7. Sets for the transfusion of blood and blood
COMPONENES ...oviiiiiiiiiiiiinete s 501
3.3.8. Sterile single-use plastic syringes............cccooceecuriccunenes 503
3-O-Desacyl-4"-monophosphoryl lipid A........ccocccvverrennnee 2481
4. ReaeNLS...c.cuimiririiiiiiii s 11.7-6409
4.1. Reagents, standard solutions, buffer solutions...11.7-6409
4.1.1. Reagents ..o 11.7-6409
4.1.2. Standard solutions for limit tests ..........ccceu.... 11.7-6532
4.1.3. Buffer solutions .........cceceecuveuverrernieeinennenrcerineinens 11.7-6536
4.2. Volumetric analysis..........ccccocvueeurivcuninciccncnnicnnne 11.7-6542
4.2.1. Primary standards for volumetric solutions....11.7-6542
4.2.2. Volumetric sOIUtIONS........cccuverrecrrecrenererrieenneee 11.7-6542
4-Aminobenzoic acid ... 1940
5.1. General texts on microbiology .........ccccccoceeuvivirrinicinnn. 649

5.10. Control of impurities in substances for pharmaceutical

5.11. Characters section in monographs..................
5.1.1. Methods of preparation of sterile products
5.1.10. Guidelines for using the test for bacterial

ENAOLOXINS ....vuveiiiiiiiiiii e 669
5.1.11. Determination of bactericidal, fungicidal or yeasticidal
activity of antiseptic medicinal products........c.cccocccuruuence. 673
5.1.12. Depyrogenation of items used in the production of
parenteral preparations..........coeoveereeeueererereeeueeensesereeenennenens 674
5.1.2. Biological indicators and related microbial preparations
used in the manufacture of sterile products..........ccccuuneee. 652

5.12. Reference standards.........cccocccurecuriccunenne
5.1.3. Efficacy of antimicrobial preservation

AdmINISTration.........ccuvieiucieiiciricicrcrce e 465 5.1.4. Microbiological quality of non-sterile pharmaceutical
3.1.13. Plastic additiVes.......c.ocoeeereururercererenninecerenrenecereneenes 467  preparations and substances for pharmaceutical use......... 657
3.1.14. Materials based on plasticised poly(vinyl chloride) 5.1.5. Application of the F concepts to heat sterilisation

for containers for aqueous solutions for intravenous PIOCESSES ...ttt 658

INFUSION ..ttt 11.6-6129 5.15. Functionality-related characteristics of

EXCIPIENTS v 11.5-5861
General Notices (1) apply to all monographs and other texts 6703

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

5.1.6. Alternative methods for control of microbiological
QUALILY vttt ceetcietseeeeseeet et sseaeseeessesessenenen 658
5.16. Crystallinity ......ccccvvviiiviririciincicccienns 833

5.17. Recommendations on methods for dosage forms
EESTING vt
5.1.7. Viral safety ..o
5.17.1. Recommendations on dissolution testing
5.17.2. Recommendations on testing of particulate

contamination: visible particles.........cococeerrrriccererrncnienes 839
5.18. Methods of pretreatment for preparing traditional

Chinese drugs: general information .........c.cceceeveevevecunnen. 843
5.1.8. Microbiological quality of herbal medicinal products for

oral use and extracts used in their preparation.................. 668

5.19. Extemporaneous preparation of radiopharmaceuti-
CALS e
5.1.9. Guidelines for using the test for sterility..
5.2. General texts on biological products.........ccccecuvucuunnce.
5.20. Elemental impurities ......c.ccoeereeceererrnenccerneneneneenennens
5.21. Chemometric methods applied to analytical
dAtA e 11.1-4545
5.2.1. Terminology used in monographs on biological
PIOAUCES ..ottt eeaenes 679
5.2.11. Carrier proteins for the production of conjugated
polysaccharide vaccines for human use........ccoceuveerreenenes 711
5.2.12. Raw materials of biological origin for the production of
cell-based and gene therapy medicinal products ....11.7-6549
5.2.13. Healthy chicken flocks for the production of inactivated
vaccines for Veterinary Use .......cocveeeeuneeeeneeerneeerneerneennenes 715
5.2.14. Substitution of in vivo method(s) by in vitro method(s)
for the quality control of vaccines.........c..ccooeereeeccenicinnnnn. 716
5.2.2. Chicken flocks free from specified pathogens for the
production and quality control of vaccines.............. 11.1-4539
5.22. Names of herbal drugs used in traditional Chinese
MEAICINE ..o 11.7-6555
5.2.3. Cell substrates for the production of vaccines for human
USE.uiuiririnirteresesese sttt bbb bbb bbb 682
5.23. Monographs on herbal drug extracts (information
ChAPLET) .ottt eeeaneaenee 885
5.2.4. Cell cultures for the production of vaccines for
VELErINATY USE...viuiiiiiiiiiiiiiiciiit e 686
5.24. Chemical imaging 11.5-5871

5.2.5. Management of extraneous agents in immunological
veterinary medicinal products.........ceeceevcueercrerncuenneeenneeennee 688
5.25. Process analytical technology........c..cccocccuneuenee. 11.5-5879
5.2.6. Evaluation of safety of veterinary vaccines and
IMMUNOSETA «.vveiicreniiercictere e 11.4-5519
5.26. Implementation of pharmacopoeial procedures......... 903
5.27. Comparability of alternative analytical
PLOCEAUIES ...ttt eeeacsebsenenes 11.5-5885
5.2.7. Evaluation of efficacy of veterinary vaccines and
IMMUNOSETA «.vveieieteie s 697

5.2.8. Minimising the risk of transmitting animal spongiform

encephalopathy agents via human and veterinary medicinal

PLOAUCES oottt sene 698
5.28. Multivariate statistical process control.............. 11.1-4579
5.2.9. Evaluation of safety of each batch of immunosera for

VELErINATY USE..cviviiiiiiiiiiiiiiiiiiet e 710
5.3. Statistical analysis of results of biological assays and

EESES vttt 721

5.30. Monographs on essential oils (information chapter).. 915

5.31. Phage therapy medicinal products... ....11.6-6145
5.33. Design of eXperiments.......c.c.cooceereeerreerrereuecenes 11.7-6561
5.34. Additional information on gene therapy medicinal
products for human use........coccveeevveerenevneenneennen. 11.7-6569
5.4. Residual solvents.........c..ccovecurcieencienienicneenns 11.4-5525

5.5. Alcoholimetric tables...
5.6. Assay of interferons
5.7. Table of physical characteristics of radionuclides
mentioned in the European Pharmacopoeia ........cccceeuueee. 781
5.8. Pharmacopoeial harmonisation
5.9. Polymorphism ......ccccceueurinecuereeninercerereininecerenseseneenerennns

A
AbaCaVIT SULLALe....ouceveeieecrecireciece et eenes 1853
Abbreviations and symbols (1.) ......cceccurvicnicnicnicrincrinens 3
Abelmoschi corolla.........occevnncicininnencecnneccereeenens 1357
Absorption spectrophotometry, infrared (2.2.24.)................. 45
Absorption spectrophotometry, ultraviolet and visible
(2.2.25.) oo 11.5-5801
ACACIA it 1358
Acacia, dried dispersion...........cccceeuveuriurecieinenneenineicnninnens 1854
Acamprosate CalCitm ........ccccccuveveurecerrevcunereeennerenneennes 11.5-5945
Acanthopanax bark ... 1360
ACAIDOSE ... 1857
Accuracy and uniformity of delivered doses from multidose
CONtAINETS (2.9.27.) ivveeeriereeereerereeeteere e ereresereese e s sesenee 395
Acebutolol hydrochloride .. .... 1859
Aceclofenac 1861
Acemetacin 1862
Acesulfame potassium........... ... 1864
Acetate trihydrate, sodium ... ... 3969
Acetazolamide............ccccec.... .... 1865
Acetic acid, glacial ......ccocceuneerrecernccrnnienncnen ... 1866
Acetic acid in synthetic peptides (2.5.34.) ..ccocceuvuverrerirernenennee 194
ACELONE ... 1867
Acetylcholine chloride .......c.occoveueivcuemncenicicrcreceenes 1868
Acetylcysteine.................. ... 1869
B-Acetyldigoxin 1870
Acetylene intermix (1 per cent) in nitrogen.........c.cccec.c.... 1873
Acetylsalicylic acid .....cooevveeccreirnniccrcniniicnes ... 1874
Acetyltryptophan, N- .. ... 1875
Acetyltyrosine, N-........... ... 1877
Achyranthes bidentata root.. ... 1361
AcicloVir.....coeicnicnicnne, ... 1878
Acid ValUe (2.5.1.) vttt nn 179
Acidum picrinicum for homoeopathic preparations......... 1807
Acidum succinicum for homoeopathic preparations ........ 1808
ACIIEtiN o 1880
Actinobacillosis vaccine (inactivated), porcine .................. 1202
Activated charcoal ........cccovevvceccvnicnicrneennee ..2282
Activated coagulation factors (2.6.22.).....cccccccvecunicurinicennnee. 240
Active substances - N-nitrosamines in (2.5.42.) .....cccceeverenee. 199
Adapalene ... 1882
Additional information on gene therapy medicinal products
for human use (5.34.) ....cceevvereveeeereeeeereeerereeereenenes 11.7-6569
Additives, plastic (3.1.13.) coceerrrereeererrereererrerereneseneneeeeeaene 467
Adenine.......cooccveeereniennenen ... 1883
Adenosine ........cocceneeenierrierneeieeeeeeeeens ... 1884
Adenovirus vaccine (inactivated), canine... ... 1143
Adenovirus vaccine (live), canine.........ocecveveveevveveeeseenennns 1144
Adhatoda vasica leaf.............c........... 11.3-5119
AdIPIC ACH ettt eaens 1885
Adonis vernalis for homoeopathic preparations .. 1808
Adrenaline ......ccooveeeeeirnniccerennceeeee e ... 1886
Adrenaline tartrate ...........ccecceeeeeerreccuneverrererenrerenseenseenseenns 1887
Adsorption, gas, specific surface area by (2.9.26.)................ 392
Aerodynamic assessment of fine particles in preparations for
inhalation (2.9.18.) .o 369
Aflatoxin B, in herbal drugs, determination of (2.8.18.)..... 327
AGAT it 1362
Agaricus phalloides for homoeopathic preparations......... 1809
Agnus castus fTUit.....coccvccerccirirerreereecneeceeeeeeeenne 11.3-5120
Agnus castus fruit dry extract..........cccccceecnicnccniccrencnns 1364
Agrimony.......cceeevivviviniiiinenenns ... 1365
Air, medicinal ... 1889
Air, synthetic medicinal.......ccccoeniccennnicennncceenenee 1891
Akebia stem 1366
Alanine............ 1892
Albendazole .1893
Albumin solution, human ..., 2971
AIDULETOL ..ottt seeenees 11.3-5271
Albuterol sulfate........c.ccvecerveciriverniccrnrcreeeeneenne 11.3-5273
Alchemilla.....c.ovoiiceiiiiieercceeee e 1368
Alcoholimetric tables (5.5.) c.ooviiviveeiiieeeeeeeeeeeeeeee e 763

6704

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

Alcuronium chloride..........c.c....... ...1894 Ammonia (“N) injection................. ... 1247
Alendronate trihydrate, sodium .. 3969 Ammonia solution, concentrated.................... 1948
Alexandrian senna pods ........ccccceeveerneerreennierneernenerenenens 1725 Ammonio methacrylate copolymer (type A).... 1949
Alfacalcidol........c..cocueueee. ....11.6-6191 Ammonio methacrylate copolymer (type B) .... ... 1950
AlfadeX ..o o 11.4-5583  AmMmOonium (2.4.1.) et 147
Alfentanil hydrochloride hydrate ...........ccccocooicincincnnne 1898 Ammonium bromide .........ccococviciniciniiciiininnicncnceenee 1951
Alfuzosin hydrochloride........c.ccoceuveeeneeneccnicneccrncccrnccnnes 1900 Ammonium carbonicum for homoeopathic prepara-
Alginate, SOdIUM.........cccuriuiiniciricircecercc s 3971 HHODS.ceiiiiciiccecic e 1812
Alginic acid......cccoeevinieinnns ..1901 Ammonium chloride.......... 1952
Alimemazine hemitartrate..........cc.cccvuuenee. ..1902  Ammonium glycyrrhizate ............... 1953
Alkaline impurities in fatty oils (2.4.19.) c.ccccveuveuvicurernenrinnee 154 Ammonium hydrogen carbonate ..........ccccocoeuviiiiiniiinicinnnas 1954
Alkaline-earth metals and magnesium (2.4.7.)...cc.cccoreueunece. 149  AmMOMmMUM fTUIt.cuiiiiieiiiieieeeieeceecereee e 11.5-5907
Alkaloids, contaminant pyrrolizidine (2.8.26.).................... 335 Amomum fruit, round........ccoeeeveiveeeeeeeeeeeeeeene 11.5-5918
AllANtOIN .o sseaesseserenenenneee ..1903  Amorolfine hydrochloride.........ccccceoveenicrreccrneccrnnerneniennenes 1954
Allergen products .......cceeeeeeeerreerrecrreeereerereereenseeenn. 11.6-6149 Amoxicillin sodium............ .... 1956
Allergen products, animal epithelia and outgrowths for...1973 Amoxicillin trihydrate..........ccccouverieivenenininicnencrcriennes 1958
Allergen products, Hymenoptera venoms for..................... 3048 Amperometric detection, direct, and pulsed electrochemical
Allergen products, mites for..........ccccccvcnccniccnccnnicennnn 3427  detection (2.2.63.) ittt 126
Allergen products, moulds for .. ...3448 Amperometric titration (2.2.19.) .ccccouvieiniiniinininnineiniiiennes 41
Allergen products, pollens for.........c..ccvueiueucicunnace. .3743  Amphotericin B ....ccccovevevennenenee 11.4-5584
Allium sativum for homoeopathic preparations ... 1811 AMPICHN ot 1963
AllOPUTrinol ......covcueiceeicciiciecreceeeeeesee e ..1904 Ampicillin sodium....... 11.3-5161
all-rac-Phytomenadione . ..3712  Ampicillin trihydrate......c..ocooeennnncennnciceenceneeenns 1967
all-rac-a-Tocopherol........ ..4236 Amprolium hydrochloride for veterinary use... ...1969
all-rac-a-Tocopheryl acetate.. 4239  Amylmetacresol ... 11.1-4641
Almagate .......coeerveereenererneennee ..1906  Anacardium for homoeopathic preparations.........cc.ccouc... 1813
Almond oil, refined .....c.coveievicieeieiceeeeeeeee e 1907 Anaemia vaccine (live), chicken, infectious................ 11.1-4606
Almond oil, VIrgin ... 1908 Analysis, thermal (2.2.34.) ccccevvurnvcecnrnecerenerineenereeeeenene 66
Almotriptan malate .. ...1908  Analytical sieving, particle-size distribution estimation by
Aloes, Barbados......... 1369 (2.9.38.) ettt 11.1-4523
Aloes, Cape......covveureeerreccrneecnns 1370 Anamirta cocculus for homoeopathic preparations .......... 1821
Aloes dry extract, standardised..........cccccooeecuricirccriniecnnnnes 1371 ANASLrOZOle.....c.oiuiiiciiciicicci s
Alovudine (**F) injection............ ....11.3-5099  Andrographis herb
Alphacyclodextrin ........ccueveuemcucmneuenicenienreenreereneneene 11.4-5583 Anemarrhena asphodeloides rhizome..........cccocoeceuerrerenenence 1375
Alpinia oxyphylla fruit.....ccoeeuvernecnienneneeeennn. 11.4-5571 Angelica archangelica root ..., 1377
Alprazolam Angelica dahurica root
Alprenolol hydrochloride ..o 1911 Angelica pubescens root .........cccccevieuniciniccinicnincininieennnne 1380
AIProstadil.......ceeveceeecreerceciereinecineeerreerseeieeseseeeienesesseeeseaens 1913 Angelica SINENSIS FOOL ....c.vucueeeurrecueeiierererieeneeerseenseereeenes 1382
Alteplase for iNJECtion ........ccveeuveerriccrneerrenerreerenereereeenneaens 1915 Animal anti-T lymphocyte immunoglobulin for human
Alternative methods for control of microbiological quality USC.uvneuererenenesteesetseststaesesessesesesesesesseseaesesesssstacsesessassasacsesesnenes 1978
(5:116.) ettt 658 Animal epithelia and outgrowths for allergen products.... 1973
Altizide...... .1918 Animal immunosera for human use.........cccccoevicnicnicnnnes 929
Alum....cvcncicicinnen, ...1919  Animal spongiform encephalopathies, products with risk of
Aluminium (2.4.17.) oo 153 transmitting agents of ..o 942
Aluminium chloride hexahydrate 1920 Animal spongiform encephalopathy agents, minimising the
Aluminijum hydroxide, hydrated, for adsorption.. ...1920  risk of transmitting via human and veterinary medicinal
Aluminium in adsorbed vaccines (2.5.13.)..cccccccveevrevvereerennee 183 products (5.2.8.) ccccceerirerirceereenirieeiereineeeereseseeeesereneaeeseeene 698
Aluminium magnesium silicate........cooceveeerrecrrecerrencrecnenens 1921 ANISE Ol cucecinieiieciricicieienceiceteeeeteeeieeeieseeenseeessesesseseienaeaen 1383
Aluminium oxide, hydrated......... ...11.5-5946  Aniseed ........ccoocccuricnaee. ... 1385
Aluminijum phosphate gel......... ....11.6-6192  Anisidine value (2.5.36.) .....coceuveuirverririnrinincireininsisieienennes 194
Aluminium phosphate hydrate..... ...11.6-6193  Antazoline hydrochloride.......c..cccocccuncrniccrncnne ...1974
Aluminium sodium silicate........ ..11.5-5946  Anthrax spore vaccine (live) for veterinary use.................. 1119
Aluminium stearate................ Anthrax vaccine for human use (adsorbed, prepared from
Aluminium Sulfate.......ccoveveeveieieiececececeeeeceee et CUlture fIlErates).....ccvveiveeverrereereeeeeeeeeeeer e e 1013
AIVErine CHIALE...c.cuveveecriecrricreiereeeeeeereneeeneeesseaesseeenseecnes Anti-A and anti-B haemagglutinins (2.6.20.)......cccc.ccovueunevee. 235
Amantadine hydrochloride ... Antibiotics, microbiological assay of (2.7.2.) ....cccccovueeuveuenee 278
Ambroxol hydrochloride .......c.ccoveceirnnccnnnncicreneenen Antibodies (anti-D) in human immunoglobulin, test for
Amfetamine sulfate ........ccooovveeeeieiviecececceee e (2.6.26.) ettt sttt nens 240
Amidotrizoate, sodium.......... Antibodies for human use, monoclonal..................... 11.2-4843
Amidotrizoic acid dihydrate . Anticoagulant and preservative solutions for human blood
AMIKACIN e LLBE5159 e 1975
Amikacin sulfate .......ccocccveverreecrrercrnnnne Anticomplementary activity of immunoglobulin
Amiloride hydrochloride dihydrate ... (206.17.) e 11.1-4509
Amino acid analysis (2.2.56.) ...c.cceceureverererrrenrcererereierennenene 109 Anti-D antibodies in human immunoglobulin, test for
Aminobenzoic acid, 4-.....oovvveeeeieieeeeeceeeeee e 1940 (2.6.26.) vttt ns 240
Aminocaproic acid Anti-D immunoglobulin for intravenous administration,
AmINOPhylline .....c.ccccuvvcuevereincecineenecnierreerneeienereene 11.1-4756  HUMAN cc.viiiieiciciciccirecteeeienereneeeeseeesseses e ieseseseaenseaes 2974
Aminophylline hydrate.............ccccocninincncinnnen. 11.1-4757 Anti-D immunoglobulin, human ..........cccccovccinincnnes 2973
Aminosalicylate dihydrate, sodium.........cccccceeeuvciniinnnne 3972 Anti-D immunoglobulin, human, assay of (2.7.13.) ............ 298
Amiodarone hydrochloride............. .11.7-6621 Antimicrobial preservation, efficacy of (5.1.3.) ....c..ccevuueeeee. 655
Amisulpride......ccooovecriuennence. ...1944  Antiseptic medicinal products, determination of bactericidal,
Amitriptyline hydrochloride. ..1945  fungicidal or yeasticidal activity of (5.1.11.) cc.ccceevuueucucnncs 673
Amlodipine besilate.......cooeeuerrveniceennneniernreeeeeneenes 1947 Antiserum, European viper Venom .............ccceeeveueererccucunane 1238
General Notices (1) apply to all monographs and other texts 6705

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

Anti-T lymphocyte immunoglobulin for human use, Atenolol.......cocccuciiniiiccces

ANUMAL ettt 1978 Atomic absorption spectrometry (2.2.23.) .
Antithrombin III concentrate, human............. 2974 Atomic emission spectrometry (2.2.22.) ....cccceneuernierricrniennes 42
Antithrombin IIT, human, assay of (2.7.17.) ..ccocceovererrerernnnee 303 Atomic emission spectrometry, inductively coupled plasma-
Apis for homoeopathic preparations................... L1814 (2.2.57.) curreeeieirineeeieiristeeie ettt sttt 116
Apomorphine hydrochloride hemihydrate ..... ..1981 Atomoxetine hydrochloride .
APPATALUS (2.1.) ceeoveeiiecrieeieeereieieiseeeeseeeiseeseeseeeneaessesenseae e 17 Atorvastatin calCitim .......c.cccceneeeeneerniennicrneenneennenenn.
Apparent dissolution (2.9.43.)...c.cccevvereerenrereneerninenenenerennes 426 AtOVAQUONE....ceuevriiiaciereteereeeaeretetsesesesese ettt e sseesene
Application of the F concepts to heat sterilisation processes Atractylodes lancea rhizome

(5:1.5.) ettt 658 Atractylodes rhizome, largehead ..........cccccoveeeuinicnicnnnne. 1396
Approximate pH of solutions (2.2.4.)......ccceueuemvemrirrereeneeeennenn. 30 Atracurium besilate ..o, 11.3-5163
Aprepitant........vvnnniiniiins L1982 ALIOPINE ...t 2018
Apricot seed, bitter ... .. 1417  Atropine sulfate............ ..2019
Aprotinin ... ...1984 Aucklandia root .... ... 1398
Aprotinin concentrated solution . .11.7-6623  Aujeszky’s disease vaccine (inactivated) for pigs....... 11.4-5541
Arachis oil, hydrogenated..........ccccccocoeiviininincniinnnn 1989 Aujeszky’s disease vaccine (live) for pigs for parenteral
Arachis oil, refined ........c.cccvviuiveinccnccce e 1989  adminiStration........cccooceurecurecueecuemnieemnieenreeereeieeseneeseaenseees 1121
ATGININE ..o 1990 Aurothiomalate, SOdiUm .........ccooccuriiuiiiiicinicinicrcrccee 3975
Arginine aspartate ........... ..1991 Aurum chloratum natronatum for homoeopathic
Arginine hydrochloride .. 1992 Preparations .........ccccenicuricuricmeecnsensieesaesseeceseeseeaenas 1815
Argon ........... 1993 Australian dodder seed 11.7-6601
Aripiprazole........coociiiciniaes ..1994  Automatic rolling ball and falling ball viscometer methods
Aristolochic acids in herbal drugs, test for (2.8.21) ............. 330 (2.2.49.) oottt et r e 104
ATNICa flIOWET ....ovvirereeercteeeteeeee et 11.2-4853 Avian infectious bronchitis vaccine (inactivated)......11.4-5542
ATNICA HNCTUTE ...vvivieveeeceecteeeceeetee et ese e 1389 Avian infectious bronchitis vaccine (live)................... 11.1-4597
ATSENIC (2.4.2.) coevetieererieereeeeteeeeereeesere e es e ses e s reasnes 147 Avian infectious bursal disease vaccine (inactivated)........ 11.4-
Arsenicum album for homoeopathic preparations............ 1815 5543
Arsenious trioxide for homoeopathic preparations........... 1815 Avian infectious bursal disease vaccine (live)............. 11.1-4598
Articaine hydrochloride........ccccoeenienicrniccnicnicnnee 1996 Avian infectious encephalomyelitis vaccine (live).....11.4-5544
Artichoke leaf............cc.c..... .1390 Avian infectious laryngotracheitis vaccine (live)....... 11.1-4601
Artichoke leaf dry eXtract.......ccooccencccenecrrenerrercrenncrenneenneaens 1391 Avian paramyxovirus 1 (Newcastle disease) vaccine
Ascorbate dihydrate, calcium.... W 11.7-6635  (inactivated) o 11.4-5555
Ascorbate, sodium.........ccceuneee. ....11.2-4945  Avian paramyxovirus 1 (Newcastle disease) vaccine
ASCOTDIC ACIA vt 11.2-4865  (LIVE) tvievieeeieeeceeeceeeeee ettt st reneene 11.1-4608
Ascorbyl palmitate.......ocevcereurineicrerrnncieerreeereeeeaene 1999 Avian paramyxovirus 3 vaccine (inactivated) for
Ash insoluble in hydrochloric acid (2.8.1.) ..... EUTKEYS ettt eeenneee 11.4-5546
ASh 1eaf ..o 1392 Avian tuberculin purified protein derivative..........c.coueuce.. 4303
Ash, sulfated (2.4.14.) .o 152 Avian viral tenosynovitis vaccine (live) .....c.c..cccovuneeee. 11.1-4602
ASh, t0tal (2.4.16.) vt 153 Azaperone for Veterinary Use ..........ccoereerreerrererrecrenenes 2021
Asparagine monohydrate.... .2000 Azathioprine.......cocoecvereurunencnee .2022
Aspartame........ ..2001 Azelastine hydrochloride... ...2023
Aspartic acid.......cococuvecuniciniciicnccees 2003 AZIthromycin ... 2025
Assay of 1,8-cineole in essential o0ils (2.8.11.) .c.cccceuvvuerneuenee 323
Assay of Bet v 1 allergen (2.7.36.) ..c.ccccuvecurecrriniceniciriceneaees 317 B
Assay of dlphtherla vaccine (adsorbed) (2.7.6.)..c.cccveverennee 285 B19 virus (B19V), validation of nucleic acid amplification
Assay of hepar%n F2.7.5.) ....... . 11.5-5825 techniques for the quantification of BI9V DNA in plasma
Assay of heparin in coagulation factors (2.7.12.) .ccoooevsvee 297 DOOlS: GUIAEHINES.......ovrsseooeeeeeeeeeeeesoeeeee oo 236
Assay of hepat}t}s A vaccine (2.7.14.) oo, 300 Bacampicillin hydrochloride.... 2031
Assay of hepatitis B vaccine (tDNA) (2.7.15.)....c.ooore 300 BACHFACHN crvermverererssrssnsseseseseses s 2033
Assay of human a-1-proteinase inhibitor (2.7.32.) we...coe.... 315 BACHTACIN ZENCerrrovororeseoeoeooee oo sseeeeeees s 2037
Assay of human anti-D immunoglobulin (2.7.13.) .............. 298  Baclofen .
Assay of human antithrombin III (2.7.17.).cccvcvveeesciiivvrrrens 303 Bacterial endotoxing (2.6.14.).c..eereeeeeeeersesseseeeeeeeeeeeessesseen 226
Assay of human Cl—estergse inhibitor (2.7.34.) ccccovevevennee. 316  Bacterial endotoxins, guidelines for using the test for
Assay of human coagulation factor II (2.7.18.) ..o 303 (5.1.10.) orcerrereeensersnnssses e e 669
Assay of human coagulat}on factor IX (2.7.11.) voevvvvviienens 297 Bacterial endotoxins using recombinant factor C, test for
Assay of human coagulation factor VII (2.7.10.)... 296 (2.6.32.) ooroeerseersees s 252
Assay of human coagulatpn factor VIIT (2.7.4.) wcveveerennee. 284 pactericidal, fungicidal or yeasticidal activity of antiseptic
Assay of human coagulat}on factor X (2.7.19.) vvvvvvvverrrrn. 304 1 edicinal products, determination of (5.1.11.) ....cc.rvuee.. 673
Assay of human coagulation factor XI (2.7.22.) cccccccovvvvuvnnees 307 Bajcal SKULLCAP TOOL .. 1399
Assay of human plasmin inhibitor (2.7.25.) ceooocevssivvesssn 310" Balances for analytical purposes (2.1.7.) ccccccccooerrssssserrirreren 20
Assay of human protein C (2.7.30.)ccvvvvvvererssssssssssiisinnie 314 Bambuterol hydrochloride ........cceceverenne. .. 2042
Assay of human protein S (2.7.31.) coccevccenenecnecrneccneennes 315 Barbados aloes ..., 1369
Assay of human von Willebrand factor (2.7.21.) ccccccccvvvce 305 Barbary Wolfberry fruit......coocmeeenreeeceeneeesneeeeeesseeesenens ... 1401
Assay of 1nterferpns (5..6.) ........................................................ 777 Barium chloratum for homoeopathic preparations .......... 1816
Assay of pertussp vaccine (acellular) (2.7.16.) ccccvveveerrnnnn. 301 Barium chloride dihydrate for homoeopathic
Assay of pertussis vaccine (whole cell) (2.7.7.) . PLEPATALIONS ..vvvvvervenrienrsssisesesesesssessssssssssssssssssssssssssssssnsens 1816
Assay of Phl p 5 allergen (2.7.37.).ccccccvecerrercrnecrnncnnen. 11.4-5375  Barium sulfate 2043
Assay of poliomyelitis vaccine (inactivated), in vivo Basic butylated methacrylate copolymer. 2044

(2.7.20.) e e 304 BCG for IMMUNOthErapy....vvovovooooeeoeeeeeeeecececccereeereeeeee 1014
Assay of tetanus vaccine (adsorbed) (2.7.8.) coovovvvciisiiiinnceen 291 BCG vaccine, freeze-dried ......oommveeormeeoreeeeeeeeeeeeeeesssereeenns 1015
Assays (2.5.).............: ........................ 179 Bearberry leaf...........ooooooocoerrn. 1402
Astragalus mongholicus root ... 1393 Boclometasone dipropionate 2045
Atazanavir sulfate ... 2005
6706 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

Beclometasone dipropionate monohydrate.....
Beeswax, White ....coceveeerneerncerrecreniceneennecnnes
Beeswax, yellow.......cccoceureueunee.
Belamcanda chinensis rhizome....
Belladonna for homoeopathic preparations....
Belladonna leaf..........c.ccccooviiiiincncnicinn
Belladonna leaf dry extract, standardised ..........cccoceeucuceeee
Belladonna leaf tincture, standardised............cccocccvuerureucne
Belladonna, prepared......cc.ccevuveeeucuerenes
Benazepril hydrochloride ...
Bendroflumethiazide....

Benperidol ........ccooeeuveiuennee
Benserazide hydrochloride.
Bentonite........ccocovevererererennn
Benzalkonium chloride.................
Benzalkonium chloride solution...................
Benzathine benzylpenicillin tetrahydrate...................
Benzathine penicillin G tetrahydrate...........................
Benzathine penicillin V tetrahydrate ........cccccccoeveviurininnaes
Benzathine phenoxymethylpenicillin tetrahydrate ............
Benzbromarone..........o.ccvciviiiiiiinicnce s
Benzenesulfonate (methyl, ethyl and isopropyl) in active
SUDSEANCES (2.5.41.) vivieeerieriereeeteereeereereererereereerese e eresreseenes 198
Benzethonium chloride....... ...2063
Benzocaine...........coeuuenee. .2064
Benzoic acid .... ... 2065
Benzoin, Siam ... 1410
Benzoin, Sumatra.......cccvvvviciin e 1411
Benzoin tincture, Siam........ .. 1411
Benzoin tincture, Sumatra..... .. 1412
Benzoyl peroxide, hydrous.........ccccoocvcuvivivinciniincniinininnnns 2066
Benzydamine hydrochloride. .11.1-4649
Benzyl alcOhol.......covcicinininiccicirircccecce s 2069
Benzyl benzoate ..........ccoviveeniciricrnecieinieneeeeeeeeeeaens 2070
Benzylpenicillin (benzathine) tetrahydrate................ 11.3-5169
Benzylpenicillin potassium
Benzylpenicillin (procaine) monohydrate............cc.cceeecee. 2075
Benzylpenicillin soditum .........c.occveeurecernnenneieniennecerneenns 2077
Berberis aristata stem...... .11.1-4623
Betacarotene ... 2079
Betacyclodextrin .......coceueeunicrrecrrenienneenneennes ....11.4-5589
Betacyclodextrin, poly(hydroxypropyl) ether..................... 3041
Betacyclodextrin, sodium 4-sulfonatobutyl ether .....11.4-5707
BetadeX......coiiuiciiiic s 11.4-5589
Betahistine dihydrochloride........cccccoovniccciinnnccccrnincnce 2082
Betahistine mesilate
Betamethasone.........coccvciciiciiicnccccccs
Betamethasone acetate..........ccocecuviuviriciniinenrieeicnennes 11.4-5590
Betamethasone dipropionate........c.cccoeveeeeernnevcecreenenecnee 2087
Betamethasone sodium phosphate........cc.cccveerreerreccrrcecnnes 2089
Betamethasone valerate ...... ....11.4-5592
Betaxolol hydrochloride........cccocccueiennicccnnnniccrcienienen 2092
Betiatide for radiopharmaceutical preparations.... .. 1248
BezafIbrate ..........coccuiiiiiiiiiiicc
Bicalutamide.........cocviurieineiniiniicicicnciceeenens
Bifonazole................... .
Bilberry fruit, dried ........cccooveeneenecneneneeneeneeneens 1413
Bilberry fruit dry extract, fresh, refined and standardised.. 1520
Bilberry fruit, fresh......c..cocovvevnivnccnencnecnccnccncens 1414
Biological assays (2.7.) ..c.cceverreerreneieeneieenienieenneeenseenseesnenes 277
Biological assays and tests, statistical analysis of results of
(5.3.) toeieeetre et 721
Biological indicators and related microbial preparations used
in the manufacture of sterile products (5.1.2.) ...c.ocoeveuenee. 652
Biological products, general texts on (5.2.) ...c.ccoeeeriucuriennenes 679
Biological products, terminology used in monographs on
(5.2.1.) ettt 679
Biological tests (2.6.) .....coueuniecuriciriciiicieniescee e 207
Biotherapeutic products for human use, live ......ccocceveuennes 935

Biotherapeutic products (live), microbiological examination of
(tests for enumeration of microbial contaminants) (2.6.36.)
.................................................................................................. 262

Biotherapeutic products (live), microbiological examination
of (tests for specified micro-organisms) (2.6.38.).......c...... 267
BIOtIN et ....2098
Biperiden hydrochloride.... ....2100
Biphasic isophane insulin injection... ... 3092

Birch leaf......oooeeieivieiciceceerenee ... 1415
BiSACOAYL...uuriuiiricieiiiciicicireireeieeeee e 2101
Bismuth subcarbonate..........ccooveviereceivieiiicieeeens 11.3-5171
Bismuth subgallate........cccceoeneccveeinnniccernrneiererenenes 11.3-5171

Bismuth subnitrate, heavy ..o 11.3-5172
Bismuth subsalicylate..........ccccoeiniiniininiinne, 11.3-5173
Bisoprolol fumarate...........ccccueuviviricinciniinieniciecieenaes 2106
Bistort rhizome............. ... 1416
Bitter apricot seed.... .. 1417
Bitter fennel.................. 1508
Bitter-fennel fruit oil ... ... 1419
Bitter-fennel herb oil........cocccviiicncncnicrcecrcnee 1420
Bitterness value (2.8.15.) ccoccveiieeceeriereeeeereereeeeereereeeveenns 326
Bitter-orange epicarp and mesocarp. ... 1423
Bitter-orange flower..........cccccooviinicnicniccnecnne ... 1424
Bitter-orange-epicarp and mesocarp tincture... ... 1424
Bitter-orange-flower Oil........cc.ccocoenicinvcrnncenicncnceenees 1634
Black cohosh.......cccccviiiiiiiiiiicccce, 11.6-6163
Black horehound.........c.ccoeeeneueunicnierneccrneneiecnerenneeennee 11.3-5122
Blackcurrant leaf..........c..ccvciiiiinicncccecce 1430
Bleomycin sulfate...........coveeneerrenerreniernierneenneereeneieeneenneeens 2108
Blood and blood components, human, empty sterile containers

of plasticised poly(vinyl chloride) for (3.3.5.)...cccccccvucuncuncs 499
Blood and blood components, human, materials based

on plasticised poly(vinyl chloride) for containers for

(3.3.2.) et 11.5-5847
Blood and blood components, human, materials for containers

o) o (< 25 70 1 IO 491
Blood and blood components, human, sterile plastic

CcONtAINEers fOr (3.3.4.) cucviiviveeriieeereeeeeeeeeeeerereee e 497

Blood and blood components, materials based on plasticised
poly(vinyl chloride) for tubing used in sets for the transfusion

OF (3.3.3.) ettt seee et seae e neaeneaes 494
Blood and blood components, sets for the transfusion of
(3.3.7.) teveeeeseeeeeeeeeeeeseeeeeeesseseseeeeseeese s sss s eesessse e eessennes 501

Blood containing anticoagulant solution, human, sterile
containers of plasticised poly(vinyl chloride) for (3.3.6.).. 500
Blood, human anticoagulant and preservative solutions
FOT s
Bogbean leaf ..o
Boiling point (2.2.12.) ....
Boldine.......cccviiiiiiciiiiiciicic s
Boldo leaf ...
Boldo leaf dry extract...................
Borage (starflower) oil, refined....

Bordetella bronchiseptica vaccine (live) for dogs....

Boric acid.....ccooveeieieeeeeeeeeeee e 2112
Botulinum antitoXin .......c.ccoeeeeeeeeriererieeeseeeeeee e eseeienens 1233
Botulinum toxin type A for injection.........ccoceveevrccrreenees 2112
Botulinum toxin type B for injection
Bovine leptospirosis vaccine (inactivated) ........ccoeeururennee 1135
Bovine parainfluenza virus vaccine (1ive)........coceeeevevruruence 1136
Bovine respiratory syncytial virus vaccine (live)................ 1137
Bovine rhinotracheitis vaccine (inactivated), infectious ... 1183
Bovine rhinotracheitis vaccine (live), infectious ..... ... 1184
BOVINe Serum .....cceeereeieninenienieneeieneneerese e L2115
Bovine tuberculin purified protein derivative... ... 4303
Bovine viral diarrhoea vaccine (inactivated) .........ccccoevneee 1138
Brimonidine tartrate ..........ccoeeeeeeeeereveeeeceerereeeeeeeeeeeenenens 2117
Brivaracetam

Brivaracetam injection or infusion
Brivaracetam oral solution ..........cccooecuvecciniccriinncnnne
Brivaracetam tablets..............
Bromazepam .......ccccceevuenenee.
Bromhexine hydrochloride...
Bromocriptine mesilate.........
Bromperidol ......cceeeeeuerrininiceinnnce e

General Notices (1) apply to all monographs and other texts

6707

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

Bromperidol decanoate.......
Brompheniramine maleate
Bronchitis vaccine (inactivated), infectious, avian....11.4-5542

Bronchitis vaccine (live), infectious, avian 11.1-4597
BIotiZOlam ......cvcuiiviiieieictcteeeteceeeetee ettt 2127
Brucellosis vaccine (live) (Brucella melitensis Rev. 1 strain) for

VELEIINATY USE...oviviuiiiiiiiiiiiicic s 1140
Bryonia for homoeopathic preparations..........cc.ccooeecuveucenee 1818
Buccal fiIMS c...ovvvecicicee e 987
Buccal tablets and sublingual tablets..........ccccccccviuvirrinicnncn. 987
Buccal tablets, mucoadhesive...........ccoeuerecerneenierecenieieienne 987
Buckwheat herb .........cceeueuneee. 1434
Budesonide.......... 2128

Bufexamac ...
Buffer solutions (4.1.3.).......

Buflomedil hydrochloride..........ccooeueeueiniivinivccneniiricicnnes 2132
Bulk density of powders (2.9.34.) ....ccocccveverreverrnernnnee 11.5-5830
Bumetanide .....ococeeervirinenicreieincceeecee e 2133
Bupivacaine ... ...11.3-5173

Bupivacaine hydrochloride. ...11.2-4869
Bupleurum root ..... 1435
Buprenorphine.......cccoevveveeneeee 2136
Buprenorphine hydrochloride .........cccoocviiniinicininnnn 2138
Burdock root .........cccoveueiuvicinnnce. 11.3-5124
Bursal disease vaccine (inactivated), infectious,

AVIAN i 11.4-5543
Bursal disease vaccine (live), infectious, avian........... 11.1-4598
Buserelin ..o 2140
Buspirone hydrochloride..... 2142
Busulfan ..o 2144
Butcher’s broom...........ccc....... 1437
Butyl parahydroxybenzoate.................... 2144
Butylated methacrylate copolymer, basic. ...2044
Butylhydroxyanisole..........cccocccurcuricirenerenienienereeneeeenns 2146
ButylhydroXytoluene ..........cocevccereirenenecernnenenecreneenenieenens 2147
C
Cabazitaxel aCetone ..........cceveuveuirrieririciniiecirineieiennes 11.4-5603
Cabazitaxel acetone concentrate for infusion ............ 11.4-5605
Cabergoline ........cccvceuneerreeineniieeieneeneerneeseeienseseeeaeseaens 2151
CAChELS ...t 967
Cadmium sulfate hydrate for homoeopathic prepara-

BIOTIS vttt 1819
Cadmium sulfuricum for homoeopathic preparations...... 1819
Caffeine.......ccviciiiciccc s 2152
Caffeine monohydrate..... ...2153
Calcifediol monohydrate ... ....11.6-6203
Calcipotriol.......cccoeeveiuennee ... 11.6-6204
Calcipotriol monohydrate .......c.cccceereccrerrnniccennenns 11.6-6206
Calcitonin (SAlmon)........c.ceeevereveveereeeeereeeeereeeeeeerereeeeerens 2161
Calcitriol ........ccoccuueee. 11.6-6209
Calcium (2.4.3.) ettt reaeas 148
Calcium acetate.......ccoveuveeene ....11.6-6210
Calcium ascorbate dihydrate. ..11.7-6635
Calcium carbonate.........c..cccveeurecurencieeneienienieneereereeeenes 2166
Calcium carboxymethylcellulose.... ....11.4-5614
Calcium chloride dihydrate.......... ....11.2-4876
Calcium chloride hexahydrate ........ ....11.2-4876
Calcium dobesilate monohydrate.........c.ccccovvecuennene. 11.3-5179
Calcium edetate, SOAIUM ......ccovverreiueeniienriecree s 3978
Calcium fluoratum for homoeopathic preparations.......... 1820
Calcium folinate hydrate.........c.occcveveeniuerricneerneennen. 11.4-5608
Calcium glucoheptonate...... ..2171
Calcium gluconate.........c.ccone.... 2172
Calcium gluconate, anhydrous..... 2173
Calcium gluconate for injection ..... ..2173
Calcium glycerophosphate............ ....11.6-6211
Calcium hydrogen phosphate ....................... ....11.5-5951
Calcium hydrogen phosphate dihydrate..................... 11.5-5952
Calcium hydroxide ..........ccveiuieirinicnicniccrcrceeees 2177
Calcium in adsorbed vaccines (2.5.14.) ....ccoevevevreveereerevreeenene 184

Calcium iodatum for homoeopathic preparations....11.3-5153

Calcium iodide tetrahydrate for homoeopathic

Preparations ... 11.3-5153
Calcium Jactate.......ccoveuveeieeniceniciricrereeeeeeeree s 2178
Calcium lactate monohydrate...... 2179
Calcium lactate pentahydrate... 2179
Calcium lactate trihydrate ... 2180
Calcium levofolinate hydrate .........ccoceuveerecncrerneennee 11.4-5610
Calcium levulinate dihydrate ...........ccoccvccviincnicncnnes 2183
Calcium pantothenate........cococccoevvrniccuerrnencccrerrnenee 11.2-4877

Calcium pentetate (sodium) hydrate for radiopharmaceutical
Preparations ... 1290
Calcium phosphate......
Calcium stearate .................
Calcium sulfate dihydrate.....
Calendula flOWer .......coceueueirininiicirrrrece e
Calf coronavirus diarrhoea vaccine (inactivated).
Calf rotavirus diarrhoea vaccine (inactivated)....................
Calicivirosis vaccine (inactivated), feline .........ccccoeveeevenne.
Calicivirosis vaccine (live), feline ................
California poppy
Camphor, D-......ccceueee.
Camphor, racemic..........
Candesartan cilexetil........c.cocoeeuenncrccunne.
Canine adenovirus vaccine (inactivated)....
Canine adenovirus vaccine (live)..............
Canine distemper vaccine (live) ......c..cc......
Canine leptospirosis vaccine (inactivated) .........ccccoeecueenee
Canine parainfluenza virus vaccine (live) .....c.ccocoevvereuenees
Canine parvovirosis vaccine (inactivated)..
Canine parvovirosis vaccine (live)................
Cannabidiol...........
Cannabis flower ...........
Cape aloes.....ccceuvurencnee
Cape jasmine fruit ..o
CapeCitabine. .....cccuevririiecierririniicreecee s
Capillary electrophoresis (2.2.47.).....
Capillary viscometer method (2.2.9.)...c.cccccuviiiniciniciniccninnne 33
Caprylate, SOIUML........cocceuveeierrieeierneerneeieceieeneienneeenreennes 3979
Caprylic acid .....ccccvvvivicininiiiii, ...2194
Caprylocaproyl macrogolglycerides.. ... 2195
CapsiCum ....cvcviiiiiiiii s ... 1442
Capsicum oleoresin, refined and standardised . ... 1443
Capsicum soft extract, standardised .................. ... 1444
Capsicum tincture, standardised.......c.cccccevrrerecerrernenenee
CAPSULES ..ot
Capsules and tablets, disintegration of (2.9.1.).
Capsules, gastro-resistant .............cocoeveiricinicinnenicininenninns
Capsules, hard.........c.occeveenienvcnnceeeneecseeeeeenneenes
Capsules, intrauterine............
Capsules, modified-release...
Capsules, oromucosal.....
Capsules, rectal ...............
Capsules, soft.........
Capsules, vaginal..........ccocccvccurniinicncnicrceneeenes
CaPLOPTl.ceuceciiiieiciciieirccireeieeeeenreee et seeessesenes
Caraway fruit..
Caraway Oil.....coccceverrinnicceirncce e
Carbachol.......ccveeueieiricceree e
Carbamazepine.............
Carbasalate calcium
Carbidopa........
Carbimazole ...
Carbocisteine..
CarbOMETS ...t
Carbon dioXide .......cvveeueueuriririnieieieirreeee e
Carbon dioxide in gases (2.5.24.) ...
Carbon monoxide

..... 11.5-5954
..... 11.5-5909

Carbon monoxide (PO) .....ocuevveeiveieeieeeeeeceeeeeeeeenens

Carbon monoxide in gases (2.5.25.) ....cccccoueinicinicinicinincnninns 187
Carbon monoxide intermix (5 per cent) in nitrogen......... 2210
Carboplatin........ccoeevrunenece. ...2210

Carboprost trometamol ..... ..2211
Carboxymethylcellulose...........ccooeiiuniinicnicinicnicnicnee 2212

6708

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

Carboxymethylcellulose calcium........c.cccooccuricureanne. Cetirizine dihydrochloride...........ccooccniinincncicas
Carboxymethylcellulose sodium.........cccccrvueuneeee. Cetostearyl alcohol........cccccevvenicnicrneccrnecnne.
Carboxymethylcellulose sodium, cross-linked Cetostearyl alcohol (type A), emulsifying
Carboxymethylcellulose sodium, low-substituted.....11.7-6636  Cetostearyl alcohol (type B), emulsifying..........cccccceueurnnce.
Carmellose ... Cetostearyl isononanoate ...........oeeveeicrvcenienicinenenienininns
Carmellose calcium.... . Cetostearyl sulfate, sodium.....
Carmellose SOdIUML........coeuemiuiiricieieiiicc e Cetrimide.....ccccovevivicicrririnians
Carmellose sodium and microcrystalline cellulose............ 3415 Cetyl alcohol.....
Carmellose sodium, low-substituted.........ccccocceceuenneee. 11.7-6636 Cetyl palmitate............c........
CarmuUSHINE ......vvevieciicict s 2215 Cetylpyridinium chloride.....
Carnauba WaX......cccevricereriinicceiee e 2216 Ceylon cinnamon bark oil... .
Carprofen for Veterinary use .....c...cooceveverreemeeerneerrererscecnes 2217 Ceylon cinnamon leaf oil.......ccccccveeuneccineccircrnenienneennicnne.
CarITageenan ......couiueiueiieciieet e enaees 2218 CFC assay for human haematopoietic progenitor cells
Carrier proteins for the production of conjugated (2.7.28.) ettt 11.3-5053
polysaccharide vaccines for human use (5.2.11.) ............... 711 Chaenomeles fruit .................... 1455
Carteolol hydrochloride........ccccocceueirnnicccnnnnicereninenen 2219 Chamomile flower, Roman 1456
Carvedilol ... 2221 Characterisation of crystalline and partially crystalline solids
CASCATA cvveeveeeeriereeteeeteeteete s et et es e ete et esseseeseesesessesestensenseneas 1448 by X-ray powder diffraction (XRPD) (2.9.33.) ...ccccevueuuuene 402
Cascara dry extract, standardised..........ceoeuvcunirverniricinnaes 1450 Characterisation of crystalline solids by microcalorimetry and
(@8 R o3 1 OO solution calorimetry (2.2.61.).....cccccceueiueunicunicunicnricreicnens 124
Castor oil, hydrogenated... Characterisation of preparations for nebulisation (2.9.44.).. 427
Castor oil, polyoxyl........cccccveuviericnnnc. Characters section in monographs (5.11.) .....ccccocveuvierierunnn. 805
Castor oil, polyoxyl hydrogenated..........cc.ccooooiuviiiinnciaen. 3288 Charcoal, activated .......cocovveuerrereneccrernniniccereneecrene e 2282
Castor oil, refined ........cccveeureeeirieenienereereeeeeeneeens 2223 Chemical imaging (5.24.) ..cccecoeeevererneemneerreverrencienenes 11.5-5871
Castor oil, virgin Chemical precursors for radiopharmaceutical
Catgut, Sterile .....covvvereernierneerreeirieieeeeneeneeenenen Preparations ... 920
Catgut, sterile, in distributor for veterinary use................. 1349 Chemometric methods applied to analytical data
CD34/CD45+ cells in haematopoietic products, numeration (5:21.) ettt sene 11.1-4545
OF (2.7.23.) ettt e 307 Chenodeoxycholic acid........ccccemeuemeuemneucmniecenicnrecereenreenne 2283
Cefaclor.....ccoccvicuveniuvennnne. ....11.3-5179 Chewable tablets........................ .... 1006
Cefadroxil monohydrate.........c..cccveeeueeeeremnienierneernenenecenns 2226 Chewing gums, medicated .......c.ccoceneenicrneernecrnecernenerecenens 967
Cefalexin monohydrate...........c..ccoueieinieinicnicnicrceecnes 2228 Chewing gums, medicated, dissolution test for (2.9.25.)..... 387
Cefalotin sodium. ............ ....11.1-4653 Chicken anaemia vaccine (live), infectious................ 11.1-4606
Cefamandole nafate.... ....11.7-6637  Chicken flocks free from specified pathogens for the production
Cefapirin SOAIUML . .c.eueviueerireirieeeieecineiecieseeet e 2232 and quality control of vaccines (5.2.2.) c.coocccuvereueennee 11.1-4539
Cefatrizine propylene glycol.........ccccocveuviviviniinineniinieinnnns 2233 Chinese goldthread rhizome..........cccccocuviuviivirivcininirnicinennes 1458
Cefazolin Soditm........ccccviuciniciriciriiciccre s 2234 Chinese MOtherwort ..........ccccoccviciniccniccincciniceecrecs 1459
Cefepime dihydrochloride monohydrate ........c..cccveeuveuceee 2237 Chitosan hydrochloride .......cc.cccoeeeenienicnnenee 11.6-6214
CefIXIIMIE ..ttt ettt b es et ea e neaerens 2239 Chlamydiosis vaccine (inactivated), feline .... 1171
Cefoperazone SOditum ........coceveereeeeeneienieeneeerneerneerseenees 2240 Chloral hydrate .......c.coooeveevnnncncccenncnccenns .2286
Cefotaxime SOAIUM ......ccouerreireeeieiiceriereeeeee e 2242 Chlorambucil ...... .. 2287
CefoxXitin SOAIUM .......ccuiiiiiciicic e 2244 Chloramine.............. ..4254
Cefpodoxime proxetil ........ccoceuevecinincirivinincininenieieiennes 2246 Chloramphenicol...................... .2288
Cefprozil monohydrate.........ccococeicinicuniccnicininicnecenes 2248 Chloramphenicol palmitate........c.c....... ..2289
CefTadine c..cecveeeiriiieieercierceire e beeaeiees 2250 Chloramphenicol sodium succinate..... .. 2291
Ceftazidime pentahydrate..........cccocviuvcirivivinincincniinicinines 2252 Chlorcyclizine hydrochloride.........cccoocuniuviiniiicinciniininniaes 2292
Ceftazidime pentahydrate with sodium carbonate for ChlordiazepoXide.......cocoeeerirericcueriinnicereneccereeneenene 2293
INJECHION oottt neaeneeensesennenes Chlordiazepoxide hydrochloride... 2294
Ceftriaxone sodium.... Chlorhexidine diacetate..........cccccconuuceee ...2295
Cefuroxime axetil ......c.ccveerneerrecerreniernienneenneerneerseeieeeaens Chlorhexidine digluconate solution..........c.cccceneeeeneeerreecnnee 2297
Cefuroxime SOdiUm........ccocviuriuriicinininniieiccceeeiaes Chlorhexidine dihydrochloride .........ccccocoviviniiinininininnnans 2299
Celandine, greater ChIOrides (2.4.4.) ooueeveeeeerieeeeceeteceeeeeereetee e eresere e eseseesees 148
Celecoxib ......cocvvueunicuneunne Chlormadinone acetate.... ... 2302
Celiprolol hydrochloride ...........ccoooiniinicnicnicrccne 2262  Chlorobutanol..........ccccceiuiiicinicinicirincrniceecsececeens 2303
Cell count and viability, nucleated (2.7.29.)................ 11.3-5054 Chlorobutanol hemihydrate.........c.ococceneuerneccrnrceneenecnenes 2304
Cell cultures for the production of vaccines for veterinary use =~ Chlorocresol...........cccccciiiinicinicinicniccninicnccncscee 2306
(5:214.) ettt 686 Chloroquine phosphate ... 11.6-6215
Cell substrates for the production of vaccines for human use ~ Chloroquine sulfate..........ccocccuvicemriccieneenicnicnnernieneees 2307
(5.2.3.) oottt ettt ettt e r e et ebeer e eneas 682 Chloroxylenol...........c.cccu..... 11.6-6216
Cell-based and gene therapy medicinal products, raw materials Chlorphenamine maleate ...........ccccooueuviniininiricinciniieiecnnnn. 2308
of biological origin for the production of (5.2.12.)..11.7-6549 Chlorpromazine hydrochloride..... .2309
Cell-based assays for potency determination of TNF-alpha Chlorprothixene hydrochloride..... .2311
antagonists (2.7.26.) .....cccvveuneerrierrenerreeneneneeeeeeeeens 11.1-4513 Chlortalidone..........cccoeveveveerirecrerennne ..2312
Cell-based preparations, microbiological examination of Chlortetracycline hydrochloride.........ccccoocviiiinininininnne 2314
(2.6.27.) ettt 11.5-5813 Cholecalciferol ..........ccoeueerereeveerereierenanens 11.6-6218
CellulOSE ACELALE ...vvvveeeeeecriereeceecrecreereeereeree et ene e 2263 Cholecalciferol concentrate (oily form).......... ..2318
Cellulose acetate butyrate..........ccoceuevcicrveninicineinenrininians 2264 Cholecalciferol concentrate (powder form) ..........c.cceuueeee. 2319
Cellulose acetate phthalate ........ccccevenerccennnncccrnneenee 2265 Cholera vaccine (inactivated), fowl................. ..11.4-5553
Cellulose, microcrystalline.........cccceevneeccernnccccrernnnececn 2266 Cholera vaccine (inactivated, oral)........ccccoeevverivevrerereenenns 1017
Cellulose (microcrystalline) and carmellose sodium......... 3415 CholeSterol.......coiviirieeiereeeeereeeereeceereeee e 11.4-5614
Cellulose, powdered ........cccovvicuerrirniicerrnneccnerenneeenens 2270 Cholesterol for parenteral UsSe..........coceveeeureerrcrereeerenreeennee 2321
Centaury . Cholesterol in oils rich in omega-3 acids, total (2.4.32.) ..... 174
(07 110 | YOO Choline (["'C]methyl) injection........ccceeuvevreueeerreenerrerenenncs 1250
General Notices (1) apply to all monographs and other texts 6709

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

Chondroitin sulfate sodium ...........ccccecvnivnicnicniccnicnnes 2323
Chromatographic separation techniques (2.2.46.) ....11.6-6109
Chromatography, gas (2.2.28.) .......cccevueuniverriricinennns 11.1-4502
Chromatography, liquid (2.2.29.) ... ....11.1-4503
Chromatography, paper (2.2.26.) ......ccocccveunerreverneneueereennenns 52
Chromatography, size-exclusion (2.2.30.) ....... ....11.1-4505
Chromatography, supercritical fluid (2.2.45.)............ 11.1-4505
Chromatography, thin-layer (2.2.27.) ....ccccccovveuvunnee. 11.1-4501
Chromium (*'Cr) edetate injection ........ccoeeeeveurevreereeennnes 1251
Chrysanthemum flower ................... 11.3-5125
Chymotrypsin .... ..2325
Ciclesonide....... 2327
CCLOPITOX vttt 2328
Ciclopirox olamine... 11.7-6639
CICLOSPOTIN ..t eans 2331
Cilastatin sodium... ..2332
CHlazapril.....ccoeccicccce s 2334
CIMetidine .....c.occuiieiciriccice s 2336
Cimetidine hydrochloride .........ccccccovuviuririninciniineiniinicinians 2337
Cinchocaine hydrochloride.... .11.3-5182
Cinchona bark........ccccocuvciiiiiniinicnn, ... 1461
Cinchona liquid extract, standardised....... . 1462
CINEOle ..o .2341
Cineole in essential oils, 1,8-, assay of (2.8.11.) c..c.ccoeeuneuenee 323
Cineole type niaouli oil.......c.ccooecuriciviccirininnnnee 1638
CINNAMON ..ottt 1463
Cinnamon bark oil, Ceylon.........ccecvuvinivcininicinnnns 11.6-6166
Cinnamon leaf 0il, Ceylon......c..ceveeuveeirninnieenierceinenenes 1465
Cinnarizine........cocoeeveuennee. ... 11.7-6640
Ciprofibrate ..... ..11.6-6219
Ciprofloxacin........co.cccveerrecnne 2344
Ciprofloxacin hydrochloride..... 2346
Circular dichroism (2.2.41.) ccoeceeveireeeereceereeeeeeeeeve e 81
Cisatracurium besilate ........ccccovvevicrnierrncnneeneerecneeenes

CSPLAtIN et

Citalopram hydrobromide

Citalopram hydrochloride

Clostridium novyi (type B) vaccine for veterinary use...... 1152
Clostridium perfringens vaccine for veterinary use........... 1153
Clostridium septicum vaccine for veterinary use............... 1155
Closures and containers for parenteral preparations and

ophthalmic preparations, polypropylene for (3.1.6.) ......... 457
Closures and containers for pharmaceutical use, plastic

(3.2.2.) teteeete e 485
Closures and tubing, silicone elastomer for (3.1.9.)............. 462

Closures for containers for aqueous parenteral preparations,
for powders and for freeze-dried powders, rubber
(3.2.9.) oo
Clotrimazole...

Clove oil...
Cloxacillin sodium

ClOZAPINE ...ttt reaeseeseaenenen

Coagulation factor II, human, assay of (2.7.18.).......cccc...... 303
Coagulation factor IX, human .........ccccccooccunicininncnnne 11.3-5208
Coagulation factor IX, human, assay of (2.7.11.) ...c.ccocceuneee. 297

Coagulation factor IX (rDNA) concentrated solution,

human ... 2986
Coagulation factor IX (rDNA) powder for solution for

injection, human.......c.covccceeinnccccnnnncceesceereenes 2991
Coagulation factor VII, human... .. 2977
Coagulation factor VII, human, assay of (2.7.10.)................ 296
Coagulation factor VIIa (rDNA) concentrated solution,

UMD s 2978
Coagulation factor VIIL, human .......ccccooecevennecnicnencnnes 2983
Coagulation factor VIII, human, assay of (2.7.4.) ................ 284
Coagulation factor VIII (rDNA), human............... 2984
Coagulation factor X, assay of (2.7.19.) ccccovecervnevneernevcnnenes 304
Coagulation factor XI, human .........cccccvcuricunenne 2994
Coagulation factor XI, human, assay of (2.7.22.) .....ccocceuneee. 307
Coagulation factors, activated (2.6.22.) ......ccccovrreericrrecnnenes 240
Coagulation factors, assay of heparin (2.7.12.) cccccoeueureenncnee 297

Coated granules 974

Coated tablets........ooiviierierieececicreeeereeece e

CHEIC ACIA 1ottt eeseeseaens Cocaine hydrochloride..........ccveeureeeirreirnienienecnecrrenennes 2398
Citric acid monohydrate. Coccidiosis vaccine (live) for chickens....... ..11.4-5547
Citronella oil.........cccoeuc... Cocculus for homoeopathic preparations ..........c.ccoceureneenee 1821
Cladribine........... C0C0a DULLET ..ot eenes 2399
Clarithromycin.. ..o 11.3-5184 Coconut oil, refined........ 11.6-6220
Clarity and degree of opalescence of liquids (2.2.1.).............. 25 Cocoyl caprylocaprate........coceeceeenecunecrnecrnecuenenenneeenens 2401
Clary sage Oil......ccoceiniciriciniiicenicc s 1467 Codeine hydrochloride dihydrate...........c.ccccocuricueacsee 11.3-5186
Classical swine-fever vaccine (live, prepared in cell Codeine monohydrate..........ccccoevinicinicniniinicicniccs 2404
CULULES) oot 1221 Codeine phosphate hemihydrate.... .
Clazuril for veterinary use.........cccooeeereeereerreerneereeneeenneeens 2362 Codeine phosphate sesquihydrate.........cccccvericcerrinnencnce 2408
Clebopride malate ..........cocveerreernecrreerneneneeierneerneeerneeenes 2363 Codergocrine mesilate
Clemastine fumarate........ 2365 Cod-liver oil....................
Clematis armandii StemM ........cccveeerrerereenerennienieerneerneerneeennes 1467 Cod-liver oil, farmed...
Clematis rhizome and root.... ..11.6-6166 Codonopsis root ..........
Clenbuterol hydrochloride ..........cccoceiiiiniiinicncniinnn 2366 Coix seed
Clindamycin hydrochloride ..., 2367 Cola.........
Clindamycin phosphate...........cccccoeniencniccnicnicnen. 11.2-4878 Colchicine
CHOQUINOL....ceveeieiicicieereieeeeenee e eseaeseaens 2372 Cold-water vibriosis vaccine (inactivated) for salmonids.. 1225
Clobazam ColeStyramine .........coccurecureecurinieiniciie e eenes 2423
Clobetasol propionate ...........ceveecereurenicereunenereerereeseneeenens 2374 Colibacillosis vaccine (inactivated), neonatal piglet .......... 1194
Clobetasone butyrate..........ccocereeureecrnicrreneireeienieeneenreeenns 2376 Colibacillosis vaccine (inactivated), neonatal ruminant.... 1196
Clodronate disodium tetrahydrate. .11.2-4881 Colistimethate sodium.......cccccceeurrercerrrirercncrerrennecnes 11.1-4654
Clofazimine .......c.ccueiuiecicineiiiiiicieiciiee e 2378  Colistin sulfate ........ccccccuvevivivieincininiricicnenicnees 11.1-4657
Clofibrate................. 2379 Colloidal anhydrous silica .... ....3959
Clomifene citrate ..........ccoceunee. 2380 Colloidal hydrated silica........ ... 3959
Clomipramine hydrochloride ... ...2382 Colloidal silica, hydrophobic ... 3961
ClONAaZEPaAIL.....ceueeceeririiierereireeeiereteeseeeee e re s aeaeaene 2384  Colloidal SIlVer ......ccoovieecrriririiciercirccerecee e 3961
Clonidine hydrochloride.........cccococuniniinininiiiniiiiininiiaas 2385 Colony-forming cell assay for human haematopoietic
Clopamide . progenitor cells (2.7.28.) ....cccvccurciriccrinicnicnicnes 11.3-5053
Clopidogrel besilate COlOPRONY ..ttt seesenes 1474
Clopidogrel hydrochloride...........cccccoeueiiinicncncnicnicnnes 2389 Coloration of liquids (2.2.2.) c.cccuiucuriciriciiciricicncicnicnecnnes 26
Clopidogrel hydrogen sulfate..................... ..2391 Common selfheal fruit-spike .......c.ocoeoeveerienecrneneneennenes 1474
Clorazepate, dipotassium monohydrate.................. 2566 Common stinging nettle for homoeopathic preparations.. 1849
Closantel sodium dihydrate for veterinary use................... 2392 Comparability of alternative analytical procedures
Clostridium botulinum vaccine for veterinary use...11.2-4849  (5.27.) cc.oveuruveurereurerereineeeineerneeenneenneseseeseseeesesesesesesnens 11.5-5885
Clostridium chauvoei vaccine for veterinary use............... 1151
6710 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

Comparative table of porosity of sintered-glass filters

(2.1.2.) s 17
Complexometric titrations (2.5.11.) .eccoeeeuevererccrrerereneenennenes 182
Composition of fatty acids by gas chromatography

(204.22.) oo 157
Composition of fatty acids in oils rich in omega-3 acids

(2.4.29.) et 171
Compressed [0ZeNges .........coccurecuriciricrrinirnicniesicsee e 987
Concentrated solutions for haemodialysis ..........cccceueuuuncs 2936

Concentrated solutions for haemofiltration and
haemodiafiltration .........ccceevevvevvevreeerenennns
Concentrates for injections or infusions
Concentrates for intrauterine sOlutions..........ccoceevevveveevereennne
Concentrates for intravesical solutions, suspensions or

EIMULSIONS ...ttt 978
Conductivity (2.2.38.) .....
Coneflower herb, purple........cccococovnienerccniccncenieeens 1679
Coneflower herb, purple, expressed juice, stabilised with
Ethanol ... 1681
Coneflower herb, purple, expressed juice, stabilised without
ethanol ... ... 11.1-4630

Coneflower root, narrow-leaved.........c.ccooccenierreccrreniueennees 1632
Coneflower root, pale........c.c....... ... 1655
Coneflower root, purple..... ... 1684
Conjugated eStrogens............ooceueeueeriuceniueurecmrecrsicrsesieesaees 2694
Conjugated polysaccharide vaccines for human use, carrier

proteins for the production of (5.2.11.) .cceveverceerrrerecuennenes 711
Consistency by penetrometry, measurement of

(2:9.9.) oo ee e ee e e 11.5-5829
CONtAINETS (3.2.) cviieeieeeeeiereeeeeere ettt evesae s ereenens 479

Containers and closures for parenteral preparations and
ophthalmic preparations, polypropylene for (3.1.6.) ......... 457
Containers and closures for pharmaceutical use, plastic
(B.2.2.) oo e 485
Containers and tubing for total parenteral nutrition
preparations, poly(ethylene - vinyl acetate) for (3.1.7.)..... 460
Containers for aqueous solutions for infusion, plastic
(B.2.2.1.) et 486
Containers for aqueous solutions for intravenous infusion,
materials based on, plasticised poly(vinyl chloride) for
(B 114 oo seresseeeesssse e ssennes 11.6-6129
Containers for human blood and blood components, and
materials used in their manufacture; transfusion sets and
materials used in their manufacture; syringes (3.3.) ......... 491
Containers for human blood and blood components,
materials based on plasticised poly(vinyl chloride) for
(B.3.2.) oo e ses e eessese e eesenns 11.5-5847
Containers for human blood and blood components, materials
FOT (3.3.1.) oo ee e eeeeeese e sesee e s e 491
Containers for human blood and blood components, plastic,
L0 1 (= (TR 7 5 T 497
Containers for non-injectable aqueous solutions, materials
based on non-plasticised poly(vinyl chloride) for
(Bu110.) oo ee e s e esee e eeee e 463
Containers for parenteral preparations and for ophthalmic
preparations, polyethylene with additives for (3.1.5.)........ 453
Containers for parenteral preparations and for ophthalmic
preparations, polyethylene without additives for (3.1.4.)..452

Containers for pharmaceutical use, glass (3.2.1.) ....ccccc...... 479
Containers for preparations not for parenteral use,
polyethylene terephthalate for (3.1.15) .....cc.ccooucunicunicunenes 474

Containers for solid dosage forms for oral administration,
materials based on non-plasticised poly(vinyl chloride) for
(BL11) oo e ee oo es e ee s 465

Containers, materials used for the manufacture of (3.1.).... 449

Containers of plasticised poly(vinyl chloride) for human blood

Contamination, microbial: microbial enumeration tests (live
biotherapeutic products) (2.6.36.) .....cccoceeueererevnierneerrevcunenes 262
Contamination, microbial: test for specified micro-organisms
(206.13.) ettt 221
Contamination, microbial: tests for specified micro-organisms
(live biotherapeutic products) (2.6.38.) ..ccccceverrevececrerenrenc. 267
Contamination, particulate, recommendations on testing of:
visible particles (5.17.2.) coccceernereereenneneerereenerenenerereeneeaene 839
Contamination, particulate: sub-visible particles (2.9.19.).. 382
Contamination, particulate: sub-visible particles in
non-injectable liquid preparations (2.9.53.) ..c.c.ccevureecuernne. 441
Content uniformity of single-dose preparations (2.9.6.) ..... 358
Control of impurities in substances for pharmaceutical use

(5.10.) coriiiiiii s 799
Control of microbiological quality, alternative methods for

(5.1.6.) et 658
Copolymer, basic butylated methacrylate .........ccccccvuvuunecs 2044
Copolymer, grafted, macrogol poly(vinyl alcohol) ............ 3284
Copolymer, methacrylic acid - ethyl acrylate (1:1)............ 3360
Copolymer, methacrylic acid - ethyl acrylate (1:1) dispersion

30 PEI CENL ..ttt 3361
Copolymer, methacrylic acid - methyl methacrylate

(L21) o 3362

Copolymer, methacrylic acid - methyl methacrylate
(122) ttreeeeeeteeeeee ettt ettt ettt rere e etennens
Copolymer (type A), ammonio methacrylate...
Copolymer (type B), ammonio methacrylate .....................
COPOVIAONE ...t
Copper acetate monohydrate for homoeopathic
Preparations ...
Copper for homoeopathic preparations
Copper sulfate.......ccoveveeverrneneccrnenenecnens
Copper sulfate pentahydrate .........ccceeuerveerieiernenerreninnnns
Copper tetramibi tetrafluoroborate for radiopharmaceutical

Preparations ... 1252
Coriander
Coriander Oil.......oovcevieieiececiceeeeeeee e 11.1-4624
Coronavirus diarrhoea vaccine (inactivated), calf ............. 1141

Cortisone acetate ...
Corydalis rhizome...
Cotton, absorbent...........cc.c......
Cottonseed oil, hydrogenated .
Couch grass rhizome.................
CI@AMS ..ttt
Cresol, crude ...
Crocus for homoeopathic preparations... .
Cromoglicate, sodium.........cccccvieiniiiniiiiniiicnicicnes
Croscarmellose SOAIUM .......cveeureereeniieeniennierneerneereeeinenes

Crospovidone.........c.ccveneeee.
Crotamiton .......cccueveviccieieccce s 11.1-4659
Crystalline and partially crystalline solids, characterisation
by X-ray powder diffraction (XRPD) of (2.9.33.).....ccc...... 402
Crystalline solids, characterisation by microcalorimetry and
solution calorimetry (2.2.61.).....cccccceuviueunicunicuricuricrrecnens 124
Crystallinity (5.16.).c.cccveeieemieerricrnierneerreeieesereneieeeaenseeesnenen 833
Cuprum aceticum for homoeopathic preparations............ 1823
Cuprum metallicum for homoeopathic preparations........ 1824

Cutaneous application, liquid preparations for ....................
Cutaneous application, powders for........c.ccccoevenieeuneee.
Cutaneous application, semi-solid preparations for
Cutaneous application, veterinary liquid preparations

Cutaneous foams
CUutaneous PatChes......cc.ccvrcceeerirenecceereinneceereneeeeeseneees
Cyanocobalamin........ccccccvninicicincinicciiceeennes

Cyanocobalamin (*’Co) capsules....

and blood components, empty sterile (3.3.5.)..cccccevecucnnen. 499 Cyanocobalamin (*’Co) solution
Containers of plasticised poly(vinyl chloride) for human blood Cyanocobalamin (**Co) capsules..........ccvereueuerereeneeerecenes 1254
containing anticoagulant solution, sterile (3.3.6.) .............. 500 Cyanocobalamin (**Co) solution.... ... 1254
Contaminant pyrrolizidine alkaloids (2.8.26.) ............c.c...... 335 Cyathula root........ccceuecvcuvevirininnce. ... 1481
Contamination, microbial: microbial enumeration tests Cyclamate, sodium ......... 3986
(206.12.) ettt 11.6-6121 Cyclizine hydrochloride............ ... 2442
Cyclopentolate hydrochloride..........cc.ccooecuiniinicnicncnnes 2444
General Notices (1) apply to all monographs and other texts 6711

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

....11.2-4882
....11.7-6604

Cyclophosphamide monohydrate...
Cypress Oil c..c.ceeccueeieeenienneerneeieeeeneeeneeenneenes

Cyproheptadine hydrochloride 1.5-hydrate............cccc...... 2447
Cyproterone acetate..........coveervevereverererereenenennae .2449
Cysteine hydrochloride monohydrate... ..2451
CYStINe ..ot ...2452
CYtarabine .....c.cccuvecueiceereeeieeireeeeciseesseesseseseeeseeeeesseaennes 2454
D

Dabigatran etexilate mesilate ...........ccccoceuricnicncnnee. 11.6-6227
Dacarbazine.........cccoocvieiiiiiiiniiiicc s 2459
Dalteparin sodium.... .. 2460
Danaparoid sodium............. 2462
Dandelion herb with root... 1483
Dandelion 00t ... 1484
Dapsone............... ....11.4-5619
Daunorubicin hydrochloride .... ...11.4-5620
D-CamPhor ...t aseeene 2188
DeCyl 0leate ..o 2467
DeferasiroX .......cceunieeniucuriuemriciricsisieesieeseeeeseee e 11.6-6229
Deferasirox dispersible tablets . 11.6-6231
Deferiprone .......cocccoeeveverevcrcnennes 11.2-4887

Deferiprone oral solution ...

Deferiprone tablets.............. ..2473
Deferoxamine mesilate..........ccooeerrennece. 2474
Degree of coloration of liquids (2.2.2.) .c..ccecvvuvueucunerriurincnnnn. 26
Delivery systems, vaginal.............ccoccovcrninnicncnn. 11.1-4594
Dembrexine hydrochloride monohydrate for veterinary

L8 ]ORN 2476
Demeclocycline hydrochloride .......c.ccooecevnnnccccreinnnencnee 2477
Demonstration of uniformity of dosage units using large

SAMPLe SIZES (2.9.47.) vevreeuercrririreeneietrireeereseeneseeesereeeseeaenes 432
Density of powders, bulk (2.9.34.).. ....11.5-5830
Density of solids (2.2.42.) .....ccoeuecuenicenicunecnnee ....11.5-5804
Density of solids, gas pycnometric (2.9.23.)....ccccceverrernerennee 386
Density, relative (2.2.5.) c.cccvveeeeniernicerierrenennes .31
Dental preparations.......c.cceeeevecuceerreneecerneresesecserenneseseuenens 985
Dental type silica .......ccoveeerreecee ...3960
Depressor substances (2.6.11.) cc.c.ceurverceeueunerencceeenenenencnereenes 217
Deptropine citrate.........cooveiviiiiniiiniinccecns 2479
Depyrogenation of items used in the production of parenteral

preparations (5.1.12.) coccceerereecrerrinenicrernrereeeeneneeneseseaenens 674
Dequalinium chloride........cccooeveverrrneccncnnnnes ...2480
Desacyl-4'-monophosphoryl lipid A, 3-O-.. ..2481
DeSflUrane.........cc.vuieececinciiiiciceceee e 2483
Design of experiments (5.33.).. ..11.7-6561
Desipramine hydrochloride...........cccoooiiiiiininnnn 2485
Deslanoside ........ccoecvureueuneneen. ... 2486
Desloratadine ...........ccoccuviiiniciniciinicie s 2487
Desmopressin.........iiiiiin 2488
DESOZESLIE ... s 2489
Detection and measurement of radioactivity (2.2.66.) ........ 129
Detection, direct amperometric and pulsed electrochemical

(2.2.63.) ettt 126
Detector tubes, gas (2.1.6.) c...cccoceueerieenieerricrricrreenreeieeeiennenes 19
Determination of aflatoxin B, in herbal drugs (2.8.18.) ...... 327
Determination of bactericidal, fungicidal or yeasticidal activity

of antiseptic medicinal products (5.1.11.) .c.cceeveeuererrureneunes 673
Determination of elemental impurities (2.4.20.) ......c.ccceuucee. 154
Determination of nitrogen by sulfuric acid digestion

(2.5.9.) ettt 182

Determination of primary aromatic amino-nitrogen

Dexchlorpheniramine maleate.........cococoeueuerrnencnceceerrennenenee 2500
Dexpanthenol........cccoccveeueunee 11.1-4663
Dextran 1 for injection........cceeeeeernecrrerciennienneennecreenenens 2503
Dextran 40 for injection..... 2504
Dextran 60 for injection..... 2505
Dextran 70 for injection..... ....2506
DeXtranoOmer .........coeuivereveieiiieieiiiiee s 2506
Dextrans, molecular mass distribution in (2.2.39.)...11.4-5371
DEXIIIN cuviiiiiiiiiictcct s 2507
Dextromethorphan hydrobromide monohydrate .....11.7-6646
Dextromoramide tartrate ................... ... 2509
Dextropropoxyphene hydrochloride.........ccccccoeuviuniirinunacs 2510
DEXIIOSE ...vniiiiiiiiic 11.1-4693
Dextrose monohydrate..........c.ccoeeeneeerneernecrnecreeneuenne 11.1-4694
Diacerein......ovviininiiiicic 11.5-5963
Diazepam.... s 2513
DIAZOXIAE ..ttt 2514
Dibrompropamidine diisetionate ........cocccoeevererecrereernenenee 2515
Dibutyl phthalate..........ccocccveecrrunrnnee. .2516
Dichlorobenzyl alcohol, 2,4- ..2517
Dichloromethane............cccooiviniinicnicniinicccs 3382
Diclazuril for veterinary use. 11.1-4664
Diclofenac potassitm .......c.ccocueereeeuneeeuneeernererneerseneeeeseeenseennes 2520
Diclofenac sodium.......... .2521
Dicloxacillin sodium ............. 2523
Dicyclomine hydrochloride...... ... 2524
Dicycloverine hydrochloride........ccccooveuniccuncinicnicnncnnes 2524
Didanosine ........cooccuvieiriiiniiininiic s 2525
Dienogest........cccovuunnne. 2527
Diethyl phthalate ................... ....2529
Diethylcarbamazine Citrate........cccoocceveeerrererernererneernecrrenenns 2530
Diethylene glycol and ethylene glycol in ethoxylated
SUDSEANCES (2.4.30.) cuvcueerierireerereereeeeeeerererereereser e ereseseenes 173
Diethylene glycol monoethyl ether .........cccccoeeuneiniccrnennees 2531
Diethylene glycol palmitostearate............cccoeeieiriciricrrinnnnes 2532
Diffraction, laser light, particle size analysis by (2.9.31.) ... 396
Difloxacin hydrochloride trihydrate for veterinary use..... 2534
Digitalis for homoeopathic preparations..........c.cccovecrrenees
Digitalis leaf........ccoccovverrvieniencnicnenne
Digitoxin.....
Digoxin ....covviviviniiiiiiciine
Dihydralazine sulfate, hydrated......
Dihydrocodeine hydrogen tartrate.
Dihydroergocristine mesilate.........cc.ccooccuviincniccnncnnes
Dihydroergotamine mesilate...........cccoocvicviinicnicinincnnes
Dihydrostreptomycin sulfate for veterinary use...
Dihydrotachysterol..........ccoveeecevrinercnerernnnicererenneneccnennns
Diltiazem hydrochloride..........cccooeeenieneccrnccrnnicnicnrecnnes
Dimenhydrinate..................
Dimercaprol .................
Dimethyl sulfoxide.......
Dimethylacetamide .......c.ccceuueceee
Dimethylaniline, N,N- (2.4.26.) ..
DiImetiCone ......couviiviiiiiviiiiicicicicc e
Dimetindene maleate ..........cccocvvveirireininiieceieieiecieines
Dinoprost trometamol...
DiInoprostone ...
Dioscorea nipponica rhizome..........coeeveeueveninereecesrenenenenens

Dioscorea oppositifolia rhizome.
Diosmin ....coverieiiiniinnisein

Dioxan and ethylene oxide (2.4.25.)......
Dip concentrates..........cocoeereeiinninns

(2.5.8.) oo oo 181 Diphenhydramine hydrochloride..
Determination of water by distillation (2.2.13.) veoccccooerecrn. 37 D¥phen0).(ylate hydrochlorlfie.......................................... ........
Detomidine hydrochloride for veterinary use ....... Diphtheria and tetanus toxins and toxoids, flocculation value
Devil's claw dry eXtract .....ooooooocerveeocerssereerrree (Lf) of, (Ramon assay) (2.7.27.) .ccccceuccuricmricurincrrecreennieennnns 310
Devil's claw root .............. Diphtheria and tetanus vaccine (adsorbed) ........c..cccvencee. 1018
Dexamethasone................ Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s)
Dexamethasone acetate......ooo oo c.ontent). ......... e 1019
Dexamethasone iSonicotinate ... D;phther}a ANEEOXIN s 1234
Dexamethasone sodium phosphate Diphtheria, tetanus and pertussis (acellular, component)
Dexamfetamine salfate ... vaccine (adsorbed) ......covveveiereeiirerieiereeeeeee s 1021
6712 See the information section on general monographs (cover pages)

by grap pag



EUROPEAN PHARMACOPOEIA 11.7

Index

Diphtheria, tetanus and pertussis (acellular, component)
vaccine (adsorbed, reduced antigen(s) content)............... 1022
Diphtheria, tetanus and pertussis (whole cell) vaccine
(AdSOTDEA) ..vcvvviriercricrecreeceetetee et 1023
Diphtheria, tetanus and poliomyelitis (inactivated) vaccine
(adsorbed, reduced antigen(s) content)...........ccccocccuruunnee. 1025
Diphtheria, tetanus, pertussis (acellular, component) and
haemophilus type b conjugate vaccine (adsorbed) .......... 1026
Diphtheria, tetanus, pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine (adsorbed)................. 1029

Diphtheria, tetanus, pertussis (acellular, component) and
poliomyelitis (inactivated) vaccine (adsorbed, reduced
antigen(s) CONLENL) .........covcuricuricurencuricieicieesicesieessaeenaes 1031

Diphtheria, tetanus, pertussis (acellular, component),
hepatitis B (rDNA), poliomyelitis (inactivated) and
haemophilus type b conjugate vaccine (adsorbed) .......... 1033

Diphtheria, tetanus, pertussis (acellular, component),
poliomyelitis (inactivated) and haemophilus type b conjugate
vaccine (adsorbed) ......ooevivvereiiereieereeeeeeeee s 1035

Diphtheria, tetanus, pertussis (whole cell) and poliomyelitis

(inactivated) vaccine (adsorbed) .. ..1037
Diphtheria vaccine (adsorbed)........ccoecveueueuruence. ... 1041
Diphtheria vaccine (adsorbed), assay of (2.7.6.) .....ccccoceuunee 285
Diphtheria vaccine (adsorbed, reduced antigen content).. 1042
Dipivefrine hydrochloride.........ccccocooeuniiniincncnicnnes 2565
Dipotassium clorazepate monohydrate
Dipotassium diSulfite .......cceeeveveueueirnineneeerrereeereeeseenes
Dipotassium phosphate ........ccccoceeerenniceennnecnereennneenens
Diprophylline .
Dipyridamole
Direct amperometric and pulsed electrochemical detection

(2.2.63.) oo e s seee e eees s 126
Dirithromycin
Disintegration of tablets and capsules (2.9.1.) .....c.ccccceueueeee 345
Disintegration test for solid rectal and vaginal dosage forms

(29.2.) e 347
Disodium clodronate tetrahydrate ............cccococureuenee. 11.2-4881
Disodium edetate.........cccvuviueineuiirieriniciinneisiecieiennes 11.4-5623
Disodium etidronate ..........c..cceueereuenec. 11.4-5630

Disodium pamidronate pentahydrate........ccocoeeccuerrurunienee 3626
Disodium phosphate.................. 2574
Disodium phosphate dihydrate........... 2574
Disodium phosphate dodecahydrate.. .. 2575
Disopyramide..........cocceuniueiniciricirinicnncnee s 2575
Disopyramide phosphate.......c.cocccoeeurrnicernnncccrerennienens 2576
Dispersible tablets
Dissolution, apparent (2.9.43.) ..c.ccccevecreerennerceenrenenccnerenns 426
Dissolution, intrinsic (2.9.29.) ...cceveereveveereereereeeereeererennns 395
Dissolution test for lipophilic solid dosage forms (2.9.42.).. 424
Dissolution test for medicated chewing gums (2.9.25.)....... 387
Dissolution test for patches (2.9.4.) c.cooeveueurreveneeennnencneneenns 355
Dissolution test for solid dosage forms (2.9.3.) .....cccceeuuunee. 348
Dissolution testing, recommendations on (5.17.1. ) ..... 837
Distemper vaccine (live), canine..........coceceeeeueueerenccrereunenenees 1145
Distemper vaccine (live) for mustelids .........ccocevereeneuecnceee 1160
Distillation range (2.2.11.) ....cccooucurinieeniciniciricieiceeseceseeneenns 36
Distribution estimation by analytical sieving, particle-size
(2.9.38.) oo eeeeeeeeeeee s esee e sssnnns 11.1-4523
DiSULTam ..ot 2577
Dithranol .......c.ccccovnevniuennee 2578
DL-Lysine acetylsalicylate.... .3270
DL-Methionine ........cccocceneeunecrnccnnenee ...3370
DL-a-Tocopheryl hydrogen succinate.........cccocccuvvcrrencurennees 4242
DNA, residual host-cell, quantification and characterisation of
(2:6.35.) ooeoeeeeeeeeeeeeeeeeeeseee s s s s 260
Dobesilate monohydrate, calcium .. .11.3-5179
Dobutamine hydrochloride........cc.cccveeeurnernienierneccrnecnnes 2579
DOcetaxel ..o s 2581
Docetaxel trihydrate. 2583
Docusate sodium...... .2584
Dodecyl gallate... ..2585
Dogrose.............. ... 1490
DOMPEIIdONe ....cueceveiiicieieiriecieieieeseeeeiee s aseeaene 2586

Domperidone maleate..........cccoceeuerrereneereneirenenececnenseneneenens 2587
Donepezil hydrochloride.... 11.3-5195
Dopamine hydrochloride ........c.cooeceunieinccniencnicnecnnes 2591
Dopexamine dihydrochloride..... 2592
Dorzolamide hydrochloride..... ....2594
Dosage forms (gloSsary) .........ccoccvicurcuriccinicrrenieenccnieennees 965
Dosage units, demonstration of uniformity using large sample

SIZES (2.9.47.) ettt aan 432
Dosage units, uniformity of (2.9.40.) ....cccocvevrevvcrvernirrernennn. 421
Dosulepin hydrochloride........c..ccovvcureccirnienienicnicnricnnes 2596
DOTANOC (gallium (%Ga)) injection ........coeeeeunen. 11.3-5110
DOTATATE (gallium (®*Ga)) injection.........coocveeneeee 11.3-5112
DOTATOC (gallium (%Ga)) injection .........cceeveererereecnnees 1274
Doxapram hydrochloride ..........cc..c...... ... 2597
Doxazosin mesilate............. 11.4-5624
Doxepin hydrochloride.........cccoocviiiiininiincnicicn 2600
Doxorubicin hydrochloride.........cccccovvceunccreiencnicnnicnnee 2601
Doxycycline hyclate..........c.ccoceiinicinicncnicsncnicnecene 2602
Doxycycline monohydrate.........ccocceveeeurneieniernecrneecreenenens 2604
Doxylamine hydrogen succinate. 11.7-6648
Dronedarone hydrochloride.........c.ccooocniiiiincnnnnn 2607
Dronedarone hydrochloride tablets .. 11.7-6649
Drop point (2.2.17.) cucccueurriiceereirineicrerennenecesesessesessecsesessenes 39
Droperidol.........ccc...... ....2610
Droppers (2.1.1.) et seseeaesesessenes 17
Drops, €ar ..ot 968
DIops, €.t 11.6-6153
Drops, NASal...c.ccceuririieiiereiiccierreeee e reaes 982
DIOPS, 0Tl eaes 981
Drops, OromuCOSal .....cccueueurireneiecieiririneeieeieereeeecieeseseseeienens 986
Drospirenone ............... . 2611
Dry eXtracts ..o 926
Dry residue of extracts (2.8.16.)...c.cccoveerreerneervereeenererrerernenes 327
Drying, 1085 0n (2.2.32.) c..cccuiuemniemnicrricieeiieeeienneenneeseeseneeeees 63
Drynaria rhizZome ......c.ccccennnicrerrnniceeennecerereeeeeene 1492
Duck plague vaccine (live)
Duck viral hepatitis type I vaccine (live) .................... 11.1-4604
Duloxetine hydrochloride..........ccveeurecerrniueniernicnccrnenenens 2613
Dutasteride .......ccooeeerruernnns ....2615
Dwarf lilyturf tuber ..... ... 1493
Dwarf pine oil ... ... 1494
Dydrogesterone............cceeueuriucuricureecusecreesiieeieesseeeeseeceeenes 2617
Dynamic light scattering, particle size analysis by

(2.9.50.) ettt 11.5-5836
E
Ear drops...cccceeurnereieieirincccieieinieeieeee e sesseseaene
Ear powders...........
Ear preparations
Ear preparations, semi-solid .......ccoocceveeuerniernicrrecerrenieenenens 969
Ear SPrays.....coviiiniiiinicicccccn e 968
Ear tampons ... e 970
Ear washes .. bbb 970
Ebastine........... .. 2621
Eclipta Rerb ... 1495
Eclipta herb with root ........cccccccoevvnnccennnccrereenes 11.3-5129
ECONAZOLe. ... 2622
Econazole nitrate .........c..ccoocecureecinenee ... 2623
Edetate (chromium (°'Cr)) injection..........cceeeereereereereenenee 1251
Edetate, disodium ........c.ccoccevceemreemnecrnicnnecrnecreeeeennee 11.4-5623
Edetate, sodium calcium.........ccccoeeiciniciniiniiinicnicnine 3978
Edetic acid .....cccovevciniviiicicccae 2624
Edotreotide (gallium (**Ga)) injection..... L1274
Edrophonium chloride.........ccococeeeeueunnee .. 2625
Effervescent granules ..........ccocceeceeenieenicrnernenceenneeeneennenens 973
Effervescent POWAETS .........coocueueeunieerneerneeineeieeneeeeeeennesennenes 992
Effervescent tablets........ccoccuveiueeniieenicnnicrreennee .... 1005
Efficacy of antimicrobial preservation (5.1.3.).....ccccccvucuneece 655
Efficacy of veterinary vaccines and immunosera, evaluation of

(5.2.7-) toveeeeeeeeeeeeeeeoeeeeeeesesseses e seesess s esssseeeeeess e ssnoes 697
Egg drop syndrome ‘76 vaccine (inactivated)............
Egg phospholipids for injection..........ccececevvceernicrnicrrencnnee

General Notices (1) apply to all monographs and other texts

6713

Index




Index

EUROPEAN PHARMACOPOEIA 11.7

Elder flOWET .....oceueuiieiririccieieireccieteereece e 1496 Esomeprazole sodium.... .2686
Electrochemical detection, pulsed, and direct amperometric =~ Essential 0ilS .......ccoccceueurireuerncueinecinicrnecreneeeeeneceseerenserennes 922
detection (2.2.63.) o 126 Essential oils, assay of 1,8-cineole in (2.8.11.).....cccocccueuueece. 323
Electrophoresis (2.2.31.) ..... .57 Essential oils, fatty oils and resinified essential oils in
Electrophoresis, capillary (2.2.47.) . 096 (2.8.7.) et 322
Elemental impurities (5.20.) ...cccccceurreremererrnenecmerrenenencenennenes 857 Essential oils, foreign esters in (2.8.6.)..... 322
Elemental impurities, determination of (2.4.20.) ........ccc...... 154 Essential oils in herbal drugs (2.8.12.) ..c.ccecovurvuerreerrecrenennn. 323
Eleutherococcus......covvueuemrineneieceeirinineccie et 1498 Essential oils, monographs on (information chapter)
Emedastine difumarate.........ccccovvveveeriveereineererieeeeeeeeeeenens 2628  (5.30.) ittt ettt ettt nenin 915
Empty sterile containers of plasticised poly(vinyl chloride) for ~Essential oils, odour and taste (2.8.8.) ......ccccccovuveurenierrivcunenes 322
human blood and blood components (3.3.5.).....ccccocecureee. 499 Essential oils, residue on evaporation (2.8.9.)....cccceevvuveucce. 322
Emulsifying cetostearyl alcohol (type A)............ 2276 Essential oils, solubility in alcohol (2.8.10.) .....c..ccccevuuruunnce. 323
Emulsifying cetostearyl alcohol (type B)..... .2277 Essential oils, water in (2.8.5.)...cc.cccceuniurinicinicurinciccniicnicineaas 322
Emulsions, Intravesical.........ocoivivieieiveiniiieeeeecesesveeenesnens 977  Ester value (2.5.2.) covveeeeeerereeereeeereeeeeretees et rereneas 179
Emulsions, oromucosal...........coccveunierrninniennicnicneenennes 986 Estradiol benzoate........... ..2688
Emulsions, rectal........cccocccoervrnnicerernccccrnenns ..1001 Estradiol hemihydrate.... .. 2689
Emulsions, solutions and suspensions, oral .........c.ccceceeuunnene. 981 Estradiol valerate .........ccccoevveneeeueinininceeeeienincceeeesseeaene 2690
Emulsions, vaginal..........cccococnininnincncicn, 11.1-4594  ESriol....c.cciuiiiiiiiiiiciicicccciceceeccceecee s 11.1-4673
Enalapril maleate .......c.ccocceuneerreeienienierncenieieeeneeneeens 2629 Estrogens, cONjUAted........coceureeereeerrercrrencuemererneeemeverseenens 2694
Enalaprilat dihydrate..........cccocooincncninnnn ..2631 Etacrynic acid............... ..2696
Encephalitis vaccine (inactivated), tick-borne.................... 1107 Etamsylate.... ettt e 2698
Encephalomyelitis vaccine (live), infectious, avian ...11.4-5544 Etanercept..........ccoceeovereeerecrrecrnenes 11.1-4675
Endotoxins, bacterial (2.6.14.) ...c.ccoovevverevreveeriereeeeereerereereenens 226 Ethacridine lactate monohydrate.........ccccccevvniccrerrnnecnee 2703
Endotoxins, bacterial, guidelines for using the test for Ethambutol hydrochloride .............. 2704
(5.1.10L) ceiitieeeeereceeceereeree ettt ebe ettt neneen 669 Ethanol (96 per cent)............. 2706
Endotoxins (bacterial) using recombinant factor C, test for Ethanol, anhydrous............. ...2708
(G305 77 OO 252  Ethanol content (2.9.10.) .ccoveiveieieieeeeeeeeeereereeeeeeee e 362
Enilconazole for veterinary use .........coocceevvneccrenrennneeenen 2632  Ethanolamine ........coocvennicrennnnecereeceerenenecsesenns 2710
Enoxaparin SOAIUM ......cceveeeveerinieucieieinireeeieeeseeeseieeeesesenene 2634 Ether.................. 11.2-4891
Enoxaparin sodium injection.... ....11.7-6653  Ethinylestradiol 2712
Enoxolone........ccocvvievicincicnnee. ....11.1-4669  Ethionamide...... ...2714
Enrofloxacin for veterinary use..........cccoccvecunicunicuriccurecnnes 2637 Ethosuximide ..o 2715
Entacapone.........coveivinicinnenn. ...2638 Ethoxylated substances, ethylene glycol and diethylene glycol
Entecavir monohydrate...........ccoccvveueeniernicernicrnencenienneees 2640 0N (2.4.30.) oottt ean 173
Enteric redmouth disease vaccine (inactivated) for rainbow Ethyl @cetate ....ccc.cevvvriveicreiriniricersicce e 2716
ETOUL ettt eeeteeseieneee e s s sesebenaeteeseaenneaenseseneaes 1164 Ethyl acrylate - methacrylic acid copolymer (1:1).............. 3360
Enumeration of microbial contaminants in live biotherapeutic ~Ethyl acrylate - methacrylic acid copolymer (1:1) dispersion
PIOAUCES (2.6.36.) .ccceuvrnieeriecirieerreneieeeienneeenneeesseeeseeneaenseaennes 262 30 PEI CONL vttt se e nens 3361
Enzootic pneumonia vaccine (inactivated), porcine.......... 1203 Ethyl oleate ........cccocceueecrennnene w2717
Ephedra herb ..., 1500 Ethyl parahydroxybenzoate................ . 2717
Ephedra vulgaris for homoeopathic preparations.... 1826 Ethyl parahydroxybenzoate sodium........ccccccvvcuruvcrrenicnnnes 3988
Ephedrine ..o 2642  Ethylcellulose.........ccccoiuiuniciniciniiciniciricccecicicns 11.6-6237
Ephedrine hemihydrate ...... ...2642  Ethylene glycol and diethylene glycol in ethoxylated substances
Ephedrine hydrochloride...........ccoooocuniciininnicnicnicecnne 2643 (2:4.30.) ettt ean 173
Ephedrine hydrochloride, racemic........ccccceuvuverevcucrereunencnce 2644 Ethylene glycol monopalmitostearate...........cccococucuiuciniannnee. 2720
Epinastine hydrochloride Ethylene glycol monostearate ...2720
EPINePRTine ....covvveueueiririireiereteirieccicereecerene e Ethylene oxide and dioxan (2.4.25.) ..cccccceeuvnevccrerrnenccnereenns 167
Epinephrine tartrate .........cccveeveeereereueenererneenneeerneerneerecenes Ethylenediamine .......cocceeecueeveueenereenceernerenneenneeernencrneerensenens 2721
Epirubicin hydrochloride ... .2646 Ethylhexanoic acid, 2- (2.4.28.)..cccceuceirinicnicricnicneceaas 170
Eplerenone........ccoeeeerneernecrneereeneieneienseennenens ..2648 Ethylmorphine hydrochloride.........ccocccoveeerruvcrrniernicrnecnnee 2721
Eptacog alfa (activated) concentrated solution...... ..2978 Etidronate disodium........c.cooeveevevvviveiieiieeceeeeeeeeeens 11.4-5630
Equine herpesvirus vaccine (inactivated).........cccccoeuerueunnee 1166 Etilefrine hydrochloride........ccccooeueurieieincininiricicniiinennens
Equine influenza vaccine (inactivated)........ .11.4-5551 Etodolac .......ccouvvevveverierenneee
Equisetum Stem ..........cccccviiiiiniiiiiiniiiincicicee 1501 Etofenamate
Ergocalciferol .......c.ccvcunierneniieniiennicnierreenneeneneneene 11.6-6235  EtOMIdAte.....ccocueveueriecreecrrecireneierereneeeeeeenseeessesessesesseseuensenen
Ergoloid mesilates Etonogestrel .
Ergometrine maleate...........ccccoveiviiviiiininniciccc 2651  Etoposide ...
Ergotamine tartrate ..o 2653  Etravirine ... 11.6-6238
Erlotinib hydrochloride..........ccccceueueece. .11.5-5969  Etravirine tablets........ccccccovreecerrnneicrerninncccrenennenes 11.7-6654
Erysipelas vaccine (inactivated), swine.......c.ccocoecveueueciecnacs 1221 Eucalyptus leaf ... 1503
Erythritol ......... ..11.7-6653  Eucalyptus oil........ 1504
Erythromycin c..c.c.ceceeeeerneernencieneieieneeneenseeieneieneeenneeens 2656 Eucommia bark. .1505
Erythromycin estolate............. 202660 EUZENOL ...cuveiiiiieciecieciecieece e 2733
Erythromycin ethylsuccinate.......ccccceenvevccivnnnccrernnnncace 2663 European goldenrod.........ccccovivicinicinicinicinicininne 11.2-4856
Erythromycin lactobionate..........ccccoeeeniueuricrrecrneccnnn. 11.1-4670 European viper venom antiSerum ............c.ceveeeurevcrrercrenenes 1238
Erythromycin stearate.........c.ccoococureunnee. Evaluation of efficacy of veterinary vaccines and immunosera
Erythropoietin concentrated solution (5.2.7.) ettt een 697
Escitalopram..........cccoocicniicinncnc s Evaluation of safety of each batch of immunosera for
Escitalopram oxalate .... . Veterinary Use (5.2.9.) uccccuerrericcrereininieererneeeneeseresenseeeens 710
Eserine salicylate.................. ..3711 Evaluation of safety of veterinary vaccines and immunosera
Esketamine hydrochloride................... 2681 (5.2.6.) ettt re e nees 11.4-5519
Esomeprazole magnesium dihydrate .... ...2682  Evening primrose oil, refined.........cccccocuveuvivivicincinininnnanes 2735
Esomeprazole magnesium trihydrate...........cccccovucuriccnnne 2684  EVerolimus........ccoocuviocuiiocuriccuienicenicinicnecneseseensieneas 11.1-4680
6714 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 11.7

Index

Evodia fruit.. ..o 1506
Excipients, functionality-related characteristics of
(5.15.) tovoeeeeeeeeeeeeeseeeeeoeseses s sseseeeesssseseeeeessenes 11.5-5861
Exemestane
Extemporaneous preparation of radiopharmaceuticals
(5.19.) toveeeeeeeeeeee oo es e es e ee e s 849
Extractable elements in plastic materials for pharmaceutical
USE (2.4.35.) woveeeeeeeeeeeeeeeseeeeeeesseeseeeeseeeeeseee e seeeeee 11.7-6399
Extractable volume of parenteral preparations, test for
(2.9.17.) tooeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e eeeeeeessssese e eeeeseseneee e 369
EXtracts, dry ..o 926
Extracts, dry residue of (2.8.16.)...cccccevuuevniemnierreernecrreernenes 327
Extracts, herbal drug.........cccocccvcinicinciniicicncnicas 924
Extracts, herbal drug, monographs on (information chapter)
(5.23.) tovoeeeeeeeeeeoeeeeoees e sesee e s s 885
Extracts, liquid (fluid)
Extracts, loss on drying of (2.8.17.)...cccccccvuerierreerreccrnecrnenes 327
EXtracts, SOft.......ccoooiuiiniciiicinicrcrcicccrcec e 926
Extracts used in the preparation of herbal medicinal products
for oral use, microbiological examination (2.6.31.) ........... 249
Extracts used in the preparation of herbal medicinal products

for oral use, microbiological quality (5.1.8.) ..c.ccccoevriueunnee. 668
Extracts, water for preparation of.........c.ococovveeeneencernccnnes 4390
Extraneous agents in viral vaccines for human use, tests for

(2.6.16.) oo eesesesseeessennns 11.7-6403
Extraneous viruses in immunological veterinary medicinal

products - principles for the detection of, using culture

MEthodS (2.6.37.) couevvieieeriereeeierectee ettt ere v enen 267
Eye drops .....ccccocecuveneune. ..11.6-6153

...11.6-6154

Eye drops, powders for. .
...11.6-6154

Eye lotions .....c..ccoveeeuvennee

Eye lotions, powders for.. ....11.6-6154
Eye preparations ..................... ....11.6-6153
Eye preparations, semi-solid ..........ccccceeeurieunicrnecnnee. 11.6-6154
F
F concepts to the heat sterilisation processes, application of
(5.1.5.) s 658
Factor II, human coagulation, assay of (2.7.18.) .......cc..c...... 303
Factor IX, human coagulation ...........cccceveeneeerrecnnn. 11.3-5208
Factor IX, human coagulation, assay of (2.7.11.)....cccccccuuve. 297
Factor IX (rDNA) concentrated solution, human
COAGUIALION ... 2986
Factor IX (rDNA) powder for solution for injection, human
COAGUIALION ..ot 2991
Factor VII, human coagulation....
Factor VII, human coagulation, assay of (2.7.10.) .......c.c...... 296
Factor VIIa (rDNA) concentrated solution, human coagulation
................................................................................................ 2978
Factor VIII, human coagulation ..........cc.cccoveervnerenicnneecnnee 2983
Factor VIII, human coagulation, assay of (2.7.4.) ................ 284
Factor VIII (rDNA), human coagulation ............... ..2984
Factor X, human coagulation, assay of (2.7.19.) .....cccecceunueee 304
Factor XI, human coagulation ..........ccccceeeviniininnee .. 2994
Factor XI, human coagulation, assay of (2.7.22.) .....c...c...... 307
Falling ball and automatic rolling ball viscometer methods
(2.2049.) et 104
Famotidine...

Fatty acids, composition by gas chromatography (2.4.22.).. 157

Fatty acids in oils rich in omega-3 acids, composition of

(208.29.) oo s e eeeeee 171
Fatty oils, alkaline impurities in (2.4.19.) ....cccccoveeneerreernenes 154
Fatty oils and resinified essential oils in essential oils

Fc function of immunoglobulin, test for (2.7.9.)..
Febantel for veterinary use ........cccocceveeurecrrcereeneeerneerneenns
Feeding stuffs for veterinary use, medicated, premixes for.. 993
FelbINac ..ottt nene 2745
Feline calicivirosis vaccine (inactivated).. ... 1169
Feline calicivirosis vaccine (live).................. ... 1170
Feline chlamydiosis vaccine (inactivated) .......c..ccveeereeneee 1171
Feline infectious enteritis (feline panleucopenia) vaccine
(INACTIVALEA) vevvevrereereereeeereereece ettt e e v v re b ereneens 1172
Feline infectious enteritis (feline panleucopenia) vaccine
(IVE) 1eveererrereerierererecreree v e evevenees . 1173
Feline leukaemia vaccine (inactivated) ....... 1175
Feline panleucopenia vaccine (inactivated) 1172
Feline panleucopenia vaccine (live) ............. 1173
Feline viral rhinotracheitis vaccine (inactivated) . ... 1176
Feline viral rhinotracheitis vaccine (live) .......ccccoevevvereerennens 1177
Felodipine .....cocueveurueineeecieiriniecieirreseeee st 11.1-4685
Felypressin ..o 2748
Fenbendazole for veterinary use. ..11.4-5635
Fenbufen ... 2750
Fennel, bitter 1508
Fennel, sweet 1509
Fenofibrate......c.ccocoeeuriueunenes .2751
Fenoterol hydrobromide.... . 2752
Fentanyl........ccoccoveecvninnnnas ...2753
Fentanyl CIrate........cooeueerreerreneneeienneenneerseeerseeneeeeenseeennes 2755
Fenticonazole nitrate...........cccoeeeeeceneeeneernecrrenenenns 11.4-5636
Fenugreek ... 1510
Fermentation, products of .........c..cccevienienicrnicinecceniennnaes 941
Ferric chloride hexahydrate.. .. 2758
Ferrous fumarate................. .. 2758
Ferrous gluconate hydrate . 2759
Ferrous sulfate, dried................. ....2760
Ferrous sulfate heptahydrate ........cccooeevicncnnccnicncnnee 2761
Ferrum metallicum for homoeopathic preparations.......... 1828
FET (1F) INJECION cecvuvrevrceieieieircereieietetsetseieeaesseseisesenaenaes 1266
Feverfew ..o s 1511
Fexofenadine hydrochloride.........c.cccovceuneecivceivnicnicnnecnnee 2762
Fibrin sealant kit.................... .. 2763
Fibrinogen, human..........cccccccuvinne .. 2995
Filgrastim concentrated solution....
Filgrastim injection ..........cccccvuunnee.
Films, buccal.................
Films, 0rodiSpersible ..........ocveceueurireneceerenineceererreneecienneenes
FINASteride .....cocvvueueueiririiecreiririneicreerecciere e eeeaene
Fineness, powder (2.9.35.).....
Fingolimod hydrochloride.........cccccccvuiiniininnnnne.
Fipronil for veterinary use.........c.cocccveeerrerereenererneeerneerrenennes
Fish oil, rich in omega-3 acids. 2773
Flavoxate hydrochloride............ 2775
Flecainide acetate..... ...2776
FleecefloWer TOOt.....c.coviuceceerririicieieirrccereeecee e 1512
Flocculation value (Lf) of diphtheria and tetanus toxins and
toxoids (Ramon assay) (2.7.27.)....cccoccureiueencieenicenicnrescnnenns 310
Flow cytometry (2.7.24.) ccccovcrrnerreneeemecrnecnneerseeieeneeensenennes 308
Flow, powder (2.9.36.) ....... ..11.5-5834
Flowability (2.9.16.) c..cccvueurriricciriririeciereninccierereeneeeeienennenes 368
FLT (*F) INJECtiON ..ceuceeeeercenceceerieicietseereeenenenseseeeenaes 11.3-5099
Flubendazole .......c.coveicennniceiincceeeccereeeenene 2778
Flucloxacillin magnesium octahydrate . e 2779
Flucloxacillin sodium monohydrate...... ....2781
Fluconazole.........coocccveeerreneuecnererniennenes .2783
Flucytosine...........cccceunee. ....2785
Fludarabine phosphate.........cccoveccueirirnniceinnccerenneenens 2786
Fludeoxyglucose (**F) injection ........c.ceceeveererrerrceennce 11.3-5101

Fludrocortisone acetate

(2.8.7.) ettt 322 h
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Fluvoxamine maleate.......cc.vvresvvsssivnssivnssinssnree 2826 - Gallium (**Ga) PSMA-11 i0JeCtion ..oo...ooseversevrrseserserees 1276
EMISO (*°F) injection .. A1.3-5108  GammacyclodeXtrin .........vemeeeeeeeeeseeeeeseeeescececcrreeeee 11.4-5641
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hepatitis B (rDNA), poliomyelitis (inactivated) and
haemophilus type b conjugate vaccine (adsorbed)........... 1033
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Water (*°O) injection YATTOW cvvvvvrverrenssesiesssssssssssssssssssssssssssssssssssssssssssssssssnsssssens 1781
Water activity and sorption-desorption isotherms, Yeasticidal, bactericidal or fungicidal activity of antiseptic
V\clleterrrématlon of (watt)erdsohﬁ mterez;tlzoil;))@ :9.39.)neene 417 medicinal products, determination of (5.1.11.) c....ccoeovene.... 673
ater, determination by distillation (2.2.13.) .cccc.ocovvv. YellOW DEESWAXK.....cuvuimiiiieiaciciiiciiieeiesneeeesesesessanaes 2051
Water for diluting concentrated haemodialysis solutions.. 2935 Yellow fever vaccine (live) .
Water for injections ...........cceeueurerercncerenenrenccerereenenene 11.4-5729  Yellow soft PATAffiN oo e
Water for pharmaceutical use, total organic carbon in Yersiniosis vaccine (inactivated) for salmonids.................. 1164
(22.44) e 85 Yohimbine hydrochloride ............................................. 11.2-4971
Water for preparation of extracts. 4390 Yttrium (*Y) chloride solution for radiolabelling.............. 1334
Water in essential 0ils (2.8.5.) .cooieieveriviveeeceereeecreeeeeerenan 322
Water in gases (2.5.28.) .....ccccviiviiiiiniiinicnicicccns 188 7
Water: micro determination (2.5.32.) cocvsvsvsvscicissin 190 7 anamivir hydrate ..o .. 4419
Water, purified .......ccocveeeveemneneeneenecncennns 11.4-5731 :
] e A Zanthoxylum bungeanum pericarp... .1783
Water: semi-micro determination (2.5.12.) ....ccooevevvererennene. 183 ° !
o . L . ZIAOVUAINE ...ttt 4420
Water-solid interactions: determination of sorption- . .
L - Zinc acetate dihydrate..........cccoocvvinicniiiiinicnnee. 11.3-5305
desorption isotherms and of water activity (2.9.39.) ......... 417 .
1 1 . ZINC ACEXAMALE «..eovvivnirieereeniee et e enerene 4423
Wettability of porous solids including powders (2.9.45.) ....429 . :
Zinc chloride ... 4424
Wheat Starch.......cocveeeeveirinccceiennieceeceeeseeeseneeeeene 4393 7
. INC GIUCONALE. ..cevvneineiccirecieecteicecee e treeieeieeeeeneaes 4425
Wheat-germ oil, refined.. 4394 . .
4o ZANC OXIAC ..ttt eaene 4426
Wheat-germ oil, virgin.... .4394 .
: Zinc stearate .........coeveveuenenee .. 4426
White beeswax ....... 2051 .
. Zinc sulfate heptahydrate .. .. 4427
White horehound .. 1774 .
X Zinc sulfate hexahydrate.... .. 4427
WHhite PEONY FOOT....ccuiviicecrereiniicierereetceeeseeeereseeeaenene 1663 .
. Zinc sulfate monohydrate.. .. 4427
White soft paraffin.... 11.4-5689 .
X : : Zinc undecylenate ..........ccooccurinivinicinicnnenas .. 4428
Wild pansy (flowering aerial parts) .........ccceeeveureenerreeevncnnees 1776 . s !
. iprasidone hydrochloride monohydrate....
Wild thyme......cooovceuneenerenccnccnnee 11.3-5149 .1 . .
. Ziprasidone mesilate trihydrate....................
WILLOW DArK ..o 1778 Zoledronic acid monohvdrat
Willow bark dry eXtract.......cocccoeceereecenecrrenereeneienneeenneennenns 1779 Zglin' t(r)i tcazc onohydrate.....
Winter ulcer vaccine (inactivated, oil-adjuvanted, injectable) =
- Zolpidem tartrate.......cooeeeurernereuereirenineeereseeeseeeseseeeesenene
for salmOnids.....cc.veeevreceeeneieineeiniereeneeieeeeieeeiens 11.4-5561 - "~
Wool alcohols..... T 11.6-6335 Zopiclone...v...... R -
Zoster (shingles) vaccine (live), herpes.
WOOL £l 4396 .
Zuclopenthixol decanoate..........ccevveviccrerrnnirccerrennenenens

Wool fat, hydrogenated...
Wool fat, hydrous.............
WOIrMWOO ... s 1780

General Notices (1) apply to all monographs and other texts
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