EUROPEAN PHARMACOPOEIA 9.0

Index

1. General notices

2.1.1. DIOPPETS ..ovviiiiiiiiiiiiiccicciet s
2.1.2. Comparative table of porosity of sintered-glass filters.. 15
2.1.3. Ultraviolet ray lamps for analytical purposes............... 15
2.1.4. SIEVES ..o .. 16
2.1.5. Tubes for comparative tests .. .17
2.1.6. Gas detector tubes.........c.occuriiuviiieinicinicccecne 17
2.1, APPATAtUS c..vvviricicic s 15
2.2.10. Viscosity - Rotating viscometer method.... .28
2.2.11. Distillation range .......cececeeeeevvrercrcerevennenee .. 30
2.2.12. Boiling point......c..ccveecuvecuvenicenicnrecenenees .31
2.2.13. Determination of water by distillation... .31
2.2.14. Melting point - capillary method................ .32
2.2.15. Melting point - open capillary method....... .32

2.2.16. Melting point - instantaneous method...

2.2.17. Drop point ......ccccceeevevevvrucineereccneneineenenens .33
2.2.18. Freezing point.......ccoviiiiiiiniiiiniiniiicccn 34
2.2.19. Amperometric titration..........coeeveveveireiceereninicenenns 35
2.2.1. Clarity and degree of opalescence of liquids .. .21
2.2.20. Potentiometric titration .........cccccoeeeivicenennne .. 35
2.2.21. Fluorimetry.......ccccoveeeueeneueerecunennns . 36
2.2.22. Atomic emission spectrometry ..... .36

2.2.23. Atomic absorption spectrometry................
2.2.24. Absorption spectrophotometry, infrared...
2.2.25. Absorption spectrophotometry, ultraviolet and

VISIDI .o 41
2.2.26. Paper chromatography ..........cccccceevneccccrnnnencecrennenns 42
2.2.27. Thin-layer chromatography...........ccccocccvuecurinieeniennnaee 43
2.2.28. Gas chromatography............ .. 44
2.2.29. Liquid chromatography........... ... 46
2.2.2. Degree of coloration of liquids........ .22
2.2.30. Size-exclusion chromatography ... .47
2.2.31. Electrophoresis.......c.cocoeeveurereneuennnne ... 48
2.2.32. Loss on drying..... .53
2.2.33. Nuclear magnetic resonance spectrometry .. .54
2.2.34. Thermal analysis .........cccocoeunicinicirincniniiinnnns .57
2.2.35. OsmOlality.....c.ccveviuieiciciiiicee e 59
2.2.36. Potentiometric determination of ionic

concentration using ion-selective electrodes ...........ccveuenee. 60
2.2.37. X-ray fluorescence spectrometry............ .. 61
2.2.38. ConductiVity ....oeeeeuereururicerererreieererenseneaene .. 62
2.2.39. Molecular mass distribution in dextrans... .. 62
2.2.3. Potentiometric determination of pH............ .24
2.2.40. Near-infrared SpectroSCOPY ........coreeeureeerreerrerevecrevennenes 64
2.2.41. Circular dichroiSm.........cccoeeeenicinicinecnencenicrieenes 69
2.2.42. Density of solids......... .70
2.2.43. Mass SPeCtrOMELIY.....cocovuruiuemerireniiiiiisi s 71
2.2.44. Total organic carbon in water for pharmaceutical

USE.uiuieiriititetesete ettt bbb bbbt 73
2.2.45. Supercritical fluid chromatography............ .74
2.2.46. Chromatographic separation techniques... .74
2.2.47. Capillary electrophoresis.........ccccccoeeuniucunee .. 81
2.2.48. Raman spectroscopy.........c.ceeuns ... 86
2.2.49. Falling ball viscometer method..........ccccveuvirririunncee. 88
2.2.4. Approximate pH of solutions ........c.cceveeeeeuvererenecuerrenence 25
2.2.54. Isoelectric focusing .
2.2.55. Peptide Mapping ........cceeceureeueeniueericeriecmreerreneeeeseiennenes
2.2.56. Amino acid analysis.......ccccceeveeeeererncccereinninccrennenns 93
2.2.57. Inductively coupled plasma-atomic emission

SPECTIOMIETTY vttt 100
2.2.58. Inductively coupled plasma-mass spectrometry...... 101
2.2.59. Glycan analysis of glycoproteins.............ccccoeecuvicuaes 103
2.2.5. Relative density
2.2.60. Melting point - instrumental method ...........c.c...c.... 108
2.2.61. Characterisation of crystalline solids by

microcalorimetry and solution calorimetry.........ccccccocuc... 109
2.2.64. Peptide identification by nuclear magnetic resonance

SPECLIOMIELLY wovviiiienieiicteteeettee s 112
2.2.65. Voltametric titration ........c..cccoeeecueeniueenicnnenee

2.2.66. Detection and measurement of radioactivity ...
2.2.6. Refractive index.....
2.2.7. Optical rotation.....
2.2.8. VISCOSILY cucuvrrriincicteitctcee s

2.2.9. Capillary viscometer method ................
2.2. Physical and physicochemical methods
2.3.1. Identification reactions of ions and functional

GTOUPS ettt 123
2.3.2. Identification of fatty oils by thin-layer

chromatography........ccccovciiinininiciciniriicceenaes 126
2.3.3. Identification of phenothiazines by thin-layer

chromatography.........ccccoveuviinininincicincrccieeaes 127
2.3.4. OdOUT ... 127

2.3, Identification.......cccceeveviireerieerereeereeeereeeeree e easenes 123
2.4.10. Lead in SUATS......ccccviueuicuricreeereeieeecieeseeeeseaenseeneenes 136
2.4.11. PhOSPRates .......cccceueuvirerecucrririnerciereieineceenereseeeaesennenes 136
2.4.12. POtaSSiUmM....ccouieeuvieieeriereeeieeereere e eeaeeeneeereeeaee e 136
2.4.13. SUILALES....cvvieiereercrecteeeceeecter ettt 136
2.4.14. Sulfated ash.......ccccoeveveiveeeieeeeeeceeceeeceeeee e 136

2.4.15. Nickel in polyols........c.ccocevicuncinicnicninieccrieneaes 137
2.4.16. Total ash .....c.cccevueiiiciiiiiciciccce e 137
2.4.17. ATUMINIUIMN <ot 137
2.4.18. Free formaldehyde ..........cccoocuviiiiiiniiinicnicinicns 137
2.4.19. Alkaline impurities in fatty oils........cccccoeeverivicicnncs 138
2.4.1. AMMONIUM ..oovviiiiiiiiiniciii e 131
2.4.20. Determination of metal catalyst or metal reagent
FESIAUES ..ottt 138
2.4.21. Foreign oils in fatty oils by thin-layer
chromatography..........cccoveiiinininincicncnicncenaas 141
2.4.22. Composition of fatty acids by gas chromatography.. 141
2.4.23. Sterols in fatty OilS.......cccoeeerereenicrnecnereecereeneaens 144
2.4.24. Identification and control of residual solvents......... 146
2.4.25. Ethylene oxide and dioXan..........ccovceveerrecerreneuecenens 151
2.4.26. N,N-Dimethylaniline..........ccccoccoevivirivininininicincnnas 152
2.4.27. Heavy metals in herbal drugs and herbal drug
Preparations ... 152
2.4.28. 2-Ethylhexanoic acid .......ccoccveurieiinincicnicnicricnees 154
2.4.29. Composition of fatty acids in oils rich in omega-3
ACKAS e 155
2.4.2. AISENIC...iiiiiiiiiiiiiiiititiiic e 131
2.4.30. Ethylene glycol and diethylene glycol in ethoxylated
SUDSTAIICES ..o 157
2.4.31. Nickel in hydrogenated vegetable oils.................. . 157
2.4.32. Total cholesterol in oils rich in omega-3 acids......... 157
2.4.3. Calcium....... . 132
2.4.4. Chlorides e 132
2.4.5. FIUOTIdES.....ouiiiiiiciiciciicicrc i 132
2.4.6. Magnesium .......couevvereecrerereiieciee e 132
2.4.7. Magnesium and alkaline-earth metals ............c........... 133
2.4.8. Heavy metals
2.4.9. TEON ot
2,4-Dichlorobenzyl alcohol ............cccoocviiiiniincnicinnn 2242
2.4, Limit tests.....ccovvivininiiiiiicccc 131
2.5.10. Oxygen-flask method .........cccoceuviiniiinicinicinicaes 164
2.5.11. Complexometric titrations...........coceeeereverrerccrererennence. 164
2.5.12. Water: semi-micro determination ............cceccccveecunece 165
2.5.13. Aluminium in adsorbed vaccines ...........ccccoeuecucucuncs 165
2.5.14. Calcium in adsorbed vaccines.........cccooeeeuvecrveeuecenees 166
2.5.15. Phenol in immunosera and vaccines............cccocccuueee. 166
2.5.16. Protein in polysaccharide vaccines
2.5.17. Nucleic acids in polysaccharide vaccines.................. 166
2.5.18. Phosphorus in polysaccharide vaccines.................... 166
2.5.19. O-Acetyl in polysaccharide vaccines..........cccocueeueece. 167

2.5.1. ACIA VAlUC....ouiveeecreeriecectecteeceeeteeeeteeter e 161

2.5.20. Hexosamines in polysaccharide vaccines.................. 167
2.5.21. Methylpentoses in polysaccharide vaccines.............. 167
2.5.22. Uronic acids in polysaccharide vaccines................... 168
2.5.23. Sialic acid in polysaccharide vaccines...........c.ccc...... 168
2.5.24. Carbon dioxide in gases.........cocvevrererrereueereuerreeeenenens 168
2.5.25. Carbon monoxide in gases .........cccooeerrerereercrerreuennenens 169
2.5.26. Nitrogen monoxide and nitrogen dioxide in gases.. 170
2.5.27. OXygen in @aseS......ccccoeieieiininininininiinnnenenienenesenenenes 170
2.5.28. Water in @ases.......ccocevvivivinininininiiiniciincccnes 170

2.5.29. Sulfur dioXide ......ccoeueeeveenieerreeinieineerreeieneieeeeeeaens 171
2.5.2. Ester vValte.....c.occcuvicuniciiiicicrecreceeceeeeeee e 161
2.5.30. Oxidising SUbStanCces ..........cccoeeeureniueiniucinicinicirinennenas 171
2.5.31. Ribose in polysaccharide vaccines.......c.ccceceereueunnee 171

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

3983

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

2.5.32. Water: micro determination.........cccocccveeerrercrevncuennee 172
2.5.33. Total Protein ....cooceerreneecrerrerenceeereneneeereeseseeeseneenes 172
2.5.34. Acetic acid in synthetic peptides........ccceccervvrnvcncnnnne. 175
2.5.35. Nitrous oxide in @ases ........cccceceeueeriuemriucmreueurecureernenns 176
2.5.36. Anisidine value........c.ocoveerererrnceeenniceernenenicerenns 176
2.5.37. Methyl, ethyl and isopropyl methanesulfonate in
methanesulfonic acid ......cccevvvevceennencvcenrnceerccnes 176
2.5.38. Methyl, ethyl and isopropyl methanesulfonate in active
SUDSTATICES ..ttt eeaes 177

2.5.39. Methanesulfonyl chloride in methanesulfonic
acid oo
2.5.3. Hydroxyl value 161
2.5.40. Methyl, ethyl and isopropyl toluenesulfonate in active
SUDSTANICES .....ceciieciieiiciicit ettt 179
2.5.41. Methyl, ethyl and isopropyl benzenesulfonate in active
SUDSTAIICES .....ceceecteeieeacieiscietreeee ettt
2.5.4. Todine value ........ccccovuviiiiciiiiiiiii
2.5.5. Peroxide valUue.........couvueieiniininiciniciniicicicciiiens
2.5.6. Saponification value.....
2.5.7. Unsaponifiable matter
2.5.8. Determination of primary aromatic amino-

NIETOZEMN it 163
2.5.9. Determination of nitrogen by sulfuric acid

dIESTION ..o 164
2.5, ASSAYS it 161

2.6.10. HiStamine......ccooeiiiivininininiiiiiiccccccccenes 194

2.6.11. Depressor subStances.........c.coeovereecreurerenicrerenrenccnenens 195

2.6.12. Microbiological examination of non-sterile products:
microbial enumeration tests..........ccoovieiiciiiiniciniiiinnn, 195

2.6.13. Microbiological examination of non-sterile products:
test for specified micro-organisms
2.6.14. Bacterial endotoxins................

2.6.15. Prekallikrein activator ..........cocccveevencceniueenicunecnnenns
2.6.16. Tests for extraneous agents in viral vaccines for human
L ] OO 208
2.6.17. Test for anticomplementary activity of
IMMUNOGlObULN ... 210
2.6.18. Test for neurovirulence of live virus vaccines .......... 212
2.6.19. Test for neurovirulence of poliomyelitis vaccine
(S5 2 OO 212

2.6.1. Sterility coccceerreeiiccreireceee e
2.6.20. Anti-A and anti-B haemagglutinins........
2.6.21. Nucleic acid amplification techniques....
2.6.22. Activated coagulation factors........cccoecvieviuvicicnncnn. 219
2.6.24. Avian viral vaccines: tests for extraneous agents in
SEEA LOLS ouvvreeeiiciii e 219
2.6.25. Avian live virus vaccines: tests for extraneous agents in
batches of finished product ..........ccoceceueirrncccnnencccecnennes 222
2.6.26. Test for anti-D antibodies in human immunoglobu-
TN s
2.6.27. Microbiological control of cellular products
2.6.2. MycobaCteria ......cooueuriucuneucrrecirecieeeeeeeeenne
2.6.30. Monocyte-activation test..........ccvviiviniieniiiniininnns
2.6.31. Microbiological examination of herbal medicinal
products for oral use and extracts used in their

PreParation ......civieieiiiereieiereieteiee s 232
2.6.33. Residual pertussis toxin and irreversibility of pertussis
EOXOTA ..o 235

2.6.7. Mycoplasmas ..
2.6.8. Pyrogens.................
2.6.9. Abnormal toxicity .....
2.6. Biological tests........ccoccuvicuriiirinicinieniciniciaes

2.7.10. Assay of human coagulation factor VII.................... 258
2.7.11. Assay of human coagulation factor IX..................... 259
2.7.12. Assay of heparin in coagulation factors.................... 259
2.7.13. Assay of human anti-D immunoglobulin..

2.7.14. Assay of hepatitis A vaccine ........c.cccooeecuveecrvinicinncnnee
2.7.15. Assay of hepatitis B vaccine (rDNA) .........ccccecunnce.

2.7.16.
2.7.17.

Assay of pertussis vaccine (acellular) .....
Assay of human antithrombin IIT...........
2.7.18. Assay of human coagulation factor II ....
2.7.19. Assay of human coagulation factor X.....
2.7.1. Immunochemical methods........c.ceceuviviniviricicnnn.

2.7.20. In vivo assay of poliomyelitis vaccine (inactivated).. 267
2.7.21. Assay of human von Willebrand factor..................... 268
2.7.22. Assay of human coagulation factor XI.........ccceuuueee 269
2.7.23. Numeration of CD34/CD45+ cells in

haematopoietic products.........cceeeeeceuerrrniccerenniccennenns
2.7.24. Flow CYtOMELIY ....coovvevimcriecicnnnnees
2.7.25. Assay of human plasmin inhibitor
2.7.27. Flocculation value (Lf) of diphtheria and tetanus toxins

and toxoids (RamMON aSSaY) .......ccrueueecremiuemriucnriceriacnreenens 273
2.7.28. Colony-forming cell assay for human

haematopoietic progenitor cells..............
2.7.29. Nucleated cell count and viability...
2.7.2. Microbiological assay of antibiotics..
2.7.30. Assay of human protein C ...............
2.7.31. Assay of human protein S......c..cccooceeureeennee.

2.7.32. Assay of human a-1-proteinase inhibitor ................. 278
2.7.34. Assay of human Cl-esterase inhibitor ..........cccc...... 278
2.7.35. Immunonephelometry for vaccine component

ASSAY wovrerririsisieee s

2.7.4. Assay of human coagulation factor VIII.
2.7.5. Assay of heparin.......cccccooocvcnccnccncncnne
2.7.6. Assay of diphtheria vaccine (adsorbed) ..
2.7.7. Assay of pertussis vaccine (whole cell)....
2.7.8. Assay of tetanus vaccine (adsorbed).....
2.7.9. Test for Fc function of immunoglobulin.
2.7. Biological assays ..........ccocccveecuriciricciiinieennnns
2.8.10. Solubility in alcohol of essential oils..........cccceuueuuecnes
2.8.11. Assay of 1,8-cineole in essential oils.........cc.cccvuecuncees
2.8.12. Essential oils in herbal drugs...............
2.8.13. Pesticide residues ....................
2.8.14. Tannins in herbal drugs......
2.8.15. Bitterness value.................
2.8.16. Dry residue of extracts.........
2.8.17. Loss on drying of extracts...
2.8.18. Determination of aflatoxin B, in herbal drugs......... 289
2.8.1. Ash insoluble in hydrochloric acid........cccccovucuricnnces 283
2.8.20. Herbal drugs: sampling and sample preparation .... 291
2.8.21. Test for aristolochic acids in herbal drugs................ 292
2.8.22. Determination of ochratoxin A in herbal drugs...... 294
2.8.23. Microscopic examination of herbal drugs................ 295
2.8.25. High-performance thin-layer chromatography of
herbal drugs and herbal drug preparations ........c.c.ccocceuncec. 295
2.8.2. Foreign matter ........cccocoevvvvvvrrvniercrerennnnnes
. Stomata and stomatal index
. Swelling indeX......cc.ccceecunicunnacs
. Water in essential oils...............
. Foreign esters in essential 0ils .........c.ccocoenieunicuricnneaes 284
. Fatty oils and resinified essential oils in essential

. Odour and taste of essential oils...............
2.8.9. Residue on evaporation of essential oils .....
2.8. Methods in pharmacognosy ..........cc.cccoeeuc...
2.9.10. Ethanol content .........cccocvuvirinicinnen
2.9.11. Test for methanol and 2-propanol......
2.9.12. SIEVE teST...uviiiniiiciicc s
2.9.14. Specific surface area by air permeability...
2.9.16. FIOWADIILY ....vooveeeeseoeeeeeee oo
2.9.17. Test for extractable volume of parenteral

PIreparations ... 322
2.9.18. Preparations for inhalation: aerodynamic assessment

of fine particles.......ccocviiciniinininiciccaes 323
2.9.19. Particulate contamination: sub-visible particles...... 335
2.9.1. Disintegration of tablets and capsules........c.c.ccoceune.... 299
2.9.20. Particulate contamination: visible particles ............. 337
2.9.22. Softening time determination of lipophilic

SUPPOSILOTIES .ovviiiiiiicriiict s 338
2.9.23. Gas pycnometric density of solids ..........ccccocccuriecunees 339
2.9.25. Dissolution test for medicated chewing gums ......... 340
2.9.26. Specific surface area by gas adsorption..................... 344

2.9.27. Uniformity of mass of delivered doses from multidose

CONLAINETS ..t 347
2.9.29. Intrinsic disSOIUtION.....ccccvevrvrercucuereireicrercriricenerenes 347
2.9.2. Disintegration of suppositories and pessaries............ 301

3984

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

2.9.31. Particle size analysis by laser light diffraction.......... 349

2.9.32. Porosity and pore-size distribution of solids by
MEICUry POrOSIMELIY .ocviiiiiiiiiiiiiiiiiiicee s 352

2.9.33. Characterisation of crystalline and partially crystalline
solids by X-ray powder diffraction (XRPD) .......cccccvuuuuuee 354

2.9.34. Bulk density and tapped density of powders
2.9.35. Powder fIneness..........coceeuevevrurercmeueremnenecmcreesenenecsereenes
2.9.36. POWder floW .......coveuieereerricireeieieeeeieneeeneenenes
2.9.37. Optical MIiCrOSCOPY.....cevucreiuemireeriieiriieereeeereenseienreaes

2.9.38. Particle-size distribution estimation by analytical
SIEVING vttt 367
2.9.39. Water-solid interactions: determination of
sorption-desorption isotherms and of water activity......... 369
2.9.3. Dissolution test for solid dosage forms...........c....c...... 302
2.9.40. Uniformity of dosage units .........ccocoereeerreeerrecrrcernenes 372
2.9.41. Friability of granules and spheroids............cccecccuuve. 375
2.9.42. Dissolution test for lipophilic solid dosage forms ... 377
2.9.43. Apparent dissolUtion ..........ccccecuvieicciiiniiniiniecicicnnn. 377
2.9.44. Preparations for nebulisation: characterisation....... 378

2.9.45. Wettability of porous solids including powders....... 381
2.9.47. Demonstration of uniformity of dosage units using

large SAmPle SIZES.......ceueveverreuernieerreeeineeirereiseeeeeieeseeenseeennes 384
2.9.4. Dissolution test for transdermal patches .................... 309
2.9.5. Uniformity of mass of single-dose preparations........ 311
2.9.6. Uniformity of content of single-dose preparations.... 312
2.9.7. Friability of uncoated tablets..........cccoccvuniiinicinicnnines 312
2.9.8. Resistance to crushing of tablets..........cccoocereerrccrnenes 313
2.9.9. Measurement of consistency by penetrometry .......... 313
2.9. Pharmaceutical technical procedures..........ccccoceeuveucunnee 299
3.1.10. Materials based on non-plasticised poly(vinyl chloride)

for containers for non-injectable, aqueous solutions......... 410

3.1.11. Materials based on non-plasticised poly(vinyl

chloride) for containers for solid dosage forms for oral

administration........ccociiiiiiici s 412
3.1.1.1. Materials based on plasticised poly(vinyl chloride) for

containers for human blood and blood components......... 391

3.1.1.2. Materials based on plasticised poly(vinyl chloride) for
tubing used in sets for the transfusion of blood and blood
COMPONENES ..vniiiiiiiiriicc s 393
3.1.13. Plastic additiVes.........ccovueuricrreccmrinirricreericreeeeas 414
3.1.14. Materials based on plasticised poly(vinyl chloride)
for containers for aqueous solutions for intravenous

INFUSION 1ottt 416
3.1.15. Polyethylene terephthalate for containers for

preparations not for parenteral Use..........cocoeveueuerrrerevcucnnenes 419
3.1.1. Materials for containers for human blood and blood

COMPONEINLS ..ottt 391
3.1.3. Polyolefins........ccoeuiuiinicinicinicinicsinsscssesccee s 395

3.1.4. Polyethylene without additives for containers for
parenteral preparations and for ophthalmic preparations.. 398
3.1.5. Polyethylene with additives for containers for parenteral

3.2.9. Rubber closures for containers for aqueous
parenteral preparations, for powders and for

freeze-dried POWAETS........cocueuiueunieerneenceinccirneeneienneenneaes 435
3.2, CONtAINEIS....ccviiiircrcecc e 423
3-O-Desacyl-4’-monophosphoryl lipid A... ... 2207
4.1.1. REAGENLS ..ottt 441
4.1.2. Standard solutions for limit tests ...........cccccoveieuneennee 555
4.1.3. Buffer sOIutions ........cccveeueeeuevrieenicrreerneeieneienreenneeens 560
4.1. Reagents, standard solutions, buffer solutions.............. 441
4.2.1. Primary standards for volumetric solutions............... 565
4.2.2. Volumetric solutions..........cceeeeueeniueuricuricrnecreenieennnens 566
4.2. Volumetric analysis..........cccooeernivnicinicnicnciccene 565
4-Aminobenzoic acid.......... .. 1702
4. ReAENLS...oiviiiririiiiiiiii s 441
5.10. Control of impurities in substances for pharmaceutical

L] OO 723
5.1.10. Guidelines for using the test for bacterial

ENAOLOXIIS «..cvrverrerreerineieeseieeeeeeeees e teesesessaenseaeneaeneaes 593
5.11. Characters section in monographs...........c.cccceccuviecuneaes 729
5.1.1. Methods of preparation of sterile products................ 575
5.1.2. Biological indicators of sterilisation .. .577
5.12. Reference standards.........ccccceeuveuniuricicincininenriecicnnnn. 733
5.1.3. Efficacy of antimicrobial preservation ...........cc.ccco..... 577

5.14. Gene transfer medicinal products for human use....... 739
5.1.4. Microbiological quality of non-sterile pharmaceutical

preparations and substances for pharmaceutical use......... 579
5.1.5. Application of the F, concept to steam sterilisation of
aqUEOUSs Preparations ... 580

5.15. Functionality-related characteristics of excipients...... 753
5.1.6. Alternative methods for control of microbiological

QUALTEY s 580
5.16. Crystallinity .....cccoccuiuviiriiiciciiriccceeieenenens 757
5.17.1. Recommendations on dissolution testing................. 761
5.17. Recommendations on methods for dosage forms

EESTING vttt 761
5.1.7. Viral safety ... 591
5.1.8. Microbiological quality of herbal medicinal products for

oral use and extracts used in their preparation .................. 591

5.19. Extemporaneous preparation of radiopharmaceuti-
CALS Lo
5.1.9. Guidelines for using the test for sterility
5.1. General texts on microbiology .........c.c.c......
5.20. Metal catalyst or metal reagent residues......................
5.2.11. Carrier proteins for the production of conjugated
polysaccharide vaccines for human use.........ccocccvecunicunecs 626
5.2.12. Raw materials of biological origin for the production
of cell-based and gene therapy medicinal products........... 627
5.2.13. Healthy chicken flocks for the production of inactivated
vaccines for Veterinary use ..o 630
5.21. Chemometric methods applied to analytical data....... 783
5.2.1. Terminology used in monographs on biological

preparations and for ophthalmic preparations................... 399 PrOAUCES couceeeirecacicieirtccet ettt 599
3.1.6. Polypropylene for containers and closures for parenteral 5.2.2. Chicken flocks free from specified pathogens for the

preparations and ophthalmic preparations............ccccueuc. 403  production and quality control of vaccines............ccccuuunee 599
3.1.7. Poly(ethylene - vinyl acetate) for containers and tubing  5.22. Names of herbal drugs used in traditional Chinese

for total parenteral nutrition preparations...........c.cecceuuee. 406 MEICINE ... 803
3.1.8. Silicone oil used as a lubricant ........ccococeceeeerrncvcucnnenes 408 5.2.3. Cell substrates for the production of vaccines for human
3.1.9. Silicone elastomer for closures and tubing................. 409 USCeuiuiicucicieireicieiet ettt ettt eae ettt ens 602
3.1. Materials used for the manufacture of containers......... 391 5.23. Monographs on herbal drug extracts (information
3.2.1. Glass containers for pharmaceutical use..................... 423 ChAPLEL) ottt 807
3.2.2.1. Plastic containers for aqueous solutions for 5.2.4. Cell cultures for the production of veterinary

INFUSION ..o 429 VACCINES ...ttt 606
3.2.2. Plastic containers and closures for pharmaceutical 5.2.5. Substances of animal origin for the production of

USC.eceeeueescieeeae ettt 428 immunological veterinary medicinal products .................. 608
3.2.3. Sterile plastic containers for human blood and 5.2.6. Evaluation of safety of veterinary vaccines and

blood COMPONENLS......oeveiiriiiiiieiiciciiniieeenaes 430 IMMUNOSEIA .oeovuievireiirctiictesriic s 610
3.2.4. Empty sterile containers of plasticised poly(vinyl 5.2.7. Evaluation of efficacy of veterinary vaccines and

chloride) for human blood and blood components........... 432 IIMIMUNOSEIA eovivieiieeieeteeeeieteetesteseereereseeseesessessessesessessessesessens 612
3.2.5. Sterile containers of plasticised poly(vinyl chloride) for ~ 5.2.8. Minimising the risk of transmitting animal spongiform

human blood containing anticoagulant solution ............... 432 encephalopathy agents via human and veterinary medicinal
3.2.6. Sets for the transfusion of blood and blood PIOAUCES .ottt neaes 613

COMPONEILS ...ecrieciiietisieicieiieee st 433 5.2.9. Evaluation of safety of each batch of immunosera for
3.2.8. Sterile single-use plastic syringes............ccocecvuecucuncen. 434 Veterinary USC.......coueemeiimeiiineiiiniienene s 625
General Notices (1) apply to all monographs and other texts 3985

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

5.2. General texts on biological products.........c.ecccvervureneuec. 599 Alcuronium chloride.................... 1658
5.3. Statistical analysis of results of biological assays and Alendronate trihydrate, sodium . 3559
EESES . evueeeneerererrescstietet ettt ene 635 Alexandrian senna pods.............. 1518
5.4. Residual sOIVents ............ccooecuncinicmrininnicnicnicneeeeas 665 Alfacalcidol 1660
5.5. Alcoholimetric tables........cocccceerevniccnrnnicrerernecenen 675 AlfadeX....cccoovvunevnerrincircnnnn. 1661
5.6. Assay of INterferons .........coeveeeiernierreerneerneerseseuseseuenn. 689 Alfentanil hydrochloride ... ... 1662
5.7. Table of physical characteristics of radionuclides Alfuzosin hydrochloride.........ccccoiiiiiiiinciccn 1664
mentioned in the European Pharmacopoeia....................... 693 Alginate, SOdIUM.....c.ccevuiciciiiicicicc e 3560
5.8. Pharmacopoeial harmonisation Alginic acid......ccocccveiurennee. 1665
5.9. POlymMOrpRiSI ....ccveviveiieeiieciriciseeieeeeeneeenneeeisesennenes Alimemazine hemitartrate.........ccocceveerreennenes 1666
Alkaline-earth metals and magnesium (2.4.7.).....cccceceuun.ce. 133
A Alkaline impurities in fatty oils (2.4.19.) .c..ccoovcrvicivinncennnee. 138
ADACAVIT SULFALE.....veeeerreeceee et ALANLOIN v 1667
Abbreviations and symbols (1.) ... Allergen products....... e s 811
ADNOTMAl tOXICILY (2.6.9.)-crverserersersersersrrnserce .194 Allergen products, animal epithelia and outgrowths for... 1736
Absorption spectrophotometry, infrared (2.2.24.) ...cccoorevenneee 39 Allergen products, Hymenoptera venoms for............c..... 2732
Absorption spectrophotometry, ultraviolet and visible Allergen products, mites for......c.cecveuerveuerecrneeenccnccrrenenns 3077
(22.25.) oo 41 Allergen products, MOUlAS fOr s 3094
ACACI erererererses st 1229 Allergen products, pollens for........vocovivscsoee 3362
Acacia, spray-dried Allium sativum for homoeopathic preparations .. 1590
Acamprosate calcium ... Allopurinol................... 1668
Acanthopanax bark all-rac-a-Tocopherol.............. 3800
ACATDOSE .ottt nees all-rac-a-Tocopheryl acetate. 3802
Acebutolol hydrochloride.... Almagate s .1670
Aceclofenac.........coeceeeeeneeenn. Almond oil, refined...... - 1671
Acemetacin ......cooccoeeeene. Almond oil, virgin...... e 1671
Acesulfame potassium...... Aloes, Barbados ... 1236
Acetate trihydrate, sodium. Aloes, CAPC..ovvvvvvrrrrsrsres s 1237
Acetazolamide.........oeveuneiiiniinicice s Aloes dry extract, standardised... 1238
Acetic acid, glacial ..o Alovudine (*°F) injection.............. 1127
Acetic acid in synthetic peptides (2.5.34.)... Alphacyclodextrin ... 1661
ACELONE covvvvververrieeiesssese s st st ss sttt ssens Alprazolam ......c.vveevvreen 1672
Acetylcholine chloride .......oc.oeeeeeeereeererneeeseeereeeeseeeseeeeens Alprenolol hydrochloride . 1674
Acetylcysteine............... ) Alprostadil.......cooccevereureneen ... 1675
B-Acetyldigoxin......... Alteplase for iNjection .........occceeecurecureccurercueercreneenecnreenne 1677
Acetylsalicylic acid ... Alternative methods for control of microbiological quality
Acetyltryptophan, N- ... 1639 (5‘.1’.6.) ...................................................................................... 580
Acetyltyrosine, N-oiil .. 1641 ATZIAE ..ottt nens 1681
F T (S 1642 Al - 1682
Acidum picrinicum for homoeopathic preparations......... 1587 Alum}n{um (2'4'1.7') """""""""""""""" 137
Acid value (2.5.1.) e 161 Aluminium chloride hexahydrate......co...oooosre 1682
ACHICHIN v 1644 Aluminium hydroxide, hydrated, for adsorption. 1682
Actinobacillosis vaccine (inactivated), porcine ..... .1085 Alum}mum mn adsor.bed vaccines O 165
Activated charcoal ........coc.ovevrrerrenrensrererereeenseeseaeneens 2025 Aluminium magnesium Silicate.........ewvrrsvrrssirsssinnsne 1683
Activated coagulation factors (2.6.22.).........ccowcccrreceessce 219 Alum}n!um oxide, hydrated .......c..ccooeveunivciicniiicncnne 1684
Adapalene ..o 1646 Aluminium phosphate gel.............. - 1685
Additives, PIAStic (3.1.13.) coocerossoeerssseersssseerssssserssssseresssen 414 Aluminium phosphate, hydrated.........cooooninriniinniinnnnn. 1686
Adenine.......ocvcuiiiiiice s 1647 Aluminium sOdium sTHCate ..o vt 1686
Adeno-associated-virus vectors for human use.................... 748 Alum%n}um stearate.............. 1687
AENOSINE .ottt ess et seess st 1648 Aluminium sulfate....... 1689
Adenovirus vaccine (inactivated), canine.... 1027 Alverine citrate.............. s 1690
Adenovirus vaccine (live), canine................. 1028 Amantadine hydrochloride... 1691
Adipic acid... 1649 Ambroxol hydrochloride...... 1692
Adrenaline ................ 1650 Amfetamine sulfate ..o 1694
Adrenaline tartrate .......co..ooeveervereenrvseresessnsesnsesnsennes 1652 Amidotrizoate, SOAUM .ovvevvvevtvrirsr 3561
Adsorption, gas, specific surface area by (2.9.26.) ................ 344 Amidotrizoic acid dihydrate .... .- 1694
Aerodynamic assessment of fine particles in preparations for Am}kaqn ................................................................................. 1696
INHALAtON (2.9.18.) vevrvvreeerersesessessssnesesseseeese 323 AmIKACn SUMALE o 1698
Aflatoxin B, in herbal drugs, determination of (2.8.18.)....289 /Amiloride hydrochloride dihydrate . 1701
AGAT oo 1230 Amino acid analysis (2.2.56.) coovvesivrssvvsssirsssvsssinssinsne
Agaricus phalloides for homoeopathic preparations......... 1588 Am%nobenzo_lc ac_ld, 4-.
AGNUS CASLUS FIUIL1urrverrerriereeeeceeeeeeeeeeees e seeeseeessessseessens 1231 Aminocaproicacid ...
Agnus castus fruit dry extract... 1232 Aminoglutethimide.....
AGIINONY oo 1233 Am}nophyll}ne ........................................................................
Air, medicinal wv...... 1653 Aminophylline hydrate ..o,
Air, synthetic medicinal...... 1655 Aminosalicylate dihydrate, sodium...
Akebia Stem oo 1234 Amiodarone hydrochloride......ccooiminrinniinniininiens
Alanine............ 1656 Amisulpride .............................................................................
AIDENAAZOLE ..ottt 1657 Amitriptyline hydrochloride.....
Albumin solution, human ..........cc.ceecmeeueeerecrnecrneeeeceeecnes 2660 AmlOlemelPeSl,laFe"'j """"""""
Alchemilla Ammonia (“N) injection.................
Alcoholimetric tables (5.5.) ...rirrerrnsrenrenesnssnssssesssssssensens 675 Ammonia solution, concentrated...................
Ammonio methacrylate copolymer (type A).....cccocceueueenee 1712
3986 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Ammonio methacrylate copolymer (type B)..... ..1713  Application of the F, concept to steam sterilisation of aqueous
Ammonium (2.4.1.) ot e 131 preparations (5.1.5.) cocccerrerercrerrinirercrererneseeeserensesesesesessees 580
Ammonium bromide... 1714 Approximate pH of solutions (2.2.4.)....c.ccoceerererrnereneerneennen. 25
Ammonium chloride.... .1715 Aprepitant 1746
Ammonium glycyrrhizate ............... 21716 Aprotinin c...ccvceceveeceeeeeeencecineennenenne 1747
Ammonium hydrogen carbonate ... ...1717  Aprotinin concentrated solution ... ... 1749
Amobarbital ... 1717  Arachis oil, hydrogenated..........ccccoooeuniiiniciniciniccnicnnne 1752
Amobarbital SOdIUM .......ccccuviuviviciiiiicce 1718 Arachis oil, refined ........cccccovveiiivcininininciccc 1752
Amomum fruit.............. ..1239  Arginine.......ccocccovuecunee ... 1753
Amomum fruit, round........ ...1502 Arginine aspartate.............. ... 1754
Amorolfine hydrochloride..... ..1719  Arginine hydrochloride ..... ... 1755
Amoxicillin sodium............. 1720 Argon ... ... 1756
Amoxicillin trihydrate................... w1723 ATIPIPrazole......cucucecuecieciricieeeieeceeeee et 1757
Amperometric titration (2.2.19.) c.ccovveveeerrenrcerenineneerereenes 35 Aristolochic acids in herbal drugs, test for (2.8.21) ............. 292
Amphotericin B .....cc.cccovereeeivnenne 1725 Arnica flOWer......cevceeucecunccinieineeneeiseiseeieeieseieneaens ... 1251
Ampicillin............... ..1727  Arnica tincture...... ... 1253
Ampicillin SOAIUM......vueeiciricicieierccneerceeecreeeeeieeneiees 1729 ATSeniC (2.4.2.) cuouivveeeeereereieteereiteeeeereeseeeseesesses s eseseeeseesenne 131
Ampicillin trihydrate........ccocceeeenceneeniceieneenecreeenes 1731 Arsenicum album for homoeopathic preparations............ 1593
Amylmetacresol ..o ...1733  Arsenious trioxide for homoeopathic preparations........... 1593
Anacardium for homoeopathic preparations.. 1591 Articaine hydrochloride........cccccoocuviiiiiiiincinininicicnn, ...1758
Anaemia vaccine (live), chicken, infectious..... ...1069 Artichoke leaf...................... ... 1254
Anaesthetic ether .......cooceveeevncvnecnccnccncnen, ...2422  Artichoke leaf dry extract.. ... 1256
Analysis, thermal (2.2.34.)...c.ccccovvciiivinniincinicnecncneenenes 57 Ascorbate, calcium ............. ... 1911
Analytical sieving, particle-size distribution estimation by Ascorbate, sodium........ ....3563
(2.9.38.) ettt ettt 367 Ascorbicacid................ ... 1760
Anamirta cocculus for homoeopathic preparations .......... 1597  Ascorbyl palmitate..........ccccoevrcincininnnne. ... 1762
ANASETOZOLE ...ttt 1735 Ash insoluble in hydrochloric acid (2.8.1.) .c..cccvvervuneuerenenn. 283
Anemarrhena asphodeloides rhizome ........c.ccoovveiueurunenece 1241 Ash leaf ..o 1257
Angelica archangelica root .. 1242 Ash, sulfated (2.4.14.) e 136
Angelica dahurica root........ 1243 ASh, total (2.4.16.) oo 137
Angelica pubescens root...... ...1245 Asparagine monohydrate... ... 1762
Angelica SINensis TO0t ......cccvvuieicinincirinciniiereeceieiaes 1246 Aspartame........cccccoevvvencunes ... 1763
Animal anti-T lymphocyte immunoglobulin for human Aspartic acid......coceuniceniciricececees ... 1764
USC.ueveveeeerereneeseseseesessssesesesesesesesessesesessasesessesesessesesensesesensesenen 1741 Assay of 1,8-cineole in essential 0ils (2.8.11.) c.c.cccveerrunnncn. 285
Animal epithelia and outgrowths for allergen products.... 1736  Assay of diphtheria vaccine (adsorbed) (2.7.6.).......cccccc...... 247
Animal immunosera for human use .........ccooveevveveeevveveerennnne 821 Assay of heparin (2.7.5.) c.cociuncinicinicinicnicrceccncnes 247
Animal spongiform encephalopathies, products with risk of ~ Assay of heparin in coagulation factors (2.7.12.) ................. 259
transmitting agents of ..........cccoccviviininnicncccas 832 Assay of hepatitis A vaccine (2.7.14.) .cccccveiicnicniccnicnnee 262
Animal spongiform encephalopathy agents, minimising the Assay of hepatitis B vaccine (rDNA) (2.7.15.) c..coevvveucuennes 263
risk of transmitting via human and veterinary medicinal Assay of human a-1-proteinase inhibitor (2.7.32.) .............. 278
PTOAUCES (5.2.8.) .cuviriieineiciieeirieeirereieereieeeieeeietneeessesensesensenes 613 Assay of human anti-D immunoglobulin (2.7.13.) .............. 260
Aniseed .....coovuennn. 1250 Assay of human antithrombin III (2.7.17.)..c..cccvvverrecrnecnnee 265
Anise Oil ....cooveveeveierierennns 1248 Assay of human Cl-esterase inhibitor (2.7.34.) .................... 278
Anisidine value (2.5.36.) ..cooevviierieiieeeeceeeeeere e 176 Assay of human coagulation factor II (2.7.18.).....cc.cccvuuenee. 266
Antazoline hydrochloride........ccccccoocncnvcnvcnccnnicnnne 1737  Assay of human coagulation factor IX (2.7.11.) ......cceuueeee. 259
Anthrax spore vaccine (live) for veterinary use.................. 1003  Assay of human coagulation factor VII (2.7.10.).....
Anthrax vaccine for human use (adsorbed, prepared from Assay of human coagulation factor VIII (2.7.4.) ................. 246
CUlture fIltrates)......ooveveiereceeecieeeeecrecreeree et enie Assay of human coagulation factor X (2.7.19.)...cccccvrucunnee. 266
Anti-A and anti-B haemagglutinins (2.6.20.)..... Assay of human coagulation factor XI (2.7.22.) ....cccceuecuunes 269
Antibiotics, microbiological assay of (2.7.2.) ....ccccvuricunnee. 240 Assay of human plasmin inhibitor (2.7.25.) ....ccccccevinicinnee 272
Antibodies (anti-D) in human immunoglobulin, test for Assay of human protein C (2.7.30.) c..cccvcerneerncerrecrneneiecnenens 276
(206.26.) ettt 225 Assay of human protein S (2.7.31.) coccnciniciniciccneces 277
Antibodies for human use, monoclonal ............cceceeveverennnne 826 Assay of human von Willebrand factor (2.7.21.) .....cocceneec.. 268
Anticoagulant and preservative solutions for human blood Assay of Interferons (5.6.) ....coccveererreernierreerreereeereeseuensenens 689
................................................................................................ 1738 Assay of pertussis vaccine (acellular) (2.7.16.)...................... 263
Anticomplementary activity of immunoglobulin (2.6.17.)..210 Assay of pertussis vaccine (whole cell) (2.7.7.) ..cccoccerueunece. 252
Anti-D antibodies in human immunoglobulin, test for Assay of poliomyelitis vaccine (inactivated), in vivo
(26.26.) et 225 (2.7.20.) sttt 267
Anti-D immunoglobulin for intravenous administration, Assay of tetanus vaccine (adsorbed) (2.7.8.) ....cccoeccuvenrcenee. 253
RUMAIL .ot eae e 2663 ASSAYS (2.5.) e s 161
Anti-D immunoglobulin, human ..........ccccoveeunenee ...2662  Astragalus mongholicus root ... 1258
Anti-D immunoglobulin, human, assay of (2.7.13.) ............ 260  Atenolol........ccooiiiiiciniciicc ... 1765
Antimicrobial preservation, efficacy of (5.1.3.) ..cccoceveeneuennee 577 Atomic absorption spectrometry (2.2.23.) .c..cocovverrenerererennenes 37
Antiserum, European viper venom..........ccocececeveecenreenne. 1119 Atomic emission spectrometry (2.2.22.)....cccocecuruecurencueuncrennnee 36
Antithrombin III concentrate, human.........c..coceveveneeennnee 2664 Atomic emission spectrometry, inductively coupled plasma-
Antithrombin III, human, assay of (2.7.17.) «..cccoeeeerereunenee. 265 (2.2.57.) ettt be e 100
Anti-T lymphocyte immunoglobulin for human use, Atomoxetine hydrochloride ... 1767
ANIMAL et 1741 Atorvastatin calcium trihydrate........ccoocceveceneccrnncrnneennenee 1769
Apis for homoeopathic preparations................ 1592 AtOVAQUONE.....covvreemcmeeererereaererennns 1771
Apomorphine hydrochloride hemihydrate...... 1744 Atractylodes lancea rhizome........... 1259
Apparatus (2.1.) .ccooveencricnnen. .15 Atractylodes rhizome, largehead..... 1260
Apparent dissolution (2.9.43.)..c.cccceuvevcrerrrnrcrerrenenceiernnnenene 377 Atracurium besilate.........cccerueneeee. .. 1772
ALTOPINE c.vviiiic e 1775
General Notices (1) apply to all monographs and other texts 3987

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Atropine sulfate...... 1776 Benzbromarone...........coeeieerneeerneerneerseenseereneuenesensenenne 1815
Aucklandia root ..o ...1261 Benzenesulfonate (methyl, ethyl and isopropyl) in active
Aujeszky’s disease vaccine (inactivated) for pigs................ 1003 substances (2.5.41)..ccccvvreierereininiicrerrneeeieneneeeseeesesenenens 180
Aujeszky’s disease vaccine (live) for pigs for parenteral Benzethonium chloride ..... ... 1816
administration.........ccocvciiiiiii 1005 Benzocaine...........cccuueuee. 1817
Aurothiomalate, SOdIUM .......ccvviciiivciiiiciccaes 3565 Benzoic acid ....1818
Aurum chloratum natronatum for homoeopathic Benzoin, S1aM ...c.ceuevrererecueinineniicreirineseciesere e seeseeenens 1272
PrePArations .......ccoeveiviieiniiniieiee e 1593  Benzoin, SUMAtIa......ccoeeviieuieiieniiiiiiiienereneeeesenns 1273
Avian infectious bronchitis vaccine (inactivated).. Benzoin tincture, Siam....... 1274
Avian infectious bronchitis vaccine (live).........cccoveverenennene. 1008 Benzoin tincture, Sumatra.... 1274
Avian infectious bursal disease vaccine (inactivated)........ 1010 Benzoyl peroxide, hydrous... 1819
Avian infectious bursal disease vaccine (live)........ccceevneee. 1011 Benzyl alcohol............ccco.c 1820
Avian infectious encephalomyelitis vaccine (live).............1013  Benzyl benzoate..............cc..c.c.... 1822
Avian infectious laryngotracheitis vaccine (live)...... ...1014 Benzylpenicillin, benzathine.... 1822
Avian live virus vaccines: tests for extraneous agents in batches Benzylpenicillin potassium ...... 1824
of finished product (2.6.25.) c.c.ccveveuevernreneceeiririreceeieireneeaenes 222 Benzylpenicillin, procaine..... ... 1826
Avian paramyxovirus 1 (Newcastle disease) vaccine Benzylpenicillin soditum ........ccocceveeunecerneneecnienecnecrnenenns 1827
(INACHIVALE) vovvvevieerereeerereeeeteee e 1080  BetaCArOteNE ....cueveveeierereeiereteeeereteeeree et ere et reaeee 1829
Avian paramyxovirus 1 (Newcastle disease) vaccine Betacyclodextrin ..o 1829
(LIV) et s seesese s eaenseae s s s e seens 1082 Betacyclodextrin, poly(hydroxypropyl) ether ... .2725
Avian paramyxovirus 3 vaccine (inactivated) for turkeys.. 1016 BetadeX........ccococeuviucuricuniucnnee 1829
Avian tuberculin purified protein derivative........c..ccccec.... 3862 Betahistine dihydrochloride. 1831
Avian viral tenosynovitis vaccine (live) .........cccooecuveecucennees 1017 Betahistine mesilate............... 1832
Avian viral vaccines: tests for extraneous agents in seed lots Betamethasone............. 1833
(2U6.24.) ettt enn 219 Betamethasone acetate.............. 1835
Azaperone for veterinary use.... ..1778 Betamethasone dipropionate........... ... 1837
AZAtRIOPTINE....vuieiiiiciicieecic ettt eeieeeaens 1779 Betamethasone sodium phosphate..........cc.cccveervnereenienneees 1839
Azelastine hydrochloride..........ccccccvicunicnivcinicncnccrecnnes 1780 Betamethasone valerate ...........ccocccveecueeneucnicenicunencineneennenes 1840
AZITRIOMYCIN oo teeseaeenee 1782 Betaxolol hydrochloride..... 1842
Bezafibrate ..........ccocceuneeennees 1843
B Bicalutamide... 1845
B19 virus (B19V), validation of nucleic acid amplification B}fonazole e ... 1846
techniques for the quantification of B19V DNA in plasma B%lberry frullt, dried ... [ 1275
Pools: GUIdEINES........covuieiciiiiiiciiccaas 214 g?igerr Y ffrulf( dfry e})l(tract, fresh, refined and standardised.. B gé
AR : ilberry fruit, fresh......covereeevcrneniirececnerneneeesereeseeennes
E:Eirgzll;ﬂhnhydrochlorlde i;gg Bi0logical assays (2.7.) c..ecereereeeeerseeesneesneseeesseessseessessseens 239
Bacitracin zinc. 1791 B(iolo%ical assays and tests, statistical analysis of results of
5.3.) 635
Bacterl endoronins ey O Biological indicators of sterilsation (5.1.2).
Bacterial endotoxins, guidelines for using the test for B%olog}cal products, gener.al texts on (5:2.) ........................... 599
(5.1.10.) i 593 B(lgl;)gllgal products, terminology used in monographs on 599
Baical skullcap TOOt e, . 1262 \D e de ] wenrensnisni s
Bambuterol hydrochloride .... 1795 B;ol(.)glcal tests (2.6.) . 185
Barbados aloes ...oeeeeeeein, 1236 B}Otll’? ........................... e
Barbary wolfberry fruit... 1263 B!perlc%er.l hydro;h}orlfle ........................................................
Barbital.......ocoeerreercsercen ..1797 Biphasic insulin injection
Barium chloratum for homoeopathic preparations........... 1594 B{phasm isophane insulin injection...........cccecocvicnicnicnnee 2770
Barium chloride dihydrate for homoeopathic B?I‘Ch LA et 1276
PIEPATALIONS 1evvvvvrrveeresseeeseasessseessseesssesssessssssssssssesssssssnssans 1594 Bisacodyliorvsivriinns 1850
Baritm SUIALe ..ooveueceeeceneeeeeeeeeeseeeseeesseeeseees et seseessenes 1797 Bismuth subcarbonate.... 1851
Basic butylated methacrylate copolymer-.. 179 Bismuth subgallate............. 1852
BCG for immunotherapy......cooc.coeceeeeemeeeeeeeeeeseeeseesseesneeens g94 Bismuth subnitrate, heavy. 1853
BCG vaccine, freeze-dried ... g95 Bismuth subsalicylate......... ... 1854
Bearberry leaf.........oooooo...... 1264 BisOpProlol fumarate.........ccouvvrivnriirniisnniinniisnsiisniesiisssisnens 1855
Beclometasone dipropionate ....................... 1799 Bistort ThiZOMme ... 1278
Beclometasone dipropionate monohydrate..... 1802 Bitter fennel...........
D 11 S 1804 B%tter—fennel fruit o%l .............................................................. 1279
Beeswax, Yellow. ... 1805 Bﬁter-fennel herb Oil....oiiciciiirciccccce e 1280
Belamcanda chinensis rhiZome..........ooueveeereeereeereeeeennenn 1266 Bitterness value §2'8'15 D et 288
Belladonna for homoeopathic preparations.........c...cc......... 1594 glgz 'gizﬁgz Zgl'cczl;};) zrrll(cil r;:sszcczi Ip))tmctre ggi
Belladonna leaf.......cocoeveveeenreeneeneeeeirecrecneieenne 1267 DIter- -¢pt ure...
Belladonna leaf dry extract, standardised ... 1269 Bitter-orange ﬂower....: ......................................... 1284
Belladonna leaf tincture, standardised.. 1270 DBitter-orange-flower oil.. .. 1449
Belladonna, prepared ............ooooceessoe. Black cOhOSh.......c.ociciiciccc e 1285
Benazepril hydrochloride ... Blackcurrant leaf ..........oocuninininicinciincniieeeeeaes 1290
Bendroflumethiazide........... Black horehound
Benperidol .......oooooccrscocn. Bleomycin sulfate.........c.ccccieiiiiiinicniciccencnscce 1857
Benserazide hydrochloride. Blood.apd blood components, empty sterile containers of
BENtOMIL. ...cucvuveiiereicieieteriee ettt eaees plasticised poly(vinyl chloride) for (3.2.4.) ..ovovvrssvrrsnen 432
Benzalkonium chloride.........ccvceureeiecnerenieniennierneerneecnnes B}‘)O‘(i and I;IOOd components, human, materials for containers
; : ; OF (B.1.1.) ot 391
pevalontn e fion B33 lond it i mponi s o o
(B.2.6.) ettt 433
3988 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Blood and blood components, sterile plastic containers for

(B.2.3.) oo es e eeee s 430
Blood, anticoagulant and preservative solutions for.......... 1738
Blood, sterile containers of plasticised poly(vinyl chloride)

containing anticoagulant solution (3.2.5.).....ccccccccerrurenunes 432
Bogbean leaf .. 1291
Boiling point (2.2.12.) ...c.cccuvinieinieinicniciriessesesseense e 31
Boldo feaf ... s 1292
Boldo leaf dry extract................. ... 1293

Borage (starflower) oil, refined . ... 1858
BOTaX oo ... 1859
Bordetella bronchiseptica vaccine (live) for dogs.. ..1018
BOric aCid..uveveieieieeeieieiesreeee et ... 1859

.. 1115
... 1860
... 1861

Botulinum antitoxin.....
Botulinum toxin type A for injection ...
Botulinum toxin type B for injection....

BOVINe iNSULIN ...voviveeicriereeceererceeeereer e er e eveenens 2763
Bovine leptospirosis vaccine (inactivated) .........ccccoeeueeuceee 1019
Bovine parainfluenza virus vaccine (live)............... .. 1021

Bovine respiratory syncytial virus vaccine (live) 1022

Bovine rhinotracheitis vaccine (inactivated), infectious ... 1067
Bovine rhinotracheitis vaccine (live), infectious ................ 1068
BOVIne Serum .......cccevueeereeesieneeeereseeeee e ... 1863
Bovine tuberculin purified protein derivative.... ...3863
Bovine viral diarrhoea vaccine (inactivated) ..... ...1023
Brimonidine tartrate ...........ccccevevevveeceererereerenne ... 1864
Bromazepam ... 1865
Bromhexine hydrochloride..........cc.ccovvccurninnicncnicnnicnnes 1867
Bromocriptine mesilate....... ... 1868
Bromperidol ..................... ... 1870
Bromperidol decanoate....... .. 1872
Brompheniramine maleate..........cccocovuvineincunininnennee. 1873
Bronchitis vaccine (inactivated), infectious, avian... ...1007
Bronchitis vaccine (live), infectious, avian................. ...1008
BIotiZOlam ......cucueiiiiieicierceeteeeetee et 1875
Brucellosis vaccine (live) (Brucella melitensis Rev. 1 strain) for

VELEIINATY USC..ucvivieiiiiiiictiiciccicee s 1024
Buccal tablets and sublingual tablets............cccccoueinicinicinaes 870
Buckwheat herb ......cccceveereeiiine. .. 1294

Budesonide......... ...1876

Bufexamac .........ccocevueeeee. ...1878
Buffer solutions (4.1.3.)....cceeieeeriereieeereeeeereeeeeeeereeeerereneas 560
Buflomedil hydrochloride..........cccccocviiiniiininiiniinnnn. ... 1879
Bulk density and tapped density of powders (2.9.34.) ......... 359
Bumetanide ........c.ococvicinicinicincece s 1881
Bupivacaine hydrochloride. ... 1882
BUprenorphine ........covceeeevrieeneneceerninieeeeneseeeeseseseenenens 1884
Buprenorphine hydrochloride ..........cccococviciniininnnnn, 1886
Bursal disease vaccine (inactivated), infectious, avian....... 1010
Bursal disease vaccine (live), infectious, avian.................... 1011
Buserelin .........cccocovvivininnnee ... 1887
Buspirone hydrochloride..... ... 1889
Busulfan ........ccccccovevivinicnnes .. 1891
Butcher’s broom ... 1296
Butylated methacrylate copolymer, basic.........c.cccoucuneaeenee 1798
Butylhydroxyanisole
Butylhydroxytoluene ...........cccccvcunicunicmnncnnicnicrcnrecnnes 1894
Butyl parahydroxybenzoate.........cc.cccveeurnevnieneernccrncecnnes 1892
C

Cabergoline ..o s 1897
CaChetS ... 855
Cadmium sulfate hydrate for homoeopathic prepara-

FHOMS vttt 1596
Cadmium sulfuricum for homoeopathic preparations...... 1596
Caffeine.....c.ccuiciccececc e 1898
Caffeine monohydrate.. .1899
Calcifediol........coceunee. ...1901
CalCIPOLIIOL....eeeceeceeiiiccieterccete e 1902
Calcipotriol monohydrate .........ccoeceeeeemnierniernecerneneenneaes 1904
Calcitonin (salmon)
CalCitriol ...

Calcium (2.4.3.)............
Calcium acetate............
Calcium ascorbate ...
Calcium carbonate...
Calcium carboxymethylcellulose....
Calcium chloride dihydrate.............
Calcium chloride hexahydrate .........ccccccoovicniiniininicnn
Calcium dobesilate monohydrate............ccccocueiiiininicincnaes
Calcium edetate, sodium. .................
Calcium folinate..................
Calcium glucoheptonate....
Calcium gluconate...............c......

Calcium gluconate, anhydrous....
Calcium gluconate for injection .....
Calcium glycerophosphate..........
Calcium hydrogen phosphate ...................
Calcium hydrogen phosphate dihydrate..........ccocceneerrencnee
Calcium hydroxide .........cccccvviiricincinincniicceians
Calcium in adsorbed vaccines (2.5.14.) ....ceceeveueenee
Calcium iodatum for homoeopathic preparations.............
Calcium iodide tetrahydrate for homoeopathic

Preparations ... 1596
Calcium lactate........ccoccveeiuenneee ... 1923
Calcium lactate monohydrate...... ...1924
Calcium lactate pentahydrate... ... 1924
Calcium lactate trihydrate................ ... 1925
Calcium levofolinate pentahydrate..........coccecveueuneernecrrecnnee 1926
Calcium levulinate dihydrate ... 1928
Calcium pantothenate........ccocoviccereirnicerennnccereenenens 1929
Calcium pentetate (sodium) for radiopharmaceutical

preparations ............... 1164
Calcium phosphate...... ... 1929
Calcium stearate ................. ....1930
Calcium sulfate dihydrate..... ... 1932
Calendula flOWer ..o 1297
Calf coronavirus diarrhoea vaccine (inactivated).... ... 1025
Calf rotavirus diarrhoea vaccine (inactivated).................... 1026
Calicivirosis vaccine (inactivated), feline ..........ccccoevevvevenene 1053
Calicivirosis vaccine (live), feline ................ ... 1054
Camphor, D- ..o ... 1932
Camphor, racemic....... ...1934
Candesartan cilexetil.......cccoocvvvieciniincnnnnnee 1935

Canine adenovirus vaccine (inactivated).
Canine adenovirus vaccine (live).................
Canine distemper vaccine (live) ......c.oceueurenee.

Canine leptospirosis vaccine (inactivated). ... 1030
Canine parainfluenza virus vaccine (live) .......c.coceevevrurenenee 1032
Canine parvovirosis vaccine (inactivated).......c.ccoeverureneeee. 1033
Canine parvovirosis vaccine (live)................ ....1034
Cape aloes......oeveeueueirereicrernireneienes ... 1237
Capecitabine............. ... 1937
Cape jasmine fruit.......ccccovecurecnnee. ... 1299
Capillary electrophoresis (2.2.47.) ...c..cccveerrerereeneemneernerernenenes 81
Capillary viscometer method (2.2.9.)...c.cvvevnierneceniccrnenernennes 27
Caprylate, sodium...........ccvieiiriniiiniciniccccc 3569
Caprylic acid ..o, ....1938
Caprylocaproyl macrogolglycerides..........ccoccvviuenicunicnnee 1939
CaAPSICUINL ..ttt 1300
Capsicum oleoresin, refined and standardised . ... 1302
Capsicum soft extract, standardised .................. ... 1303
Capsicum tincture, standardised..... ... 1304
CAPSULES ..ttt 853
Capsules and tablets, disintegration of (2.9.1.) ...ccocceveernnes 299
Capsules, gastro-resistant .............cococveeerecrrecreenieenicrrescrnenes 854
Capsules, hard ..o
Capsules, intrauterine

Capsules, modified-release..........coovreererrrneccrerenencccnennenes 854
Capsules, 0romucosal.........ccoeeeiueunierneerrinieeeienneeneenresernenes 870
Capsules, rectal ...............

Capsules, soft
Capsules, vaginal
Captopril......cccevecuenene
Caraway fruit

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

3989

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Caraway Oil....c.ccccuveiueeniieiricneeireeeeee et eaens Cell count and viability, nucleated (2.7.29.) .....ccccovevrerriennaes 275
Carbachol.............. Cell cultures for the production of veterinary vaccines
Carbamazepine (5.204.) teereeeteereeeeereerer et ere s ere b s ns e be s e b b s reerennens 606
Carbasalate calCitm......ccocccueueerinicceienrcceeereeeeeeeenene 1945 Cell substrates for the production of vaccines for human use
Carbidopa ... e 1946 (5.2.3.) tiererereeetereeeeeree ettt sa et r e e b nene 602
Carbimazole ... 1948 Cellular products, microbiological control of (2.6.27.)........ 226
Carbocisteine. ..o s 1949 Cellulose acetate ..o 2007
CarbOmErsS ......cucviuiiiicici s 1950 Cellulose acetate butyrate.... .2008
Carbon dioXide .....c.cevevereeuerrerinieeieienreeee e 1951 Cellulose acetate phthalate....... ....2009
Carbon dioxide in gases (2.5.24.) ...ccccoveeererercrecrrunerincncrennns 168 Cellulose, microcrystalline.........cccecveeeeneeernecinecrnenernercineenne 2010
Carbon mMONOXIAE.......coeveeierieeieieicecteeeeeereeeeee e ene 1953  Cellulose (microcrystalline) and carmellose sodium......... 3068
Carbon monoxide (PO .....covieieieiveieeceeeeeeeeeeeeeeeeeeas 1130 Cellulose, powdered....... .2013
Carbon monoxide in gases (2.5.25.) ..cc.cccveverrerererererneenneenns 169  Centaury ......cooeeveeenee. .1310
Carboplatin......occeceerririniccieirirccceeee e 1954  Centella .....ccoeevvvreccrvrenenccnens . 1311
Carboprost trometamol .........cccoccceueuenniceennniccrereneeeens 1955 Cetirizine dihydrochloride....... .2017
Carboxymethylcellulose..........cocccuriiieinienienicncrcieecnees 1957 Cetostearyl alcohol.........c..ccvvccuvcinniicnccnnne ..2019
Carboxymethylcellulose calcium ........c.ceoveeneeerrecrnencrecncnens 1957 Cetostearyl alcohol (type A), emulsifying...... ..2019
Carboxymethylcellulose sodium.........ccocevvicinciveiniinieniennans 1958 Cetostearyl alcohol (type B), emulsifying ...... ... 2021
Carboxymethylcellulose sodium, cross-linked.................... 2174 Cetostearyl i50n0NAN0ALE ........cccvrucviuciiciriciriciciceiienns 2022
Carboxymethylcellulose sodium, low-substituted.............. 1958 Cetostearyl sulfate, SOAIUM .....c.cceveeurecremnienierrecrrecienenes 3571
Carisoprodol Cetrimide......ocoeceeervrrecrcrenrenenee
Carmellose.........ccccuu... Cetyl alcohol
Carmellose calciim .......c..cccvecurecirenicnicricrcecerecees 1957  Cetyl palmitate.......ccoccuieiueeniciriciricieecieneenieseeseeeeenes
Carmellose SOditm........ccccviciriciriniicinicic e 1958 Cetylpyridinium chloride .........ccccccvciniinininincices
Carmellose sodium and microcrystalline cellulose............ 3068 Ceylon cinnamon bark oil...
Carmellose sodium, low-substituted............ccccovucuricrrennee 1958 Ceylon cinnamon leaf oil.........cccccviiiiiiiiiciniiics
CAITIUSHIIIE ...ttt tsese s s seseaeeseaessesennes 1960 CFC assay for human haematopoietic progenitor cells
Carnauba WaX.....ovoieeieeeieeeeeerceete ettt ere et enens 1960 (2.7.28.) ettt e 274
Carprofen for veterinary use.... Chamomile flower, ROman .........ccocccveeuneeiecneienecnccrnenenns 1313
Carrageenan Characterisation of crystalline and partially crystalline solids
Carrier proteins for the production of conjugated by X-ray powder diffraction (XRPD) (2.9.33.) .......ccccc.c... 354

polysaccharide vaccines for human use (5.2.11.) ............... 626 Characterisation of crystalline solids by microcalorimetry and
Carteolol hydrochloride........cccoccviiieiniinicnicncncrccnnee 1963  solution calorimetry (2.2.61.).....ccocccveeeueuniuemniucmricurecreeennn: 109
Carvedilo] ....c.cucecireirieieirccireeireece s 1965 Characterisation of preparations for nebulisation (2.9.44.).. 378
(O R Yer: WU 1307 Characters section in monographs (5.11.) .....ccccoccurcurecnnee. 729
Cascara dry extract, standardised...........ccccccovucuniciriccinennnes 1308 Charcoal, activated
CasS1@ O1l..cueuerieerecieciecie et eaennes 1310 Chemical precursors for radiopharmaceutical
Castor oil, hydrogenated............cccccoicinicincnicncninicnne 1966  Preparations ... 813
Castor 0il, POIYOXYL....cccoivenierrieirecieceieneeereeeneeieceies 2950 Chemometric methods applied to analytical data (5.21.) ... 783
Castor oil, polyoxyl hydrogenated..........c..cccooveeuiuvcenicenace. 2949 Chenodeoxycholic acid .......ccooecuviciriccireccireciriniccenieenes 2026
Castor 0il, refined ........cccoocuviurieicincininiiriciceececenaas 1967 Chewable tablets
Castor 0il, VIFgIn .....coucuiiveiiiieciciciiceiicicecciiaes 1968 Chewing gums, medicated .........ccccverveuvivicicincrrinieiciennn. 855
Catgut, sterile ........cccoviciiicinicic s 1207 Chewing gums, medicated, dissolution test for (2.9.25.)..... 340
Catgut, sterile, in distributor for veterinary use................. 1219 Chicken anaemia vaccine (live), infectious.........cccovvueuneeee 1069
CD34/CD45+ cells in haematopoietic products, numeration  Chicken flocks free from specified pathogens for the

OF (2.7.23.) oottt ne 269  production and quality control of vaccines (5.2.2.) ........... 599
Cefaclor ... 1969 Chitosan hydrochloride...........cccoccviecunicciinicniciniccnicieienne 2028
Cefadroxil monohydrate... Chlamydiosis vaccine (inactivated), feline ... .... 1055
Cefalexin monohydrate..... Chloral hydrate ........ccocoeueiviniricininiiiricinn, ... 2029
Cefalotin soditm .........ccccoecuviiiiiciiiinicicc s Chlorambucil ..o 2029
Cefamandole nafate.........ococveeeeicininiiricincineniecriecenes ChIoramine........cccecuiueeicicininniieieieeeceeseie e senaes 3816
Cefapirin sodium.........c.cocveuneeee Chloramphenicol........c.ccceuuce. ...2031
Cefatrizine propylene glycol Chloramphenicol palmitate ...2032
Cefazolin SOdIUML......c.ccvieericricirecieeeercee s Chloramphenicol sodium succinate..........ccoeceuvecrrercrennenees 2033
Cefepime dihydrochloride monohydrate ...........cccccccuueeee 1981 Chlorcyclizine hydrochloride..........cccocoicinicinicininciiinicinns 2034
CfIXIME ...ttt saenees 1983 Chlordiazepoxide.......ccccccruerrieennnes ....2035
Cefoperazone SOAitum .......c.ceeuveeuceerrnineeeeeininereeeereeeneenens 1984 Chlordiazepoxide hydrochloride... ....2036
Cefotaxime SOIUM .....c.cuecuiuieciciciricieceieeeeiaenienaes 1985 Chlorhexidine diacetate.................. ....2037
CefoxXitin SOAIUM .......ccuiiieiiciiccre e 1987 Chlorhexidine digluconate solution..... ....2039
Cefpodoxime proxetil .......c.coceveveeereenneccennenercrererneneenene 1989 Chlorhexidine dihydrochloride............. ...2041
Cefprozil monohydrate...........cccovviriecinivininicinincininiians 1992 Chlorides (2.4.4.) c.ccvvivieineiiriieieiiicieec s 132
Cefradine ..o 1994 Chlormadinone acetate....
Ceftazidime pentahydrate..........cccoooeeereenieniecneerncncinccnns 1996 Chlorobutanol........c.c.ccocceuneuenee
Ceftazidime pentahydrate with sodium carbonate for Chlorobutanol hemihydrate....

INJECHON coueeerteecccict e eaes Chlorocresol........cooeeneeerrcecuence
Ceftriaxone sodium.... Chloroquine phosphate ...
Cefuroxime axetil ....... Chloroquine sulfate..............
Cefuroxime sodium.... Chlorphenamine maleate ...............
Celandine, greater..........coocviureecieericenierreereeeeseeseaeeeaens Chlorpromazine hydrochloride
CeleCOXID .o Chlorpropamide ..........coocccveeureneneneeerneenneerneerseneeeeseeenseennes
Celiprolol hydrochloride ..........ccccooviencncncncrcrecnne 2005 Chlorprothixene hydrochloride .
Cell-based and gene therapy medicinal products, raw materials Chlortalidone...........cccccococuricininnee.

of biological origin for the production of (5.2.12.) ............ 627 Chlortetracycline hydrochloride.........cccccoecviriiinciciniuninnnns 2055
3990 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

CholecalCiferol ........couimrreiiiierieieeieeeie e
Cholecalciferol concentrate (oily form)...........
Cholecalciferol concentrate (powder form)
Cholecalciferol concentrate (water-dispersible form)........ 2062
Cholera VacCine........cccveieeeeinieiererereieee e seseeessss e seseseseeas

Cholera vaccine, freeze-dried.............
Cholera vaccine (inactivated), fowl ...
Cholera vaccine (inactivated, oral)....

Cholesterol........ccccovueunicurcrnenccenincnnee

Cholesterol for parenteral USe.........cocoevereueerieerreerrecrrccnns
Cholesterol in oils rich in omega-3 acids, total (2.4.32.)..... 157
Chondroitin sulfate sodium ...........cccecevnivnicncnicnicnnee 2067
Chromatographic separation techniques (2.2.46.) ................. 74
Chromatography, gas (2.2.28.) ......ccoceunicinivcininininieinicinienenas 44
Chromatography, liquid (2.2.29.) ..o, 46
Chromatography, paper (2.2.26.) ......ccccccoveuncmrevcrrenereeneennenne 42
Chromatography, size-exclusion (2.2.30.) .....cccocoeuviiiriiriinnns 47
Chromatography, supercritical fluid (2.2.45.).......cccccouvvuuecnee. 74
Chromatography, thin-layer (2.2.27.) .....ccooocuvnivnicinicinnn. 43
Chromium (°'Cr) edetate injection ........eceveererrevreveeeecennes 1131
Chymotrypsin

Ciclesonide........

CCLOPITOX vttt
Ciclopirox 0lamine ........occceveurureeueuereenineeereinnereesereeseneenene 2072
Ciclosporin...................

Cilastatin sodium
Clazapril...c.coveeececceircceccee e
CIMEtIdINe ..o
Cimetidine hydrochloride .........ccccccovveirinivinciniinenirieicnnes 2080
Cinchocaine hydrochloride..........ccccoeeuniernecernicrnccrnnciennens 2082
Cinchona bark.........cccciiiiniiiiicccrcccc 1314
Cinchona liquid extract, standardised ........c..ccooeeerreerrcucnnee 1316
CINEOLE ... 2083
Cineole in essential oils, 1,8-, assay of (2.8.11.) c..c.ccoeeevneunee 285
Cineole type niaouli oil.......c.ccooeeuriviirincinicnicncrcieecnes 1453
CINNAMON ... 1317
Cinnamon bark oil, Ceylon.........ccccouuvevirivincinininicicininnns 1318
Cinnamon leaf oil, Ceylon.........ccccoeieiniciniciniciicinicine, 1318
CINNATIZINE...ciriiiiiiccci e 2084
CIPIOfIDIAte ....ooeueceireririccieteeecete e 2085
CIProfloXacin....c.c.eeceeeceereeeinceeineeseeineeiseeiseeseeseaesseeesseeenes 2086
Ciprofloxacin hydrochloride..........ccooocviiincincinincninicinnnes 2088
Circular dichroism (2.2.41.) cooeeveveeeeeeeeeeeeeeeieeereeeeeeve e 69
Cisatracurium besilate 2089
Cisplatin......ceovvereeeeerrencneenns

Citalopram hydrobromide
Citalopram hydrochloride
Citric acid ....ccooeevvevivinicinnne
Citric acid monohydrate...

Citronella oil.........ccccooviiiiiniiccc e
Cladribine.....c.ccuiveiececiiieiicicccce s
ClarithromMYCin.......cccvveiueiieicircrceeeree e
Clarity and degree of opalescence of liquids (2.2.1.).............. 21
Clary sage Oil........cocvuciiiniiriiicicccces 1320
Classical swine-fever vaccine (live, prepared in cell

CUILUTES) oo 1104
Clazuril for veterinary use..........ccococoevreurevcurecreescreeneeenenens 2104
Clebopride malate .........cccoeuevvvieueiirnicerrceereeeenes 2106
Clemastine fumarate ...........ccooeeeeecunicniccnecrrneenecneeennes 2107
Clematis armandii stem .........cccoocviviiriniinicnicnicnicccnes 1321
Clenbuterol hydrochloride ........cccooeeenienicnicrneccrnincieccnenn 2109
Clindamycin hydrochloride ........cccccocoiiiniincncniincnne 2110
Clindamycin phoSphate ........c.ccoveerreerneerrerernereienereeneeeneaens 2111
ClIOQUINOL.....viieeicieirirtrcccieeete e 2114
Clobazam ... 2115
Clobetasol propionate ............ccceeeeueenererriernienneerneerneeenes 2116
Clobetasone butyrate...........coccuviciricinicinininiicniesicenes 2118
Clodronate disodium tetrahydrate ........ccoccorierrecrrencreennees
ClOfaZimine .......ccooeeueeniueuriciricieceresee e
ClOfIDIAte ..o
Clomifene citrate ...........ccocccuveueenee

Clomipramine hydrochloride
CloNazepam..........c.ccvieicineiiiieiieiesescesiseiessessesssssaenans

Clonidine hydrochloride.........cc.ccveeurecernnienienicnicreenenens 2127
Clopamide ......cccccvurueueeee.
Clopidogrel besilate .
Clopidogrel hydrochloride ...........ccooeeuniiicnicnicniciricenes 2131
Clopidogrel hydrogen sulfate .........c..cocoveeueeneierneerneernenenenes 2133
Clorazepate, dipotassitim..........ccocceuveerrenieernevennenens ..2291
Closantel sodium dihydrate for veterinary use................... 2134
Clostridium botulinum vaccine for veterinary use............ 1035
Clostridium chauvoei vaccine for veterinary use............... 1036
Clostridium novyi (type B) vaccine for veterinary use...... 1036
Clostridium perfringens vaccine for veterinary use
Clostridium septicum vaccine for veterinary use...............

Closures and containers for parenteral preparations and
ophthalmic preparations, polypropylene for (3.1.6.) ......... 403

Closures and containers for pharmaceutical use, plastic
(B.2.2.) oo es e s e ee s esnons 428

Closures and tubing, silicone elastomer for (3.1.9.)............. 409

Closures for containers for aqueous parenteral preparations,
for powders and for freeze-dried powders, rubber

(B.2.9.) ettt 435
Clotrimazole..... ....2136
Clove.....coocovuuaes .. 1322
ClOVe Ol 1323
Cloxacillin s0dium ........cccvicuiiiiiinicinicniccrcc 2137
ClOZaAPINe ... ...2139
Coagulation factor II, human, assay of (2.7.18.).................. 266
Coagulation factor IX, human .....c...coocceveereerreneiecnecnnccnnee 2674
Coagulation factor IX, human, assay of (2.7.11.) ................. 259

Coagulation factor IX (rDNA) concentrated solution,
RUMAD ..ottt

Coagulation factors, activated (2.6.22.) ......

Coagulation factors, assay of heparin (2.7.12.) .....ccccenvueuneee 259

Coagulation factor VIIa (rDNA) concentrated solution,
RUMAN (.t 2668

Coagulation factor VIL, human .......c..cccocccuvicnenee

Coagulation factor VII, human, assay of (2.7.10.)................ 258
Coagulation factor VIII, human........ccccoecvivicuncnnes . 2672
Coagulation factor VIII, human, assay of (2.7.4.) ................ 246
Coagulation factor VIII (rDNA), human....... ... 2673
Coagulation factor X, assay of (2.7.19.) ...ccceeeeunieenicrrencrnenns 266
Coagulation factor XI, human .....c...cooccevecrvcerennee .. 2681
Coagulation factor XI, human, assay of (2.7.22.) .........c...... 269
Coated granules ... 860
Coated tablets........cccriereeerrecreeieeieneereereeeseeeieneieseeneaes 886
Cocaine hydrochloride..........cccocccuniunneece. ....2140
Coccidiosis vaccine (live) for chickens .........ccccovvvvvverivverenen. 1042
Cocculus for homoeopathic preparations ........c.cocceeeeveueeee 1597
Coconut oil, refined.........ccccocvuniincinicininnnnn.

Cocoyl caprylocaprate...
COdeINe......ceiiiiiiiiic s
Codeine hydrochloride dihydrate.........ccocccovcevrvnvnccrrencnnes
Codeine phosphate hemihydrate......
Codeine phosphate sesquihydrate.....
Codergocrine mesilate ............cocovuvineivcininininincniniicinns
Cod-liver oil, farmed........cccccoouiiniininiiiicciccs

Cod-liver oil (type A)....
Cod-liver oil (type B) ....
Codonopsis root ............
Coix seed.........u.....

Cold-water vibriosis vaccine (inactivated) for salmonids.. 1108
ColeStyramine .........coeeeeeuerrenereicuereenenicenenenneeeeesesenseenene 2164
Colibacillosis vaccine (inactivated), neonatal piglet .......... 1077
Colibacillosis vaccine (inactivated), neonatal ruminant.... 1079
Colistimethate sodium..... ...2165

Colistin sulfate ........c.cceeuuee ....2166
Colloidal anhydrous silica... ... 3549
Colloidal hydrated silica .......c..cccooeecunicuniccinciinicnicrecnnee 3550
Colloidal silica, hydrophobic .......c.cccoveeunecrrccrrniecenicnnecnnee 3551
Colloidal silver, for external use.........ccccocceeecueniceniccurencnnes 3552
Colony-forming cell assay for human haematopoietic
progenitor cells (2.7.28.) c.c.ccueunierreerreniieeeerieneenreennenes 274

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

3991

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Colophony.......cccccevieunicrnecnne

Coloration of liquids (2.2.2.)....
Common selfheal fruit-spike 1327
Common stinging nettle for homoeopathic preparations.. 1614

Comparative table of porosity of sintered-glass filters

(2.1.2.) ettt e 15
Complexometric titrations (2.5.11.) cccoeeeverererccreerenenecnereenes 164
Composition of fatty acids by gas chromatography

(204.22.) oo s 141

Composition of fatty acids in oils rich in omega-3 acids

(2.4.29.) oo,
Compressed 10Zenges ............cccveuricciricuriniinenns
Concentrated solutions for haemodialysis ......
Concentrates for injections or infusions..........
Concentrates for intrauterine solutions.......

Conductivity (2.2.38.) oucueeeiiciricieeieeniereeneeeeeeeeeeeeeeaes 62
Coneflower herb, purple........ccocccvveeenienienienecnenenccns 1486
Coneflower root, narrow-leaved............cocoeveveeerereveerereveenenns 1447

Coneflower root, pale........cccc......
Coneflower root, purple..
Conjugated eStrogens..........coocueeeeueeriueeriuemrecurecreeereeeeeeeeens

Conjugated polysaccharide vaccines for human use, carrier

proteins for the production of (5.2.11.) c.ccevevevrerrererccuennenes 626
Consistency by penetrometry, measurement of (2.9.9.)...... 313
Containers (3.2.) oucieeereeeeerereeeeeeseereeeeereeeseseeesereessesesssesenees 423

Containers and closures for parenteral preparations and
ophthalmic preparations, polypropylene for (3.1.6.) ......... 403
Containers and closures for pharmaceutical use, plastic
(BL2.2.) ettt 428
Containers and tubing for total parenteral nutrition
preparations, poly(ethylene - vinyl acetate) for (3.1.7.)..... 406
Containers for aqueous solutions for infusion, plastic
(B.2.2.1.) oo s 429
Containers for aqueous solutions for intravenous infusion,
materials based on plasticised poly(vinyl chloride) for
(BuL14) oo ees e sesen e eeee e 416
Containers for human blood and blood components, materials
based on plasticised poly(vinyl chloride) for (3.1.1.1.)...... 391
Containers for human blood and blood components, materials
FOT (3.1, 1.) oo s s s eeesseeeen 391
Containers for human blood and blood components, plastic,
SEETILE (3.2.3.) ettt 430
Containers for non-injectable aqueous solutions, materials
based on non-plasticised poly(vinyl chloride) for
(Bu110.) oo ee e sesse s 410
Containers for parenteral preparations and for ophthalmic
preparations, polyethylene with additives for (3.1.5.)........ 399
Containers for parenteral preparations and for ophthalmic
preparations, polyethylene without additives for (3.1.4.).. 398

Containers for pharmaceutical use, glass (3.2.1.)................. 423
Containers for preparations not for parenteral use,
polyethylene terephthalate for (3.1.15) .....cc.cccovucunicuricnnenes 419

Containers for solid dosage forms for oral administration,
materials based on non-plasticised poly(vinyl chloride) for
(BuL11.) oo es e ee e 412

Containers, materials used for the manufacture of (3.1.).... 391

Containers of plasticised poly(vinyl chloride) for human blood
and blood components, empty sterile (3.2.4.)...c.ccooeuremnec. 432

Containers of plasticised poly(vinyl chloride) for human blood
containing anticoagulant solution, sterile (3.2.5.) .............. 432

Contamination, microbial: microbial enumeration tests
(206.12.) oo s sese e eeee e 195

Contamination, microbial: test for specified micro-organisms
(2:6.13.) oo s ee e 199

Content uniformity of single-dose preparations (2.9.6.) ..... 312

Control of impurities in substances for pharmaceutical use
(5.10L) woveeeeeeeeeeeeee oo ee s ses e eees s 723

Control of microbiological quality, alternative methods for
(5.1.6.) oo eeeeseeeese e s e es e s e 580

Copolymer, basic butylated methacrylate.................. ..1798

Copolymer, grafted, macrogol poly(vinyl alcohol)

Copolymer, methacrylic acid - ethyl acrylate (1:1)

Copolymer, methacrylic acid - ethyl acrylate (1:1) dispersion

30 Per CeNt .t 3017
Copolymer, methacrylic acid - methyl methacrylate

(151) oo ee e s e seseeeseeeenne 3018
Copolymer, methacrylic acid - methyl methacrylate

(12) oo eeeeeeeeeeo e eeeeseeeeseesesseseeeeeseesssemee s sesesessesseenene 3019
Copolymer (type A), ammonio methacrylate..................... 1712
Copolymer (type B), ammonio methacrylate...................... 1713
COPOVIAONE ...ttt aene 2167

Copper acetate monohydrate for homoeopathic

Ppreparations ..., 1599
Copper for homoeopathic preparations .. 1600
Copper sulfate.........ccovvecuvivcricincininnencnnes ...2169
Copper sulfate pentahydrate..... ....2170

Copper tetramibi tetrafluoroborate for radiopharmaceutical

Preparations ... 1132
COTIANAET ...viviveeeiiieeiiereert ettt eeeseasesans 1329
Coriander Ol .......coucuivievereceerereeeeeee et eaenens 1330
Coronavirus diarrhoea vaccine (inactivated), calf .. 1025
Cortisone aCetate .......cevvereeeeceereereereseseeeesreseeseesseseens 2170
Cotton, absorbent...................... 2172
Cottonseed oil, hydrogenated . 2173
Couch grass rhizome................. 1331
CIEAIMNS .vevvevrevieriterereesietereetesteeesestessesassasseseesessessesessasseseesessansen 883
Cresol, crude .......oeueeerereeerereeeereeeereeeeenens 2173

Crocus for homoeopathic preparations... ... 1599
Cromoglicate, SOAIUML......c.ccoeuerrierreerreeiririienieerneerneeereeenes 3574
Croscarmellose SOditm ........cocccvicureninenicenicnceecrcenes 2174
Crospovidone
Crotamiton ...
Crystalline and partially crystalline solids, characterisation

by X-ray powder diffraction (XRPD) of (2.9.33.)......cc...... 354
Crystalline solids, characterisation by microcalorimetry and

solution calorimetry (2.2.61.)....cccccevveierervnereniererenrenecnenes 109

Crystallinity (5.16.)...ccceriueenieericricrecrecreecreeeneens
Cuprum aceticum for homoeopathic preparations
Cuprum metallicum for homoeopathic preparations........ 1600
Cutaneous application, liquid preparations for ...................

Cutaneous application, powders for........c.c.cceevuniueuneee.
Cutaneous application, semi-solid preparations for
Cutaneous application, veterinary liquid preparations for.. 889

Cutaneous fOAMS .......cccucevveveririerereeereeeeeee et reaeas 864
Cutaneous patches...

Cyanocobalamin ...
Cyanocobalamin (¥’Co) capsules.........cocveeeeeeecrreeneireeeennes 1132
Cyanocobalamin (*’Co) solution....
Cyanocobalamin (*Co) capsules.........cocveueeeecrreenerrereeenncs 1134
Cyanocobalamin (**Co) SOIUtion .........ceceeeveeeereeneeereecnns 1134

Cyclamate, sodium .........cccveerreennee.
Cyclizine hydrochloride............
Cyclopentolate hydrochloride.....
Cyclophosphamide............ccccc......
Cyproheptadine hydrochloride...
Cyproterone acetate.........cocueuverrierieevneicrrenninnns
Cysteine hydrochloride monohydrate................

(9374751 1 OO ... 2187
Cytarabine ..o 2188
D

Dacarbazine.........ccevveicerrninicenirnccee e 2193

Dalteparin sodium.......
Danaparoid sodium............
Dandelion herb with root.....
Dandelion root....................
Dapsone ........cccoeiiviiiiiiininnns
Daunorubicin hydrochloride ...
D-Camphor.....ccoccceervnnicccrennnne

Decyl oleate...................... ....2200
Deferoxamine mesilate..........ccocevvvvrreerieeveneeeenieeieseeeneenens 2200
Degree of coloration of liquids (2.2.2.) c.cecceuveerreverrencrerrerennenes 22
Dembrexine hydrochloride monohydrate for veterinary

LIS utureueeneensesueentensesseensesesseessensessesseensessesseensessessasnsensessesnsenses 2202

3992

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Demeclocycline hydrochloride ........c.ccccoenienicnicrniccnncncnees 2203 Digitalis leaf.... 1336
Demonstration of uniformity of dosage units using large Digitoxin..... ....2260
sample SiZes (2.9.47.) .ottt 384 DigOXiN .c.ccoevveuereereneirerenrinecrenennnne ... 2261
Density of powders, bulk density and tapped (2.9.34.)........ 359 Dihydralazine sulfate, hydrated....... 2264
Density of SOlids (2.2.42.) w.c.vveveeiueinieiniernieineeieeeieeneeeeseaennenes 70 Dihydrocodeine hydrogen tartrate. 2266
Density of solids, gas pycnometric (2.9.23.).... .339 Dihydroergocristine mesilate........... ... 2267
Density, relative (2.2.5.) ..o 25 Dihydroergotamine mesilate.........cccoocviciriciriniiinicinicnnne 2269
Dental type SIliCa ....coceueeerreeuerrieiicrreerreeineeeeneieeeneeennes 3550 Dihydroergotamine tartrate ..........cococveeeuerverernierreerrenenen. 2271
Depressor substances (2.6.11.) ....ccccoeeenrueerieericmreerrecunecrnenes 195 Dihydrostreptomycin sulfate for veterinary use... 2272
Deptropine citrate......c.c.ccoceeeneeee. ..2205 Dihydrotachysterol.........cccooeeenienierneernecneenenes 2274
Dequalinium chloride........ccocccvcuniccinicinninnnes 2206 Diltiazem hydrochloride.... 2276
Desacyl-4'-monophosphoryl lipid A, 3-O- ..... .2207 Dimenhydrinate.................. 2277
Desflurane..........ceoveeneernecrneneiennienneenneenenne .2209 Dimercaprol ................. 2279
Desipramine hydrochloride... ...2210 Dimethylacetamide ..... ....2280
Deslanoside ........cccceeerennnee. ..2211 Dimethylaniline, N,N- (2.4.26.) ..cccccervvunuceerurrericrererericnenns 152
Desloratadine...... ...2212  Dimethyl sulfoxide..........ccccco....... .. 2279
Desmopressin..... ... 2213 DimetiCONe ....coiviiviiiiiniiiiiiiiicice 2281
DESOZESIIEL .....veirreciniereierreeieeie et eaeaens 2215 Dimetindene maleate .........ccocccuveerrercrreceieeniennienreenreenneens 2282
Desoxycortone acetate .......oovevivvvirivirinieicicinicniicicne 2216 Dinoprostone................... .2284
Detection and measurement of radioactivity (2.2.66.) ........ 113 Dinoprost trometamol.................. ....2283
Detector tubes, gas (2.1.6.) ....cceeeueurieenicuricericricrseeieeeeenenee 17 Dioscorea oppositifolia rhizome..... ... 1337
Determination of aflatoxin B, in herbal drugs (2.8.18.) ...... 289  DIiOSIMIN ....ceveeerrceerreniirenererneeerneeerneeennes ...2286
Determination of metal catalyst or metal reagent residues Dioxan and ethylene oxide (2.4.25.)....ccccccoveeiuvnivnicuricuneaas 151
(204.20.) ettt ettt e nean 138 DiP CONCENLIALES ....cuvuevrrirencacrerririneeaerereereseseaeseresseseseaesesennes 889
Determination of nitrogen by sulfuric acid digestion Diphenhydramine hydrochloride... ....2288
(2.5.9.) i 164 Diphenoxylate hydrochloride........cccoocviiiiicininiicinicininnee. 2289
Determination of primary aromatic amino-nitrogen Diphtheria and tetanus toxins and toxoids, flocculation value
(O30 OO 163 (Lf) of, (Ramon assay) (2.7.27.) c..cceueereunieerrucmriccmreecnreeneens 273
Determination of water by distillation (2.2.13.) ..c.ccocceereveunenee 31 Diphtheria and tetanus vaccine (adsorbed) .........cccoevueencece. 899
Detomidine hydrochloride for veterinary use........ .2217 Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s)
Devil’s claw dry extract ... 1334 content).......cccececureunne
Devil’s claw root............... .1335 Diphtheria antitoxin
Dexamethasone................ ..2218 Diphtheria, tetanus and hepatitis B (rDNA) vaccine
Dexamethasone acetate... 2220 (AdSOTDE) ..ovevivieeeeeeieereeetecee e 901
Dexamethasone isonicotinate ......... 2222 Diphtheria, tetanus and pertussis (acellular, component)
Dexamethasone sodium phosphate ..2223  vaccine (adsorbed) ......c.coovveivirinnicceeee 902
Dexchlorpheniramine maleate.........c.ccoceureernicrnecrrenereecnens 2226 Diphtheria, tetanus and pertussis (acellular, component)
Dexpanthenol.......ccvveeeinncceinnceeseeereeeseenene vaccine (adsorbed, reduced antigen(s) content)................. 903
Dextran 1 for injection.... Diphtheria, tetanus and pertussis (whole cell) vaccine
Dextran 40 for injection ..... (AdSOTDEA) .ottt 905
Dextran 60 for injection ..... Diphtheria, tetanus and poliomyelitis (inactivated) vaccine
Dextran 70 for injection ..... (adsorbed, reduced antigen(s) content)........cc.cccveeeureeeunnee 906
DEXIIANOMET ...ceuvvrerenenieereireresesereresseseseseuesesseseesesenes Diphtheria, tetanus, pertussis (acellular, component) and
Dextrans, molecular mass distribution in (2.2.39.)................ 62  haemophilus type b conjugate vaccine (adsorbed) ............ 908
DIEXLIIN 1ottt 2232 Diphtheria, tetanus, pertussis (acellular, component) and
Dextromethorphan hydrobromide. hepatitis B (rDNA) vaccine (adsorbed) .....c.c.coocceneeerrecnenes 910
Dextromoramide tartrate .........oceoeeeereemererererenceerersenenenne Diphtheria, tetanus, pertussis (acellular, component) and
Dextropropoxyphene hydrochloride...........cccccovuecuriinnnacnee 2235  poliomyelitis (inactivated) vaccine (adsorbed)................... 911
DEXLIOSC ...ocuvrininicreriiccereeeeccaerennae .2588 Diphtheria, tetanus, pertussis (acellular, component) and
Dextrose monohydrate. ..2591  poliomyelitis (inactivated) vaccine (adsorbed, reduced
Diacerein...... 2236 antigen(s) CONLENL) ....c.cccevereererrereiererenniieenerenseseeesesensenes 913
Diazepam..... ..2238 Diphtheria, tetanus, pertussis (acellular, component),
Diazoxide......coveevereeerereierereiereeenen 2240  hepatitis B (rfDNA), poliomyelitis (inactivated) and
Dibrompropamidine diisetionate ...........c..ceereerreerrercreccnen 2240  haemophilus type b conjugate vaccine (adsorbed) ............ 915
Dibutyl phthalate...........cccccviiiiiiicccce 2241 Diphtheria, tetanus, pertussis (acellular, component),
Dichlorobenzyl alcohol, 2,4-. ...2242  poliomyelitis (inactivated) and haemophilus type b conjugate
Dichloromethane.........ccovvieieeeiceeceecececeececeeeeveeeeens 3034  vaccine (adsorbed) ......ooooeveuieieeeiiiceeee e 917
Diclazuril for veterinary use........c..cocoeceeueereerneeerneerneneueceaens 2243 Diphtheria, tetanus, pertussis (whole cell) and poliomyelitis
Diclofenac potassium............. 2245  (inactivated) vaccine (adsorbed) ........cccocevveiveeveiieeercrenenne. 920
Diclofenac sodium........ 2246 Diphtheria, tetanus, pertussis (whole cell), poliomyelitis
Dicloxacillin sodium .............. 2248  (inactivated) and haemophilus type b conjugate vaccine
Dicycloverine hydrochloride. 22249 (adsorbed) ...
Didanosine ......cceceeveevenvennnne. ...2250 Diphtheria vaccine (adsorbed)
DIENOZESL ..ot 2252 Diphtheria vaccine (adsorbed), assay of (2.7.6.).......c.......... 247
Diethylcarbamazine citrate........c.coocoeeneverreerneerneernerereccnns 2254 Diphtheria vaccine (adsorbed, reduced antigen content) ... 925
Diethylene glycol and ethylene glycol in ethoxylated Dipivefrine hydrochloride..........ccoeuviivininicinncninicnnen 2290
SUDSLANCeS (2.4.30.) c.cccuerrereiecreirirereiecreirereeresenesseeseseressesenenes 157 Dipotassium clorazepate.........coeeeeueveurerccrereernenccereeenseneane 2291
Diethylene glycol monoethyl ether ...........ccccceeviuninininiacs 2256 Dipotassium phosphate ... 2292
Diethylene glycol palmitostearate... ..2257 Diprophylline............c.........
Diethyl phthalate .......c.cccooccevcereunnee ...2253 Dipyridamole ....
Diethylstilbestrol............cocuvicirecienicnicrcrcecereces 2258  Dirithromycin ...
Diffraction, laser light, particle size analysis by (2.9.31.) ... 349 Disintegration of suppositories and pessaries (2.9.2.) ......... 301
Difloxacin hydrochloride trihydrate for veterinary use.....2259 Disintegration of tablets and capsules (2.9.1.) .....cccecceuuucnce. 299
General Notices (1) apply to all monographs and other texts 3993

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Disodium clodronate tetrahydrate ..... .2119 Ear tampons. ... .. 856
Disodium edetate...........ccococuriemruucne 22297 Ear Washes ..o 856
Disodium etidronate ............ccocueuerrennes ..2433  Ebastine........... ..2341
Disodium pamidronate pentahydrate... .3259 Eclipta herb .... 1341
Disodium phosphate.......c.cccccevvnecucnenne. 2298 Econazole...........ccuuc.e.. 2342
Disodium phosphate dihydrate........... ...2299 Econazole nitrate .........cccccoecuviurieinnnes ... 2343
Disodium phosphate dodecahydrate...........cc.ccovucurierureacneee 2299 Edetate (chromium (*’Cr)) injection......cocveeeecereerermersecenenne 1131
DiSOPYTamide........cccveeeueviverieerreereeiiemnieenreenseserensesesseseseeens 2300 Edetate, diSOdIUM c....cuovmeecricrricreiciencieieeneeeneeereeeereeeaennene 2297
Disopyramide phosphate.... ..2301 Edetate, sodium calcium.... 3568
Dispersible tablets..........coveierrierrieineeieininieeneeneerseeernenes 886 Edetic acid ..c.ocoeveeverrcecrriecirecircieceieenen 2344
Dissolution, apparent (2.9.43.) .c.cccevveeeerenrereereereneneeneneenes 377 Edotreotide (gallium (**Ga)) injection..... 1150
Dissolution, intrinsic (2.9.29.) ..uceveveeeeveeriereeeeeeeveeereenens 347 Edrophonium chloride.......ccocorvccueuruncnee 2345
Dissolution test for lipophilic solid dosage forms (2.9.42.).. 377  Effervescent granules ...........cccooecveeeueeveremneerneerrecuneersesernenes 860
Dissolution test for solid dosage forms (2.9.3.) .......cccccco..c. 302 Effervescent POWAELS ......cccooveeierrurenencuererninecuerereenenesenesesnees 875
Dissolution test for transdermal patches (2.9.4.)......cc.ccc...... 309 Effervescent tablets........cooiiveereievereierereierereeeeeeeseseeererenens 886
Dissolution testing, recommendations on (5.17.1.) ............. 761 Efficacy of antimicrobial preservation (5.1.3.)....cccccevvueunneee. 577
Distemper vaccine (live), canine..........ocoevevveveeeevereeneeecnenees 1029 Efficacy of veterinary vaccines and immunosera, evaluation of
Distemper vaccine (live) for mustelids ..........cocceveerevreuecnceee 1045 (5.2.7.) oottt ees ettt ea bbbttt n et ene 612
Distillation range (2.2.11.) ....cccvucuvinieinicinicricieisenscsieeenns 30 Egg drop syndrome '76 vaccine (inactivated)... .... 1048
Distribution estimation by analytical sieving, particle-size Elder fIoWer ......ccoocuimiuniiniciciciccicicicians ... 1342
(2.9.38.) ettt 367 Electrophoresis (2.2.31.) c.ccccovureneeee .48
Disulfiram.... 2302 Electrophoresis, capillary (2.2.47.) c.coocovveeererrnmreccrerernenencecne 81
Dithranol ............ .2303 Eleutherococcus......ccccoovvcuniucureunnee. 1344
DL-Methionine ... .3025 Emedastine difumarate...... ... 2346
DL-a-Tocopheryl hydrogen succinate. 3806 Emetine hydrochloride pentahydrate ..........ccccveuvirvicinnaes 2347
Dobesilate monohydrate, calcium...... ..1914 Empty sterile containers of plasticised poly(vinyl chloride) for
Dobutamine hydrochloride........cc.cocvcveuenienicnecrnneiecnceens 2304 human blood and blood components (3.2.4.)....c.c.ccoceeuneece. 432
DOCELAXE] ... 2305 Emulsifying cetostearyl alcohol (type A)......ccccoceuviucenicnnee 2019
Docetaxel trihydrate. 2307 Emulsifying cetostearyl alcohol (type B)........ ...2021
Docusate sodium...... 2309 Emulsions, solutions and suspensions, oral.........c.cccceeueuneeee. 865
Dodecyl gallate... 2309 Enalaprilat dihydrate... ....2349
Dog rose.............. .1338  Enalapril maleate ........ccccocoeueiverrivivicuncnrinrieinnes ....2348
Domperidone................ ..2310 Encephalitis vaccine (inactivated), tick-borne.........c.c.c....... 988
Domperidone maleate.. ..2312  Encephalomyelitis vaccine (live), infectious, avian ............ 1013
Dopamine hydrochloride .......... ..2313 Endotoxins, bacterial (2.6.14.) c.cccovvvveeeiriereeeieeeeeeereeennen 204
Dopexamine dihydrochloride... ...2315 Endotoxins, bacterial, guidelines for using the test for
Dorzolamide hydrochloride........c..cccooeevnieienicniccrnecnnes 2316 (5.1.10.) ciiiiieeieeeeeeeeee ettt n e 593
Dosage forms (glossary) .......c.cccoceuncnicinicinicinicisinceniens 853 Enilconazole for veterinary use .........cccoccecceeicinicinicnnicnnee 2351
Dosage units, demonstration of uniformity using large sample Enoxaparin sodium ........c.ccceeuene. .. 2352
I Oy O 384 Enoxolone.......cceveeeeeeieieevennns ....2354
Dosage units, uniformity of (2.9.40.) ....cccccccuveuvirirvierncuncnnenn. 372 Enrofloxacin for veterinary use... ... 2356
Dosulepin hydrochloride.............c......... ..2318 Entacapone..........c.coenieeneeenn. ... 2357
DOTATOC (gallium (®Ga)) injection .. .1150 Entecavir mOnoORydrate. ......ooceereereereeeeeererneeeceeeereeneeeneecines 2359
Doxapram hydrochloride ..........ccccccovviiivininininininicicnans 2319 Enzootic pneumonia vaccine (inactivated), porcine.......... 1086
Do0Xazosin mMesilate.......ocoeveueveurinieuceeirrineeeieeerereeeeeeeseenene 2320 Ephedra herb ... 1346
Doxepin hydrochloride.......... ...2322  Ephedrine ....2360
Doxorubicin hydrochloride..........cccococnieuricinicncniccinecnnes 2323 Ephedrine hemihydrate ..........cccccociinicinincincicc, 2361
Doxycycline hyclate..........ccoocuiciniciniciicccnccn 2324 Ephedrine hydrochloride........cccccccoeuniiiniiincniiiincnn. 2362
Doxycycline monohydrate............ .2326 Ephedrine hydrochloride, racemic. ... 2363
Doxylamine hydrogen succinate.. 2328 Epinastine hydrochloride................. ....2364
Droperidol.......... 2329 Epinephrine.................. .... 1650
Droppers (2.1.1.) et eeestsesesesesees 15 Epinephrine tartrate........... ... 1652
Drop point (2.2.17.) c.ccceeneeeenceernccrreerecenees ...33 Epirubicin hydrochloride .. ... 2365
Drops (nasal) and sprays (liquid nasal) ........cccoeuvieincicnnce. 867  EPIErenone.........covuciiiviuimieniiieniiieie e seiessenssiens 2367
Drops, OFal ...t esesene 865 Eptacog alfa (activated) concentrated solution................... 2668
Drospirenone .. ...2331 Equine herpesvirus vaccine (inactivated) .... 1050
DIY @XEFACES ..ecvnvecrenieeictrieeteecie et naes 818 Equine influenza vaccine (inactivated) ........ccoovveveecreuerrecnee 1051
Drynaria rhiZOme ........ccovceneerrieinnienienceeeneerseneieeeaens 1339  Equisetum Stem .......ccccceviviiiiiiiininiiiiiciiccn 1347
Dry residue of extracts (2.8.16.)......cccoceuvuniureniueenireenicurecnnenns 289 Ergocalciferol ........... ....2368
Duck plague vaccine (live)........ccccccvvcunnee. 1046 Ergoloid mesilates........ ...2149
Duck viral hepatitis type I vaccine (live)...... .1047 Ergometrine maleate... ....2370
Duloxetine hydrochloride...........cccccceeuceee. ..2332  Ergotamine tartrate ...........ccccococvucurennnee ...2371
Dutasteride........coceceverevrnenee ...2334  Erysipelas vaccine (inactivated), swine. ... 1104
Dwarf pine Oil ....c..ccviueiniiiniciicrcecerecee s 1340 Erythritol ..o 2373
Dydrogesterone........cceeeceeueveurececuerennmniceneneesmeeseresenseenens 2336 Erythromycin ......c.cccoevecceeinininiccereinniceereeeeeenseseeenens 2374
Erythromycin estolate ...2378
E Erythromycin ethylsuccinate..........cccoocncnicincnicncnne 2381
Ear drops and €ar SPrayS............oooooeroovoersoooeesssoersssoee Erythromycin lactobionate...........c.eccevveuemnceemneernecrneccrennenes 2385
Bl POWAETS..cveueeerceeeeereeeeeeeseesseeseesssessessesssseessssssssssseenns Erythromycin stearate.......c..ooocvrere .- 2388
Bar Preparations.........o.eereeeeeeesesnsesnsssnssessessssssssssnsssnsssnses Erythropoietin concentrated solution.... 2391
Ear preparations, semi-solid . Esc;talopram .................... ... 2395
Ear sprays and €ar dropPS.......o..coeververvensssersesssssensssssssssnssnnnes Escitalopram oxalate ...... s 2397
Eserine salicylate.........cccccvvivicinincninicincniicceccines 3335
3994 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Esketamine hydrochloride...................

Extractable volume of parenteral preparations, test for

Esomeprazole magnesium dihydrate .... (2.9.17.) e 322
Esomeprazole magnesium trihydrate.... EXEIacts, dIY c.ceceeevneenecirinincieneieeneeeeeetseseiseeiessesesseeesseeenes 818
Essential 0ilS.....ccoevveeveveiciceeeceerene. Extracts, dry residue of (2.8.16.) ......cccooeecuvunirreniucenicenicrneennes 289
Essential oils, assay of 1,8-cineole in (2.8.11.).c.ccccccveverncuenee 285 Extracts, herbal drug......cocccvevcuecveuvencnenceeneenccnnecrneenseeenes 815
Essential oils, fatty oils and resinified essential oils in Extracts, herbal drug, monographs on (information chapter)
(2.8.7.) oo oo e s ses e eees s D84 (5.23.) toveeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeeeeeee s se e eeess e eessanne 807
Essential oils, foreign esters in (2.8.6.) ....c.cccoveerreerrercrecncrennee 284 Extracts, liquid (fluid) ..occcoveeueeveeececccneecrecneeieeenes
Essential oils in herbal drugs (2.8.12.) .c..ccccoeceuvnienicinicnnenes 285 Extracts, loss on drying of (2.8.17.)...
Essential oils, odour and taste (2.8.8.) ..ccceeveverevivrereererenennns 284 EXtracts, SOft...coicveiviveiriierererireeereerereeeetees e essenesesesenens
Essential oils, residue on evaporation (2.8.9.).....ccccoveveuneeee. 284 Extracts used in the preparation of herbal medicinal products
Essential oils, solubility in alcohol (2.8.10.) .......ccceeerueurunee 284  for oral use, microbiological examination (2.6.31.) ........... 232
Essential oils, water in (2.8.5.).....cccccccvuurieincinininnisicnninninnnnns 284 Extracts used in the preparation of herbal medicinal products
Ester value (2.5.2.) cvvicveieiereeeeeteereeeeeeeteeeseeve e ene e 161  for oral use, microbiological quality (5.1.8.) .....cccccccuvuuune. 591
Estradiol benzoate........ .2404 Extracts, water for preparation of
Estradiol hemihydrate.. ...2406 Extraneous agents in viral vaccines for human use, tests for
Estradiol Valerate ..........cc.oeevvereveeereeeeereeeeereeereesereseesenenens 2407 (2.6.16.) cveeeeierereeieeteeereteee ettt renn 208
ESEIIOL ..o 2409 Extraneous agents: tests in batches of finished product of
Estrogens, conjugated... ..2410  avian live virus vaccines (2.6.25.) ......cccoueuniueinicnieinicinnnns 222
Etacrynic acid................ ..2413 Extraneous agents: tests in seed lots of avian viral vaccines
Etamsylate.........ccooecnccrvnirnncnnee W2414 (20624 ettt anaan 219
Ethacridine lactate monohydrate. ..2415 Eye drops..... ettt 857
Ethambutol hydrochloride ........... ..2416 Eye lotions.............. ettt 857
Ethanol (96 per cent).......... .. 2417 Eye preparations .........ccccecunieuricrnicnsennieenniesssessiesssseseons 857
Ethanol, anhydrous.......... ...2419 Eye preparations, semi-solid ........cccccveerrecerreceremnienniernivennenes 858
Ethanol content (2.9.10.) c..oieuiveieriveeeereceeeeeereereeee e 315
) 1 1<) PO 2421 F
Ethgr, anaesthet1c .................................................................... 2422 F, concept to steam sterilisation of aqueous preparations,
Eth}nylest.radlol aPPliCAtion Of (5.1.5.) cuvververieriesinrissessssesssssssssssessssssnssnns 580
Ethionamide....... Factor II, human coagulation, assay of (2.7.18.) ..ccc.cvvveunnccn. 266
Ethosuximide ... Factor IX, human coagulation ............................... 2674
Ethoxylated substances, ethylene glycol and diethylene glycol g, (or IX. human coagulation, assay of (2.7.11.) ....ccccccuue.ce. 259
in (2 4.30. ) ............................................................................... 157 Factor IX (I'DNA) concentrated solution, human
Ethyl acetate .. e w2427 COAGUIALON w.ovovveeeeeeeseeeeeee e 2676
Ethyl acrylate - methacryl}c ac%d copolymer (1:1)....‘ .......... 3015 Ractor ViIa (rDNA) concentrated solution, human coagulation
Ethyl acrylate - methacrylic acid copolymer (1:1) dispersion e 2668
30 PEI CENL ittt 3017 pactor VII, human c0aGUIAtiON..orvosceeeeeeeereeeeenes 2666
Ethylcellul.ose: .......................................................................... 2429 Factor VII, human coagulation, assay of (2710) ..... 258
Ethylenediamine....... s s s 2431 Eactor VIIIL, human COAGUIAION wevereeeee oo 2672
Ethylene glycol and diethylene glycol in ethoxylated substances - pactor VIII, human coagulation, assay of (2.7.4.) ............. 246
(2430) .............................. SRR 157 Factor VIII (I'DNA), human Coagulation ................. ...2673
Ethylene glycol monopalmitostearate.... 2430 Factor X, human coagulation, assay of (2.7.19.).......ooooo...... 266
Ethylene glycol monostearate............... 2430 Factor XI, human coagulation ...............ooococeeveeee ... 2681
Ethylene 0X1§1e ar}d dioxan (2.4.25.) v 151 pactor XI, human coagulation, assay of (2.7.22.) ..o.ccoooccc.. 269
EthylheanQIC acid, 2- (2.4.‘28.) ............................................... 154 Falling ball viscometer method (2.2.49.) .....oooovveeecvccreeerrrrsrs
Ethylmorphine hydrochloride.. di
Ethyl 0leate ..o
Ethyl parahydroxybenzoate............ccccceevuniviniciniciniccnicnnes
Ethyl parahydroxybenzoate sodium... -3577 " TFatty acids, composition by gas chromatography (2.4.22.).. 141
Et;dro.nate dlsodlum.. ............................ ..2433 Fatty acids in oils rich in omega-3 acids, composition of
Etilefrine hydrochloride...... (24.29.) covrterrerserssessesssssses s 155
Etodolac .o, Fatty oils, alkaline impurities in (2.4.19.) «ev.oeeuereeernreereceenecens 138
Etofenamate..... Fatty oils and resinified essential oils in essential oils
BEOMIARLE. (28.7.) cosoesoesesson oo 284
Et0p051de ................................................................................. Fatty oils, foreign oils in, by thin-layer chromatography
Eucalyptus leaf .. 5 PO 141
Eucalyptl}s 1631 U Fatty oils, identification bY thin—layer chromatography
EUCOMINIA BATKeuvsssvsnsssnsnssssmsssssssssssmsnsssssssssssnsn L350 (2.32) vt 126
Eugenol ..o 2443 Fatty oils, Sterols in (2.4.23.).ooccccceeeeeresssssccceeeeeeeeessss oo 144
European goldenrod.........c..ovvee 1376 Fatty oils, Vegetable...............ooorrrrmsivcrrveerrssssssnoseseeesssssssonee 848
Europee}n viper venom antiserum........... s T 1119 Ec function of immunoglobulin, test for (2.7.9.).. 257
Evaluation of efficacy of veterinary vaccines and immunosera  gepane] for VELETINATY USE ceovueruvrevrreeraerrensereeeeseensensessesesaenaes 2450
(5.2.7.? .................................................. B 612 Feeding stuffs for veterinary use, medicated, premixes for.. 875
Evaluation of safety of each batch of immunosera for FEIDINAC orerreerrserrserssersesssssssessssssesesssess e 2451
Veterlr}ary use (5.2.9.)......... s s 625  Feline calicivirosis vaccine (inactivated).. . 1053
Evaluation of safety of veterinary vaccines and immunosera ~ geline calicivirosis vaccine (live).............. ...1054
(5.2:6.) e 610 Feline chlamydiosis vaccine (inactivated) 1055
Evening primrose oil, .reﬁned ...................... s 2444 Beline infectious enteritis (feline panleucopenia) vaccine
Excipients, functionality-related characteristics of (5.15.).. 753 (14activated) .......ccoeeorescossccesoeessccersscrsscees oo 1056
Exemestane.......................... ................. ARSI R 2445 Feline infectious enteritis (feline panleucopenia) vaccine
Extemporaneous preparation of radiopharmaceuticals T S 1057
(5.19.) ettt ettt ettt ettt er e nean 767 Feline leukaemia vaccine (inactivated) ............coooowvrvecrrrrr. 1058
General Notices (1) apply to all monographs and other texts 3995

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Feline panleucopenia vaccine (inactivated).....
Feline panleucopenia vaccine (live) ......cccccoeurureneee.
Feline viral rhinotracheitis vaccine (inactivated) ..

Feline viral rhinotracheitis vaccine (live) ............... .1060
Felodipine ....c.c.oceveeieeenieernecineeiencieeneeenneeenene ..2452
Felypressin ........ccoveveneeerneeennecnnne ... 2454
Fenbendazole for veterinary use.........ccccoococuvicuricivincirecnnes 2455
Fenbufen ... 2456

Fluphenazine dihydrochloride....

Fluphenazine enantate............cc...... ..2512
Flurazepam monohydrochloride....

Flurbiprofen

Fluspirilene.....

Flutamide........ccccoeueerennee
Fluticasone propionate...........coceeeceereurereeeerereereneeeerensesesecnens
FIULrIMAazZole .....c.ouueecveecrieieicierieiecieeneeieneeseeeieeseaeneeennes

Fennel, bitter ... 1352  Fluvastatin sodium......
Fennel, sweet ... .1353 Fluvoxamine maleate......
Fenofibrate........ccoeune... ..2457 EMISO (**F) injection ...
Fenoterol hydrobromide. ..2458 Foams, cutaneous ...........
Fentanyl........ccccoocviviunnnee. ..2459 Foams, intrauterine .....
Fentanyl citrate... ..2461 Foams, medicated........
Fenticonazole nitrate.... 2462 Foams, rectal ............
Fenugreek .........ccoovvveniucnnee ...1354 Foams, vaginal...
Fermentation, products of .........cccocceveeerreneneneieeneeeneenneennenes 830  FOliC ACid...cuiiiiiiciciciicccie e eenene
Ferric chloride hexahydrate........cccccooeviuniiinivciniinininininnnns 2463 Folinate, calCiim......ccccocuiriericininciiciciciceccceinnaes
Ferrous fumarate...........c.c...... ..2464  Follitropin.....c.cccoeervevcecreerrcrccnenennn
Ferrous gluconate ......... ..2465 Follitropin concentrated solution
Ferrous sulfate, dried.............. ...2466 Foot-and-mouth disease (ruminants) vaccine
Ferrous sulfate heptahydrate ..........ccccocoeeneenicnvcrnnecnnnen 2467  (INACtiVAted) ...occcoeuererrmriceereiire et eesene 1062
Ferrum metallicum for homoeopathic preparations ......... 1601 Foreign esters in essential 0ils (2.8.6.).....ccocceuviucuricrriccurucnnnn. 284
FET (%F) INJECtiON ccoueeereerereereerneeeireeeeseneeeiseeensesesessesessenseees 1143 Foreign matter (2.8.2.) eeuveueereeeeereeeemeneenieeeesessessseseesenseces 283
Feverfew......ccoovcvicivcuncnncnncnnes ..1355 Foreign oils in fatty oils by thin-layer chromatography
Fexofenadine hydrochloride.. i 2468 (2u4.21L) ettt aenens 141
Fibrinogen, human ........c..cccoveeevvennieniencrenneeneerseneeeeneaens 2682 Formaldehyde, free (2.4.18.)..ccccveeurereurercueencieeneenneerneenneeenes 137
Fibrin sealant Kit.......ccccoeeieieeieeiiceceeeeeeceeeeereeeeve e 2469 Formaldehyde solution (35 per cent).......cccccvevcueercucuriucnnee 2537
Filgrastim concentrated solution. .2471 Formoterol fumarate dihydrate.............. ...2537
Films, orodispersible .........cccccocinininiiinncinininiciciiiaas 870 Foscarnet sodium hexahydrate ... ... 2539
Finasteride.........ccccooeviniunnee. ..2473 Fosfomycin calcium..... ...2541
Fineness, powder (2.9.35.) .....cccccouviminirriineininninninccnsicienenns 362 Fosfomycin sodium............ .. 2542
Fish oil, rich in omega-3 acids... ..2474 Fosfomycin trometamol..... ....2543
Flavoxate hydrochloride............ .2476  Fosinopril sodium .............. ....2544
Flecainide acetate............. ...2478 Fourstamen stephania root.............. ... 1357
FleeCeflOWET TOOt.....cciivireeierieriectectecteeeteeteeee et nns 1356 Fowl cholera vaccine (inactivated) . ... 1063
Flocculation value (Lf) of diphtheria and tetanus toxins and Fowl-pox vaccine (Live) ......cocceuveverrereuerneremnieennieerneernecrenenens 1064
toxoids (Ramon assay) (2.7.27.)..c.ccccucuriccuniccmrincisinicinincans 273  Framycetin sulfate ... 2547
FIOWability (2.9.16.) c..cecvveiirenieeireienneeeineeenrieineseienseeennesessesennenes 321 Frangula bark ....ccccocenivennccnccnccnnee ... 1358
Flow cytometry (2.7.24.) ...coccunicurincieeneiciricneenseeneecieenenenns 271 Frangula bark dry extract, standardised.. ... 1359
FLT (*°F) injection .... .1127 Frankincense, Indian................. .. 1392
Flubendazole .........ccccovvernecrnicrrecrnennen. ..2479 Fraxinus rhynchophylla bark ... ... 1360
Flucloxacillin magnesium octahydrate ..... ..2480 Free formaldehyde (2.4.18.)...cccccviuiiniciniciicinicriciiccce 137
Flucloxacillin SOditm .......ccveeevreerreeueeneiennieniereeereeeieneaens 2482 Freezing point (2.2.18.) c..cccveeureerecrrererreerenerenneeeneeenseeennesenens 34
FIUconazole.........c.oeiueiicuniiciiciiceeenee e 2484 Fresh bilberry fruit dry extract, refined and standardised.. 1361
Flucytosine.........cccccueue ...2485  Friability of granules and spheroids (2.9.41.).....cccocccveennne. 375
Fludarabine phosphate..........ccoveeeeeirnnenccennreneeieieneenene 2487 Friability of uncoated tablets (2.9.7.) .....ccooeocurccrnccnnicnnnne. 312
Fludeoxyglucose (**F) injection ........ceveereueveererceneeerneneens 1135 FIUCLOSE o vuueererrerrcecereteaseceetsenesscesetsessesseessessesnesssisesessecene 2548
Fludrocortisone acetate................. ..2489 Fucus........... .... 1405
Flumazenil ..o, .2490 Fulvestrant.. ....2549
Flumazenil (N-["'C]methyl) injection... 21137 FUMEOTY wetiiiciiecteicieicieteietsesenseseseeseseeseeenesessesesseseseenenees 1363
Flumequine........cceeeuveveneeeeenireneneecnenennenes ..2492 Functional groups and ions, identification reactions of
Flumetasone pivalate.............. 2493 (2.3.1L) et e eb b reene e e 123
Flunarizine dihydrochloride........c..cccceeeenieniernvcrnncrccnnens 2494 Functionality-related characteristics of excipients (5.15.)... 753
FIUNitrazepam .......cccocecceeverenenicrereenineeeserenseneeeesesesseseeeesens 2495 FUI0SEMIdE ....cecvuiieucierririeeceeieireeticieieeetecse e seaes 2551
Flunixin meglumine for veterinary use..... ...2496 Furunculosis vaccine (inactivated, oil-adjuvanted, injectable)
Fluocinolone acetonide.........cccceeeurieeniucuricnnicrneccreeniceneaes 2497  for salmonids........c.occuriecuiiciiiniciniccce e 1066
Fluocortolone pivalate.......co.ccveeurereuecnerenneerneeerneerneneieccnes 2500 Fusidate, SOIUM ....c.cceureueuricrrecieicieicieieeeireeeneeeieeeereeneieenne 3579
Fluorescein .................... 2501 Fusidic acid...c.cccuiiiueiniiiciicrcceceee e 2552
Fluorescein sodium ........c.ccceccuviciricrnennnes .2502
Fluoride (**F) solution for radiolabelling..... 1139 G
Fluor?des (24.5.) oo 132 GabAPENTIN ..ot 2559
Fluorlmetr}f (2.2.21..) N 36  Gadobutrol monohydrate... 2560
Fluorocholine (**F) injection .......c.vcueeeereeereemeeserereeerseneneenees 1139 GalactoSe..o o 2562
Fluorodeoxytlléymidine (*®F) injection e wewsvnne 1127 Galantamine hydrobromide........ 2563
F!uprogiopa (**F) (prepared by electrophilic substitution) Gallium (Ga) citrate injection ..... 1148
injection................ s s 1141 Gallium (*Ga) chloride solution for radiolabelling.... 1148
Fluoroethyl—L.—tyros1nle8( lf)‘lnjc?ctlon .................................. 1143 Gallium (Ga) DOTATOC IJECHION wevrreerreerrsemnen
Fluoromlsqnldazole (*°F) injection........ 1146 Gallium (%Ga) edotreotide INJECHION weoveereerceereeere e
Fluorouracil.......occeovvesivccsviss 2504 GANCICLOVIE wevvvvveeeeeveeesseeveeeessssseesssessseee e sserseeses
Fluoxetine hydrochloride....... 2505 Gargles ....oovooseecoeeereeeeeessseeeeeeeeeess e
Flupentlqu dihydrochloride.. 2507 Garlic for homoeopathic preparations
Fluphenazine decanoate..........ccccuccuveuvcuriunivicininnenniniciennns 2509
3996 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Garlic POWET ......coveuicreerrieieeieneeee e ...1364
Gas adsorption, specific surface area by (2.9.26.)................. 344
Gas chromatography (2.2.28.) .....cccceeuvnevccerrurnneneee .44
Gas detector tubes (2.1.6.) ......... .17
Gases, carbon dioxide in (2.5.24.) ...ccceevvvreeveereeerereeererenenes 168
Gases, carbon monoxide in (2.5.25.) c.ccvvevevevrereeeseeieiereenens 169
Gases, nitrogen monoxide and nitrogen dioxide in

(2.5.26.) ettt 170
Gases, nitrous oxide in (2.5.35.) ..ooveeeeeieeiereeeeeeeeeeereenns 176
Gases, 0Xygen in (2.5.27.) cc.covveveereneniccenreneicnerenseneseaenns 170
Gases, Water iN (2.5.28.) oottt 170
Gas-gangrene antitoxin, mixed.... 1116
Gas-gangrene antitoxin (novyi) ............. 1116
Gas-gangrene antitoxin (perfringens)... 1117
Gas-gangrene antitoxin (septicum).............. ..1118
Gas pycnometric density of solids (2.9.23.).....ccccccovvvucuniucnnee 339
Gastro-resistant capsules ........cocceeuereecererenenicerennenineerenenns 854
Gastro-resistant granules........c..ccoveceverreneneneenieneenneennenes 860
Gastro-resistant tablets ...........ccccocvvicnicinivcinincicicnicene 886
Gefitinib .....ccvvvcrririeane. 2567
Gelatin... .2568
GeIS oo 884
Gels for INJECiONS........ccuiueuiecirecireceecrec e 873
Gemcitabine hydrochloride... .2570
Gemfibrozil........cccceeeuviuviuanee .2571
General NOICES (1.) vovvrivreierierieiceerecreee ettt sneneens 3
General texts on biological products (5.2.) ...cccccceuvurenicncrncnes 599
General texts on microbiology (5.1.) «.ccccveeuricrrecrricuricnnenes 575
Gene transfer medicinal products for human use (5.14.).... 739
Gentamicin sulfate.........ccoocovvieicinncnininicens 2573
Gentian root....... .. 1365
Gentian tincture. ...1366
Gestodene............ ...2575
Ginger ....... .. 1367
Gingival SOIUtIONS ........cucueeiriiiciicicc s 869
Ginkgo dry extract, refined and quantified..... ... 1368
GINKgo leaf ..o 1370
GINSENG ...t 1372
Ginseng dry eXtract .......coeceueveereceerernmnenccerenennenene .. 1374
Glass containers for pharmaceutical use (3.2.1.) c.cocveeuenee. 423
Glibenclamide..... 2577
Gliclazide.......... 2578
Glimepiride ..... ...2580
GUPIZIE.....eeeieiiciicc e 2582
Glossary (dosage forms) .........cccoeecuncunicirincrrenicencieenicneennes 853
Glucagon, human ................ ...2584
Glucoheptonate, calcium ......ceveeucueurnineeeeeririreceieeereeaee 1917
Glucosamine hydrochloride........ccccccocoiiiinincniiinn 2585
Glucosamine sulfate potassium chloride.. .2586
Glucosamine sulfate sodium chloride.......... 2587
Glucose............. 2588
Glucose, liquid ....cccccevrerenenenee .2590
Glucose, liquid, spray-dried .. ...2591
Glucose monohydrate ...........ccveeueeienerreverrecrenerenreenneens 2591
Glutamic acid ... 2593
Glutathione
Glycan analysis of glycoproteins (2.2.59.) ..c.cccovueuricuricunenes 103
GIYCEIOL...eeiiciii e 2595
Glycerol (85 per cent) .. ...2597
Glycerol dibehenate...... ...2598
Glycerol distearate..... .2599
Glycerol formal................ ...2600
Glycerol monocaprylate............. ...2601
Glycerol monocaprylocaprate..........ccocccveecrecrenieenicrnecnnes 2602
Glycerol monolinoleate..........coevereueeneierneerneerneerneneuecenens 2603
Glycerol mono-oleate
Glycerol monostearate 40-55 .........ccccoeeurieunicrnicrrinineennnns 2605
Glycerol triacetate..........cveuereerrecerreiuernerenrienierseerseeaeneaens 3825

Goldenrod...........c..cuu..... ....1375
Goldenrod, European..... ... 1376
Goldenseal rhizome........ ....1378

Gonadorelin acetate..... ..2611
Gonadotrophin, chorionic.........ccovceveeerveneeeeneiernennn. ..2613
Gonadotrophin, equine serum, for veterinary use............. 2613
GOSEreliN......cuiiiiiiiicicc s 2614
Grafted copolymer, macrogol poly(vinyl alcohol) ............. 2945
Gramicidin ...
Granisetron hydrochloride...
GIANUIES ...
Granules and powders for oral solutions and suspensions.. 865
Granules and powders for SYTUps........ccoeeueeereenivennirenniennenes 866
Granules and spheroids, friability of (2.9.41.)... ..375
Granules, coated ... 860
Granules, effervescent.........ccoooirvicncnicncnnceencenieneees 860
Granules, gastro-resistant...........cecveveeeerevrrnierererennenicerennees 860
Granules, modified-release..........ccocceverniernierrnieeniennicenneees 860
Greater celandine................... ... 1380
Griseofulvin.................. ....2619
Guaiacol...... ....2620
Guaifenesin .2622
Guanethidine monosulfate... ..2623
GUAT .o ... 1381
Guar galactomannan ... 2623
Guidelines for using the test for bacterial endotoxins

(5.1.101) oo eeeee e eeee e sseeeeeseeesseeeeeesssnees 593
Guidelines for using the test for sterility (5.1.9.) ......ccocce.... 592
H
Haemagglutinins, anti-A and anti-B (2.6.20.)........ccccceueunce. 213
Haematopoietic products, numeration of CD34/CD45+ cells

T (2.7.23.) oo eeeeeeeeeees e s e eeesee s s 269
Haematopoietic progenitor cells, human, colony-forming cell

assay fOr (2.7.28.) o 274
Haematopoietic stem cells, human.... ... 2682
Haemodiafiltration and haemofiltration, solutions for...... 2631
Haemodialysis, concentrated solutions for ..........ccccccc.c.... 2628
Haemodialysis solutions, concentrated, water for

QIIUENG ... 2627
Haemodialysis, solutions for ........c...coccenecrccrnneecneennecnnee 2628
Haemofiltration and haemodiafiltration, solutions for...... 2631
Haemophilus type b and meningococcal group C conjugate

VACCINIE vttt 926
Haemophilus type b (conjugate), diphtheria, tetanus and

pertussis (acellular, component) vaccine (adsorbed)......... 908
Haemophilus type b (conjugate), diphtheria, tetanus, pertussis

(acellular, component) and poliomyelitis (inactivated)
vaccine (adsorbed) ... 917
Haemophilus type b (conjugate), diphtheria, tetanus, pertussis
(acellular, component), hepatitis B (rDNA) and poliomyelitis
(inactivated) vaccine (adsorbed) .......oevevveverivecvveicrecrerinnne 915
Haemophilus type b (conjugate), diphtheria, tetanus,
pertussis (whole cell) and poliomyelitis (inactivated) vaccine
(AASOIDEA) ..vveirereieeeteecreteerce et 922

Haemophilus type b conjugate vaccine..........ccccvuvervivicinne. 927
Haemorrhagic disease vaccine (inactivated), rabbit .1092
Halofantrine hydrochloride.........ccocccovucerreiieniennicnnaee. ....2633
Haloperidol.......cccueurricenirirnccierseececeesereee e 2634
Haloperidol decanoate.........c.c.cooeeeneeeunecrncciecerencennecrnecnns 2636
Halothane ..........cco.......... ... 2637
Hamamelis bark........... ... 1382
Hamamelis leaf.. ....1383
Hard capsules .......ooveeeervinicceininnieeerccreensesescecneseenenes 854
Hard fat....cccooovvvviveriernnns .. 2639
Hard fat with additives... 2640
Hard paraffin.......ccccooeencncnnenncennee ....3268
Harmonisation, pharmacopoeial (5.8.)....ccccoveunierrierrevennenes 703

Glyceryl trinitrate solution. HaWthorn DErries. ... .ouvuerueeeemeeeeeesneeesneeesesssseessessssesssessnens 1384
Glycine ...ocovvvveessssiiiincess e 2608 Hawthorn leaf and fOWET ......oooocccccoceevrersseesccceererses s 1385
Glycoproteins, glycan analysis of (2.2.59.) «ccvevessivveessssnen 103 Hawthorn leaf and flower dry extract.............ooooooccoooeeer 1386
Glycopyr.romum bromlde .................................. 2609 Hawthorn leaf and flower liquid extract, quantified....... 1387
Glycyrrhizate ammonium.........cccecuviuvemrierininciniieniniciennns 1716

General Notices (1) apply to all monographs and other texts 3997

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Healthy chicken flocks for the production of inactivated
vaccines for veterinary use (5.2.13.) .....ccocccunicinicinicinicinnnas 630
Heavy bismuth subnitrate................... ... 1853
Heavy kaolin..........cccceevueenee
Heavy magnesium carbonate.....
Heavy magnesium oxide............

Heavy metals (2.4.8.) ...ccoiiiiiiiiciiiiiicrisncecnecee s 133

Heavy metals in herbal drugs and herbal drug preparations
(20427 oo s s e s 152

Hedera helix for homoeopathic preparations. ...1602

Helium .....ccoovcuvicivnienes
Heparin, assay of (2.7.5.)
Heparin calciim .......ccocceneeernecrneerreneieccienneenniennenes
Heparin in coagulation factors, assay of (2.7.12.).....
Heparins, low-molecular-mass ........cccoceneerneeennenes
Heparin sodium......c.ccoeeveveuereurnenccncnennns

Hepatitis A immunoglobulin, human.........ccccoevinnn 2683
Hepatitis A (inactivated, adsorbed) and typhoid polysaccharide
VACCINE woovivviniiininiiiiitc ettt bbb aenens 929

Hepatitis A (inactivated) and hepatitis B (rDNA) vaccine

(adsorbed) ......coovvveeeieeeeeeceeee,
Hepatitis A vaccine, assay of (2.7.14.) ............
Hepatitis A vaccine (inactivated, adsorbed)....
Hepatitis A vaccine (inactivated, virosome) ...
Hepatitis B immunoglobulin for intravenous administration,

RUMAN it 2684
Hepatitis B immunoglobulin, human ........cccccecveviricinnncs 2684
Hepatitis B (rDNA), diphtheria and tetanus vaccine

(AdSOTDEA) ..vevvrineeeeericrerceerecteeecee e 901
Hepatitis B (rDNA), diphtheria, tetanus and pertussis

(acellular, component) vaccine (adsorbed).........cccoeceuunnee. 910

Hepatitis B (rDNA), diphtheria, tetanus, pertussis (acellular,
component), poliomyelitis (inactivated) and haemophilus
type b conjugate vaccine (adsorbed) 915

Hepatitis B vaccine (IDNA) .....ccoeceuevrvereereurenenene

Hepatitis B vaccine (rDNA), assay of (2.7.15.).....cccccceunrucunee 263

Hepatitis C virus (HCV), validation of nucleic acid
amplification techniques for the detection of HCV RNA in
plasma pools: guidelines ........ccceeureccrervunnicccernnenccnenennns 214

Hepatitis type I vaccine (live), viral, duck...

Heptaminol hydrochloride.... ... 2649
Herbal drug extracts.......ccocveeieicinincnninicicncnccicicennne 815
Herbal drug extracts, monographs on (information chapter)
(5:23.) ettt 807
Herbal drug preparations ............ccocccvecureecreecueeneueenicneennenns 819
Herbal drugs......cccceveveieereininniceeinieeeeseseeenerenseseseeenens 819
Herbal drugs and herbal drug preparations, heavy metals in
(204.27.) oo es e seee e 152
Herbal drugs and herbal drug preparations, high-performance
thin-layer chromatography of (2.8.25.).....cccccccoucunicinicunenas 295
Herbal drugs, determination of aflatoxin B, in (2.8.18.) ..... 289
Herbal drugs, essential oils in (2.8.12.)....cccocccvuviueencrricnnenns 285

Herbal drugs for homoeopathic preparations........... ...1570

Herbal drugs, microscopic examination of (2.8.23)

Herbal drugs: sampling and sample preparation (2.8.20.)..291
Herbal drugs, tannins in (2.8.14.)....c.ccocceveerreerrevcrrencrennerennee 288
Herbal drugs, test for aristolochic acids in (2.8.21) ............. 292

Herbal medicinal products for oral use and extracts used in
their preparation, microbiological examination (2.6.31.)..232

Herbal medicinal products for oral use and extracts used in

591

their preparation, microbiological quality (5.1.8.) .............
Herbal preparations...........ceoveevceereeeireneceereunencnencennnns
Herbal substances.....
)3 00X IR U=z O
Herbal teas, INStant........ccvivvevveeierrereeeerereeereereseeeesesseseeseenens
Herpesvirus vaccine (inactivated), equine...
Herpes zoster (shingles) vaccine (live)........ccoccvcuricinicnninns
Hexamidine diisetionate ..........coveveveeevereveerereeerereeerereeeenenens

High-performance thin-layer chromatography of herbal drugs
and herbal drug preparations (2.8.25.) ......ccccocvicuricrricnnnn. 295

Histamine (2.6.10.) ..c.ccveieriveereerinrereeerereeereereseseseeseseeesennens 194
Histamine dihydrochloride .. ..2653
Histamine for homoeopathic preparations ....... 1603
Histaminum for homoeopathic preparations ... ... 1603
HiStidIne ....o.cvviciiciiciiiccrcccce s 2654
Histidine hydrochloride monohydrate ...........ccccoceeuviunianaes 2655
Homatropine hydrobromide.................. .. 2657
Homatropine methylbromide ..... 2658
Homoeopathic pillules, coated............... 1587
Homoeopathic pillules, impregnated..... ... 1586
Homoeopathic preparations............ccccceevcevivineivcnieniccinennns 1569
Homoeopathic preparations, Agaricus phalloides for ....... 1588
Homoeopathic preparations, Allium sativum for .............. 1590

Homoeopathic preparations, Anacardium for
Homoeopathic preparations, Apis for.........cccceeveveneerrencnnes

Homoeopathic preparations, arsenicum album for ........... 1593
Homoeopathic preparations, aurum chloratum natronatum
FOT s 1593
Homoeopathic preparations, barium chloratum for.......... 1594
Homoeopathic preparations, Belladonna for...................... 1594

Homoeopathic preparations, cadmium sulfuricum for..... 1596
Homoeopathic preparations, calcium iodatum for
Homoeopathic preparations, Cocculus for ..................
Homoeopathic preparations, Crocus for..........c.c........

Homoeopathic preparations, cuprum aceticum for........... 1599
Homoeopathic preparations, cuprum metallicum for....... 1600
Homoeopathic preparations, ferrum metallicum for ........ 1601

Homoeopathic preparations, hedera helix for
Homoeopathic preparations, herbal drugs for
Homoeopathic preparations, hydrastis canadensis for...... 1603
Homoeopathic preparations, hyoscyamus for
Homoeopathic preparations, hypericum for...... .
Homoeopathic preparations, kalium bichromicum for..... 1608

Homoeopathic preparations, magnesium fluoratum for... 1609
Homoeopathic preparations, magnesium phosphoricum

FOT s 1609
Homoeopathic preparations, mother tinctures for .. 1571
Homoeopathic preparations, Nux-vomica for.........c..c...... 1610
Homoeopathic preparations, petroleum rectificatum for.. 1612
Homoeopathic preparations, pillules for...........ccccccvuvunaes 1586
Homoeopathic preparations, Staphysagria for.. ... 1612
Homoeopathic preparations, sulfur for ..........coocccvcereunnee. 1614
Homoeopathic preparations, Urtica dioica for................... 1614
Homoeopathic stocks (methods of preparation of) and

POtentisation ... 1572
Homoepathic preparations, Ignatia for..........ccccccvvcunenne 1606
HONEY ..o ... 2659
Honey bee for homoeopathic preparations. ... 1592
Hop strobile....... ....1388
Horse-chestnut ... 1389
Horse-chestnut dry extract, standardised... ... 1390
Human a-1-proteinase inhibitor .........cccccveiecivcniivininnaes 2694
Human a-1-proteinase inhibitor, assay of (2.7.32.).............. 278
Human albumin injection, iodinated (**I) w1152
Human albumin solution ............cccccvencnccnnicnicnncnnes 2660
Human anti-D immunoglobulin .........c.ccccecevnniccvernnnnenee 2662
Human anti-D immunoglobulin, assay of (2.7.13.) ............. 260
Human anti-D immunoglobulin for intravenous

administration.........oeceucueerneerinicininecnnienns ... 2663
Human antithrombin III, assay of (2.7.17.)....c.ccceceevuninunnnes 265
Human antithrombin III concentrate.......... ... 2664
Human Cl-esterase inhibitor..........cccocccovvienicncnccnncnnes 2665
Human Cl-esterase inhibitor, assay of (2.7.34.) .....cccoceeune. 278

Human coagulation factor II, assay of (2.7.18.)....
Human coagulation factor IX ...
Human coagulation factor IX, assay of (2.7.11.) ....c.ccoueuneece 259

HEXETIAINE «vvveeceecteeeeeceeeeeeee e Human coagulation factor IX (rDNA) concentrated
Hexosamines in polysaccharide vaccines (2.5.20.) .....c......... SOLULION ettt eas
Hexylresorcinol............. ..2652 Human coagulation factor VII

Highly purified water .................... ...3933 Human coagulation factor VIIa (rDNA) concentrated
High-molecular-mass macrogols............ccccoeucuvirreuriurieninnnnes 2952 SOIUHION c.ocvveiecit e 2668
3998 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Human coagulation factor VII, assay of (2.7.10.)........ccc...... 258
Human coagulation factor VIII.......cccccoovivinicinicnnee ... 2672
Human coagulation factor VIIL, assay of (2.7.4.) ...cccooceeunee 246
Human coagulation factor VIII (rDNA) ............... ...2673
Human coagulation factor X, assay of (2.7.19.) ...ccocceurevernenee 266
Human coagulation factor XI .......ccccccccviviviricnnees ... 2681
Human coagulation factor XI, assay of (2.7.22.) .........cc...... 269
Human fibrinogen ..........cceeuveuvvivinicinencnninieicnencneens 2682
Human glucagon.........cccouencurecrnencieeneieenieneeereesecneeenns 2584
Human haematopoietic progenitor cells, colony-forming cell
as5aY fOr (2.7.28.) c.ecuiiiciciciccrecee e 274

Human haematopoietic stem cells......
Human hepatitis A immunoglobulin....
Human hepatitis B immunoglobulin ....
Human hepatitis B immunoglobulin for intravenous

Hydroxypropylcellulose............ccocvucuncunnnee w2727
Hydroxypropylcellulose, low-substituted ... .. 2729
Hydroxypropylmethylcellulose..................... ...2738
Hydroxypropylmethylcellulose phthalate... ....2740
Hydroxypropyl starch........ccocceoveencrnecnneaes ... 3645
Hydroxypropyl starch, pregelatinised ... ... 3647
Hydroxyzine hydrochloride............ccooceiniincncnicinnne 2730
Hymecromone............cococcemereeniiniereieiccee s 2731
Hymenoptera venoms for allergen products.. 2732
Hyoscine ..., .. 2733
Hyoscine butylbromide...... ...2734
Hyoscine hydrobromide .... ...2735
Hyoscyamine sulfate..........ccccoevivivicincininninnnnnne. .. 2737

... 1604

Hyoscyamus for homoeopathic preparations ... .
... 1526

Hypericum.......ccoovvinniiiiiiiinn,

AdMINISTIAtION. c.. ettt 2684 Hypericum for homoeopathic preparations... .... 1605
Human insulin ......coceeeeencrnceineenecneenecneceseeeeeeeenseeennes 2768 Hypromellose ..........cocoveceeereiriniccererninieeereineneceeneeseseenens 2738
Human measles immunoglobulin ..........cc.cccvervcerneccrrcenees 2685 Hypromellose phthalate.........ccccccvecerrivcrriniieeenicnicicnnes 2740
Human normal immunoglobulin for intramuscular

AdMINIStration.......ccvcvciciiiriecieicee s 2685 |
Human normal immunoglobulin for intravenous IDUPLOLEN .ot seseaenaes 2745

AAMINISTAHON. v 2687 Celand MOSS ....vvevvvveeeseesscccceeeeeeeessssssseseseseess s seseeeeeeeess 1392
Human normal immunoglobulin for subcutaneous TCH (5.8.) eeeeeeeeeeeeeeeeeeeeeemsssessseeseesssesemeessesssessssssssesessssseeeseees 703

administration.......cccceiciiciniciiinccnccceces Ichthammol 2747
Human papillomavirus vaccine (rDNA) TAENtACAHON (2.3.) ceoeeeeeeeeeeeeeeeeeeeeeeeeeeeeseesesssesseeseeeeeeeeeeeeeee 123
Human plasma for fractionation................ e Identification and control of residual solvents (2.4.24.) ...... 146
Human plasma (pooled and treated for virus Identification of fatty oils by thin-layer chromatography

LT TS —— B O 1 3 OO 126
Human plasmin inhibitor, assay Of (2.7.25.) covvssvvrssivrrnn 272 Identification of phenothiazines by thin-layer chromatography
Human protein C, assay of (2.7.30.) coovveeeovvviiiiiiiriirirrrrrnes 276 (2.3.3.) cooeeeeeeeeeeeeeee oo oeeeeeeeeeeeeee e 127
Human protein S, assay of (2.7.31.)..cccceeessiivicnsssvnnsssssinins 277 1dentification reactions of ions and functional groups
Human prothrombin complex........ 2695 (231) oo seseneesssseseee e 123
Human rabies immunoglobulin ..... 22696 [doxUridine ..o 2748
Human rubella immunoglobulin ... w2698 o0 amide oo 2749
Human tetanus immunoglobulin.... 2698 1onatia for homoeopathic preparations ... 1606
Human varicella immunoglobulin ... 2700 {matinib meSilate ..o 2750
Human varicella immunoglobulin for intravenous Imipenem monohydrate-....... 2753

admlmstratlop ....................................................................... 2700 Imipramine hydrochloride................. 2754
Human von W}llebrand fACLOT oo +2701 " rmunochemical methods (2.7.1.) coovvvveeeeeoesesseeeeeeeeeeeersesee 239
Human von Willebrand factor, assay of (2.7.21.) ................. 268 Immunoglobulin for human use, anti-T lymphocyte,
Hyaluronate, sodium... 3583 AREMAL oo 1741
Hyaluromdase ............... e - 2702 Immunoglobulin for intramuscular administration, human
Hydralazine hydrochloride........coooooivireesiiiviesiisinnessn 2703 OIMALcevoroooeeeeeeeeseeeeessseeeeee e 2685
Hydrastis canadensis for homoeopathic preparations....... 1603 1ymunoglobulin for intravenous administration, human
Hydrochloric acid, concentrated ........ccoooovvvveesssicnirnssnn 2704 QRHD oo 2663
Hydrochloric acid, dilute Immunoglobulin for intravenous administration, human
Hydrochlorothiazide .......o.ccvvessvvrsssivvrsssivrsssiinsssee REPALIHS Br..ovooeeeeese oo oo eeeees e 2684
Hydrocodqne hydrogen tartrate 2.5-hydrate ...................... Immunoglobulin for intravenous administration, human
Hydrocortisone .......ceeooovvveeesssvisessssiiiess : DOTTNAL oottt 2687
Hydrocortisone acetate.............. s Immunoglobulin for intravenous administration, human
Hydrocortisone hydrogen succinate... VALICEILA .ttt seeeeas 2700
Hydrogenated arachis Oil............cc.... Immunoglobulin for subcutaneous administration, human
Hydrogenated castor oil......... NOrMal.....ccuuimicicieiiiricieenn, ... 2689
Hydrogenated cottonseed 911 ................................................. Immunoglobulin, human anti-D............cccooocccorrroc 2662
Hydrogenated soya-bean 911 ..... R s Immunoglobulin, human anti-D, assay of (2.7.13.) ............ 260
Hydrogenated vegetable oils, nickel in (2.4.31.) Immunoglobulin, human hepatitis A .......ccooorrurrreene. ... 2683
Hydrogenated wpol fat..... ....................................................... Immunoglobulin, human hepatitis B.... 2684
Hydrogen perOX}de solut}on (30 per cent) ...cccoveerreecrreeennene Immunoglobulin, human measles......... ..2685
Hydrogen peroxide solution (3 per cent) .... Immunoglobulin, human rabies ........coccveureerrrererneceneinnenn. 2696
Hydromorphone hydrochlorlde ---------------- Immunoglobulin, human rubella.......ccccccoccenienninnecnnnee 2698
Hydrophobic colloidal silica...... Immunoglobulin, human tetanus...... ... 2698
Hydrous wool fat‘ .................... Immunoglobulin, human varicella 2700
HYdTOXOCObalam}n acetate..... Immunoglobulin, test for anticomplementary activity of
Hydroxocobalamin chloride... .o (226.17.) coveeeeeeeeeeeeeeeeeeeeeeeeeeesees e seseeeeeeseeeseeeeeeeeeeeee e 210
Hydroxocobalamln SULALE.covivereeieerce e Immunoglobulin, test for Fc function of (2.7.9.)......rrvcoocc. 257
Hydroxycarbamide Immunological veterinary medicinal products, substances of
Hydroxychloroquine sulfate..........ccccocvniininicinccncnnes animal origin for the production of (5.2.5.) cc..ovvvvrrssree 608
Hydroxyethylcellulose........c..cccveerreeueeneiemniennierneenneerneeennes Immunonephelometry for vaccine component assay
Hydroxyethylmethylcellulose.... - (2.7.35.) coooeeeeeeeeeeeeeseeeeeeeeeeeeeseee s sesseeeneeeeseeeeeeeeeeeee e 279
Hydroxyethyl salicylate............... Immunosera and vaccines, phenol in (2.5.15.) ccc.oeverrrernrennes 166
Hydroxyethyl starches...... Immunosera and vaccines, veterinary, evaluation of efficacy
Hydroxyl value (2.5.3.).... OF (5.2.7.) ettt 612
Hydroxypropylbetadex.......c..ccvuceurenieenieniennierneennecreeecnns
General Notices (1) apply to all monographs and other texts 3999

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Immunosera and vaccines, veterinary, evaluation of safety
(5.2.6.) woomeeeeeeeeeeeeeeeeeeeesee e s eee s ees e ses e eeee s 610
Immunosera for human use, animal.. 821
Immunosera for veterinary use........... 823
Immunosera for veterinary use, evaluation of the safety of
€aCh Datch (5.2.9.) e 625
TMPIANTS ..ottt sens 873
Impurities in substances for pharmaceutical use, control of
(5.10L) woveeeeee oo s e essee e sseeen 723
Inactivated vaccines for veterinary use, healthy chicken flocks
for the production of (5.2.13.) .ccceeveurreneereirererecieieirenecaenes 630
Indapamide......cccocoeeurrerccrernnnenence. ..2755
Indian frankincense.........c.oovveveeeerierererereesennennns 1392
Indicators, approximate pH of solutions (2.2.4.) .....c.cccceueunee. 25
Indigo plant leaf........c.ccvervneenicncncereneciennes 1393
Indinavir sulfate.......c.ccccccoevereuenene. ...2757
Indium (*'In) chloride SOIUtiON ......covevvveveveeerereeereeceiaee 1153
Indium (*"'In) oxine SOIUtioN .......cccceverrereererererrierererereeneas
Indium ('"'In) pentetate injection ..
INAOMELACIN ..ottt eaenes
Inductively coupled plasma-atomic emission spectrometry
(2.2.57.) teeeeteerteeesere ettt b et enan 100
Inductively coupled plasma-mass spectrometry (2.2.58.) ... 101
Infectious bovine rhinotracheitis vaccine (inactivated)..... 1067
Infectious bovine rhinotracheitis vaccine (live)..................
Infectious bronchitis vaccine (inactivated), avian .
Infectious bronchitis vaccine (live), avian .........ccccocevvvevene.
Infectious bursal disease vaccine (inactivated), avian........ 1010
Infectious bursal disease vaccine (live), avian..................... 1011
Infectious chicken anaemia vaccine (live).............. 1069
Infectious encephalomyelitis vaccine (live), avian.... .1013
Infectious enteritis vaccine (inactivated), feline .... 1056

Infectious enteritis vaccine (live), feline .................
Infectious laryngotracheitis vaccine (live), avian .....
Infectious rhinotracheitis vaccine (live), turkey ...
Influenza vaccine (inactivated), equine ..................
Influenza vaccine (inactivated), porcine........ccccoecuvereuecncees

Influenza vaccine (live, nasal) ......ccccceeveeereveerieeincececreeereenne
Influenza vaccine (split virion, inactivated)...........
Influenza vaccine (surface antigen, inactivated)
Influenza vaccine (surface antigen, inactivated, prepared in

Insulin zinc injectable suspension (amorphous)..... 2779
Insulin zinc injectable suspension (crystalline).... 2779
Interferon alfa-2 concentrated solution.............. 2780
Interferon beta-1a concentrated solution..... 2782
Interferon gamma-1b concentrated solution . 2785
Interferons, assay of (5.6.).....ccccoevuriernierrecerneereeniiennienreennenes 689
International System (SI) units (1.)....cccoocvcrrnieiniciriciricnns 3
Intramammary preparations for veterinary use ................... 861
Intraruminal devices ..........cccevirenicincnicnicrceecereeaes 861
Intrauterine Capsules........occcerirriecrerenniceerenneecenenenns 862
Intrauterine fOAMS .......c.occcuricuriririnicnicrcreceeeeeeereeeaas 862
Intrauterine preparations for veterinary use.........c.cccoccuuneee 862
Intrauterine solutions, SUSPENSIONS ......c..cceueeeremmivemiverriennenes 862
Intrauterine Sticks...........coceeiriniiiniciciiicecceaas 862
Intrauterine tablets ... 862
Intrinsic dissolution (2.9.29.) ....coceveieeeeeeerieeeeeeeeeeeeenne 347
In vivo assay of poliomyelitis vaccine (inactivated)

(2.7.20.) ettt 267
Iobenguane (1) injection .........ceeeecererreemecenenne . 1155
Iobenguane (') injection for diagnostic use... ... 1156
Iobenguane (1) injection for therapeutic use........cccoc..... 1157
Iobenguane sulfate for radiopharmaceutical prepara-

tions 1158

.. 1152

Iodinated povidone ...3394
Iodine ....2788
Todine value (2.5.4.) c..ccevvvreieeereieeeeeeereeereeneeree e easenes 161
TOAIXANOL ...ttt 2788
Iodohippurate (sodium) dihydrate for radiopharmaceutical
preparations 1174
Iodomethylnorcholesterol (**'I) injection.... e 1159
TOREXOL....cuoiviiiiiitct s 2791
Ionic concentration, potentiometric determination of using
ion-selective electrodes (2.2.36.)....cuvveeerevrevvereerenreneeeerensenens 60
Ions and functional groups, identification reactions of
(2.3.1.) toveeeeeeeeeeeee oo e s e ees e eeeees 123
Ion-selective electrodes, potentiometric determination of
ionic concentration (2.2.36.) ....cccoevevveeereerereeeereireneeeeeerennens 60
Topamidol.......ccocoveeuneenccinecnne .. 2795

.. 2797

Iopanoic acid.. .
...2798

Iopromide.....

Cell CULLULES) ..o 945 Iotrolan ....... ....2801
Influenza vaccine (surface antigen, inactivated, virosome).. 947 Toxaglic acid........ccccococuviciriccininccncinicnicnnee ....2803
Influenza vaccine (whole virion, inactivated) .........ccccocceune. 949 Ipecacuanha liquid extract, standardised ..........cccoceuneucnee. 1395
Influenza vaccine (whole virion, inactivated, prepared in cell ~ Ipecacuanha, prepared.........cocoveeevrneccccrennencneeisnerenenens 1395

CULLUTES) oevveeicicicictnecieecietee ettt eeaeeeeessesesseneien 950 Ipecacuanha root............ccevenenee ... 1397
Infrared absorption spectrophotometry (2.2.24.).........c........ 39 Ipecacuanha tincture, standardised........cccoeoeerrencecreuerrenenee 1398
INFUSIONS .ottt eaes 872 Ipratropium bromide .........ocoveeeeuerrnnicererienncccerneeenes 2805
Inhalation gas, krypton (*™Kr). 1159 Irbesartan.........c.cenncniccincnnenn. ....2807
Inhalation POWAErs........c.cccviiiciniiciniciniciccc e 878 Irinotecan hydrochloride trihydrate.. ...2808
Inhalation, preparations for ......c...couevreeineeeneeneerneennenes 875 IrON (2.4.9.) ettt enns 136
Inhalation, preparations for: aerodynamic assessment of fine  Iron for homoeopathic preparations. 1601

particles (2.9.18.) .ot 323 Irrigation, preparations for..........ccecenienccnecneneeeneeens 880
Injectable insulin preparations ISALES TOOL c.uceuvieeeicicici s 1399
Injections ......cccoevvveieiiiciciciiinns ISOCONAZONE ...t 2810
Injections, gels for Isoconazole nitrate................. ....2811
Injections or infusions, concentrates for ..........ccccccvecuniunnee 872 Isoelectric focusing (2.2.54.) ..cccoveueuvicunicmrivcurecieincneeneieereeeneaes 89
Injections or infusions, powders for........c.ccooceneenecrniennenes 872 ISOfIUTANE ...ttt seaens 2813
Inositol, Myo- .......ccoeevicurecrreccreirennee Isoleucine.... ....2814
Inserts, ophthalmic... Isomalt ........ ... 2815
Instant herbal teas .... Isoniazid......cccccovevirvivincnnce. ... 2817
Insulin aspart.......... Isophane insulin injection.... .. 2771
Insulin, bovine ... Isoprenaline hydrochloride .. ...2817
Insulin glargine .........cccccveenicrricrreciecneereeeesee s Isoprenaline sulfate...........c..ccovirnicnicnicncrncnccecnee 2818
Insulin, RUMAaN ..o Isopropyl alcohol .........c.ccceueininiccueriiniricecccereeeee 2819
Insulin injection, biphasic Isopropyl myristate ...2820
Insulin injection, biphasic isophane..........ccccoccvcincinnne 2770 Isopropyl palmitate 2821
Insulin injection, iSOPhane ........cccoveeeneuemneemnierreerrecreecnns 2771 Isosorbide dinitrate, diluted .......c.ccoooccervecrnecrncccrnnccrnniennen 2821
Insulin injection, soluble .... ..2771 Isosorbide mononitrate, diluted .... ....2823
Insulin lispro .......cccecceuevvunnee L2771 Isotretinoin........ceceeervenenecrenennence. ... 2825
Insulin, porcine.....c.ccoeovveveueneene .2774 Isoxsuprine hydrochloride.... ... 2826
Insulin preparations, injectable....... ..2776 Ispaghula husk .................... .... 1400
Insulin zinc injectable SUSPENSION .....c..cueveeeriecrreeerrecrecncnens 2778 Ispaghula seed........coccureveurecrrinereecuenicineenneenneeienereneaennee 1400
4000 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Isradipine.........

Itraconazole

Ivermectin........

Ivy leaf..........

J

Javanese tUrMeriC.....coecieicieeciieriieniecieeie e ees 1544
Java tea......cooueeeeee. ... 1402
JOSAMYCIN ...ttt 2837
Josamycin propionate.......ccuvivviriviniiiiiniiiis 2839
Juniper ... 1404
Juniper oil 1404
K

Kalium bichromicum for homoeopathic preparations...... 1608
Kanamycin acid sulfate ... 2845
Kanamycin monosulfate...... 2846
Kaolin, heavy... 2847
Kelp.ooeoeeoeereesesssccceeree 1405
Ketamine hydrochloride............. ... 2847
Ketobemidone hydrochloride ........c.cccovevncvernccnicrnincecencaens 2848
KetoCONazZole ........c.cuiuiiiiiiiciciiccc i 2849
Ketoprofen

Ketorolac trometamol

Ketotifen hydrogen fumarate ..........cccococuricnicncniccnncnnee 2854
Knotgrass......ccoovvivviicniniinnnnn . 1406
Krypton (*'™Kr) inhalation gas. ...1159
Kudzuvine root .........cc......... ... 1407
Kudzuvine root, ThOMSON........ccceeuviunimieriniciiieiiiiiaiaes 1537
L

Labetalol hydrochloride..........ccoccvuiiiiiiininncicnicnicne 2859
Lactic acid......cccoevuvieunes .2860
Lactic acid, (S)- .....u...... .. 2861
Lactitol monohydrate... ... 2862
Lactobionic acid........ccccuveiniiniurinicininiiisicccieiiaes 2863
LaCtOSe ovvieiiiiiitcc 2864
Lactose monohydrate.... 2866
Lactulose......cccocccurennne. .2867
Lactulose, liquid..... .2869
Lamivudine......... ..2871
Lamotrigine..... .2873
Lansoprazole ... 2874
Largehead atractylodes rhizome........ccccoococuniiiiiciiiinicinnace, 1260
Laryngotracheitis vaccine (live), infectious, avian ............. 1014
Laser light diffraction, particle size analysis by (2.9.31.) .... 349
Laurilsulfate, SOdIUM......c.ccccuriuriuriciicirieiccceeieecinaes 3588
Lauromacrogol 400................. ..2876
Lauroyl macrogolglycerides... .. 2878
Lavender flower ..... .1408
Lavender oil............ ... 1410
Lavender oil, spike........... ..1525
Lead in sugars (2.4.10.) .c..cccuvicurecrreniicmnicerecneereeeseecseeenennes 136
Leflunomide .......coccviiciniiiniciiciicccncccecs 2879
Lemon oil .. 1411
Lemon verbena leaf ... 1412
Leptospirosis vaccine (inactivated), bovine........c.ccoeeueencece. 1019
Leptospirosis vaccine (inactivated), canine..... 1030
Letrozole ......ccueuiuiuvicicineninieeieieeeiseeeiaenaes .2880
Leucine......oooveecieecceeecee .. 2881
Leukaemia vaccine (inactivated), feline.... .1058
Leuprorelin ........ocecuvvvcuvinicinininsicinennnn. ... 2883
Levamisole for veterinary use ..........cccocoeveeereecrnecurecrrecnnes 2885
Levamisole hydrochloride .........cccooveenencncncncccnccnnes 2886
Levetiracetam
Levocabastine hydrochloride .........ccccoenicncincinicinnnnes 2888
Levocarnitine........cocceucveueuccniciniiinininnicccecciiens 2890
Levodopa ................ .2892
Levodropropizine...........coceceuevevrencnee .. 2893
Levofolinate pentahydrate, calcium.... 1926
Levomenthol..........cccoeueueuneuninncucnnnee. ...2894
Levomepromazine hydrochloride...........cccoeuocuviiniiniunininnaes 2895

Levomepromazine maleate.......... 2896
Levomethadone hydrochloride... 2897
Levonorgestrel.........coeceeeveuennencnee 2899
Levothyroxine sodium ... 2902
Levulinate dihydrate, calcium .. .1928
Lidocaine ........coceevuvcuvcrrcevinnnnes ....2903
Lidocaine hydrochloride.........c..cccoouciuiiiiiniiinicnicnicricnee 2905
Light liquid paraffin ..., 3269
Light magnesium carbonate. ..2956
Light magnesium oxide......... .. 2963
Lime flower............ ... 1414
Limit teStS (2.4.) ouviuierieeeerieeeeeeeerecreeereereeese e esenessese s nessenens 131
Limit tests, standard solutions for (4.1.2.) ....cccevveveevevenennne 555
Lincomycin hydrochloride......................... ....2906
Linen thread, sterile, in distributor for veterinary use .....1220
Linoleoyl macrogolglycerides..........cccocccvuviuenicncniccnencnnee 2908
Linseed ... 1415
Linseed 0il, VIFGIN .....ccccuiuiciiiiiiiiciciiccic e 2908
Liothyronine soditm..........ccccccviciniciniccninicnicrcsicces 2909

Lipophilic solid dosage forms, dissolution test for

(2.9:42.) tooveeeeeeeeeeeeeeeeeeeeeeeeeeren
Liquid chromatography (2.2.29.).....
Liquid extraction preparations .......
Liquid (fluid) extracts ........cocoeec...
Liquid glucose.......ccccccvvuuneee.
Liquid glucose, spray-dried..
Liquid 1actulose.....c.cueeeveecirceieinieiniecinieinieieeeienneeenneseieeeaens
Liquid maltitol ......c.oveveieeuerirricerrerecceee e
Liquid paraffin ........coocceveevcenncnenecneennecnneenne .
Liquid preparations for cutaneous application
Liquid preparations for cutaneous application, veterinary.. 889

Liquid preparations for oral use ..........ccoeeeeeivciriverricinennnn. 864
Liquids, clarity and degree of opalescence of (2.2.1.) ............ 21
Liquid sorbitol (crystallising).........ccceeeveerevernivernecrrccreenenes 3626
Liquid sorbitol (non-crystallising) .... ... 3627
Liquid sorbitol, partially dehydrated.................. ....3628
Liquorice dry extract for flavouring purposes.................... 1415
Liquorice 100t .....ccociiviiiniiiiiiiciccc s 1416
Lisinopril dihydrate..... .2910
Lithium carbonate........ .2912
Lithium citrate ........cccoeeevevevecuncnnincnn. .2913
L-Methionine (["'C]methyl) injection... .1161
Lobeline hydrochloride...........ccccccec.... ..2913
LOMUSHNE....cvivitiiiit s 2914
LONg PEPPET ..ottt 1417
Loosestrife .......cccocveuriuriucunne. ... 1419
Loperamide hydrochloride...........cccccvcuncinicenicnicnncnnes 2915
Loperamide oxide monohydrate...........ccoccoeiiincinicnincnnes 2917
Lopinavir......ccvvviiiiccicinnne, .2918
Loratadine... 2922
Lorazepam.................... 2924
Losartan potassium ............ .. 2925
Loss on drying (2.2.32.) c.ccccevveveereunenneeerereeieenereeseneeeseseans 53
Loss on drying of extracts (2.8.17.) .c..ccccvvvueerererneerneerrevennenes 289
LOVAGE TOOT....iiiiiiiictictctctc e 1420
Lovastatin .........ccveereiniiiiiennnas 2927
Low-molecular-mass heparins.........cocoeeeevrerenececenennenenees 2646
Low-substituted hydroxypropylcellulose...........ccccoceveureucnee 2729
Lozenges and pastilles.........ccooeeunicncncnicnnienicniennes 870
Lozenges, cOMPIessed.........ccvuiuiiuriniueiniuciniucisicisiensisisesaes 870
Lubricant, silicone 0il (3.1.8.).c.cccocvevieeviiieieiiieeceeieeeeeieene 408
Lufenuron for veterinary use ... .2929
Lymecycline.......ccccceeuvnevccennnne ... 2930
Lynestrenol .........coccuecuecieeciemnieenienseenrecseecseeeaeeseaenseeennes 2932
Lyophilisates, 0ral........ccocccoveureireneenieneenieneeieceieeneenneeen 887
Lysine acetate
Lysine hydrochloride..........cccccoiciniiiiinncnicncnicrcnes 2935
M

Macrogol 15 hydroxystearate ............cccocuveurierieininncrriericnnnns 2939
Macrogol 20 glycerol monostearate... ....2940
Macrogol 30 dipolyhydroxystearate ..........ccccocerecrrccrrenennes 2941

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

4001

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Macrogol 40 sorbitol heptaoleate....
Macrogol 6 glycerol caprylocaprate

Macrogol cetostearyl ether .............. 2942
Macrogolglycerol cocoates..... .2948
Macrogolglycerol hydroxystearate .. .2949
Macrogolglycerol ricinoleate........... ...2950
Macrogol isotridecyl ether.........c.ccooccunicinicnicncnicninne 2943
Macrogol lauryl ether...........ccoovciininininicncniniicicne, 2943
Macrogol oleate............. .2944
Macrogol oleyl ether.........ccoveeienicnicnicnienenes 2945
Macrogol poly(vinyl alcohol) grafted copolymer-..... 2945
MaCrOgOLS ...t 2950

Macrogols, high-molecular-mass ... ..2952
Macrogol stearate..........ccocccuvuerueunnne 2947
Macrogol stearyl ether . .2947
Magaldrate..................... ...2953
Magnesium (2.4.6.) .c..cceveererrereeererniricneierenneeeerenesseeenenenes 132
Magnesium acetate tetrahydrate........c..cccveeerreccrreccrrneecnnees 2954
Magnesium aluminium silicate...........ccccceevuunee. .1683
Magnesium and alkaline-earth metals (2.4.7.)....cc.cccruueuneece. 133
Magnesium aspartate dihydrate... ..2955
Magnesium carbonate, heavy....... .. 2955
Magnesium carbonate, light......... 2956

Magnesium chloride 4.5-hydrate....
Magnesium chloride hexahydrate ..

Magnesium citrate ........ccoeverieinnes ...2958
Magnesium citrate dodecahydrate.........cccccevuvniccrererrnnecnee 2959
Magnesium citrate nonahydrate ...........cccocoevicuncnccnennnes 2959
Magnesium fluoratum for homoeopathic preparations..... 1609
Magnesium gluconate ..o 2960
Magnesium glycerophosphate.. .2960
Magnesium hydroxide................ ..2961
Magnesium lactate dihydrate .... ..2961
Magnesium oxide, heavy .......... .2962
Magnesium oxide, light....... ...2963
Magnesium peroXide........cccoocurieieiniciniciiineieciecenseeees 2963
Magnesium phosphoricum for homoeopathic

Preparations ..ot 1609
Magnesium pidolate...... .2964
Magnesium stearate...........cceeeuue ..2965
Magnesium sulfate heptahydrate.... .2968
Magnesium trisilicate..........ccc...... .. 2968
Magnolia officinalis bark.... .. 1421
Magnolia officinalis floWer ..........cccoeuvciiviniricinciciiines 1423
Maize oil, refined .........ccococvnicinicinicncrnce e 2969
Maize starch
Malathion......ccovoiueiieiciricrciece e
Maleic acid.....cooviiiiiiiciic s
Malic acid ........

Mallow flower..
Mallow leaf ..

Maltitol, liquid ..2974
MaltodeXtrin.. .o s 2975
Mandarin epicarp and mesoCarp......ccoveeerrrererererereunenenene 1426
Mandarin oil

Manganese gluconate ...........ccoeeeureviueenerenienieneerecneeenes 2976
Manganese glycerophosphate, hydrated........cc.occveeuecnceees 2976
Manganese sulfate monohydrate ...................... ..2977

Mannheimia vaccine (inactivated) for cattle......

Mannheimia vaccine (inactivated) for sheep..... 1072
Mannitol ......c.ccoveveereiriereereeeeee e .2978
Maprotiline hydrochloride............... ...2980
Marbofloxacin for veterinary use ...........cccocoveeurecrreccurecnnee 2981
Marek’s disease vaccine (Live) .......ooeevereevverereeeereervereneererenens 1073
Marshmallow leaf

MarshmalloW OOt .......ccceveveriieieieeeeceeeeeee s 1430
Mass spectrometry (2.2.43.) c.cccceveccurerereenceernerenneenneenseenneenens 71

Mass spectrometry, inductively coupled plasma- (2.2.58.).. 101
Mass uniformity of delivered doses from multidose containers

(2:9.27.) oo s 347
Mass uniformity of single-dose preparations (2.9.5.) ..........
MaSHIC et 1430

Materials based on non-plasticised poly(vinyl chloride)
for containers for non-injectable, aqueous solutions
(B1.10.) ettt 410
Materials based on non-plasticised poly(vinyl chloride) for
containers for solid dosage forms for oral administration
(B 1.1 1) oo eeeeeeee e esesseese e eeeeesseseeneenes 412
Materials based on plasticised poly(vinyl chloride) for
containers for aqueous solutions for intravenous infusion
(31142 oo ss e ssssee s ssnnes 416
Materials based on plasticised poly(vinyl chloride) for
containers for human blood and blood components
(1.1 1) oo sseee e sennes 391
Materials based on plasticised poly(vinyl chloride) for

tubing used in sets for the transfusion of blood and blood

components (3.1.1.2.) cccevrcreerrermirenerereenieenerenneeesenensenes 393
Materials for containers for human blood and blood

comPONents (3.1.1.) cuccuerenmnieeenririieereteeecerereneeecsenennenes 391
Materials used for the manufacture of containers (3.1.)...... 391
Matricaria flOWET .......ccocveveieieiinieceeceeeee e 1431
Matricaria liquid extract.... 1433
Matricaria oil..... 1434
MeadOWSWeEEL ....ccvrvereeerereiiereeenas . 1436
Measles immunoglobulin, human................ .. 2685
Measles, mumps and rubella vaccine (live) ......ccocoecuereurunnce. 952
Measles, mumps, rubella and varicella vaccine (live) .......... 953
Measles vaccine (live) .....voeeveveeereveeeeeceerceeeereeeeereeeeeerenes 955
Measurement and detection of radioactivity (2.2.66.) ......... 113
Measurement of consistency by penetrometry (2.9.9.)........ 313
MeEDENAAZOLE ...ttt 2983
Meclozine dihydrochloride... ...2984
Medicated chewing gUMS .......ccccccvinivinicinicinicicces 855
Medicated chewing gums, dissolution test for (2.9.25.)....... 340

Medicated feeding stuffs for veterinary use, premixes for .. 875
Medicated fOaMS.........ocevueieiimniiriiricieieireiee e
Medicated plasters.......

Medicated tampons
Medicated vaginal tampons
Medicinal @ir ...

Medicinal air, synthetic.........

Medium-chain triglycerides

Medronic acid for radiopharmaceutical preparations....... 1160
Medroxyprogesterone acetate..........coceuveurivrieeiiunerreneieeinns 2985
Mefenamic acid
Mefloquine hydrochloride...........cccovuciiiviinininincininiianes 2989
MegesStrol ACetate .........cccurecuecurincrrecieicreeieeeeeeseeeeseec s 2990
Meglumine
Meldonium dihydrate..........ccccceeeeurivcurncunnicnicncrccnenes 2993
MElHlOt ..o 1437
Melissa leaf ...........coou..e... 1438
Melissa leaf dry extract .. .1439
Meloxicam ... ..2994
Melphalan .......cccovvveneeeernnncceenneneceneens 2996
Melting point - capillary method (2.2.14.) ....ccccevvuvernirvcuennee. 32
Melting point - instantaneous method (2.2.16.) .......c.ccecueune.c. 33
Melting point - instrumental method (2.2.60.)..................... 108

Melting point - open capillary method (2.2.15.) ..
Menadione.........cuueuiiciiciicteee et
Meningococcal group C and haemophilus type b conjugate

VACCINE ettt 926
Meningococcal group C conjugate vaccine..........cccocceeueennee 956
Meningococcal polysaccharide vaccine ........ccccooeveuvievicinnaes 958
Menthol, racemic.......cccocuvciriiiricccinncenns 2998
Mepivacaine hydrochloride.. . 2999
MeProbamate ......c.cecuevrireiieeieirirereieiee ettt nene 3001
Mepyramine maleate........cceuvveveuerererreneeerernnninescererennenenens 3001
Mercaptopurine
Mercuric chloride ... 3003
Mercury porosimetry, porosity and pore-size distribution of

SOlAS DY (2.9.32.) corveoosseecceeoeeeeeeseseseeeeeeeeeesseeeeeees s 352
Meropenem trihydrate.... ....3004
Mesalazine.... ....3005
... 3008

4002

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

MESLEANOL.....euieieiciiicc s
Metabisulfite, potassium ...
Metabisulfite, sodium........
MEtACTESOLc...eviireiieiieccie et eseeene
Metal catalyst or metal reagent residues (5.20.)......cocecreuune. 775
Metal catalyst or metal reagent residues, determination of
(204.20.) oo ee e seee e eeee e 138
Metamizole sodium monohydrate

Metered-dose preparations for inhalation, non-
PLESSUIISEd.....cucuiviiiceicieiiecceie e nene 878
Metered-dose preparations for inhalation, pressurised....... 876
Metformin hydrochloride..........cccccociniinicninciinnn 3014
Methacrylate copolymer, basic butylated...........cccceuuvuuuece. 1798
Methacrylic acid - ethyl acrylate copolymer (1:1).............. 3015
Methacrylic acid - ethyl acrylate copolymer (1:1) dispersion
30 Per CeNt et 3017

Metoprolol succinate ... 3055
Metoprolol tartrate
Metrifonate.................
Metronidazole .......cccvererenecueurinineiieierreeeee e
Metronidazole benzoate..........coecuvecueecrrereeeenceenneecenecrneennes 3060
Mexiletine hydrochloride .... 3062
Mianserin hydrochloride..... 3063
Miconazole ........cocceuneerneecnnee ... 3064
MicONazole NItrate........ocoveeueveurireieceeeeireneeecesereseereeeeseseaene 3066
Microbial enumeration tests (microbiological examination of
non-sterile products) (2.6.12.) c.ccoeeveceuerrirereeceernenenecneeeenenes 195
Microbiological assay of antibiotics (2.7.2.) .....ccceccuviiuveannnee 240
Microbiological control of cellular products (2.6.27.) ......... 226

Microbiological examination of herbal medicinal products for
oral use and extracts used in their preparation (2.6.31.)...232
Microbiological examination of non-sterile products:

Methacrylic acid - methyl methacrylate copolymer (1:1)..3018  microbial enumeration tests (2.6.12.) ......ccocceueeurernirruucuennee 195
Methacrylic acid - methyl methacrylate copolymer (1:2)..3019 Microbiological examination of non-sterile products: test for
Methadone hydrochloride..........cccoccviiiniinicnicicnnes 3020  specified micro-organisms (2.6.13.) ..c..ccovueuriniirinicinicinnnnn. 199
Methane ..o 3021 Microbiological quality, alternative methods for control of
Methanesulfonate (methyl, ethyl and isopropyl) in active (5.1.6.) ettt ettt ettt r et rennens 580
SUDSEANCES (2.5.38.) .ccvucvrreerrereireaetneetseneienseuenseaeeneeessesennesenne 177 Microbiological quality of herbal medicinal products for oral
Methanesulfonic acid, methanesulfonyl chloride in use and extracts used in their preparation (5.1.8.)............. 591
(2.5.39.) et 178 Microbiological quality of non-sterile pharmaceutical
Methanesulfonic acid, methyl, ethyl and isopropyl preparations and substances for pharmaceutical use
methanesulfonate in (2.5.37.)..civceiiveveeiereeeeereereseereerene 176 (5.114L) ottt ettt ers s ens b nens 579
Methanesulfonyl chloride in methanesulfonic acid Microbiology, general texts on (5.1.) ccooeuveervenirecrcreeneeeeenens 575
(2:5.39.) ettt 178 Microcalorimetry and solution calorimetry, characterisation
Methanol........cccoceneieneencenecrneeeneeneeennes ..3022  of crystalline solids by (2.2.61.) c.cccveerrcerrcereeniveneecrreennenes 109
Methanol and 2-propanol, test for (2.9.11.) ...cc.cceveerreueuneee. 318 Microcrystalline cellulose.........ceeueeieemnierreenrecrnnnes ...2010
Methenamine ... 3023 Microcrystalline cellulose and carmellose sodium ............ 3068
MELhIONINE ...ttt 3024 Micro determination of water (2.5.32.)..c.cccceevereceerereeererennes 172
Methionine ([''C]methyl) injection, L-.....ccccoeeveurerreuernecnncs 1161 Microscopic examination of herbal drugs (2.8.23) .............. 295
Methionine, DL- .....ceeeeureierneeeineernereineeeenneeeneeesseeesseseisescaees 3025 Microscopy, optical (2.9.37.) covveererrneicreirneceerenneceneneenns 365
Methods in pharmacognosy (2.8.).....ccccccoveeurecurecrrecurecrnnnns 283 MiIdazolam........ccococuiivcuniciriciriniicincicencenee e 3069
Methods of preparation of homoeopathic stocks and Milk thistle dry extract, refined and standardised ............. 1440
POLENISAtION ..o 1572 Milk thistle frtit.....coceiveniernicrrcrreeeeneenieeerseeneeeienenes 1441
Methods of preparation of sterile products (5.1.1.) ............. 575 Minimising the risk of transmitting animal spongiform
Methotrexate......... 3026  encephalopathy agents via human and veterinary medicinal
Methylcellulose .... 3031 Products (5.2.8.) c.cerrcceeeririrereeieieireneeie ettt enes 613
Methyldopa........... 3033 Minocycline hydrochloride dihydrate ...3071
Methylene DIUe.....c.cccuvcuecueeceeieeceneereereeeneeereeeieeneaens 3049  MiINOXIdil c.oueecviecieecieicieiccececec s 3072
Methylene chloride...........ccooiciiiiiriniiinicnicicceices 3034 Mint oil, partly dementholised ..o 1443
Methylergometrine maleate .........cocccveceurenerrererennerenneenneaens 3035 Mirtazapine .......ccveeveeremrerennenes ....3074
Methyl, ethyl and isopropyl benzenesulfonate in active MiSOProstol.........cccvecurecueenennn. ....3075
SUDSEANCES (2.5.41) cuviuieeiieeireecireeireeireeieneseeseeeeseeesnesenseeenns 180 Mites for allergen products ..........c.cooceneeerrererrenererneenneennenes 3077
Methyl, ethyl and isopropyl methanesulfonate in active MItOMYCIN ..ot eeaes 3078
SUDSTANCES (2.5.38.) cviurieeiricrereneericreecre et ereerese e erensessenes 177 Mitoxantrone hydrochloride... ....3079
Methyl, ethyl and isopropyl methanesulfonate in Modafinil ....c..cccoveervericieinnn. ...3081
methanesulfonic acid (2.5.37.) cceveveeevrereeeereeceereereeereevennen 176 Modified-release capsules........cococveereurrerencrcrnenrenccrcrnenenenene 854
Methyl, ethyl and isopropyl toluenesulfonate in active Modified-release granules.........c..ccovereeueenieeneerneerneerncenes 860
SUDSEANCES (2.5.40.) c.uiveeecrieeieeeerieteeeere ettt 179 Modified-release tablets........ccoovivveierieeeierieieeeceeeeeeenne 886
Methylhydroxyethylcellulose..........ccccecoeueenienienecnccinccnnes 3037 Mofetil mycophenolate ...3104
Methyl methacrylate — methacrylic acid copolymer (1:1)..3018 Molecular mass distribution in dextrans (2.2.39.).......c......... 62
Methyl methacrylate - methacrylic acid copolymer (1:2)..3019 Molgramostim concentrated solution..........c.cccoececuveeiueunennes 3082
Methyl NICOHNALE.......cuveceeerereecieiereerneenee e reeeieeseaens 3028 MolSidomine ........cooeeureeerrecrrenieennienniennenes ...3084
Methyl parahydroxybenzoate.................... Molybdate dihydrate, sodium.... ... 3592
Methyl parahydroxybenzoate, sodium Mometasone furoate...........c.c...... ....3086
Methylpentoses in polysaccharide vaccines (2.5.21.)............ 167 Monoclonal antibodies for human use-.........ccccccoeeunicuncnnee. 826
Methylphenidate hydrochloride .........ccccccocvniciniciniccnnne 3037 Monocyte-activation test (2.6.30.) .....ccccoeurueireinicinicirinnrennes 227
Methylphenobarbital..........cccoceeueneenierriccnicrereieeenes 3039 Monographs on herbal drug extracts (information chapter)
Methylprednisolone............ccoccvcirinicinicnicnicccces 3040  (5.23.) tioeeeeeeeeeeeetee ettt ettt ettt ensenserenens 807
Methylprednisolone acetate...........coocereeerrererrereienerernecnnenens 3042 Monophosphoryl lipid A, 3-O-desacyl-4'-. 2207
Methylprednisolone hydrogen succinate...........ccccccceeucuneece. Montelukast SOAIUM......c.ccccuviemrivciriciccicnicricnns 3088
Methylpyrrolidone, N- ........cccocueuveuriuniuenne. Morantel hydrogen tartrate for veterinary use . .3090
Methylrosanilinium chloride ...... Morphine hydrochloride ..... ..3091
Methyl salicylate ..........cccccuveueeee Morphine sulfate................... 3093
Methyltestosterone .................... Moss, Iceland.........ccoveeiivciniciciciiiiiccns ... 1392
Methylthioninium chloride..........cccccoeeeeurnivnicncncecnee Mother tinctures for homoeopathic preparations.............. 1571
Metixene hydrochloride........cccocoevnieniencenicnecnneeccnns MOTREIWOTT ...t aeeaene
Metoclopramide........ccovevecuereurenenenee Moulds for allergen products
Metoclopramide hydrochloride Mouthwashes..........ccccoveieiniciniaes
MetOlazZone .......couvuiviiiiicicic s Moxidectin for veterinary use........c.cccoeeeeericerveunenriericnnens 3095
General Notices (1) apply to all monographs and other texts 4003

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Moxifloxacin hydrochloride......
Moxonidine .......cccceeeeeerererennne

Mucoadhesive preparations.........c..evceereveecererreresecerennens 870
Mullein flower ...................... ... 1445
Multidose containers, uniformity of mass of delivered doses
(2.9.27.) ettt enn 347
Mumps, measles and rubella vaccine (live).......cccceerecuneee. 952
Mumps, measles, rubella and varicella vaccine (live) .......... 953
Mumps vaccine (live) ......coceeeurereeceereinineneceineneneesceeseseeeenns 959

Mupirocin........cceeuenene. 3101
Mupirocin calcium ....... 3102
Mycobacteria (2.6.2.) .....ccceuvicuniciriniieiieinienieseeseeeecees 188

Mycophenolate mofetil ...
Mycophenolate sodium...
Mycoplasma gallisepticum vaccine (inactivated) ..

Mycoplasmas (2.6.7.) ..c.couueuriecuricmricineeieiniessieeseeeeseeeeeseenns
MY0-INOSIEOL «..ecvreeiieiicicicieirccircci ettt
MYITH oo
Myrrh tincture ..., .
Myxomatosis vaccine (live) for rabbits
N
NabDUMELONE ... seaens 3109
N-Acetyltryptophan . 1639
N-Acetyltyrosine....... 1641
Nadolol.......cccooucunee. .3110
Nadroparin calcium ..........cooceuneee. .3111
Naftidrofuryl hydrogen oxalate ... ..3113
NalidiXic @Cid coucvuivieeieiciiiicicee e 3115
Naloxone hydrochloride dihydrate.........c..ccoooccuvccrnncnnnne 3116
Naltrexone hydrochloride.........ccoccoveeunecrrcrcrnccnecrncneieccnns 3118
Names of herbal drugs used in traditional Chinese medicine

(5.22.) oo eeeeeee e ss e ses e ee s 803
Nandrolone decanoate............ .. 3120
Naphazoline hydrochloride... 3122
Naphazoline nitrate................. 3123
Naproxen ..........c....... 3124
Naproxen sodim .........ccccveeveeeuene ..3126
Narrow-leaved coneflower root ...........cceucueerreuviucicicnncn 1447
Nasal drops and liquid nasal sprays ..........c.cccoeeeveeicinicinnnee. 867
Nasal POWAELS ......curviieeireiriieceirisceeteeeereeeeeee e 867
Nasal Preparations ........cocoveeveeeeeerresrrereuererneseseeesesseseseseserennens 866
Nasal preparations, semi-solid......c.ccccoevrrereeererrneccernenence. 868
Nasal sprays (liquid) and nasal drops ........cccccccvevivicicincnnes 866
Nasal StCKS ..o 868
Nasal Washes........coocviiiiciniiniic e 868
Nateglinide ........ccccevcurecuiccrrnccnceen ..3128
Near-infrared spectroscopy (2.2.40.)....ccccoveureerrererrererecrerennenes 64
Nebulisation, characterisation of preparations for

(2.944) oo s ee s 378
Nebulisation, liquid preparations for..........cccoeuviecuriuncnninnee 876
Neohesperidin-dihydrochalcone......... 3130
Neomycin Sulfate ......c.ooceveerereeeeneieinccneerneerneerneenes ..3132
Neonatal piglet colibacillosis vaccine (inactivated)............ 1077
Neonatal ruminant colibacillosis vaccine (inactivated)..... 1079
Neostigmine bromide.........cccocoouviviincinivininicniniicinee 3134
Neostigmine metilsulfate.... 3135
Neroli 0il.....ccoveerrecrrecrennnes ... 1449
Netilmicin sulfate........ccocoecevicnicnocncinccceeereces 3136
Nettle leaf.......cooimviririciiiriceec e 1450
NEttle FOOT. ...t 1452

Neurovirulence test for poliomyelitis vaccine (oral)

(2.6.19.) et
Neurovirulence test of live viral vaccines (2.6.18.)...
NeVIrapine ..o
Nevirapine hemihydrate .....
Newcastle disease vaccine (inactivated)....
Newcastle disease vaccine (live).................
Niaouli oil, cineole type ........ccccceuriviiinicininnicicricecnes
NICEIGOLNE ..ottt neee
Nickel in hydrogenated vegetable oils (2.4.31.) .....
Nickel in polyols (2.4.15.) c.cccvceerrrreiererriniecrererreceereneenenene 137

Niclosamide........ccccoriereunnee
Niclosamide monohydrate ...
Nicorandil.......ccccoeuveuviriuriucnnee
Nicotinamide
Nicotine......oooeeveveininininrenirerenen
Nicotine ditartrate dihydrate....
Nicotine resinate........ocovviivniiiiiiviiieiiciieesenenes 3148
NICOtNIC ACI coovmeeeieieieciecreetecte et neaennes 3150
Nifedipine...........

Niflumic acid..
Nifuroxazide...
Nikethamide...
Nilutamide......
Nimesulide...
Nimodipine ....
Nitrazepam.....
NITENAIPINE covevneiceieieieciecireeieeeie e nere e seeessenenes
NIFIC ACI vttt neaens
Nitric oxide.
Nitrofural........
Nitrofurantoin...
NItFOEN ..t 3165
Nitrogen determination by sulfuric acid digestion (2.5.9.).. 164
Nitrogen determination, primary aromatic amino (2.5.8.).. 163

Nitrogen, Jow-0Xygen........cccvcviuiriiiniininnimninicinenenisinennes 3166
Nitrogen monoxide and nitrogen dioxide in gases

(2.5.26.) cuviieeieireeetee et 170
Nitroprusside, SOAIUM ......cccevruriremiveeeirinereereerereeereeeereenene 3593
Nitrous oxide........cccoveiviiriiinnnnne ... 3166
Nitrous oxide in gases (2.5.35.) c.cccccerivmnierrierreerreerseneueenenens 176
Nizatidine ..........ccccceuee. ....3167
N-Methylpyrrolidone............. ... 3046
NMR spectrometry (2.2.33.) ..c.ccocuvevcueuneueericmnicereenrecreeseneeneaes 54
NMR spectrometry, peptide identification by (2.2.64.)....... 112
N,N-Dimethylaniline (2.4.26.) ....cccoceeovuniueuneuricrrecrreiecnennes 152
Nomegestrol acetate ... 3169
NONOXINOL 9ottt seaenns
Non-sterile pharmaceutical preparations and substances for

pharmaceutical use, microbiological quality of (5.1.4.)..... 579
Non-sterile products, microbiological examination of

(microbial enumeration tests) (2.6.12.) .c.cooeveereverrereeererenns 195
Non-sterile products, microbiological examination of (test for

specified micro-organisms) (2.6.13.).....ccccccceucurinciriniirinnnnns 199
Noradrenaline hydrochloride.........cccccoeviuvinicinncininininnes 3171
Noradrenaline tartrate ............cococeeecueevcurenccenccnecenecnrencnns

Norepinephrine hydrochloride....
Norepinephrine tartrate.........ocoveeeeeurereneeeennenereereennnenenne
NOrethisterone ..o
Norethisterone acetate ...
Norfloxacin.........ccoeueee.

Norflurane.......
Norgestimate ..
INOTGESEIEL ...t
Normal immunoglobulin for intramuscular administration,
human ..o 2685
Normal immunoglobulin for intravenous administration,
AUMAN s 2687
Normal immunoglobulin for subcutaneous administration,
UMD s 2689
Nortriptyline hydrochloride. 3185
NOSCaAPINE ....cvvvircniiiiiiiiiinnens 3187
Noscapine hydrochloride hydrate... ....3188
Notoginseng root ... 1454
Nuclear magnetic resonance spectrometry (2.2.33.).............. 54
Nuclear magnetic resonance spectrometry, peptide
identification by (2.2.64.)..c.cccovueunierrecerreniieeneiennicnneerrenennenes 112
Nucleated cell count and viability (2.7.29.) .....cccccccuvunrcenaee. 275
Nucleic acid amplification techniques (2.6.21.) .......cc.cccen..c.. 214
Nucleic acids in polysaccharide vaccines (2.5.17.) ............... 166

Numeration of CD34/CD45+ cells in haematopoietic products

(2.7.23) ... et es e eeeenn 269
Nutmeg il ..o
Nux-vomica for homoeopathic preparations............c......... 1610

4004

See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

NYStatin ..o 3189
o
O-Acetyl in polysaccharide vaccines (2.5.19.).......cccecueuunee. 167
Oak bark 1456
OctoXinOl 10.....ciuiiceiciicireciece e eeeenes 3193
Octyldodecanol.........cceeeniecrnecinccinceinneseieneeeneeenseeenes 3194
Octyl gallate.......ccoiemierrierriiiceeneneereeeeeeeseeneeens 3193
OdOUT (2.3.4.) ettt eve v s s reenens 127
QOdour and taste of essential 0ils (2.8.8.)....ccccceveeverrereviererenens 284
OflOXACIN. ...t 3195
Oils, essential.........ccooiiiiiiiiiiciii 814
Oils, fatty, identification by thin-layer chromatography
(2.3.2.) oo see e es e esee oo ees s 126
Oils, fatty, vegetable
Oils rich in omega-3 acids, composition of fatty acids in
(204.29.) oo seee e ee s 155
Oils rich in omega-3 acids, total cholesterol in (2.4.32.) ..... 157
OINEMENTS....viiiiieriiicc s 883
OlaNZaAPINE......veiiirieiecieiice s 3196

Oleic aCid ..o 3197
OIEOTESINS ...ttt seeese e teeseienseaennes 818
Oleoyl macrogolglycerides ..........cccoecuneurincrrinieencrenicneaens 3198
Oleyl alcOhOl....vuieieieieiiicccieiccccer e 3199
Olive leaf ..o 1456
Olive leaf dry eXtract........cccocuvicivicinicciinisicncsccecnes 1458
Olive oil, refined
Olive oil, virgin ...............

Olmesartan medoxomil ......c.c.cooeneerneenercnennieneenneennes
Olsalazine SOditm .........ccoccuvicuriccirinicniereeceeeereceeaes
Omega-3-acid ethyl esters 60
Omega-3-acid ethyl esters 90

Omega-3 acids, composition of fatty acids in oils rich in
(204.29.) ettt 155
Omega-3 acids, fish oil rich in ..o 2474
Omega-3 acids, total cholesterol in oils rich in (2.4.32.)..... 157
Omega-3-acid triglycerides .........cccocoeviericnicuncrrencreecnnes 3209
OMEPTAZOLE ...ttt sens 3211
Omeprazole MAGNeSIUM .......c.ceerreeueeiremrienrierenereneeeneaens 3213
Omeprazole SOAIUM ......c.cevevrereeemereiriniieeeeereeeerere e 3214
Ondansetron hydrochloride dihydrate ........cccocoveuviueicnnnncs 3216
Opalescence of liquids, clarity and degree of (2.2.1.)............. 21
Ophthalmic INSErts.....ccoeeeuerririniceierericcerceeeeenene 858
Opium dry extract, standardised.........c.ccovueeuvirninirininnaes 1459

Opium, Prepared .......oovceeeereurerenecrerernrenescerensereseseseresesseens 1460
OPIUM, TAW.c.ciiiiiicccc e 1461
Opium tincture, standardised .........ccocoveeeuernrencrerernneenen 1463

Optical microscopy (2.9.37.) c.cevveeerereniccrnerineicrereeneneeaenens 365
Optical rotation (2.2.7.) w.cccevveveeeeennneeeienireeeeieeseseseseseseees 26
Oral dIOPS.....oceececveeeireeeieirereeeieteee e eeeseseaes 865
Oral Iyophilisates ..........ccoeueuviriricininerriicicccicnne 887
Oral POWAETS.....cueeviiiicicieiriicicre et seeseaesene 874
Oral solutions, emulsions and suspensions............c.eceeureeee. 865
Oral use, liquid preparations for .........cccccevvvevereernncscnennenns 864
Oral use, veterinary semi-solid preparations for.................. 890
Orbifloxacin for veterinary use.........ccccocvcvevicineinenrenienians
Orciprenaline sulfate .........cccoeoeveveeerenniccennnecereeneeaee
Oregano ...

Organ preservation, solutions for

Oriental cashew for homoeopathic preparations................ 1591
Orientvine SteIm .......cccoeveucrcriciniiiie e 1466
Orodispersible films ........cccevvveeerrrceeerrccceecceieenes 870

Orodispersible tablets ..........ccceueininirrinicciniininiiicicin, 887
Oromucosal CapsUles.......ccvuvvereeeveveirinenicreirrereecrere s 870
Oromucosal drops, oromucosal sprays and sublingual
SPIAYScviniretiietetitetere ettt 869
Oromucosal preparations ..........cecveeeeerreerreereeereeneeenseeenes 868
Oromucosal preparations, semi-solid .........ccocceureerrecrrecrnnnes 869
Oromucosal solutions and oromucosal suspensions............ 869
Oromucosal sprays, oromucosal drops and sublingual
SPIAYS.vrevreveeeeraeseasteresesesesntisesessesaesseaesessesestataessesaessesntsenaes

Oromucosal suspensions and oromucosal solutions

Orphenadrine Citrate..........coovivivicivcininncnniniencneesiinns
Orphenadrine hydrochloride

Oseltamivir phosphate.................
Osmolality (2.2.35.) c.occuririuericiriciricieecieenieeneiereceseeseeseneeeaes 59
OUabAIN .o 3225
Oxacillin sodium monohydrate. ... 3226
Oxaliplatin .....cocceeerevrneneccrennennnencne ... 3228
Oxazepam..... ...3231
Oxcarbazepine.........ccocccuneeee. 3232
Oxeladin hydrogen citrate............... ...3234
Oxfendazole for veterinary use...... ..3235
Oxidising substances (2.5.30.)....

Oxitropium bromide....................

Oxolinic acid ......ccccevueiucunnee

Oxprenolol hydrochloride..........

Oxybuprocaine hydrochloride....

Oxybutynin hydrochloride.........

Oxycodone hydrochloride.......
OXYZEI .t
OXYZEN (1P0) oot saesaees
Oxygen (93 per cent)........ccco....... .
Oxygen-flask method (2.5.10.)...

Oxygen in gases (2.5.27.) ...ccovcurieuricrriemricireereeneieessieereeeseaes 170
Oxymetazoline hydrochloride..........cccccooocuniiincncncnnee 3245
Oxytetracycline dihydrate........... ... 3247
Oxytetracycline hydrochloride... ....3249
OXYLOCII ettt 3250
Oxytocin concentrated sOIUtiON.......c.ccccveviueeicunicrricrrencnnes 3251
P

Paclitaxel......ccoociiiiiiiiiiiic

Pale coneflower root
Palmitic acid ..o
Pamidronate disodium pentahydrate........c..ccccovvernierrecnnee 3259
Pancreas powder ........covvceeueunnenccecnnnne

Pancuronium bromide .
Panleucopenia vaccine (inactivated), feline .........cc.ceeeuee.. 1056
Panleucopenia vaccine (live), feline .........cocoeevevccrerrnenenee 1057
Pansy, wild (flowering aerial parts)...... 1558
Pantoprazole sodium sesquihydrate..... ...3264
Pantothenate, calcium.........cccocvvevnnnnne ... 1929
Papaverine hydrochloride............... .... 3265
Paper chromatography (2.2.26.) ......c.ccccvneueeneverneernecrnerernencaes 42
Papillomavirus vaccine (rDNA), human ........ccocccoveerrevcrenes 936
Paraben, butyl ..... .1892
Paraben, ethyl.......... ..2428
Paraben, methyl ...... .3029
Paraben, propyl.............. ..3436
Paraben, sodium ethyl...... .3577
Paraben, sodium methyl.. ..3591
Paraben, sodium propyl... ... 3599
Paracetamol........ccoccvicuiiiiiiniiciniccc s
Paraffin, hard.......cccoovicniniicccccceceeenaes
Paraffin, light liquid

Paraffin, liquid ...............

Paraffin, white SOfterrooseeseseseses et
Paraffin, yellow soft

Parahydroxybenzoate, butyl.... .. 1892
Parahydroxybenzoate, ethyl ....... ....2428
Parahydroxybenzoate, methyl........c.ccocceneevneiencnccrnencnees 3029
Parahydroxybenzoate, propyl..........ccocccvccuvecicncnicceencnnes 3436
Parahydroxybenzoate, sodium ethyl ........ ...3577
Parahydroxybenzoate, sodium methyl..... ... 3591
Parahydroxybenzoate, sodium propyl...... ....3599
Parainfluenza virus vaccine (live), bovine...... ....1021
Parainfluenza virus vaccine (live), canine ...... ... 1032
Paraldehyde .........ccooviicinniniceiirccec e 3271
Paramyxovirus 1 (Newcastle disease) vaccine (inactivated),

AVIANL cee s 1080
Paramyxovirus 1 (Newcastle disease) vaccine (live),

AVIAI oot 1082

Paramyxovirus 3 vaccine (inactivated) for turkeys, avian.. 1016

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

4005

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Parenteral preparations...........ceecueuvernieeivieinennennensiciennenne 871
Parenteral preparations, test for extractable volume of
(2.9.17.) ettt 322
Parnaparin sodium... ..3272
Paroxetine hydrochloride .......c..ccoocecueencece. ..3272
Paroxetine hydrochloride hemihydrate .........cccccocvvuvinnanacs 3275
Particles, fine, aerodynamic assessment of in preparations for
inhalation (2.9.18.) ..ociiieieeieeeeereeree et 323
Particle size analysis by laser light diffraction (2.9.31.)....... 349
Particle-size distribution estimation by analytical sieving
(2:9.38.) cooeeee oo 367
Particulate contamination: sub-visible particles (2.9.19.) ... 335
Particulate contamination: visible particles (2.9.20.)........... 337
Parvovirosis vaccine (inactivated), canine.....................
Parvovirosis vaccine (inactivated), porcine
Parvovirosis vaccine (live), canine...................
Passion flOWET ......c.cevieeureeerneeirieieeneeneeree et ieeeieneaens
Passion flower dry extract .......ccccceveeeneerreverrecrencrenneenneaens
Pastes ...
Pasteurella vaccine (inactivated) for sheep..
Pastilles and 10Zenges .........c..ccvuceuriniienicncnicrnicnneeneennes 870
Patches, CUtANEOUS.......cocvueuereureiecieiereeccereeeeerereseesenene 882
Patches, transdermal ..........c..ccoecurnicnicnincninceeeceeenne 873
Patches, transdermal, dissolution test for (2.9.4.)................. 309
Pea Starch ... .3277
Pefloxacin mesilate dihydrate... .. 3277
Pelargonium FOOt ......ccveecereueiniecrererniiceereeeeereseneeseeene 1470
Pemetrexed disodium heptahydrate..........ccoccoenienicrnnnee 3279
Penbutolo] sulfate ..........coceveerreeineeiecneinnieneneeneerneeennes 3281

Penetrometry, measurement of consistency by (2.9.9.).......
Penicillamine.........c.cc......

Pertussis (acellular, component), diphtheria, tetanus and

hepatitis B (rDNA) vaccine (adsorbed) .......ccccccvurereucuennce. 910
Pertussis (acellular, component), diphtheria, tetanus and
poliomyelitis (inactivated) vaccine (adsorbed)................... 911

Pertussis (acellular, component), diphtheria, tetanus and
poliomyelitis (inactivated) vaccine (adsorbed, reduced
antigen(s) CONLENE) .......cocccuicuriciriniuciiieicsc s 913

Pertussis (acellular, component), diphtheria, tetanus,
hepatitis B (rDNA), poliomyelitis (inactivated) and
haemophilus type b conjugate vaccine (adsorbed) ............ 915

Pertussis (acellular, component), diphtheria, tetanus,
poliomyelitis (inactivated) and haemophilus type b conjugate

vaccine (adsorbed) ......ooooveveieveveieeerieeieeeeee e 917
Pertussis toxin (residual) and pertussis toxoid (irreversibility
OF) (2.6.33.) oottt 235
Pertussis vaccine (acellular), assay of (2.7.16.).............
Pertussis vaccine (acellular, component, adsorbed).............
Pertussis vaccine (acellular, co-purified, adsorbed) .............
Pertussis vaccine (whole cell, adsorbed).......................
Pertussis vaccine (whole cell), assay of (2.7.7.) ...cccoecerreernees 252
Pertussis (whole cell), diphtheria and tetanus vaccine
(AASOIDEA) w.vveirereeeeetecreteerce et 905
Pertussis (whole cell), diphtheria, tetanus and poliomyelitis
(inactivated) vaccine (adsorbed) .......ceoevveveriveevreecrecrerenne 920

Pertussis (whole cell), diphtheria, tetanus, poliomyelitis
(inactivated) and haemophilus type b conjugate vaccine

(AASOIDEA) vttt 922
Pert BalSam .......oievieeeiceierieececeeeeceeeee et 1479
PeSSATIES ...veiiiiciiiiieciectetee et s 888

Pessaries and suppositories, disintegration of (2.9.2.) ......... 301
Pesticide residues (2.8.13.)....

Penicillin G, benzathine.. 1822 Pethidine hydrochloride .......cccoocviviiiincininicincinciriiiane
Penicillin G potassium.... 1824 Petroleum rectificatum for homoeopathic preparations ... 1612
Penicillin G, procaine...... 1826 Pharmaceutical preparations...........coceceeeeeneeeeneeerreerrecrneennen:
Penicillin G sodium...... .1827 Pharmaceutical technical procedures (2.9.) ...
Penicillin V.......cc.c....... ..3313 Pharmacognosy, methods in (2.8.)..................
Penicillin V potassitm .......c..cccveeueeiueeniremnienieerneernecnneeennes 3315 Pharmacopoeial harmonisation (5.8.) «..cccoeeveverernereneenninen 703
Pentaerythrityl tetranitrate, diluted...........ccoccocncincnnne 3284 Phenazone........iniiniciicicce s 3305
Pentamidine diisetionate.................. .3286 Pheniramine maleate... ....3306
Pentazocine.........ccoccveveuennee .3287 Phenobarbital.................. ....3307
Pentazocine hydrochloride.... ...3287 Phenobarbital sodium.... ... 3309
Pentazocine lactate ... 3288 Phenol ... ..3310
Pentetate sodium calcium for radiopharmaceutical Phenol in immunosera and vaccines (2.5.15.) ....ccoooeveeverenne 166
PIeParations ........cceeeeeueurermninicnereereieee s 1164 Phenolphthalein.......cccoccvveuriiemcieenierniernienneereerereeeienneaes 3311
Pentobarbital ........cccccoeuenene. 3289 Phenolsulfonphthalein .......c.coovveeennnncccnnneceienneenen 3311
Pentobarbital sodium... ...3289 Phenothiazines, identification by thin-layer chromatography
PentoXifylline ........ccoveieiniicniciricicece s 3290 (2.3.3.) cieeeeeeeeeeeee ettt nean 127
Pentoxyverine hydrogen citrate .........cccccocovunicuncinicinicnnes 3292 Phenoxyethanol ..., 3312
Peony root, red.........cccoceeuviueiunnee. ..1471 Phenoxymethylpenicillin..................... ...3313
Peony root, white... 1472 Phenoxymethylpenicillin potassium. ..3315
Pepper .............. .1474 Phentolamine mesilate... ..3317
Pepper, long........ ..1417 Phenylalanine.................. ..3318
Peppermint leaf.........cc.ccvuene ...1476 Phenylbutazone................... ...3319
Peppermint leaf dry extract.......cccooeceeeeremnienierneernecrneecnens 1477 Phenylbutyrate, SOAIUM ......cocuerreerrecieecrerieeierreereeeieneeen 3595
Peppermint 01l c.c.c.ccvcecierenincneeieininieceeeccse s 1478 Phenylephrine ..o 3321
Pepsin POWAET .......c.cumiueriucirecierereneeenreneneeesseeeseeeaeneaenseaennes 3293 Phenylephrine hydrochloride...
Peptide identification by nuclear magnetic resonance Phenylmercuric acetate...........cvcureecurecmrencueccreenieericnrecnnes 3324
SPECtrOMELTY (2.2.64.) c.cvocuvrereirencierrieenneeerreeerneseiseseieeeeseeaenne 112 Phenylmercuric Dorate........ccoceveeeneeeuneeencencerneneineneiennenenne 3324
Peptide mapping (2.2.55.) ..c.ccovueuriueurieericrrincrrecieeeieesseeeseaensenns 90 Phenylmercuric nitrate ........c..ccoeeecurunnne 3325
Peptides, synthetic, acetic acid in (2.5.34.) .....ccceeuviniuricnnnnes 175 Phenylpropanolamine hydrochloride ... 3325
Perborate, hydrated sodium...... 3594 Phenytoin.................. 3326
Pergolide mesilate...................... .3295 Phenytoin sodium.... 3327
Perindopril tert-butylamine.......... ...3296 Phloroglucinol.................... ...3329
Peritoneal dialysis, solutions for...........cccoccenicuncniccnecnnee 3299 Phloroglucinol dihydrate..........ccooooeuncciniciinccnnicnicnicnnee 3330
Permethrin (25:75) .ouceieveveierereieeeereeerereeesesesseseessesessesesenens 3301 pH of solutions, approximate (2.2.4.).....cccverrererrcrerrereveererennes 25
Peroxide value (2.5.5.).. Pholcodine ...3332
Perphenazine Phosphates (2.4.11.) .ccccceienirenecrnirireneeiereneceerenseseeeseneees 136
Pertussis (acellular, component), diphtheria and tetanus Phosphoric acid, concentrated...........ccccocoeueueeinirnininicincines 3333
vaccine (adsorbed) .......ovvveveieieeeiiieeeeeeee e 902 Phosphoric acid, dilute .......c.ccovveeuererncncecnnenenee ..3334
Pertussis (acellular, component), diphtheria and tetanus Phosphorus in polysaccharide vaccines (2.5.18.) ........cc...... 166
vaccine (adsorbed, reduced antigen(s) content)................. 903 pH, potentiometric determination of (2.2.3.) .c.ccecouveveucrerrenenee 24
Pertussis (acellular, component), diphtheria, tetanus and Phthalylsulfathiazole ...........cccoocviinincnnn. ...3334
haemophilus type b conjugate vaccine (adsorbed) ............ 908 Physical and physicochemical methods (2.2.) ......ccccccuvcuunenee. 21
4006 See the information section on general monographs (cover pages)



EUROPEAN PHARMACOPOEIA 9.0

Index

Physostigmine salicylate..... 3335
Phytomenadione.............. 3336
Phytosterol................. 3337

Picosulfate, sodium ......
Picotamide monohydrate........c..cccreerreerreneurenes
Picric acid for homoeopathic preparations...............

Piglet colibacillosis vaccine (inactivated), neonatal ........... 1077
Pillules for homoeopathic preparations...........ccocccveereeecees 1586
Pillules, homoeopathic, coated .................. ... 1587

Pillules, homoeopathic, impregnated.
Pilocarpine hydrochloride.....

Pilocarpine nitrate...............
Pimobendan............

Pimozide.......... 3343
Pindolol............... ..3344
Pine (dwarf) oil...... ... 1340
Pine SyLVeStris Oil ....c.coveuevreeerneeeirieiriiieeneiencenneerneeerseeieenciens 1480
Pioglitazone hydrochloride ..........ccccocveurivivicininenniininicnaes 3345
Pipemidic acid trihydrate ...... .3346

Piperacillin........cccocoevviuvicnncs
Piperacillin sodium ......
Piperazine adipate ....

Piperazine citrate....... 3352
Piperazine hydrate..... .3352
Piracetam ..o ..3353
Pirenzepine dihydrochloride monohydrate ... ...3354
Piretanide......cocoecceeinininicceicincceeeeeeeeeeee e 3356
Pirfenidone ......cococeeenerenccreirineceieieeireece e seeeeienens 3357
Piroxicam......... 3358
Pivampicillin .......cccovcuvivicinnce. ...3359
Pivmecillinam hydrochloride....... ..3361
Plasma for fractionation, human..........ccececoeveencrneccrrecnees 2691
Plasma (pooled and treated for virus inactivation),

DIUIMAI oottt seneee 2692
Plasmid vectors for human use, bacterial cells used for the

MAanuUfacture Of .....c.ccovvcveeierirnencecnreceee e 741
Plasmin inhibitor, assay of human (2.7.25.)....ccoccereeureennenes 272
Plasters, medicated ........ccceurrevecrrernenccierenneeerncenenenns 882
Plastic additives (3.1.13.) wooivveeereirerieeereeeeereeeeereeeeereseereveneas 414
Plastic containers and closures for pharmaceutical use

(B3L2.2.) ettt 428
Plastic containers for aqueous solutions for infusion

(B.2.2.1.) oo eeee e 429
Plastic containers for human blood and blood components,

SEETILE (3.2.3.) vttt 430
Plastic syringes, single-use, sterile (3.2.8.)....cccccovruricereuenee 434

Pneumococcal polysaccharide conjugate vaccine
(AdSOTDEA) ..vrvieeeeeericrerccteceeeee e
Pneumococcal polysaccharide vaccine...........cc.e....
Pneumonia vaccine (inactivated), porcine enzootic .......... 1086
Poliomyelitis (inactivated), diphtheria and tetanus vaccine
(adsorbed, reduced antigen(s) content)..........cccvecurecunace. 906
Poliomyelitis (inactivated), diphtheria, tetanus and pertussis
(acellular, component) vaccine (adsorbed).......c..ccceucnneece. 911
Poliomyelitis (inactivated), diphtheria, tetanus and pertussis
(acellular, component) vaccine (adsorbed, reduced antigen(s)

Fole3 173 1) OO 913
Poliomyelitis (inactivated), diphtheria, tetanus and pertussis
(whole cell) vaccine (adsorbed) .......ccooevvveveiceeeiviceenennne 920

Poliomyelitis (inactivated), diphtheria, tetanus, pertussis
(acellular, component) and haemophilus type b conjugate
vaccine (2dsorbed) ......oveivveviierieeiericeeeeeeeree e 917

Poliomyelitis (inactivated), diphtheria, tetanus, pertussis
(acellular, component), hepatitis B (rDNA) and haemophilus
type b conjugate vaccine (adsorbed).......cccooeeuveeivnicniucnnee 915

Poliomyelitis (inactivated), diphtheria, tetanus, pertussis
(whole cell) and haemophilus type b conjugate vaccine
(AdSOTDEA) ..t 922

Poliomyelitis vaccine (inactivated).........ccocccveecureccurincireccunnnes 969

Poliomyelitis vaccine (inactivated), in vivo assay of

Poliomyelitis vaccine (oral), test for neurovirulence
(2:6.19.) oo ss e eesee e ssseoes 212

Pollens for allergen products.... ...3362
PoloXamers ........cccoceureecurecurecnne ....3363
Polyacrylate dispersion 30 per cent.........coceeeueeneeerreerreennee 3365
Polyamide 6/6 suture, sterile, in distributor for veterinary use
................................................................................................ 1221
Polyamide 6 suture, sterile, in distributor for veterinary use
................................................................................................ 1220

Polyethyleneglycols.........ccccooeuvnienierneennenns
Polyethyleneglycols, high-molecular-mass
Polyethylene oxides, high-molecular-mass
Polyethylene terephthalate for containers for preparations not
for parenteral use (3.1.15.) wocccocururrnercereirinicerereneneeecneneenns 419
Poly(ethylene terephthalate) suture, sterile, in distributor for
VELEIINATY USE .ooveveriiiieietcccte e 1221
Poly(ethylene - vinyl acetate) for containers and tubing for
total parenteral nutrition preparations (3.1.7.) ......cceeuuuues 406
Polyethylene with additives for containers for parenteral
preparations and for ophthalmic preparations (3.1.5.)...... 399
Polyethylene without additives for containers for parenteral
preparations and for ophthalmic preparations (3.1.4.)...... 398
Polygonum cuspidatum rhizome and root...........cc.ccceuc..e. 1481
Polygonum orientale fruit .........cccccocvieunees ... 1483

Polymorphism (5.9.)....cccoveuierrnerneniemicinienneereeeieeeeenneeennes 719
Polymyxin B sulfate..... ....3366
Polyolefins (3.1.3.) c.cvveureeieeiiereeireeeineeerseeieeeienseeennesesseensenes 395
Polyoxyl castor Oil...........ccoccuiniinicnicricccccrecenes 2950
Polyoxyl hydrogenated castor oil.... ...2949
Polyoxypropylene stearyl ether..........ccccocvvvivicinininininnnaes 3367
Polypropylene for containers and closures for parenteral
preparations and ophthalmic preparations (3.1.6.)............ 403
Polysaccharide vaccines for human use, conjugated, carrier
proteins for the production of (5.2.11.) c.c.cccevenirerererreccnnenes 626
Polysaccharide vaccines, hexosamines in (2.5.20.)................ 167
Polysaccharide vaccines, methylpentoses in (2.5.21.) .......... 167
Polysaccharide vaccines, nucleic acids in (2.5.17.) ............... 166
Polysaccharide vaccines, O-acetyl in (2.5.19.).....cccccccvuucuncecs 167
Polysaccharide vaccines, phosphorus in (2.5.18.).....c..ccc...... 166
Polysaccharide vaccines, protein in (2.5.16.)......cccocccurecunnes 166
Polysaccharide vaccines, ribose in (2.5.31.) ..c.coocceneerrecnnenes 171
Polysaccharide vaccines, sialic acid in (2.5.23.) ..cc.occcuveenneees 168
Polysaccharide vaccines, uronic acids in (2.5.22.)................. 168
Polysorbate 20 ...........ceuuviricinininieniicciie e
Polysorbate 40 .........coccvcuriccurinienicrcrecieeeee s
Polysorbate 60 ...
Polysorbate 80 .........coccrcuricurinieinicerecieecieeesee s
Polystyrene sulfonate, sodium .........cccccoocuviciinininicnicnnns 3597
Poly(vinyl acetate) ........ccccocverviuviricirinncnninnes 3372
Poly(vinyl acetate) dispersion 30 per cent.. 3373
Poly(vinyl alcohol).......ccoveueenevenecinccnicininciceneienne 3374

Poly(vinyl alcohol) macrogol grafted copolymer ............... 2945
Poly(vinyl chloride) (non-plasticised) for containers for solid
dosage forms for oral administration, materials based on
(Bu1.11.) oo s esen e sseene 412
Poly(vinyl chloride), non-plasticised, materials based on for
containers for non-injectable aqueous solutions (3.1.10.).. 410
Poly(vinyl chloride), plasticised, empty sterile containers of
for human blood and blood components (3.2.4.) .............. 432
Poly(vinyl chloride), plasticised, materials based on for
containers for aqueous solutions for intravenous infusion
(1142 oo s s eesen e seenes 416
Poly(vinyl chloride), plasticised, materials based on for
containers for human blood and blood components
(11 1.) oo eesee s senees 391
Poly(vinyl chloride), plasticised, materials based on for
tubing used in sets for the transfusion of blood and blood
components (3.1.1.2.) cccerrerneerreerreeieneienneeneeenseenenes 393
Poly(vinyl chloride), plasticised, sterile containers of for
human blood containing anticoagulant solution (3.2.5.) .. 432

(2.7.20.) e Poppy petals, red........ccoeeeueeeeienicnicncnicienenee ... 1492
Poliomyelitis vaccine (oral) .........ccccocinicinciniciiiciiccicinns Porcine actinobacillosis vaccine (inactivated) .................... 1085
Porcine enzootic pneumonia vaccine (inactivated) ........... 1086

General Notices (1) apply to all monographs and other texts 4007

Index




Index

EUROPEAN PHARMACOPOEIA 9.0

Porcine influenza vaccine (inactivated) ....

Porcine insulin ........ccoccuvcinicinccninicinncnnn .. 2774
Porcine parvovirosis vaccine (inactivated)........c.ccccceueunce. 1089
Porcine progressive atrophic rhinitis vaccine
(INACHIVALEA) uvoviriereriereererereerecree et ereeb s s b nens 1090
Pore-size distribution of solids by mercury porosimetry,
porosity and (2.9.32.) ... 352
POTia .o 1484
Porosimetry, mercury, porosity and pore-size distribution of
SOLIAS DY (2.9.32.) ettt 352
Porosity and pore-size distribution of solids by mercury
POorosimetry (2.9.32.) ... 352
Porosity of sintered-glass filters (2.1.2.) .c..ccovecervecerrenrrennerennenee 15
Porous solids including powders, wettability of (2.9.45.).... 381
Potassim (2.4.12.) .ooivveveeiereeeeerecreeeeereereeereesesseseseeseseeneesens 136
Potassium acetate
Potassium bromide...........cccveeuveeierneerniernerenneeienerenneenneeens 3376
Potassium carbonate..........oceueveieciniininiinineineiniiieieenens 3377
Potassium chloride........ 3377
Potassium citrate........... 3378
Potassium clavulanate................. ...3378
Potassium clavulanate, diluted.........ccoveeeeveverncccrennnnence. 3381
Potassium dichromate for homoeopathic preparations..... 1608
Potassium dihydrogen phosphate..........ccccccovuiiiieiiincnnace. 3382
Potassium disulfite..........cocvueuvivcirinivicincincnnes .3386
Potassium hydrogen aspartate hemihydrate ... ...3383
Potassium hydrogen carbonate.........cccoeceeeuvrnnccrernnnenence 3384
Potassium hydrogen tartrate ............cccocevevcurecrrecrrencueencnes 3384
Potassium hydroxide............... 3385
Potassium iodide.............. 3385
Potassium metabisulfite....... 3386
Potassium nitrate.............. 3386
Potassium perchlorate......... 3387

Potassium permanganate.... 3388
Potassium sodium tartrate tetrahydrate ... 3388
Potassium sorbate..........ccoccviirieiiinicnnn, ...3389
Potassium sulfate ... 3389
Potato starch.........ccocccvciiiciiiniiiiiccccc s 3390
Potentiometric determination of ionic concentration using
ion-selective electrodes (2.2.36.) ....cucveeereeeeveeeeeeeeeeiereeenens 60

.... 3406
... 3407
... 3409

Prednisolone pivalate....................
Prednisolone sodium phosphate.
Prednisone.........cccooeveiiiiiniiininns

Pregabalin .... ... 3410
Pregelatinised hydroxypropyl starch. ... 3647
Pregelatinised starch..........cccceceuuuuce. ... 3649
Prekallikrein activator (2.6.15.).c.cccecriveeeerieeereeereneeeereerenens 208
Premixes for medicated feeding stuffs for veterinary use ... 875
Preparations for inhalation ........ccecevveeennenccerenncnccenenes 875

Preparations for inhalation: aerodynamic assessment of fine

particles (2.9.18.) ..ottt 323
Preparations for irrigation..........ccccvciniciniciinicinicnicnaas 880
Preparations for nebulisation: characterisation (2.9.44.) .... 378
Pressurised pharmaceutical preparations..........cceveececuennene 880
Prilocaine........cccceveuvivicincincnnieninieeeneees .3412
Prilocaine hydrochloride ... ....3413
Primaquine diphosphate.......ccccoecceeivrnicccnnniccrerennnenens 3415
Primary aromatic amino-nitrogen, determination of

(2:5.8.) toreeeeeeee e eeeeee e e s e s e ee s e eeeene 163

Primary standards for volumetric solutions (4.2.1.) ...
Primidone.......
Primula root...
Probenecid.......c.ccoeueuennenenccnnnne
Procainamide hydrochloride....
Procaine benzylpenicillin .........
Procaine hydrochloride.........
Prochlorperazine maleate.........cocoeueuneueeneecrneecrnenciecncrenneennee

Products of fermentation........coceeevereceerrenincceererrenenecuennenenes

Products of recombinant DNA technology.........ccocccveueunee
Products with risk of transmitting agents of animal spongiform

encephalopathies .........cccovveevcernnnnceeinnnceenecceneenes 832
Progenitor cells, human haematopoietic, colony-forming cell

assay fOr (2.7.28.) o 274
Progesterone.......... ... 3420
Progressive atrophic rhinitis vaccine (inactivated),

POTCINE ..ottt 1090
Proguanil hydrochloride.........cccocueuveinimnivininciniiiniciciennns 3423
ProOline.....c.cociuiiciiciiciiccccc s 3424
Promazine hydrochloride......... ... 3425
Promethazine hydrochloride.... ... 3426

3427

Potentiometric determination of pH (2.2.3.) ..... ...24 Propacetamol hydrochloride.... .
Potentiometric titration (2.2.20.) ccccevviveveiieeerieeeeeereenene 35 Propafenone hydrochloride...... ....3428
Potentisation, methods of preparation of homoeopathic stocks Propanol..........cc.cccocccerrnenicinnnncceenencnecenns ... 3430
AN .ottt a et enenn 1572 Propanol and methanol, 2-, test for (2.9.11.) .c.ccocevverererruenee. 318
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