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Platycodon root.........cccicuicuriciniciencenic e 1582 Polystyrene sulfonate, sodium . ...3836
Pneumococcal polysaccharide conjugate vaccine Poly(vinyl acetate) ........ccccovueuvniivinicinicinnnnn ...3593
(adsorbed) ....cccvevereeeerereeerereeeeeee e ..1019  Poly(vinyl acetate) dispersion 30 per cent...... ...3594
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Potassium clavulanate, diluted............cccocccuricrinnnenee 10.3-5104
Potassium dichromate for homoeopathic preparations..... 1721
Potassium dihydrogen phosphate.........ccccccoevicunicinicnnicnnes 3603
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5707
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Principles for the detection of extraneous viruses in
immunological veterinary medicinal products using culture

Methods (2.6.37.) oevieeereeereeeecteetecreeree e evene 10.3-4778
Probenecid.......coeeuicrriniireienee e seeens 3640
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RibWOrt plantain .....oo.occeeesvveesssirrsssinrsee 1599 il-adjuvanted, injectable) fOr ............ooowvrroccioierrrrrrssseee 1124
Rice starch ........... ~3721 " galvia miltiorrhiza root and rhizome..........ccccccoccoccerrreeee. 1610
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ROSEILE ...ttt Semi-solid intrauterine preparations .................ccooo.. 914
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RRR-0-Tocopherol...........cccviiiciniciniciineiicieces :
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Sodium iodohippurate (**I) injection ........oocveeeeereererrennece 1233
Sodium iodohippurate (*'I) injection ........covceveeeerrevneenenns 1234
Sodium iodohippurate dihydrate for radiopharmaceutical
Preparations ... 1234
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Sodium salicylate..........ccccccveiiiiiiniiiiicccc
Sodium selenite.........coocceurerireennee
Sodium selenite pentahydrate....
Sodium (S)-lactate SOIUtION.......c.ceveverereiereriierereerenenes
Sodium starch glycolate (type A)......cccoocecvvcrenicunnnne. 10.6-6237
Sodium starch glycolate (type B)
Sodium starch glycolate (type C)
Sodium stearate.........ccooccuevviiiniciniciiiniinicse s
Sodium stearyl fumarate.........ccocuecuviuvinrininiincinininicieiennns
Sodium sulfate, anhydrous......
Sodium sulfate decahydrate.....
Sodium sulfite .......ccocccveecurennne
Sodium sulfite heptahydrate 10.6-6241
Sodium tetrachloroaurate dihydrate for homoeopathic

Preparations ...
Sodium thiosulfate
Sodium valproate........
Soft capsules............
SOft EXLFACES ...cvuveerinierneieeeneeeteee et neaennes
Softening time determination of lipophilic suppositories
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	1. General notices
	1.1. General statements
	Quality systems. The quality standards represented by monographs are valid only where the articles in question are produced within the framework of a suitable quality system. The quality system must assure that the articles consistently meet the requireme
	Alternative methods. The tests and assays described are the official methods upon which the standards of the Pharmacopoeia are based. With the agreement of the competent authority, alternative methods of analysis may be used for control purposes, provided
	Demonstration of compliance with the Pharmacopoeia
	Grade of materials. Certain materials that are the subject of a pharmacopoeial monograph may exist in different grades suitable for different purposes. Unless otherwise indicated in the monograph, the requirements apply to all grades of the material. In s
	General monographs. Substances and preparations that are the subject of an individual monograph are also required to comply with relevant, applicable general monographs. Cross-references to applicable general monographs are not normally given in individua
	Validation of pharmacopoeial methods. The test methods given in monographs and general chapters have been validated in accordance with accepted scientific practice and current recommendations on analytical validation. Unless otherwise stated in the monogr
	Implementation of pharmacopoeial methods. When implementing a pharmacopoeial method, the user must assess whether and to what extent the suitability of the method under the actual conditions of use needs to be demonstrated according to relevant monographs
	Conventional terms. The term ‘competent authority' means the national, supranational or international body or organisation ves
	Interchangeable methods. Certain general chapters contain a statement that the text in question is harmonised with the corresponding text of the Japanese Pharmacopoeia and/or the United States Pharmacopeia and that these texts are interchangeable. This im
	References to regulatory documents. Monographs and general chapters may contain references to documents issued by regulatory authorities for medicines, for example directives and notes for guidance of the European Union. These references are provided for 
	1.2. Other provisions applying to general chapters and monographs
	Quantities. In tests with numerical limits and assays, the quantity stated to be taken for examination is approximate. The amount actually used, which may deviate by not more than 10€per cent from that stated, is accurately weighed or measured and the res
	Apparatus and procedures. Volumetric glassware complies with Class€A requirements of the appropriate International Standard issued by the International Organisation for Standardisation.
	Water-bath. The term ‘water-bath' means a bath of boiling water unless water at another temperature is indicated. Other method
	Drying and ignition to constant mass. The terms ‘dried to constant mass' and ‘ignited to constant mass' mean that 2 consecutiv
	Reagents. The proper conduct of the analytical procedures described in the Pharmacopoeia and the reliability of the results depend, in part, upon the quality of the reagents used. The reagents are described in general chapter 4. It is assumed that reagent
	Solvents. Where the name of the solvent is not stated, the term ‘solution' implies a solution in water.
	Expression of content. In defining content, the expression ‘per cent' is used according to circumstances with one of 2 meaning
	Temperature. Where an analytical procedure describes temperature without a figure, the general terms used have the following meaning:

	1.3. General chapters
	Containers. Materials used for containers are described in general chapter€3.1. General names used for materials, particularly plastic materials, each cover a range of products varying not only in the properties of the principal constituent but also in th

	1.4. Monographs
	TITLES
	RELATIVE ATOMIC AND MOLECULAR MASSES
	chemical abstracts service (cas) registry number
	DEFINITION
	Limits of content. Where limits of content are prescribed, they are those determined by the method described under Assay.
	Herbal drugs. In monographs on herbal drugs, the definition indicates whether the subject of the monograph is, for example, the whole drug or the drug in powdered form. Where a monograph applies to the drug in several states, for example both to the whole

	PRODUCTION
	Choice of vaccine strain, Choice of vaccine composition. The Production section of a monograph may define the characteristics of a vaccine strain or vaccine composition. Unless otherwise stated, test methods given for verification of these characteristics

	POTENTIAL ADULTERATION
	CHARACTERS
	Solubility. In statements of solubility in the Characters section, the terms used have the following significance, referred to a temperature between 15€°C and 25€°C.

	IDENTIFICATION
	Scope. The tests given in the Identification section are not designed to give a full confirmation of the chemical structure or composition of the product; they are intended to give confirmation, with an acceptable degree of assurance, that the article con
	First and second identifications. Certain monographs have subdivisions entitled ‘First identification' and ‘Second identificat
	Powdered herbal drugs. Monographs on herbal drugs may contain schematic drawings of the powdered drug. These drawings complement the description given in the relevant identification test.

	TESTS AND ASSAYS
	Scope. The requirements are not framed to take account of all possible impurities. It is not to be presumed, for example, that an impurity that is not detectable by means of the prescribed tests is tolerated if common sense and good pharmaceutical practic
	Calculation. Where the result of a test or assay is required to be calculated with reference to the dried or anhydrous substance or on some other specified basis, the determination of loss on drying, water content or other property is carried out by the m
	Limits. The limits prescribed are based on data obtained in normal analytical practice; they take account of normal analytical errors, of acceptable variations in manufacture and compounding and of deterioration to an extent considered acceptable. No furt
	Indication of permitted limit of impurities. The acceptance criteria for related substances are expressed in monographs either in terms of comparison of peak areas (comparative tests) or as numerical values. For comparative tests, the approximate content 
	Herbal drugs. For herbal drugs, the sulfated ash, total ash, water-soluble matter, alcohol-soluble matter, water content, content of essential oil and content of active principle are calculated with reference to the drug that has not been specially dried,
	Equivalents. Where an equivalent is given, for the purposes of the Pharmacopoeia only the figures shown are to be used in applying the requirements of the monograph.
	Culture media. The culture media described in monographs and general chapters have been found to be satisfactory for the intended purpose. However, the components of media, particularly those of biological origin, are of variable quality, and it may be ne
	Dissolution. The following terms are used hereafter:
	Disintegration. As outlined in ICH Guideline Q6A, for rapidly dissolving medicinal products containing active substances that are highly soluble throughout the physiological range, a disintegration test may be substituted for a dissolution test. Such a su

	STORAGE
	LABELLING
	WARNINGS
	IMPURITIES
	FUNCTIONALITY-RELATED CHARACTERISTICS of excipients
	reference standards

	1.5. Abbreviations and symbols
	1.6. Units of the international system (si) used in the pharmacopoeia and equivalence with other€units
	INTERNATIONAL SYSTEM OF UNITS (SI)
	NOTES
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	2.1.7. Balances for analytical purposes
	The scope of this chapter is limited to balances used for analytical purposes. It does not cover balances used for manufacturing or other purposes. Any weighings performed as part of tests prescribed to establish compliance with a monograph of the Europea
	Principle
	Electronic balances
	Mechanical balances

	Equipment
	Installation and location
	Weighing vessels

	Equipment performance
	Calibration
	Performance checks
	Use of reference weights
	Use of built-in weights

	Weighing procedure
	Samples
	Electrostatic samples
	Magnetic samples
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	2.4.29. Composition of fatty acids in oils rich in omega-3 acids
	The assay may be used for quantitative determination of the eicosapentaenoic acid (EPA), docosahexaenoic acid (DHA) and total omega-3-acids content in products from fish oil containing omega-3 acids in different concentrations. The method is applicable to
	EPA and DHA
	Step€A
	Step€B

	TOTAL OMEGA-3 ACIDS



	06-20500-E
	toc
	2.5.42. N-Nitrosamines in active substances
	This chapter describes analytical procedures for the detection of various N-nitrosamines in particular active substances. Procedures€A and€B have been validated as limit tests (30€ppb) and procedure€C has been validated as a quantitative test. The scope o
	PROCEDURE€A (LC-MS/MS)
	PROCEDURE€B (GC-MS)
	Sample preparation€1 (valsartan, losartan potassium and olmesartan medoxomil).
	Sample preparation 2. (candesartan cilexetil and irbesartan).

	PROCEDURE€C (GC-MS/MS)
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	toc
	2.8.13. Pesticide residues
	Definition. For the purposes of the Pharmacopoeia, a pesticide is any substance or mixture of substances intended for preventing, destroying or controlling any pest, unwanted species of plants or animals causing harm during or otherwise interfering with t
	Limits. Unless otherwise indicated in the monograph, the herbal drug to be examined at least complies with the limits indicated in Table€2.8.13.-1. The limits applying to pesticides that are not listed in Table€2.8.13.-1 and whose presence is suspected fo
	Sampling of herbal drugs. Sampling is done according to general chapter 2.8.20. Herbal drugs: sampling and sample preparation.
	Qualitative and quantitative analysis of pesticide residues. The analytical procedures used are validated (e.g. according to Document€No.€SANCO/10232/2006 or any subsequent revisions of this document). In particular, they satisfy the following criteria:

	2.8.26. Contaminant pyrrolizidine alkaloids
	INTRODUCTION
	PRINCIPLE
	SAMPLE PREPARATION
	PROCEDURE
	VALIDATION REQUIREMENTS
	VERIFICATION REQUIREMENTS
	GLOSSARY
	High-resolution MS. For example, Q-TOF. All ion fragmentation€(AIF), variable data-independent acquisition€(vDIA/SWATH), collision cross section€(CCS/IMS) or high-energy tracking€(MSE/HD-MRM) can be used.
	Ion ratio. Intensity (or peak area) ratio of the less-intense ion selected to that of the more-intense ion selected.
	Mass accuracy. Deviation of the measured mass from the theoretical mass of an ion (true value). It can be expressed:
	Matrix blank solution. An appropriate PA-free representative matrix that has been treated in the same manner as the sample to be examined, e.g. extracted and dissolved in the same solvent as that used to prepare the test solution.
	Matrix-matched standard solution. An appropriate PA-free representative matrix that has been treated in the same manner as the sample to be examined then spiked with PA reference solution.
	MS/MS. For example, tandem mass spectrometer/triple quadrupole, ion trap or Q-trap. Tandem mass spectrometry (MS/MS or MS2) in selected or multiple reaction monitoring (SRM, MRM) mode. An MS procedure in which a defined precursor ion (in most cases the mo
	PA-free matrix. A matrix where the content of each target PA is less than the corresponding limit of detection.
	Reference solution. PA reference standard(s) dissolved in an appropriate solvent.
	Solvent blank. The solvent used to prepare the standard/reference solutions.
	Spiked matrix sample. An appropriate PA-free matrix spiked with PA reference solution, then treated in the same manner as the sample to be examined, e.g. extracted and dissolved in the same solvent as that used to prepare the test solution.
	Spiked sample. An appropriate non-PA-free matrix spiked with PA reference solution, then treated in the same manner as the sample to be examined, e.g. extracted and dissolved in the same solvent as that used to prepare the test solution.
	Working range. The interval between the upper and lower concentrations (both included) of the analytes (i.e. PAs) in the sample for which it has been demonstrated that the analytical procedure has a suitable level of repeatability, accuracy and linearity.
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	2.9.1. Disintegration of tablets and capsules(1)
	This test is provided to determine whether tablets or capsules disintegrate within the prescribed time when placed in a liquid medium under the experimental conditions presented below.
	TEST A - TABLETS AND CAPSULES OF NORMAL SIZE
	Apparatus. The apparatus consists of a basket-rack assembly, a 1€L, low-form beaker, 138-160€mm in height and having an inside diameter of 97-115€mm for the immersion fluid, a thermostatic arrangement for heating the fluid at 35-39€°C, and a device for ra
	Procedure. Place 1€dosage€unit in each of the 6€tubes of the basket and, if prescribed, add a disc. Operate the apparatus using the specified medium as the immersion fluid, maintained at 37€±€2€°C. At the end of the specified time, lift the basket-rack as

	♦TEST B – LARGE TABLETS AND LARGE CAPSULES
	Apparatus. The apparatus consists of a basket-rack assembly, a 1€L, low-form beaker, 138-160€mm in height with an inside diameter of 97-115€mm for the immersion fluid, a thermostatic arrangement for heating the fluid at 35-39€°C, and a device for raising 
	Procedure. Test 6 dosage€units either by using 2 basket-rack assemblies in parallel or by repeating the procedure. Place 1 dosage€unit in each of the 3 tubes and, if prescribed, add a disc. Operate the apparatus using the specified medium as the immersion


	2.9.27. Uniformity and accuracy of delivered doses from multidose containers
	The following test is intended for dosage forms that are supplied in multidose containers provided at manufacture with a measuring device.
	If the delivered dose is defined on the label as a mass, weigh individually 20€doses taken at random from one or more containers using the measuring device provided as instructed. Determine the individual and average masses. Unless otherwise specified, no

	2.9.33. Characterisation of crystalline and partially crystalline solids by€X-ray powder diffraction€(XRPD)(2)
	Every crystalline phase of a given substance produces a characteristic X-ray diffraction pattern.
	PRINCIPLE
	instrument
	Instrument set-up. X-ray diffraction experiments are usually performed using powder diffractometers or powder cameras.
	X-ray radiation. In the laboratory, X-rays are obtained by bombarding a metal anode with electrons emitted by the thermionic effect and accelerated in a strong electric field (using a high-voltage generator). Most of the kinetic energy of the electrons is

	SPECIMEN PREPARATION AND MOUNTING
	Specimen preparation
	Specimen mounting
	Effect of specimen displacement. A specimen surface that is offset by D with reference to the diffractometer rotation axis cau
	Effect of specimen thickness and transparency. When the XRPD method in reflection mode is applied, it is often preferable to w


	control of the instrument performance
	QUALITATIVE PHASE ANALYSIS (IDENTIFICATION OF PHASES)
	QUANTITATIVE PHASE ANALYSIS
	Polymorphic samples
	Methods using a standard

	ESTIMATE OF THE AMORPHOUS AND CRYSTALLINE FRACTIONS
	single crystal structure

	2.9.53. Particulate contamination: sub-visible particles in non-injectable liquid preparations
	INTRODUCTION
	METHOD€1. LIGHT OBSCURATION PARTICLE COUNT TEST
	General precautions
	Procedure

	METHOD€2. MICROSCOPIC PARTICLE COUNT TEST
	General precautions
	Procedure
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	3.2.2. Plastic containers and closures for pharmaceutical use
	Plastic containers for pharmaceutical use are plastic articles that contain, or are intended to contain, a pharmaceutical preparation and are, or may be, in direct contact with it. The closure is a part of the container.
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	4.1.1. Reagents
	4-(4-Aminobenzene-1-sulfonyl)phenol. C12H11NO3S. (Mr€249.3). 1211700. [25963-47-7]. 
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	5.8. Pharmacopoeial harmonisation
	This general chapter is included for guidance of users.
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	5.22. Names of herbal drugs used in traditional Chinese medicine
	This general chapter is published for information.
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	Allergen products
	Producta allergenica
	DEFINITION
	PRODUCTION
	SOURCE MATERIALS
	MANUFACTURING PROCESS
	IN-HOUSE REFERENCE PREPARATION
	Characterisation of the in-house reference preparation. The extent of characterisation of the IHRP depends on the source material, knowledge of the allergenic components and availability of suitable reagents, as well as the intended use. The characterised


	IDENTIFICATION
	TESTS
	Water (2.5.12 or 2.5.32) or loss on drying (2.2.32): maximum 5€per cent for freeze-dried products. In the case of oral lyophilisates, the water content may be higher than 5€per cent, where justified and authorised.
	Sterility (2.6.1). Allergen products presented as parenteral preparations, eye preparations, preparations for inhalation or preparations for skin testing comply with the test.
	Microbial contamination. For non-sterile allergen products, recommendations are provided in general chapter 5.1.4. Microbiological quality of non-sterile pharmaceutical preparations and substances for pharmaceutical use.
	Protein content (2.5.33): 80€per cent to 120€per cent of the stated content, unless otherwise justified and authorised. If the biological potency can be determined, the protein content is within 50€per cent to 150€per cent of the stated content. When the 
	Protein profile. The protein profile determined by suitable methods corresponds to that of the IHRP. The presence of relevant allergen components is verified, where possible. The choice of relevant allergen components to be tested for must be justified.
	Aluminium (2.5.13): 80€per cent to 120€per cent of the stated amount unless otherwise justified and authorised but in any case not more than 1.25€mg per human€dose, when aluminium hydroxide or aluminium phosphate is used as adsorbent.
	Calcium (2.5.14): 80€per cent to 120€per cent of the stated amount when calcium phosphate is used as adsorbent.
	Allergen profile. Relevant allergenic components are identified by means of suitable techniques using allergen-specific human or animal antibodies.
	Total allergenic activity: 50€per cent to 150€per cent of the stated amount as assayed by inhibition of the binding capacity of specific immunoglobulin€E antibodies or a suitable equivalent in vitro method.
	Individual allergens: 50€per cent to 200€per cent of the stated amount of each relevant allergen component, determined by a suitable method.

	STORAGE
	LABELLING

	Vaccines for veterinary use
	Vaccina ad usum veterinarium
	1. DEFINITION
	1-1. BACTERIAL VACCINES AND BACTERIAL TOXOIDS
	1-2. VIRAL VACCINES
	1-3. VECTOR VACCINES

	2. PRODUCTION
	General provisions. Production is designed to provide a finished product that complies with the approved requirements. Compliance with these requirements is demonstrated by safety and efficacy studies carried out on batches during development and by the c

	2-1. STARTING MATERIAL
	2-1-1. Substrates for production. Cell cultures used for the production of vaccines for veterinary use comply with the requirements of general chapter 5.2.4.
	2-1-2. Media used for seed culture preparation and for production. Media used for seed culture preparation and for production are prepared following a standard formulation. The medium is considered a starting material, and its composition is specified in 
	2-1-3. Seed lots
	2-1-4.€Substances. Where applicable, substances used for the production of vaccines for veterinary use comply with the requirements of the relevant monographs and the general requirements for managing the presence of extraneous agents given in general cha
	2-2. CHOICE OF VACCINE Strain and COMPOSITION
	2-2-1. Development studies on safety and efficacy. General requirements for evaluation of safety and efficacy are given in general chapters€5.2.6 and€5.2.7. These requirements may be made more explicit or supplemented by the requirements of individual mon
	2-2-2. Antimicrobial preservatives. Antimicrobial preservatives are used to prevent spoilage or adverse effects caused by microbial contamination occurring during use of a vaccine which is expected to be no longer than 10€h after first broaching. Antimicr
	2-2-3. Stability. Evidence of stability is obtained to justify the proposed period of validity. This evidence takes the form of the results of virus titrations, bacterial counts or potency tests carried out at regular intervals until 3 months beyond the e
	2-2-4. Formulation. The minimum antigen content, virus titre or bacterial count acceptable from the point of view of efficacy (i.e. gives satisfactory results in the potency test and other efficacy studies) is established during development studies. The a

	2-3. PREPARATION OF THE VACCINE
	2-3-1. Propagation and harvest of bacterial and viral antigens. Each strain of a multivalent vaccine is cultivated and harvested separately.
	2-3-2. Inactivation. Inactivated vaccines are subjected to a validated inactivation procedure. When conducting tests for inactivation, it is essential to take into account the possibility that under the conditions of manufacture, organisms may be physical
	2-3-3. Final bulk and final batch. The final bulk vaccine is prepared by combining 1 or more batches of antigen, which comply with the relevant requirements, with other substances such as adjuvants, stabilisers, antimicrobial preservatives and diluents.

	2-4. manufacturer's tests
	2-4-1. Antigen content. The formulation of the vaccine is based, whenever possible, on the antigen content determined on the harvest before or after inactivation and/or downstream processing, if applicable.
	2-4-2. Batch potency test. For most vaccines, the tests cited under Potency or Immunogenicity are not suitable for the routine testing of batches.

	2-5. IN-PROCESS STABILITY

	3. batch tests
	3-1. Identification. The antigen is identified using suitable methods.
	3-2. Physical tests. A vaccine with an oily adjuvant is tested for viscosity by a suitable method and shown to be within the limits set for the product. The stability of the emulsion shall be demonstrated.
	3-3. Chemical tests. Tests for the concentrations of appropriate substances such as aluminium and preservatives are carried out to show that these are within the limits set for the product.
	3-4. pH. The pH of liquid products and diluents is measured if possible and shown to be within the limits set for the product.
	3-5. Water. Where applicable, the freeze-drying process is checked by a determination of water and shown to be within the limits set for the product. 
	3-6. Formaldehyde (2.4.18; use Method€B if sodium metabisulfite has been used to neutralise excess formaldehyde). Where formaldehyde has been used in the preparation, the concentration of free formaldehyde is not greater than 0.5€g/L, unless a higher amou
	3-7. Phenol (2.5.15). When the vaccine contains phenol, the concentration is not greater than 5€g/L.
	3-8. Bacteria and fungi. Vaccines comply with the test for sterility (2.6.1). Where the volume of liquid in a container is greater than 100€mL, the membrane filtration method is used wherever possible. Where the membrane filtration method cannot be used, 
	3-9. Extraneous agents (5.2.5). The vaccine is free from extraneous agents.
	3-10. Residual live virus/bacteria and/or detoxification testing. For inactivated vaccines and bacterial toxoids, the tests described in section 2-3-2-3 are performed. Where excipients would interfere with a test for inactivation and/or detoxification, su
	3-11. Mycoplasmas (2.6.7). Live viral vaccines comply with the test for mycoplasmas (culture method).
	3-12. Potency. The vaccine complies with the requirements of the test mentioned under Immunogenicity (see section€2-2-1-1) when administered by a recommended route and method.

	4. STORAGE
	5. LABELLING
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	Ear preparations
	Auricularia
	DEFINITION
	PRODUCTION
	TESTS
	Uniformity of dosage€units (2.9.40). Ear preparations supplied in single-dose containers comply with the test or, where justified and authorised, with the tests for uniformity of content and/or uniformity of mass shown below. Herbal drugs and herbal drug 
	Uniformity of content (2.9.6). Unless otherwise prescribed or justified and authorised, ear preparations that are suspensions or emulsions supplied in single-dose containers comply with the requirements under Test€B.
	Uniformity of mass. Ear preparations that are solutions supplied in single-dose containers comply with the following test.
	Sterility (2.6.1). Where the label states that the preparation is sterile, it complies with the test.

	STORAGE
	LABELLING
	DEFINITION
	DEFINITION
	TESTS
	Uniformity of delivered dose, intra-container testing. Metered-dose ear sprays that are supplied in multidose containers comply with the following test, unless otherwise prescribed or justified and authorised. If justified and authorised, for preparations
	Uniformity of delivered mass. Unless otherwise justified and authorised, metered-dose ear sprays that are solutions and are supplied in multidose containers comply with the following test.
	Number of deliveries per container. Unless otherwise prescribed or justified and authorised, metered-dose ear sprays that are supplied in multidose containers comply with the following test.
	Leak rate. Unless otherwise prescribed or justified and authorised, metered-dose ear sprays supplied in pressurised containers comply with the following test.

	LABELLING
	DEFINITION
	DEFINITION
	DEFINITION
	DEFINITION

	Eye preparations
	Ophthalmica
	DEFINITION
	PRODUCTION
	TESTS
	Sterility (2.6.1). Eye preparations comply with the test.

	STORAGE
	LABELLING
	DEFINITION
	TESTS
	Particulate contamination: sub-visible particles (2.9.53). Unless otherwise justified and authorised, eye drops specifically intended for use in surgical procedures, as a first-aid treatment or for the treatment of the injured eye comply with the followin
	Particle size. Unless otherwise justified and authorised, eye drops that are suspensions comply with the following test.

	LABELLING
	DEFINITION
	TESTS
	Particulate contamination: sub-visible particles (2.9.53). Unless otherwise justified and authorised, eye lotions specifically intended for use in surgical procedures, as a first-aid treatment and for the treatment of the injured eye comply with the follo

	LABELLING
	DEFINITION
	TESTS
	Uniformity of dosage€units (2.9.40). Powders for eye drops and eye lotions supplied in single-dose containers comply with the test or, where justified and authorised, with the tests for uniformity of content and/or uniformity of mass shown below. Herbal d
	Uniformity of content (2.9.6). Unless otherwise prescribed or justified and authorised, powders for eye drops and eye lotions supplied in single-dose containers and having a content of active substance of less than 2€mg or less than 2€per cent of the tota
	Uniformity of mass (2.9.5). Powders for eye drops and eye lotions supplied in single-dose containers comply with the test. If the test for uniformity of content is prescribed for all the active substances, the test for uniformity of mass is not required.

	DEFINITION
	TESTS
	Particle size. Semi-solid eye preparations containing dispersed solid particles comply with the following test.

	LABELLING
	DEFINITION
	€
	TESTS
	Uniformity of dosage€units (2.9.40). Ophthalmic inserts comply with the test or, where justified and authorised, with the test for uniformity of content shown below. Herbal drugs and herbal drug preparations present in the dosage form are not subject to t
	Uniformity of content (2.9.6). Ophthalmic inserts comply, where applicable, with the requirements under Test€A.
	Release of active substance(s). A suitable test is carried out to demonstrate the appropriate release of the active substance(s).

	LABELLING

	Foams, medicated
	Musci medicati
	DEFINITION
	PRODUCTION
	TESTS
	Relative foam density. Maintain the pressurised container at about 25€°C for at least 24€h before the test. Taking care not to warm the container, fit a rigid tube 70-100€mm long and about 1€mm in internal diameter onto the push button. Shake the containe
	Duration of expansion. The apparatus (Figure€1105.-1) consists of a 50€mL burette, 15€mm in internal diameter, with 0.1€mL graduations and fitted with a 4€mm single bore stopcock. The graduation corresponding to 30€mL is at least 210€mm from the axis of t
	€
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	Vibriosis vaccine (inactivated) for sea bass
	Vaccinum vibriosidis inactivatum ad dicentrarchus labrax
	1. DEFINITION
	2. PRODUCTION
	2-1. PREPARATION OF THE VACCINE
	2-2. CHOICE OF VACCINE COMPOSITION
	2-2-1. Safety
	2-2-2. Immunogenicity. Carry out a separate test for each serovar included in the vaccine, according to a protocol defining water source, water flow and temperature limits, and preparation of a standardised challenge. Each test is carried out for each rou

	2-3. MANUFACTURER'S TEST
	2-3-1. Batch potency test. The potency test (section 3-3) may be carried out for each batch of vaccine, using sea bass. Where the test is not carried out, an alternative validated method may be used, the criteria for acceptance being set with reference to


	3. BATCH TESTS
	3-1. Identification. The vaccine contains the antigen or antigens stated under Definition.
	3-2. Bacteria and fungi. The vaccine, including where applicable the diluents supplied for reconstitution, complies with the test for sterility prescribed in the monograph Vaccines for veterinary use (0062).
	3-3. Potency. The vaccine complies with the requirements of the test for immunogenicity (section 2-2-2) when administered by a recommended route and method.

	4. LABELLING
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	Gallium (68Ga) edotreotide injection
	Gallii (68Ga) edotreotidi solutio iniectabilis
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.4): 3.2 to 8.0.
	Edotreotide, gallium edotreotide and other related substances. Liquid chromatography (2.2.29).
	Impurity€D. Thin-layer chromatography (2.2.27).
	Ethanol (2.4.24 or another suitable, validated method): maximum 10€per cent€V/V and maximum 2.5€g per administration, taking the density (2.2.5) to be 0.790€g/mL.
	Sterility. It complies with the test for sterility prescribed in the monograph Radiopharmaceutical preparations (0125). The preparation may be released for use before completion of the test.
	Bacterial endotoxins (2.6.14): less than 175/V€IU/mL, V€being the maximum recommended dose in millilitres. The preparation may be released for use before completion of the test.
	RADIONUCLIDIC PURITY
	€

	RADIOCHEMICAL PURITY
	A.Thin-layer chromatography (2.2.27).
	B.Liquid chromatography (2.2.29) as described in the test for edotreotide, gallium edotreotide and other related substances. If necessary, dilute the test solution with water€R to a radioactivity concentration suitable for the radioactivity detector.

	RADIOACTIVITY

	LABELLING
	IMPURITIES

	Pentetate sodium calcium hydrate for radiopharmaceutical preparations
	Natrii calcii pentetas hydricus ad radiopharmaceutica
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in carbon dioxide-free water€R and dilute to 25.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	pH (2.2.3): 8.0 to 9.5 for solution€S.
	Impurity€A. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Impurity€B: maximum 1.0€per cent.
	Chlorides: maximum 0.1€per cent.
	Iron (2.4.9): maximum 20€ppm.
	Water (2.5.12): maximum 15.0€per cent, determined on 0.100€g.

	ASSAY
	STORAGE
	IMPURITIES
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	Atractylodes lancea rhizome
	Atractylodis lanceae rhizoma
	DEFINITION
	IDENTIFICATION
	TESTS
	Atractylodes macrocephala. Thin-layer chromatography (2.2.27).
	Water (2.2.13): maximum 100€mL/kg, determined on 20.0€g of the powdered herbal drug (355) (2.9.12).
	Total ash (2.4.16): maximum 7.0€per cent.
	Ash insoluble in hydrochloric acid (2.8.1): maximum 1.0€per cent.

	ASSAY
	Essential oil (2.8.12). Use 15.0€g of freshly powdered herbal drug (710) (2.9.12), a 500€mL round-bottomed flask, 200€mL of water€R as the distillation liquid and 0.50€mL of xylene€R in the graduated tube. Distil at a rate of 2-3€mL/min for 2€h.


	Forsythia fruit
	Forsythiae fructus
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter (2.8.2): maximum 5.0€per cent.
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 4.0€per cent.

	ASSAY

	Ganoderma
	Ganoderma lucidum
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying (2.2.32): maximum 17.0€per cent, determined on 1.000€g of the powdered herbal drug (4000) (2.9.12) by drying in an oven at 105€°C for 4€h.
	Total ash (2.4.16): maximum 2.0€per cent.

	ASSAY

	Milk thistle dry extract, refined and standardised
	Silybi mariani extractum siccum raffinatum€et normatum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Water (2.5.12): maximum 4.0€per cent, determined on 0.500€g.

	ASSAY

	Milk thistle fruit
	Silybi mariani fructus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Loss on drying (2.2.32): maximum 8.0€per cent, determined on 1.000€g of the powdered herbal drug (500) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 8.0€per cent.

	ASSAY

	Nettle root
	Urticae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter (2.8.2): maximum 5€per cent of stem bases and maximum 2€per cent of other foreign matter.
	Loss on drying (2.2.32): maximum 12.0€per cent, determined on 1.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Lead (2.4.27): maximum 7.0€ppm.
	Total ash (2.4.16): maximum 12.0€per cent.
	Ash insoluble in hydrochloric acid (2.8.1): maximum 4.0€per cent.
	Extractable matter: minimum 7.0€per cent.


	Olive leaf
	Oleae folium
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 9.0€per cent.

	ASSAY

	Scrophularia root
	Scrophulariae radix
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying (2.2.32): maximum 14.0€per cent, determined on 1.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 5.0€per cent.
	Ash insoluble in hydrochloric acid (2.8.1): maximum 2.0€per cent.

	ASSAY

	Thunberg fritillary bulb
	Fritillariae thunbergii bulbus
	DEFINITION
	IDENTIFICATION
	TESTS
	Peimine and peiminine. High-performance thin-layer chromatography (2.8.25).
	Loss on drying (2.2.32): maximum 12.0€per cent, determined on 5.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 3.0€per cent.
	Ash insoluble in hydrochloric acid (2.8.1): maximum 0.4€per cent.
	Extractable matter: minimum 8.0€per cent.
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	Sanguinaria for homoeopathic preparations(1)
	Sanguinaria canadensis ad praeparationes homoeopathicas
	DEFINITION
	IDENTIFICATION
	TESTS
	Loss on drying (2.2.32): maximum 11.0€per cent, determined on 1.000€g of the powdered herbal drug (355) (2.9.12) by drying in an oven at 105€°C for 2€h.
	Total ash (2.4.16): maximum 6.0€per cent.
	Ash insoluble in hydrochloric acid (2.8.1): maximum 2.0€per cent.

	ASSAY
	The mother tincture complies with the requirements of the general monograph Mother tinctures for homoeopathic preparations (2029).
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density (2.2.5): 0.890 to 0.905 when methods€1.1.8 and 1.2.12 are used.
	Ethanol (2.9.10): 60€per cent€V/V to 70€per cent€V/V when method€1.1.10 is used.
	Dry residue (2.8.16): minimum 1.5€per cent.
	Sanguinarine and chelerythrine. Liquid chromatography (2.2.29) as described in the assay of the herbal drug with the following modifications.

	LABELLING

	Toxicodendron quercifolium for homoeopathic preparations(2)
	Toxicodendron pubescens ad praeparationes homoeopathicas
	DEFINITION
	IDENTIFICATION
	TESTS
	Foreign matter (2.8.2): maximum 5€per cent, including a maximum of 2.0€per cent of lignified shoots.
	Loss on drying (2.2.32): minimum 55.0€per cent, determined on 5.0€g of the finely cut herbal drug by drying in an oven at 105€°C for 2€h.

	The mother tincture complies with the requirements of the general monograph Mother tinctures for homoeopathic preparations (2029).
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Relative density (2.2.5): 0.940 to 0.965 (method€1.1.3).
	Ethanol (2.9.10): 60€per cent€V/V to 70€per cent€V/V (method€1.1.10).
	Dry residue (2.8.16):
	Urushiols. Liquid chromatography (2.2.29).
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	Aluminium stearate
	Aluminii stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. To 5.0€g add 50€mL of peroxide-free ether€R, 20€mL of dilute nitric acid€R and 20€mL of distilled water€R and heat gently under a reflux condenser until dissolution is complete. Allow to cool. In a separating funnel, separate the aqueous layer
	Acidity or alkalinity. To 1.0€g add 20€mL of carbon dioxide-free water€R and boil for 1€min with continuous shaking. Cool and filter. To 10€mL of the filtrate add 0.05€mL of bromothymol blue solution€R4. Not more than 0.05€mL of 0.1€M hydrochloric acid or
	Chlorides (2.4.4): maximum 0.1€per cent.
	Sulfates (2.4.13): maximum 0.5€per cent.
	€
	Loss on drying (2.2.32): maximum 6.0€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Microbial contamination

	ASSAY
	Aluminium. To 0.250€g in a 250€mL conical flask add 20€mL of methanol€R and, slowly, 2€mL of sulfuric acid€R. Heat the solution for 30€min under reflux on a water-bath, swirling frequently. Allow to cool. Add 100€mL of water€R and adjust to about pH€1 by 
	Stearic acid and palmitic acid. Gas chromatography (2.2.28): use the normalisation procedure.


	Aprotinin concentrated solution
	Aprotinini solutio concentrata
	DEFINITION
	PRODUCTION
	Histamine (2.6.10): maximum 0.2€µg of histamine base per 3€Ph.€Eur.€U.

	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Prepare a solution containing 15€Ph.€Eur.€U./mL, if necessary by dilution, on the basis of the activity stated on the label.
	Appearance of solution. Solution€S is clear (2.2.1).
	Absorbance (2.2.25): maximum 0.80 by measuring at the absorption maximum at 277€nm.
	€
	Related substances. Liquid chromatography (2.2.29): use the normalisation procedure.
	Pyroglutamyl-aprotinin and related compounds. Liquid chromatography (2.2.29): use the normalisation procedure.
	Aprotinin oligomers. Size-exclusion chromatography (2.2.30): use the normalisation procedure.
	Specific activity of the dry residue: minimum 3.0€Ph.€Eur.€U. of aprotinin activity per milligram of dry residue.
	Bacterial endotoxins (2.6.14): less than 0.14€IU per European Pharmacopoeia Unit of aprotinin, if intended for use in the manufacture of parenteral preparations without a further appropriate procedure for the removal of bacterial endotoxins.

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES



	27-B-E
	toc
	Bacitracin
	Bacitracinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.25€g in carbon dioxide-free water€R and dilute to 25€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1).
	pH (2.2.3): 6.0 to 7.0 for solution€S.
	Composition. Liquid chromatography (2.2.29): use the normalisation procedure. Prepare the solutions immediately before use.
	Related substances. Liquid chromatography (2.2.29) as described in the test for composition with the following modifications. Use the normalisation procedure.
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in vacuo at 60€°C at a pressure not exceeding 0.1€kPa for 3€h.
	Sulfated ash (2.4.14): maximum 1.0€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Bacitracin zinc
	Bacitracinum zincum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 6.0 to 7.5.
	Composition. Liquid chromatography (2.2.29): use the normalisation procedure. Prepare the solutions immediately before use.
	Related substances. Liquid chromatography (2.2.29) as described in the test for composition with the following modifications. Use the normalisation procedure.
	Zinc: 3.5€per cent to 5.5€per cent (dried substance).
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in vacuo at 60€°C at a pressure not exceeding 0.1€kPa for 3€h.

	ASSAY
	STORAGE
	IMPURITIES

	Benzoyl peroxide, hydrous
	Benzoylis peroxidum cum aqua
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity. Dissolve a quantity of the substance to be examined containing the equivalent of 1.0€g of dibenzoyl peroxide in 25€mL of acetone€R, add 75€mL of water€R and filter. Wash the residue with 2 quantities, each of 10€mL, of water€R. Combine the filtra
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Chlorides (2.4.4): maximum 0.4€per cent.

	ASSAY
	Solution€S. Dissolve 2.500€g immediately before use in 75€mL of dimethylformamide€R and dilute to 100.0€mL with the same solvent.
	Dibenzoyl peroxide. To 5.0€mL of solution€S add 20€mL of acetone€R and 3€mL of a 500€g/L solution of potassium iodide€R and mix. Allow to stand for 1€min. Titrate with 0.1€M sodium thiosulfate, determining the end-point potentiometrically (2.2.20) using a
	Water (2.5.12). Carry out the assay protected from light, using 5.0€mL of solution€S. Use as the solvent a mixture of 20.0€mL of anhydrous methanol€R and 3.0€mL of a 100€g/L solution of potassium iodide€R in dimethylformamide€R. After adding solution€S, s

	STORAGE
	IMPURITIES

	Bisacodyl
	Bisacodylum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity. To 1.0€g add 20€mL of carbon dioxide-free water€R, shake, heat to boiling, cool and filter. Add 0.2€mL of 0.01€M sodium hydroxide and 0.1€mL of methyl red solution€R. The solution is yellow. Not more than 0.4€mL of 0.01€M hydrochlor
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 0.500€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Bumetanide
	Bumetanidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and colourless (2.2.2, Method€II).
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C for 4€h.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Butyl parahydroxybenzoate(1)
	Butylis parahydroxybenzoas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in ethanol (96€per cent)€R and dilute to 10€mL€with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2,€Method€II).
	Acidity. To 2€mL of solution€S add 3€mL of ethanol (96€per cent)€R, 5€mL€of carbon dioxide-free water€R and 0.1€mL of bromocresol green solution€R. Not more than 0.1€mL of 0.1€M sodium hydroxide is required to change the colour of the indicator to blue.
	Related substances. Liquid chromatography (2.2.29).
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES
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	Calcium carbonate
	Calcii carbonas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in 80€mL of dilute acetic acid€R. When the effervescence ceases, boil for 2€min. Allow to cool, dilute to 100€mL with dilute acetic acid€R and filter, if necessary, through a sintered-glass filter (2.1.2). Keep the residue for t
	Substances insoluble in acetic acid: maximum 0.2€per cent.
	Chlorides (2.4.4): maximum 330€ppm.
	Sulfates (2.4.13): maximum 0.25€per cent.
	Iron (2.4.9): maximum 200€ppm.
	Magnesium and alkali metals: maximum 1.5€per cent.
	Loss on drying (2.2.32): maximum 2.0€per cent, determined on 1.000€g by drying in an oven at 200€±€10€°C.

	ASSAY
	FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31 or 2.9.38).
	Powder flow (2.9.36).


	Calcium gluconate
	Calcii gluconas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in water€R heated to 60€°C and dilute to 50€mL with the same solvent.
	Appearance of solution. At 60€°C, solution€S is not more intensely coloured than reference solution€Y6 (2.2.2, Method€II). After cooling, it is not more opalescent than reference suspension€II (2.2.1).
	Organic impurities and boric acid. Introduce 0.5€g into a porcelain dish previously rinsed with sulfuric acid€R and placed in a bath of iced water. Add 2€mL of cooled sulfuric acid€R and mix. No yellow or brown colour develops. Add 1€mL of chromotrope II 
	Sucrose and reducing sugars. Dissolve 0.5€g in a mixture of 2€mL of hydrochloric acid€R1 and 10€mL of water€R. Boil for 5€min, allow to cool, add 10€mL of sodium carbonate solution€R and allow to stand. Dilute to 25€mL with water€R and filter. To 5€mL of 
	Chlorides (2.4.4): maximum 200€ppm.
	Sulfates (2.4.13): maximum 100€ppm.
	Magnesium and alkali metals: maximum 0.4€per cent.
	Microbial contamination

	ASSAY

	Calcium gluconate, anhydrous
	Calcii gluconas anhydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in water€R heated to 60€°C and dilute to 50€mL with the same solvent.
	Appearance of solution. At 60€°C, solution€S is not more intensely coloured than reference solution€Y6 (2.2.2, Method€II). After cooling, it is not more opalescent than reference suspension€II (2.2.1).
	Organic impurities and boric acid. Place 0.5€g in a porcelain dish previously rinsed with sulfuric acid€R and placed in a bath of iced water. Add 2€mL of cooled sulfuric acid€R and mix. No yellow or brown colour develops. Add 1€mL of chromotrope II B solu
	Sucrose and reducing sugars. Dissolve 0.5€g in a mixture of 2€mL of hydrochloric acid€R1 and 10€mL of water€R. Boil for 5€min, allow to cool, add 10€mL of sodium carbonate solution€R and allow to stand for 10€min. Dilute to 25€mL with water€R and filter. 
	Chlorides (2.4.4): maximum 200€ppm.
	Sulfates (2.4.13): maximum 100€ppm.
	Magnesium and alkali metals: maximum 0.4€per cent (expressed as MgO).
	Loss on drying (2.2.32): maximum 2.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 16€h.
	Microbial contamination

	ASSAY

	Calcium hydrogen phosphate(1)
	Calcii hydrogenophosphas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	♦Solution S. Dissolve 2.5 g in 20 mL of dilute hydrochloric acid R, filter if necessary and add dilute ammonia R1 until a prec
	Acid-insoluble substances: maximum 0.2€per cent. 
	Carbonates. Shake 1.0€g with 5€mL of carbon dioxide-free water€R and add 2€mL of hydrochloric acid€R. No effervescence is produced.
	Chlorides: maximum 0.25€per cent.
	♦Fluorides: maximum 100 ppm.
	Sulfates: maximum 0.5€per cent. 
	♦Arsenic (2.4.2, Method A): maximum 10 ppm, determined on 2 mL of solution S.♦
	Barium. To 0.5€g, add 10€mL of water€R and heat to boiling. While stirring, add 1€mL of hydrochloric acid€R dropwise. Allow to cool and filter if necessary. Add 2€mL of a 10€g/L solution of dipotassium sulfate€R and allow to stand for 10€min. No turbidity
	♦Iron (2.4.9): maximum 400 ppm.
	Loss on ignition: 6.6€per cent to 8.7€per cent, determined on 1.000€g to constant mass at 800-825€°C.

	ASSAY
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31 or 2.9.38).
	Bulk and tapped density (2.9.34).
	Powder flow (2.9.36).◊


	Calcium hydrogen phosphate dihydrate(2)
	Calcii hydrogenophosphas dihydricus
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 2.5€g in 20€mL of dilute hydrochloric acid€R, filter if necessary and add dilute ammonia€R1 until a precipitate is formed. Add just sufficient dilute hydrochloric acid€R to dissolve the precipitate and dilute to 50€mL with distilled w
	Acid-insoluble substances: maximum 0.2€per cent.
	Carbonates. Shake 0.5€g with 5€mL of carbon dioxide-free water€R and add 1€mL of hydrochloric acid€R. No effervescence is produced.
	Chlorides: maximum 0.25€per cent.
	♦Fluorides: maximum 100 ppm.
	Sulfates: maximum 0.5€per cent.
	♦Arsenic (2.4.2, Method A): maximum 10 ppm, determined on 2 mL of solution S.♦
	Barium. To 0.5€g, add 10€mL of water€R and heat to boiling. While stirring, add 1€mL of hydrochloric acid€R dropwise. Allow to cool and filter if necessary. Add 2€mL of a 10€g/L solution of dipotassium sulfate€R and allow to stand for 10€min. No turbidity
	♦Iron (2.4.9): maximum 400 ppm.
	Loss on ignition: 24.5€per cent to 26.5€per cent, determined on 1.000€g by ignition to constant mass at 800-825€°C.

	ASSAY
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31 or 2.9.38).
	Bulk and tapped density (2.9.34).
	Powder flow (2.9.36).◊


	Calcium hydroxide
	Calcii hydroxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Matter insoluble in hydrochloric acid: maximum 0.5€per cent.
	Carbonates: maximum 5.0€per cent of CaCO3.
	Chlorides (2.4.4): maximum 330€ppm.
	Sulfates (2.4.13): maximum 0.4€per cent.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Magnesium and alkali metals: maximum 4.0€per cent, calculated as sulfates.

	ASSAY

	Calcium phosphate
	Tricalcii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.00€g in 8€mL of dilute hydrochloric acid€R. If the solution is not clear, filter it. Add dilute ammonia€R1 dropwise until a precipitate is formed. Dissolve the precipitate by adding dilute hydrochloric acid€R and dilute to 20€mL wit
	Chlorides (2.4.4): maximum 0.15€per cent.
	Fluorides: maximum 75€ppm.
	Sulfates (2.4.13): maximum 0.5€per cent.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Iron (2.4.9): maximum 400€ppm.
	Acid-insoluble matter: maximum 0.2€per cent.
	Loss on ignition: maximum 8.0€per cent, determined on 1.000€g by ignition at 800€±€50€°C for 30€min.

	ASSAY
	FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31 or 2.9.38).
	Bulk and tapped density (2.9.34).
	Powder flow (2.9.36).


	Candesartan cilexetil
	Candesartanum cilexetili
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Water (2.5.32): maximum 0.3€per cent, determined on 60.0€mg.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Carboplatin
	Carboplatinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.25€g in carbon dioxide-free water€R and dilute to 25€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	Impurity€B and acidity: maximum 0.5€per cent, calculated as impurity€B.
	Related substances. Liquid chromatography (2.2.29).
	Chlorides (2.4.4): maximum 100€ppm.
	Ammonium (2.4.1, Method€B): maximum 100€ppm, determined on 0.20€g.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.

	ASSAY
	STORAGE
	IMPURITIES

	Cefalexin monohydrate
	Cefalexinum monohydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 4.0 to 5.5.
	Specific optical rotation (2.2.7): +€149 to +€158 (anhydrous substance).
	Related substances. Liquid chromatography (2.2.29).
	N,N-Dimethylaniline (2.4.26, Method€B): maximum 20€ppm.
	Water (2.5.12): 4.0€per cent to 8.0€per cent, determined on 0.300€g.
	Sulfated ash (2.4.14): maximum 0.2€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Cellulose acetate phthalate(3)
	Cellulosi acetas phthalas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Viscosity (2.2.9): 45€mPa·s to 90€mPa·s, determined at 25€±€0.2€°C.
	Free acid: maximum 3.0€per cent, calculated as phthalic acid (anhydrous substance).
	Water (2.5.12): maximum 5.0€per cent, determined on 0.500€g. 
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	Phthaloyl groups. Dissolve 1.000€g in 50€mL of a mixture of 2€volumes of acetone€R and 3€volumes of ethanol (96€per cent)€R. Add about 0.1€mL of phenolphthalein solution€R1 and titrate with 0.1€M sodium hydroxide. Carry out a blank titration.
	Acetyl groups. To 0.100€g add 25.0€mL of 0.1€M sodium hydroxide and heat on a water-bath under a reflux condenser for 30€min. Cool, add about 0.1€mL of phenolphthalein solution€R1 and titrate with 0.1€M hydrochloric acid. Carry out a blank titration.

	STORAGE
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity: see Tests.
	Solubility of a film. Dissolve about 0.15€g in 1€mL of acetone€R and pour onto a clear glass plate. A film is formed. Take a piece of the film and place it in a flask containing 0.1€M hydrochloric acid. It does not dissolve. Then place the piece of film i
	Phthaloyl groups: see Assay.
	Acetyl groups: see Assay.◊


	Chenodeoxycholic acid
	Acidum chenodeoxycholicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Specific optical rotation (2.2.7): +€11.0 to +€13.0 (dried substance).
	Impurity€I. Liquid chromatography (2.2.29).
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 1.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Cholecalciferol concentrate (oily form)
	Cholecalciferolum densatum oleosum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acid value (2.5.1): maximum 2.0.
	Peroxide value (2.5.5, Method€A): maximum 20.
	Related substances. The thresholds indicated under Related substances (Table€2034.-1) in the general monograph Substances for pharmaceutical use (2034) do not apply.

	ASSAY
	STORAGE
	LABELLING

	Cholesterol for parenteral use
	Cholesterolum ad usum parenteralem
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solubility in ethanol (96€per cent). In a stoppered flask, dissolve 0.5€g in 50€mL of ethanol (96€per cent)€R at 50€°C. Allow to stand for 2€h. The solution is clear.
	€
	Peroxide value (2.5.5, Method€A): maximum 10.
	Other sterols. Gas chromatography (2.2.28): use the normalisation procedure.
	Benzoyl ureas. Liquid chromatography (2.2.29).
	Related substances. Gas chromatography (2.2.28): use the normalisation procedure.
	Loss on drying (2.2.32): maximum 0.1€per cent, determined on 1.000€g by drying in vacuo at 60€°C for 4€h.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.
	Microbial contamination
	€

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES
	Test for benzoyl ureas: A, B.
	Test for related substances: C, D, E, F.


	Copper sulfate pentahydrate
	Cupri sulfas pentahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5€g in water€R and dilute to 100€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1).
	Chlorides (2.4.4): maximum 100€ppm.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	Iron: maximum 100€ppm.
	€
	Loss on drying (2.2.32): 35.0€per cent to 36.5€per cent, determined on 0.500€g by drying in an oven at 250€±€10€°C.

	ASSAY

	Croscarmellose sodium(4)
	Carmellosum natricum conexum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 5.0 to 7.0 for the suspension.
	Settling volume: 10.0€mL to 30.0€mL.
	♦Sodium chloride and sodium glycolate: maximum 0.5 per cent (dried substance) for the sum of the percentage contents.
	Water-soluble substances: maximum 10.0€per cent (dried substance).
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 6€h.
	Sulfated ash (2.4.14): 14.0€per cent to 28.0€per cent (dried substance), determined on 1.0€g.
	♦Microbial contamination

	ASSAY
	♦STORAGE
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Settling€volume (see Tests).
	Degree of substitution (see Assay).
	Particle size distribution (2.9.31 or 2.9.38).
	Hausner ratio (2.9.36).◊


	Crospovidone(5)
	Crospovidonum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Peroxides. Type A: maximum 400€ppm expressed as H2O2; type€B: maximum 1000€ppm expressed as H2O2.
	Water-soluble substances: maximum 1.5€per cent.
	Impurity€A. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 0.500€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	♦LABELLING
	IMPURITIES
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Hydration capacity. Introduce 2.0€g into a 100€mL centrifuge tube and add 40€mL of water€R. Shake vigorously until a suspension is obtained. Shake again 5€min and 10€min later, then centrifuge for 15€min at 750€g. Decant the supernatant and weigh the resi
	Particle-size distribution (2.9.31).
	Powder flow (2.9.36).
	Settling volume. Introduce 10€g into a 100€mL graduated cylinder and add 90€mL of water€R. Shake vigorously. Dilute to 100€mL with water€R, washing the powder residues from the walls of the cylinder. Allow to stand for 24€h, then read the volume of the se




	29-D-E
	toc
	Dapsone
	Dapsonum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 1.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Deferiprone tablets
	Deferiproni compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29). Use only colourless glassware. Protect the solutions from light.
	Dissolution(1) (2.9.3, Apparatus 2).

	ASSAY
	IMPURITIES

	Dexpanthenol
	Dexpanthenolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 2.50€g in carbon dioxide-free water€R and dilute to 50.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€B6 (2.2.2, Method€II).
	pH (2.2.3): maximum 10.5 for solution€S.
	Specific optical rotation (2.2.7): +€29.0 to +€32.0 (anhydrous substance), determined on solution€S.
	Impurity€A and other amino compounds: maximum 1.0€per cent.
	Related substances. Liquid chromatography (2.2.29). Protect the solutions from light.
	Water (2.5.12): maximum 1.0€per cent, determined on 1.000€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Dimetindene maleate
	Dimetindeni maleas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.20€g in methanol€R and dilute to 20.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than Y6 (2.2.2, Method€II).
	Optical rotation (2.2.7): − 0.10° to + 0.10°, determined on solution S.
	Related substances. Gas chromatography (2.2.28).
	Loss on drying (2.2.32): maximum 0.1€per cent, determined on 1.000€g by drying in an oven at 105€°C for 2€h.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Dipotassium clorazepate monohydrate
	Dikalii clorazepas monohydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€GY5 (2.2.2, Method€II).
	Impurity€B. Liquid chromatography (2.2.29) as described in the test for related substances with the following modifications.
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Water (2.5.12): 3.5€per cent to 5.5€per cent, determined on 0.250€g.

	ASSAY
	STORAGE
	IMPURITIES

	Dipotassium phosphate
	Dikalii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in distilled water€R and dilute to 50€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	Reducing substances. To 5€mL of solution€S add 5€mL of dilute sulfuric acid€R and 0.25€mL of a 3.2€g/L solution of potassium permanganate€R and heat on a water-bath for 5€min. The solution remains faintly pink.
	Monopotassium phosphate: maximum 2.5€per cent.
	Chlorides (2.4.4): maximum 200€ppm.
	Sulfates (2.4.13): maximum 0.1€per cent.
	Iron (2.4.9): maximum 10€ppm, determined on solution€S.
	Sodium: maximum 0.1€per cent, if intended for use in the manufacture of parenteral preparations.
	Loss on drying (2.2.32): maximum 2.0€per cent, determined on 1.000€g by drying in an oven at 125-130€°C.
	Bacterial endotoxins (2.6.14): less than 1.1€IU/mg, if intended for use in the manufacture of parenteral preparations without a further appropriate procedure for the removal of bacterial endotoxins.

	ASSAY
	STORAGE
	LABELLING

	Disodium edetate
	Dinatrii edetas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in carbon dioxide-free water€R and dilute to 100€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	pH (2.2.3): 4.0 to 5.5 for solution€S.
	Impurity€A. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Iron (2.4.9): maximum 80€ppm.

	ASSAY
	STORAGE
	IMPURITIES

	Disodium phosphate
	Dinatrii phosphas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in distilled water€R and dilute to 100.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	Reducing substances. To 10€mL of solution€S add 5€mL of dilute sulfuric acid€R and 0.25€mL of a 3.2€g/L solution of potassium permanganate€R and heat on a water-bath for 5€min. The colour of the permanganate is not completely discharged.
	Monosodium phosphate: maximum 2.5€per cent.
	Chlorides (2.4.4): maximum 200€ppm.
	Sulfates (2.4.13): maximum 500€ppm.
	Iron (2.4.9): maximum 20€ppm, determined on solution€S.
	Loss on drying (2.2.32): maximum 1.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 4€h.

	ASSAY
	STORAGE

	Disodium phosphate dihydrate
	Dinatrii phosphas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in distilled water€R and dilute to 100€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2,€Method€II).
	Reducing substances. To 5€mL of solution€S add 5€mL of dilute sulfuric acid€R and 0.25€mL of a 3.2€g/L solution of potassium permanganate€R and heat on a water-bath for 5€min. The colour of the permanganate is not completely discharged.
	Monosodium phosphate: maximum 2.5€per cent.
	Chlorides (2.4.4): maximum 400€ppm.
	Sulfates (2.4.13): maximum 0.1€per cent.
	Iron (2.4.9): maximum 40€ppm.
	Loss on drying (2.2.32): 19.5€per cent to 21.0€per cent, determined on 1.000€g by drying in an oven at 130€°C.

	ASSAY

	Disodium phosphate dodecahydrate
	Dinatrii phosphas dodecahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in distilled water€R and dilute to 50€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	Reducing substances. To 5€mL of solution€S add 5€mL of dilute sulfuric acid€R and 0.25€mL of a 3.2€g/L solution of potassium permanganate€R and heat on a water-bath for 5€min. The colour of the permanganate is not completely discharged.
	Monosodium phosphate: maximum 2.5€per cent.
	Chlorides (2.4.4): maximum 200€ppm.
	Sulfates (2.4.13): maximum 500€ppm.
	Iron (2.4.9): maximum 20€ppm.
	Loss on drying (2.2.32): 57.0€per cent to 61.0€per cent, determined on 1.000€g by drying in an oven at 130€°C for 4€h.

	ASSAY

	Dronedarone tablets
	Dronedaroni compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(2) (2.9.3, Apparatus 2). Use sinker devices.

	ASSAY
	IMPURITIES



	30-E-E
	toc
	Edetic acid
	Acidum edeticum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in 20€mL of dilute sodium hydroxide solution€R and dilute to 100€mL with water€R.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	Impurity€A. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Chlorides (2.4.4): maximum 200€ppm. 
	Iron (2.4.9): maximum 80€ppm.
	Sulfated ash (2.4.14): maximum 0.2€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Etacrynic acid
	Acidum etacrynicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 2.000€g by drying in vacuo at 60€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Ethyl parahydroxybenzoate(1)
	Ethylis parahydroxybenzoas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in ethanol (96€per cent)€R and dilute to 10€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2, Method€II).
	Acidity. To 2€mL of solution€S add 3€mL of ethanol (96€per cent)€R, 5€mL of carbon dioxide-free water€R and 0.1€mL of bromocresol green solution€R. Not more than 0.1€mL of 0.1€M sodium hydroxide is required to change the colour of the indicator to blue.
	Related substances. Liquid chromatography (2.2.29).
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Ethylcellulose(2)
	Ethylcellulosum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity or alkalinity. To 0.5€g add 25€mL of carbon dioxide-free water€R and shake for 15€min. Filter through a sintered-glass filter (40) (2.1.2). To 10€mL of the solution add 0.1€mL of phenolphthalein solution€R and 0.5€mL of 0.01€M sodium hydroxide. Th
	Viscosity (2.2.9): 80.0€per cent to 120.0€per cent of that stated on the label for a nominal viscosity greater than 6€mPa·s; 75.0€per cent to 140.0€per cent of that stated on the label for a nominal viscosity not greater than 6€mPa·s.
	Acetaldehyde: maximum 100€ppm.
	Chlorides (2.4.4): maximum 0.1€per cent.
	Loss on drying (2.2.32): maximum 3.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 2€h.
	Sulfated ash (2.4.14): maximum 0.5€per cent, determined on 1.0€g.

	ASSAY
	LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity (see Tests).
	Degree of substitution (see Assay).

	The following characteristics may be relevant for ethylcellulose used as matrix former in modified-release oral dosage forms.
	Viscosity (see Tests).
	Degree of substitution (see Assay).
	Particle-size distribution (2.9.31 or 2.9.38).
	Powder flow (2.9.36).◊




	31-F-E
	toc
	Ferrous sulfate, dried
	Ferrosi sulfas desiccatus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 3.0 to 4.0.
	Chlorides (2.4.4): maximum 300€ppm.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Ferric ions: maximum 0.5€per cent.
	Manganese: maximum 0.1€per cent.

	ASSAY
	STORAGE

	Ferrous sulfate heptahydrate
	Ferrosi sulfas heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 4.0€g in a 5€per cent€V/V solution of lead-free nitric acid€R and dilute to 100.0€mL with the same solution.
	pH (2.2.3): 3.0 to 4.0.
	Chlorides (2.4.4): maximum 200€ppm.
	Elemental impurities. Any method that fulfils the requirements of general chapter€2.4.20. Determination of elemental impurities may be used.
	€
	Ferric ions: maximum 0.3€per cent.
	Manganese: maximum 0.1€per cent.
	€
	Zinc: maximum 50€ppm.

	ASSAY
	STORAGE

	Fluorescein
	Fluoresceinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Suspend 1.0€g in 35.0€mL of water€R and add dropwise with shaking 4.5€mL of 1€M sodium hydroxide. Adjust to pH€8.5-9.0 with 1€M sodium hydroxide and dilute to 50.0€mL with water€R to obtain a clear solution.
	Appearance of solution. Solution€S is clear (2.2.1) and orange-red with yellowish-green fluorescence.
	Related substances. Liquid chromatography (2.2.29).
	Chlorides (2.4.4): maximum 0.25€per cent.
	Loss on drying (2.2.32): maximum 1.0€per cent, determined on 1.000€g by drying in an oven at 105€°C.

	ASSAY
	STORAGE
	IMPURITIES
	01/2022:1519

	Flurbiprofen
	Flurbiprofenum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and colourless (2.2.2,€Method€I).
	Optical rotation (2.2.7): − 0.1° to + 0.1°.
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying at 60€°C at a pressure not exceeding 0.7€kPa for 3€h.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g in a platinum crucible.

	ASSAY
	IMPURITIES

	Fluticasone furoate
	Fluticasoni furoas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	Water (2.5.32): maximum 0.2€per cent, determined on 0.100€g using the evaporation technique at 110€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g in a platinum crucible.

	ASSAY
	STORAGE
	IMPURITIES

	Fosinopril sodium
	Fosinoprilum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances
	2-Ethylhexanoic acid (2.4.28): maximum 0.2€per cent€m/m.
	Water (2.5.12): maximum 0.2€per cent, determined on 1.00€g.

	ASSAY
	IMPURITIES



	33-H-E
	toc
	Human albumin solution
	Albumini humani solutio
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 6.7 to 7.3.
	Total protein. If necessary, dilute an accurately measured volume of the preparation to be examined with a 9€g/L solution of sodium chloride€R to obtain a solution containing about 15€mg of protein in 2€mL. To 2.0€mL of this solution in a round-bottomed c
	Protein composition. Zone electrophoresis (2.2.31).
	Molecular-size distribution. Size-exclusion chromatography (2.2.30): use the normalisation procedure.
	Haem. Dilute the preparation to be examined using a 9€g/L solution of sodium chloride€R to obtain a solution containing 10€g/L of protein. The absorbance (2.2.25) of the solution measured at 403€nm using water€R as the compensation liquid is not greater t
	Prekallikrein activator (2.6.15): maximum 35€IU/mL.
	Aluminium: maximum 200€µg/L.
	Potassium: maximum 0.05€mmol of K per gram of protein.
	Sodium: maximum 160€mmol/L and 95€per cent to 105€per cent of the content of Na stated on the label. 
	Sterility (2.6.1). It complies with the test.
	Pyrogens (2.6.8) or Bacterial endotoxins (2.6.14). It complies with the test for pyrogens or, preferably and where justified and authorised, with a validated in vitro test such as the bacterial endotoxin test.

	STORAGE
	LABELLING

	Hydralazine hydrochloride
	Hydralazini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.5€g in carbon dioxide-free water€R and dilute to 25€mL with the same solvent.
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€GY6 (2.2.2, Method€II).
	pH (2.2.3): 3.5 to 4.2 for solution€S.
	Impurity€B. Liquid chromatography (2.2.29).
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in vacuo.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Hydroxyethylcellulose(1)
	Hydroxyethylcellulosum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Disperse 1.0€g (dried substance) in 50€mL of carbon dioxide-free water€R. After 10€min, dilute to 100€mL with carbon dioxide-free water€R and stir until dissolution is complete.
	pH (2.2.3): 5.5 to 8.5 for solution€S.
	♦Viscosity (2.2.10): 75 per cent to 140 per cent of the value stated on the label.
	Chlorides (2.4.4): maximum 1.0€per cent.
	Nitrates: maximum 3.0€per cent (dried substance) if hydroxyethylcellulose has a viscosity of 1000€mPa·s or less and maximum 0.2€per cent (dried substance) if hydroxyethylcellulose has a viscosity greater than 1000€mPa·s.
	Aldehydes: maximum 20€ppm, expressed as glyoxal.
	◊Ethylene oxide. Head-space gas chromatography (2.4.25).
	2-Chloroethanol. Head-space gas chromatography (2.2.28).
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 3€h.
	Sulfated ash (2.4.14): maximum 4.0€per cent if hydroxyethylcellulose has a viscosity of 1000€mPa·s or less and maximum 1.0€per cent if hydroxyethylcellulose has a viscosity greater than 1000€mPa·s, determined on 1.0€g.

	ASSAY
	Gas chromatography (2.2.28).

	♦LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity (see Tests).
	Degree of substitution (see Assay).◊


	Hydroxypropylcellulose(2)
	Hydroxypropylcellulosum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 5.0 to 8.0.
	♦Viscosity (2.2.10): 75 per cent to 140 per cent of the value stated on the label.
	Silica: maximum 0.6€per cent.
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 4€h.
	Sulfated ash (2.4.14): maximum 0.8€per cent, determined on 1.0€g using a platinum crucible.

	ASSAY
	♦LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity (see Tests).
	Degree of substitution (see Assay).
	Viscosity (see Tests).
	Degree of substitution (see Assay).
	Particle-size distribution (2.9.31 or 2.9.38).
	Powder flow (2.9.36).◊


	Hydroxypropylcellulose, low-substituted(3)
	Hydroxypropylcellulosum substitutum€humile
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 5.0 to 7.5.
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 1€h.
	Sulfated ash (2.4.14): not more than 0.8€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Settling volume: 20.0€mL to 35.0€mL.
	Degree of substitution (see Assay).
	Particle-size distribution (2.9.31).◊


	Hypromellose(4)
	Hypromellosum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	◊Appearance of solution. The solution is not more opalescent than reference suspension III (2.2.1) and not more intensely colo
	pH (2.2.3): 5.0 to 8.0 for the solution prepared as described under Viscosity.
	Viscosity: 80€per cent to 120€per cent of the nominal value for samples with a viscosity less than 600€mPa·s (Method€1); 75€per cent to 140€per cent of the nominal value for samples with a viscosity of 600€mPa·s or higher (Method€2).
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 1€h.
	Sulfated ash (2.4.14): maximum 1.5€per cent, determined on 1.0€g.

	ASSAY
	LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity: see Tests.
	Degree of substitution: see Assay.
	The following characteristics may be relevant for hypromellose used as matrix former in prolonged-release tablets.
	Viscosity: see Tests.
	Degree of substitution: see Assay.
	Molecular mass distribution (2.2.30).
	Particle-size distribution (2.9.31 or 2.9.38).
	Powder flow (2.9.36).◊




	34-I-E
	toc
	Irbesartan
	Irbesartanum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€B7 (2.2.2, Method€II).
	Impurity€B. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Related substances. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 0.5€per cent, determined on 1.00€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES



	37-L-E
	toc
	Lacosamide tablets
	Lacosamidi compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(1) (2.9.3, Apparatus 2).

	ASSAY
	IMPURITIES

	Losartan potassium
	Losartanum kalicum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.

	ASSAY
	STORAGE
	IMPURITIES



	38-M-E
	toc
	Magnesium carbonate, light
	Magnesii subcarbonas levis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in 100€mL of dilute acetic acid€R. When the effervescence has ceased, boil for 2€min, allow to cool and dilute to 100€mL with dilute acetic acid€R. Filter, if necessary, through a previously ignited and tared porcelain or silica
	Appearance of solution. Solution€S is not more intensely coloured than reference solution€B4 (2.2.2, Method€II).
	Soluble substances: maximum 1.0€per cent.
	Substances insoluble in acetic acid: maximum 0.05€per cent.
	Chlorides (2.4.4): maximum 700€ppm.
	Sulfates (2.4.13): maximum 0.3€per cent.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Calcium (2.4.3): maximum 0.75€per cent.
	Iron (2.4.9): maximum 400€ppm.

	ASSAY
	FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31 or 2.9.38).
	Bulk and tapped density (2.9.34).


	Magnesium stearate(1)
	Magnesii stearas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. To 5.0€g add 50€mL of peroxide-free ether€R, 20€mL of dilute nitric acid€R and 20€mL of water€R and heat under a reflux condenser until dissolution is complete. Allow to cool. In a separating funnel, separate the aqueous layer and shake the et
	Acidity or alkalinity. To 1.0€g add 20€mL of carbon dioxide-free water€R and boil for 1€min with continuous shaking. Cool and filter. To 10€mL of the filtrate add 0.05€mL of bromothymol blue solution€R4. Not more than 0.05€mL of 0.1€M hydrochloric acid or
	Chlorides: maximum 0.1€per cent.
	Sulfates: maximum 1.0€per cent.
	Cadmium: maximum 3€ppm.
	Lead: maximum 10€ppm.
	Nickel: maximum 5€ppm.
	Loss on drying (2.2.32): maximum 6.0€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	♦Microbial contamination

	ASSAY
	Magnesium. To 0.500€g in a 250€mL conical flask add 50€mL of a mixture of equal volumes of anhydrous ethanol€R and butanol€R, 5€mL of concentrated ammonia€R, 3€mL of ammonium chloride buffer solution pH€10.0€R, 30.0€mL of 0.1€M sodium edetate and 15€mg of
	Stearic acid and palmitic acid. Gas chromatography (2.2.28): use the normalisation procedure.

	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31).
	Specific surface area (2.9.26, Method€I). Determine the specific surface area in the P/Po range of 0.05 to 0.15.
	Thermogravimetry (2.2.34).◊


	Methyl parahydroxybenzoate(2)
	Methylis parahydroxybenzoas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in ethanol (96€per cent)€R and dilute to 10€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2, Method€II).
	Acidity. To 2€mL of solution€S add 3€mL of ethanol (96€per cent)€R, 5€mL of carbon dioxide-free water€R and 0.1€mL of bromocresol green solution€R. Not more than 0.1€mL of 0.1€M sodium hydroxide is required to change the colour of the indicator to blue.
	Related substances. Liquid chromatography (2.2.29).
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Methylaminolevulinate hydrochloride
	Methylaminolaevulinati hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Impurity€A. Thin-layer chromatography (2.2.27).
	Related substances. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 0.5€per cent, determined on 1.00€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Methylcellulose(3)
	Methylcellulosum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	◊Appearance of solution. The solution is not more opalescent than reference suspension III (2.2.1) and not more intensely colo
	pH (2.2.3): 5.0 to 8.0 for the solution prepared as described under Viscosity. 
	Viscosity: 80€per cent to 120€per cent of the nominal value for samples with a viscosity of less than 600€mPa·s (Method€1); 75€per cent to 140€per cent of the nominal value for samples with a viscosity of 600€mPa·s or higher (Method€2).
	Loss on drying (2.2.32): maximum 5.0€per cent, determined on 1.000€g by drying in an oven at 105€°C for 1€h.
	Sulfated ash (2.4.14): maximum 1.5€per cent, determined on 1.0€g.

	ASSAY
	LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity: see Tests.
	Degree of substitution: see Assay.◊


	Moxidectin for veterinary use
	Moxidectinum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€GY5 (2.2.2, Method€II).
	Related substances. Liquid chromatography (2.2.29).
	Heavy metals (2.4.8): maximum 20€ppm.
	Water (2.5.12): maximum 1.3€per cent, determined on 0.50€g.
	Sulfated ash (2.4.14): maximum 0.2€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES



	39-N-E
	toc
	Nitrofural
	Nitrofuralum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 5.0 to 7.0.
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES



	40-O-E
	toc
	Olmesartan medoxomil
	Olmesartanum medoxomilum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Acetone. Head-space gas chromatography (2.2.28): use the direct calibration method.
	Water (2.5.32): maximum 0.5€per cent, determined on 0.500€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	Oxybutynin hydrochloride
	Oxybutynini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 2.00€g in water€R and dilute to 20.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY5 (2.2.2, Method€II).
	Optical rotation (2.2.7): − 0.10° to + 0.10°, determined on solution S.
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 3.0€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES



	41-P-E
	toc
	Phenoxybenzamine hydrochloride
	Phenoxybenzamini hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in vacuo at a pressure not exceeding 0.7€kPa for 24€h.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES

	all-rac-Phytomenadione
	int-rac-Phytomenadionum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1).
	Optical rotation (2.2.7): − 0.05° to + 0.05°, measured at 25 °C.
	Acid value (2.5.1): maximum 2.0, determined on 2.00€g.
	Impurity€A. Thin-layer chromatography (2.2.27). Prepare the solutions immediately before use and protect from light.
	Related substances. Liquid chromatography (2.2.29). Prepare the solutions immediately before use and protect from light.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on€1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Potassium metabisulfite
	Kalii metabisulfis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g in carbon dioxide-free water€R and dilute to 100€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€I).
	pH (2.2.3): 3.0 to 4.5 for solution€S.
	Thiosulfates. To 2.00€g add 25€mL of a 42.5€g/L solution of sodium hydroxide€R and 75€mL of water€R. Shake until dissolved and add 10€mL of formaldehyde€R and 10€mL of acetic acid€R. After 5€min, titrate with 0.05€M iodine using 1€mL of starch solution€R.
	Iron: maximum 10€ppm.
	€
	Zinc: maximum 25€ppm.

	ASSAY
	STORAGE

	Povidone(1)
	Povidonum
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in carbon dioxide-free water€R and dilute to 20.0€mL with the same solvent. Add the substance to be examined to the water in small portions, stirring using a magnetic stirrer.
	Solution€S1. Dissolve 2.5€g in carbon dioxide-free water€R and dilute to 25€mL with the same solvent. Add the substance to be examined to the water in small portions, stirring using a magnetic stirrer.
	♦Appearance of solution. Solution S is clear (2.2.1) and not more intensely coloured than reference solution B6, BY6 or R6 (2.
	pH (2.2.3): 3.0 to 5.0 for solution€S, for povidone having a nominal K-value of not more than 30; 4.0 to 7.0 for solution€S, for povidone having a nominal K-value of more than 30.
	Viscosity, expressed as K-value. For povidone having a nominal value of 18 or less, use a 50.0€g/L solution. For povidone having a nominal value of more than 18 and not more than 95, use a 10.0€g/L solution. For povidone having a nominal value of more tha
	Aldehydes: maximum 500€ppm, expressed as acetaldehyde.
	Peroxides: maximum 400€ppm, expressed as H2O2.
	Formic acid. Liquid chromatography (2.2.29).
	Hydrazine. Thin-layer chromatography (2.2.27). Use freshly prepared solutions.
	Impurity€A. Liquid chromatography (2.2.29).
	Impurity€B. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 5.0€per cent, determined on 0.500€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	♦STORAGE
	LABELLING
	IMPURITIES
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Viscosity (2.2.9). Determine the dynamic viscosity using a capillary viscometer on a 10€per cent solution (dried substance) at 25€°C. Typical values are shown in Table€0685.-1.
	Molecular mass (see Viscosity, expressed as K-value). Typical values are shown in Table€0685.-1.
	Molecular mass (see Viscosity, expressed as K-value). Typical values are shown in Table€0685.-1.


	Pravastatin sodium
	Pravastatinum natricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.00€g in carbon dioxide-free water€R and dilute to 20.0€mL with the same solvent.
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2, Method€II).
	pH (2.2.3): 7.2 to 9.0 for solution€S.
	Specific optical rotation (2.2.7): +€153 to +€159 (anhydrous substance).
	Related substances. Liquid chromatography (2.2.29).
	Ethanol (2.4.24, System A): maximum 3.0€per cent.
	Water (2.5.12): maximum 4.0€per cent, determined on 0.500€g.

	ASSAY
	STORAGE
	IMPURITIES

	Propyl parahydroxybenzoate(2)
	Propylis parahydroxybenzoas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in ethanol (96€per cent)€R and dilute to 10€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2, Method€II).
	Acidity. To 2€mL of solution€S add 3€mL of ethanol (96€per cent)€R, 5€mL of carbon dioxide-free water€R and 0.1€mL of bromocresol green solution€R. Not more than 0.1€mL of 0.1€M sodium hydroxide is required to change the colour of the indicator to blue.
	Related substances. Liquid chromatography (2.2.29).
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES



	43-R-E
	toc
	Raltegravir chewable tablets
	Raltegraviri compressi masticabiles
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(1) (2.9.3, Apparatus 2).

	ASSAY
	IMPURITIES

	Raltegravir tablets
	Raltegraviri compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(2) (2.9.3, Apparatus€2). Use sinker devices.

	ASSAY
	IMPURITIES

	Regorafenib tablets
	Regorafenibi compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Impurity€A. Liquid chromatography (2.2.29). Carry out the test protected from light and store the solutions at 2-8€°C.
	Related substances. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Dissolution(3) (2.9.3, Apparatus€2). Carry out the test protected from light.

	ASSAY
	STORAGE
	IMPURITIES

	Riociguat tablets
	Riociguati compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(4) (2.9.3, Apparatus 2).

	ASSAY
	IMPURITIES

	Rivaroxaban tablets
	Rivaroxabani compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(5) (2.9.3, Apparatus 2).

	ASSAY
	IMPURITIES

	Rosuvastatin calcium
	Rosuvastatinum calcicum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Enantiomeric purity. Liquid chromatography€(2.2.29). Carry out the test protected from light.
	Impurity€L. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Related substances. Liquid chromatography (2.2.29). Carry out the test protected from light and prepare the solutions immediately before use.
	Water (2.5.12): maximum 6.1€per cent, determined on 0.100€g.

	ASSAY
	STORAGE
	IMPURITIES

	Rosuvastatin tablets
	Rosuvastatini compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29). Carry out the test protected from light and prepare the solutions immediately before use.
	Dissolution(6) (2.9.3, Apparatus 2). Carry out the test protected from light.

	ASSAY
	IMPURITIES



	44-S-E
	toc
	Salbutamol
	Salbutamolum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.50€g in methanol€R and dilute to 25.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY5 (2.2.2, Method€II).
	Optical rotation (2.2.7): − 0.10° to + 0.10°, determined on solution S.
	Related substances. Liquid chromatography (2.2.29).
	Impurity€J: maximum 0.2€per cent.
	Boron: maximum 50€ppm.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Salbutamol sulfate
	Salbutamoli sulfas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.250€g in carbon dioxide-free water€R and dilute to 25.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and not more intensely coloured than reference solution€BY6 (2.2.2, Method€II).
	Optical rotation (2.2.7): − 0.10° to + 0.10°, determined on solution S.
	Acidity or alkalinity. To 10€mL of solution€S add 0.15€mL of methyl red solution€R and 0.2€mL of 0.01€M sodium hydroxide. The solution is yellow. Not more than 0.4€mL of 0.01€M hydrochloric acid is required to change the colour of the indicator to red.
	Related substances. Liquid chromatography (2.2.29).
	Boron: maximum 50€ppm.
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Sertaconazole nitrate
	Sertaconazoli nitras
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€Y5 (2.2.2, Method€II).
	Related substances. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 1.0€per cent, determined on 0.500€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Sitagliptin tablets
	Sitagliptini compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Disintegration(1) (2.9.1).

	ASSAY
	IMPURITIES

	Sodium calcium edetate(2)
	Natrii calcii edetas
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	♦Solution S. Dissolve 5.0 g in water R and dilute to 100 mL with the same solvent.
	Appearance of solution. Solution S is clear (2.2.1) and colourless (2.2.2, Method II).♦
	pH (2.2.3): 6.5 to 8.0.
	♦Impurity A. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Disodium edetate: maximum 1.0€per cent.
	Chlorides: maximum 0.1€per cent.
	◊Iron (2.4.9): maximum 80 ppm.
	Water (2.5.12): 5.0€per cent to 13.0€per cent, determined on 0.200€g.

	ASSAY
	♦STORAGE
	IMPURITIES

	Sodium starch glycolate (type€A)(3)
	Carboxymethylamylum natricum€A
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S1. Centrifuge the suspension obtained in identification test€B at 2500€g for 10€min. Collect carefully the supernatant.
	Solution€S2. Place 2.5€g in a silica or platinum crucible and add 2€mL of a 500€g/L solution of sulfuric acid€R. Heat on a water-bath, then cautiously over a naked flame, raising the temperature progressively, then incinerate in a muffle furnace at 600€±€
	◊Appearance of solution S1. Solution S1 is clear (2.2.1) and colourless (2.2.2, Method II).◊
	pH (2.2.3): 5.5 to 7.5.
	Sodium glycolate: maximum 2.0€per cent. Carry out the test protected from light.
	Sodium chloride: maximum 7.0€per cent.
	Iron (2.4.9): maximum 20€ppm, determined on 10€mL of solution€S2.
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g by drying in an oven at 130€°C for 1.5€h.
	Microbial contamination

	ASSAY
	♦STORAGE
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Settling volume. Introduce 70€mL of water€R in a flask, add 1.0€g of the substance to be examined (dried substance) and stir with a glass rod so that no lumps remain. Transfer the suspension to a 100€mL graduated cylinder, rinse the walls of the flask wit
	Degree of substitution. Place 1.000€g (dried substance) in a 500€mL conical flask, add 300€mL of a 100€g/L solution of sodium chloride€R and 25.0€mL of 0.1€M sodium hydroxide, stopper the flask and allow to stand for 5€min, shaking occasionally. Add 0.05€
	Particle-size distribution (2.9.31 or 2.9.38).◊


	Sodium starch glycolate (type€B)(4)
	Carboxymethylamylum natricum B
	DEFINITION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S1. Centrifuge the suspension obtained in identification test€B at 2500€g for 10€min. Collect carefully the supernatant.
	Solution€S2. Place 2.5€g in a silica or platinum crucible and add 2€mL of a 500€g/L solution of sulfuric acid€R. Heat on a water-bath, then cautiously over a naked flame, raising the temperature progressively, and then incinerate in a muffle furnace at 60
	◊Appearance of solution S1. Solution S1 is clear (2.2.1) and colourless (2.2.2, Method II).◊
	pH (2.2.3): 3.0 to 5.0.
	Sodium glycolate: maximum 2.0€per cent. Carry out the test protected from light.
	Sodium chloride: maximum 7.0€per cent.
	Iron (2.4.9): maximum 20€ppm, determined on 10€mL of solution€S2.
	Loss on drying (2.2.32): maximum 10.0€per cent, determined on 1.000€g by drying in an oven at 130€°C for 1.5€h.
	Microbial contamination

	ASSAY
	♦STORAGE
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Settling volume. Introduce 70€mL of water€R in a flask, add 1.0€g of the substance to be examined (dried substance) and stir with a glass rod so that no lumps remain. Transfer the suspension to a 100€mL graduated cylinder, rinse the walls of the flask wit
	Degree of substitution. Place 1.000€g (dried substance) in a 500€mL conical flask, add 300€mL of a 100€g/L solution of sodium chloride€R and 25.0€mL of 0.1€M sodium hydroxide, stopper the flask and allow to stand for 5€min, shaking occasionally. Add 0.05€
	Particle-size distribution (2.9.31 or 2.9.38).◊


	Sodium stearate
	Natrii stearas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. To 10.0€g add 100€mL of peroxide-free ether€R and 80€mL of acetic acid€R. Boil under a reflux condenser until dissolution is complete. Allow to cool. In a separating funnel, separate the aqueous layer and shake the ether layer with 2 quantitie
	Acidity or alkalinity. Suspend 2.0€g in 50€mL of previously neutralised ethanol (96€per cent)€R. Heat under reflux to dissolve and add 3 drops of phenolphthalein solution€R; the solution is colourless. Not less than 0.60€mL and not more than 0.85€mL of 0.
	Chlorides (2.4.4): maximum 0.2€per cent.
	Sulfates (2.4.13): maximum 0.3€per cent.
	€
	Loss on drying (2.2.32): maximum 5.0€per cent.
	Microbial contamination

	ASSAY
	Sodium. Dissolve 0.250€g with gentle heating in a mixture of 5€mL of acetic anhydride€R and 20€mL of anhydrous acetic acid€R. Cool and add 20€mL of dioxan€R. Titrate with 0.1€M perchloric acid, determining the end-point potentiometrically (2.2.20).
	Stearic acid and palmitic acid. Gas chromatography (2.2.28): use the normalisation procedure.

	STORAGE

	Sodium sulfite
	Natrii sulfis
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 2.5€g in water€R and dilute to 50€mL with the same solvent.
	Solution€S1. To 5.0€g add 12.5€mL of water€R. Shake until mostly dissolved, carefully and progressively add 7.5€mL of hydrochloric acid€R and heat to boiling. Cool and dilute to 50.0€mL with water€R.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€I).
	Thiosulfates: maximum 0.1€per cent.
	Iron (2.4.9): maximum 10€ppm, determined on solution€S1.
	€
	Zinc: maximum 25€ppm.

	ASSAY

	Sodium sulfite heptahydrate
	Natrii sulfis heptahydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5€g in water€R and dilute to 50€mL with the same solvent.
	Solution€S1. To 10.0€g add 12.5€mL of water€R. Shake until mostly dissolved, carefully and progressively add 7.5€mL of hydrochloric acid€R and heat to boiling. Cool and dilute to 50.0€mL with water€R.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€I).
	Thiosulfates: maximum 0.05€per cent.
	Iron (2.4.9): maximum 5€ppm, determined on solution€S1.
	€
	Zinc: maximum 12€ppm.

	ASSAY

	Sorafenib tablets
	Sorafenibi compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29).
	Dissolution(5) (2.9.3, Apparatus€2).

	ASSAY
	IMPURITIES

	Starches, hydroxyethyl
	Amyla hydroxyethyla
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 5.0€g of the substance to be examined (dried substance) in carbon dioxide-free water€R and dilute to 100.0€mL with the same solvent.
	Appearance of solution. Solution€S is not more opalescent than reference suspension€II (2.2.1).
	pH (2.2.3): 4.5 to 7.0.
	Absorbance (2.2.25): maximum 0.025, determined at 400€nm on solution€S filtered through a 0.2€µm filter.
	Molecular weight (Mw) and molecular weight distribution. Size-exclusion chromatography (2.2.30).
	C2/C6 ratio. Gas chromatography (2.2.28).
	Molar substitution (MS). Gas chromatography (2.2.28).
	Ethylene glycol. Liquid chromatography (2.2.29).
	2-Chloroethanol. Gas chromatography (2.2.28).
	Ethylene oxide. Head-space gas chromatography (2.2.28).
	Sodium chloride: maximum 0.1€per cent.
	Loss on drying (2.2.32): maximum 15.0€per cent, determined on 1.000€g by drying at 105€°C.
	Bacterial endotoxins (2.6.14): less than 2.5€IU/g.
	Microbial contamination

	LABELLING

	Sulfadimethoxine
	Sulfadimethoxinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Acidity. Suspend 0.5€g in 25€mL of carbon dioxide-free water€R. Heat the suspension at 70€°C for 5€min, cool quickly to room temperature and filter. Not more than 0.1€mL of 0.1€M sodium hydroxide is required to reach pH€7.0.
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Sulfadimethoxine sodium for veterinary use
	Sulfadimethoxinum natricum ad usum veterinarium
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€BY5 (2.2.2, Method€II).
	pH (2.2.3): 8.5 to 10.0.
	Related substances. Liquid chromatography (2.2.29).
	Heavy metals (2.4.8): maximum 20€ppm.
	Water (2.5.12): maximum 5.0€per cent, determined on 0.200€g.

	ASSAY
	STORAGE
	IMPURITIES



	45-T-E
	toc
	Talc(1)
	Talcum
	DEFINITION
	♦PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S1. Weigh 10.0€g into a conical flask fitted with a reflux condenser, gradually add 50€mL of 0.5€M hydrochloric acid while stirring and heat on a water-bath for 30€min. Allow to cool. Transfer the mixture to a beaker and allow the undissolved mat
	Solution€S2. Perchlorates mixed with heavy metals are known to be explosive. Take proper precautions while performing this procedure. Weigh 0.5€g in a 100€mL polytetrafluoroethylene dish, add 5€mL of hydrochloric acid€R, 5€mL of lead-free nitric acid€R an
	Acidity or alkalinity. Boil 2.5€g with 50€mL of carbon dioxide-free water€R under reflux. Filter in vacuo. To 10€mL of the filtrate add 0.1€mL of bromothymol blue solution€R1; not more than 0.4€mL of 0.01€M hydrochloric acid is required to change the colo
	♦Water-soluble substances: maximum 0.2 per cent.
	Aluminium: maximum 2.0€per cent.
	Calcium: maximum 0.9€per cent.
	Iron: maximum 0.25€per cent.
	Lead: maximum 10€ppm.
	Magnesium: 17.0€per cent to 19.5€per cent.
	Loss on ignition: maximum 7.0€per cent, determined on 1.00€g by ignition to constant weight at 1050-1100€°C.
	♦Microbial contamination

	LABELLING
	◊FUNCTIONALITY-RELATED CHARACTERISTICS
	Particle-size distribution (2.9.31).
	Specific surface area (2.9.26).◊


	Terazosin hydrochloride dihydrate
	Terazosini hydrochloridum dihydricum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.00€g in carbon dioxide-free water€R and dilute to 50.0€mL with the same solvent.
	Appearance of solution. The solution is clear (2.2.1) and not more intensely coloured than reference solution€Y7 (2.2.2, Method€II).
	pH (2.2.3): 3.0 to€5.0 for solution€S.
	Related substances. Liquid chromatography (2.2.29). 
	Water (2.5.12): 7.0€per cent to 8.6€per cent, determined on 0.200€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Ticagrelor tablets
	Ticagrelori compressi
	DEFINITION
	IDENTIFICATION
	TESTS
	Related substances. Liquid chromatography (2.2.29). Carry out the test protected from light.
	Dissolution(2) (2.9.3, Apparatus€2).

	ASSAY
	IMPURITIES

	Tigecycline
	Tigecyclinum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 7.7 to 8.2.
	Impurity€D. Liquid chromatography (2.2.29) as described in the test for related substances with the following modifications.
	Related substances. Liquid chromatography (2.2.29). Carry out the test protected from light. Store the solutions at 2-8€°C and use them within 12€h.
	Water (2.5.32): maximum 2.5€per cent, determined on 60.0€mg using the evaporation technique at 90€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	LABELLING
	IMPURITIES

	Tobramycin
	Tobramycinum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 9.0 to 11.0.
	Specific optical rotation (2.2.7): +€138 to +€148 (anhydrous substance).
	Related substances. Liquid chromatography (2.2.29).
	2-Methyl-1-propanol (2.4.24, System€B): maximum 1.0€per cent€m/m.
	Water (2.5.12): maximum 8.0€per cent, determined on 0.30€g.
	Sulfated ash (2.4.14): maximum 0.3€per cent, determined on 1.0€g.
	Bacterial endotoxins (2.6.14): less than 2.0€IU/mg, if intended for use in the manufacture of parenteral preparations without a further appropriate procedure for the removal of bacterial endotoxins.

	ASSAY
	STORAGE
	IMPURITIES

	RRR-α-Tocopheryl hydrogen succinate
	RRR-α-Tocopherylis hydrogenosuccinas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Absorbance (2.2.25).
	Acid value (2.5.1): 101 to 108, determined on 1.00€g.
	Free tocopherol: maximum 1.0€per cent.
	Related substances. The thresholds indicated under Related substances (Table 2034.-1) in the general monograph Substances for pharmaceutical use (2034) do not apply.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE

	Trazodone hydrochloride
	Trazodoni hydrochloridum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 3.9 to 4.5.
	Related substances. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 0.5€per cent, determined on 0.400€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	IMPURITIES



	47-V-E
	toc
	Valsartan
	Valsartanum
	DEFINITION
	PRODUCTION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Enantiomeric purity. Liquid chromatography (2.2.29).
	Related substances. Liquid chromatography (2.2.29).
	Water (2.5.12): maximum 2.0€per cent, determined on 0.500€g.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES

	Verapamil hydrochloride
	Verapamili hydrochloridum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 1.0€g in carbon dioxide-free water€R with gentle heating and dilute to 20.0€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	pH (2.2.3): 4.5 to 6.0 for solution€S.
	Optical rotation (2.2.7): − 0.10° to + 0.10°, determined on solution S.
	Related substances. Liquid chromatography (2.2.29).
	Loss on drying (2.2.32): maximum 0.5€per cent, determined on 1.000€g by drying in an oven at 105€°C.
	Sulfated ash (2.4.14): maximum 0.1€per cent, determined on 1.0€g.

	ASSAY
	STORAGE
	IMPURITIES



	48-W-E
	toc
	Wheat starch(1)
	Tritici amylum
	DEFINITION
	◊PRODUCTION
	♦CHARACTERS
	IDENTIFICATION
	TESTS
	pH (2.2.3): 4.5 to 7.0.
	◊Foreign matter. Examined under a microscope using a 50 per cent V/V solution of glycerol R, not more than traces of matter ot
	Total protein: maximum 0.3€per cent (corresponding to 0.048€per cent of nitrogen).
	Oxidising substances (2.5.30): maximum 20€ppm, calculated as H2O2.
	Sulfur dioxide (2.5.29): maximum 50€ppm.
	Iron (2.4.9): maximum 10€ppm.
	Loss on drying (2.2.32): maximum 15.0€per cent, determined on 1.000€g by drying in an oven at 130€°C for 90€min.
	Sulfated ash (2.4.14): maximum 0.6€per cent, determined on 1.0€g.
	Microbial contamination

	◊LABELLING



	51-Z-E
	toc
	Zinc acetate dihydrate
	Zinci acetas dihydricus
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 10.0€g in carbon dioxide-free water€R prepared from distilled water€R and dilute to 100€mL with the same solvent.
	Appearance of solution. Solution€S is clear (2.2.1) and colourless (2.2.2, Method€II).
	pH (2.2.3): 5.8 to 7.0.
	Reducing substances. Boil for 5€min a mixture of 10€mL of solution€S, 90€mL of water€R, 5€mL of dilute sulfuric acid€R and 1.5€mL of a 0.3€g/L solution of potassium permanganate€R. The pink colour of the solution remains.
	Chlorides (2.4.4): maximum 50€ppm.
	Sulfates (2.4.13): maximum 100€ppm, determined on solution€S.
	Aluminium: maximum 5€ppm.
	Cadmium: maximum 1€ppm.
	Iron: maximum 50€ppm.
	Lead: maximum 1€ppm.

	ASSAY
	STORAGE

	Zinc gluconate
	Zinci gluconas
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Solution€S. Dissolve 0.50€g in water€R and dilute to 25€mL with the same solvent.
	Appearance of solution. Solution€S is not more opalescent than reference suspension€II (2.2.1) and not more intensely coloured than reference solution€Y6 (2.2.2, Method€II).
	Sucrose and reducing sugars. Dissolve 0.5€g in a mixture of 2€mL of hydrochloric acid€R1 and 10€mL of water€R. Boil for 5€min, allow to cool, add 10€mL of sodium carbonate solution€R and allow to stand for 10€min. Dilute to 25€mL with water€R and filter. 
	Chlorides (2.4.4): maximum 500€ppm.
	Sulfates (2.4.13): maximum 500€ppm.
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Water (2.5.32): maximum 12.0€per cent, determined on 80.0€mg.
	€

	ASSAY
	STORAGE

	Zinc oxide
	Zinci oxidum
	DEFINITION
	CHARACTERS
	IDENTIFICATION
	TESTS
	Alkalinity. Shake 1.0€g with 10€mL of boiling water€R. Add 0.1€mL of phenolphthalein solution€R and filter. If the filtrate is red, not more than 0.3€mL of 0.1€M hydrochloric acid is required to change the colour of the indicator.
	Carbonates and substances insoluble in acids. Dissolve 1.0€g in 15€mL of dilute hydrochloric acid€R. It dissolves without effervescence and the solution is not more opalescent than reference suspension€II (2.2.1) and is colourless (2.2.2, Method€II).
	Elemental impurities. Any method that fulfils the requirements of general chapter 2.4.20. Determination of elemental impurities may be used.
	€
	Iron (2.4.9): maximum 200€ppm.
	€
	Loss on ignition: maximum 1.0€per cent, determined on 1.00€g by ignition to constant mass at 500€±€50€°C.

	ASSAY
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