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General chapters of the Ph. Eur. supporting 
HOM chemical monographs (HOM + Vol 2&3)

• 2.2     Physical and physicochemical 
methods (ex. loss on drying)

• 2.3.1 Identification reactions of ions 
and functional groups (ex. magnesium)

• 2.4     Limit tests (chlorides, sulfates, 
aluminium, iron, etc)

• 2.9 Pharmeceutical technical 
procedures (ex. ethanol content)

• 5.1 General texts on microbiology 
(ex. microbiological quality, viral safety)
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General monographs of the Ph. Eur. 
supporting HOM monographs

• Pharmaceutical preparations
(2619)

Viral safety 5.1.7 and TSE 5.2.8 
(biologicals)
PRODUCTION: ref. to General monograph
Microbiological quality (5.1.4. & 5.1.1)
Containers 3.1 & 3.2.
TESTS/ASSAY/LABELLING & STORAGE

• Homoeopathic preparations
(1038)
DEFINITION: Raw materials, Vehicles, 
Stocks, Potentisation, Dosage forms and 
Manufacturing methods (2371) - Table 
1038.-1

• Herbal drug FHP (2045) 

• Mother tincture FHP (2029)

• Substances for 
pharmaceutical use 

(2034) 
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ALL HOM preparations Inorganics (non-HOM  Chap)

Herbals PPH

• Mother tincture FHP (2029)

Biological PPH
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Individual INC monographs

• Title

• Relative atomic and molecular masses

• CAS registry number

• Definition

• Production (mandatory for manufacturer)

• Potential adulteration (fraudulent activities)

• Characters (for information only)
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Individual INC monographs

• Identification

• Tests

• Assay

• Storage (information and recommendation, but competent 
authority may make it mandatory)

• Labelling

• Impurities – transparency list

• Functionality-related characteristics (not mandatory)        
→ Excipients monographs
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http://online6.edqm.eu/ep901/
NetisUtils/srvrutil_getdoc.asp
x/2L34qC3anEJ5SNqDlTcLo
S65dPNDVHIveT6q0/key_E.p
df?ts=0waGdJZv69zedmZKX
-
CCKzWZtDWaqiye~JUeO0E
K3hkd~qF2nDbe-
nXzH&sid=a10f8b29

Available 
Ph. Eur. 
online
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Further information provided 
on Knowledge database

(http://www.edqm.eu/en/Knowledg
e-Database-707.html)

Identification tests

Characters
Section for information 

e.g. appearance, solubility

Official definition
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Reagent described 
in the Ph.Eur.: dilute acetic acid R

Tests

Vertical/horizontal line where a part 
of the text has been 
modified/deleted.

Assay

Reference to general Chapters: 2.5.11

Foot note French (or 
English) title

Homoeopathy part

Reference to the General Notices

Key to monographs
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- Molecular (and graphic) formulae

- Relative atomic or molecular 
mass

- CAS number

English (or French) title
and foot note
Latin subtitle

Version date & text reference number

TITLE 
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INNs used almost universally 

Includes degree of hydration

 «x hydrate»: if well-defined form (x = hemi, mono, 
di, tri, tetra, etc)

 «hydrate»: if a mixture of hydrates

Monograph number 
unique



DEFINITION

• Chemical nomenclature

• Assay limits
 Content expressed on anhydrous or dried basis 

 Solvent-free substance is implied, even where not stated 

(see Substances for Pharmaceutical Use, Residual solvents)
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 Volumetric titration: usually 99.0% to 101.0 % (cf Technical guide)
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CHARACTERS

 Physical properties may be mentioned (melting point, density)

 See also chapter 5.11: Characters section in monographs

(methods to determine hygroscopicity, crystallinity, solubility)

 Not analytical requirement

 Useful information for the analyst
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IDENTIFICATION

2nd identification →usually less sophisticated; 

may be performed in pharmacies (not performed by manufacturers)

First and Second identifications → defined in General Notices

Sometimes cross-reference to “Tests”

Reference to Water/ Loss on drying (applicable for a hydrate)

1st identification alone → always sufficient

2nd identification → never mandatory
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TESTS
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TESTS (cont.)

ASSAY
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Often Unspecific but precise assay (titration)
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STORAGE
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Not mantadory section

Storage of the product

→ to ensure compliance with the 

monographs 

Conventional expressions 

→ defined in the General Notices
(e. g. in an airtight container, protected 

from light)

Competent authority 

decides on storage 

→ may decide to make it mandatory
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LABELLING
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Covered by national and 

international regulations

Labelling items needed for the 

application of monographs, 

e.g. nominal values (especially excipients)

Informational items or 

recommendations included

Information provided with the 

product included in “labelling”: 

package, leaflet, certificate of analysis
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FUNCTIONALITY-RELATED 

CHARACTERISTICS (FRCs)
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Tests are linked to use 

(lubricant, tablet compression, etc.)

Described in monographs on Excipients

Section is not mandatory

Provides information on important parameters 

→ Chapter on FRCs 5.15
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• Characteristics may be relevant for anhydrous calcium hydrogen 
phosphate used as filler in tablets and capsules.

• Particle-size distribution (2.9.31 or 2.9.38).
• Bulk and tapped density (2.9.34).
• Powder flow (2.9.36).

Calcium sulphate
dihydrate (0982)

Technical Guides
Download for free the latest technical guides

C. Lang, 2016, © EDQM, Council of Europe. All rights reserved.

https://www.edqm.eu/en/technical-guides-589.html
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Take home messages
 Complementarity of individual and general monographs/chapters
 2619 Pharmaceutical preparations, 2034 Substances for 

Pharmaceutical use, etc
 5.4 Residual solvants, etc
 2.2.46 Chromatographic separation techniques, etc

 Not mandatory sections: Characters, Storage, FRC

 Chemical monographs used for homoeopathy only : individual
monograph in Ph. Eur. HOM part ;

 Chemical monographs used for allopathy only OR for allopathy & 
homoeopathy:  individual monograph in Ph. Eur. Volumes 2&3.
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