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Herbal substances

a) Definition: botanical source, part used and its state (e.¢. whole,reduced, powdered,
fresh, dry).

b) Characters: organoleptic character(s) and the macroscopic and microscopic botanical
characters

c) Identification: Identification tests (Macroscopical , Microscopical , Chromatographic
procedures, Chemical reactions.)

d) Tests: Foreign matter, Total ash, Particle size ,Water content,Contaminants: -
Inorganic impurities, toxic (heavy) metals,— Microbial limits,— Mycotoxins (aflatoxins),—
Pesticides, Fumigation agents, etc. Other appropriate tests(e.g. swelling index)

e) Assay: constituents of known therapeutic activity or with active markers, assays of
their content are required with details of the analytical procedure. Where possible, a
specific, stability-indicating procedure should be included to determine the content of the
herbal substance. In the case of herbal substances where the constituents responsible for
the therapeutic activity are unknown, assays of analytical markers or other justified
determinations are required.



Herbal preparations

a) Definition: a statement of the botanical source, and the type of preparation. The ratio of the herbal
substance to the genuine herbal preparation must be stated.

b) Characters: a qualitative statement about the organoleptic characters of the herbal preparation
where characteristic.

c) ldentification: Identification tests should be specific for the herbal preparation, and optimally should
be discriminatory with regard to substitutes/adulterants that are likely to occur. Identification solely by
chromatographic retention time, for example, is not regarded as being specific; however, a
combination of chromatographic tests (e.g. HPLC and TLC-densitometry) or a combination of tests into a
single procedure, such as HPLC/UV-diode array, HPLC/MS, or GC/MS may be acceptabled

d) Tests: Water content, Impurities - Residual solvents,- Inorganic impurities, toxic (heavy) metals,

- Microbial limits,- Mycotoxins,- Pesticides, Fumigation agents, etc.

e) Assay: In the case of herbal preparations with constituents of known therapeutic activity or with active markers,
assays of their content are required with details of the analytical procedure. A combination of the assay and a suitable test
for identification (e.g. fingerprint chromatography) can be used. In the case of herbal preparations where constituents of
known therapeutic activity or active markers are not known, assays of analytical markers or other justified

determinations are required. The appropriateness of the choice of marker should be justified.
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