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Flow Chart: Identification of Herbal Extracts1

(this does not replace the need to comply with relevant statutory requirements)

NOYES

Options available

Is there an applicable BP monograph for the extract ?

What identification testing needs to be performed on a
herbal extract1 prior to production ?

1 For the purposes of this flow chart, tinctures, expressed juices and exudates are also included in this definition.
2 National Pharmacopoeias include the European, United States (of America), Chinese, German, Indian, Japanese etc.  The
pharmacopoeias must be issued by or endorsed by the relevant government authority.  (Note that the word ‘pharmacopoeia’ in the
title of a text does not mean it is a government-endorsed text). Sponsors should contact the Office of Complementary Medicines
(OCM) if they are unsure as to the suitability of a pharmacopoeia.
3 A herb evaluated and certified by a suitably qualified person.  NB. The morphological examination must be performed by a person
qualified in the field of botanical authentication.  Qualified persons may or may not be independent of the manufacturer.

Comparison against a
another literature source
would be acceptable if:
-  the source describes

the authenticated
specimen; and

-  it clearly states that
the identification tests
in the literature source
were performed on an
authenticated
specimen; and

-  the extraction process
used to obtain the
extract from the
authenticated herb in
the literature source
matches that used to
obtain the
consignment extract.

Compliance with all
identification tests in the
relevant BP monograph

(including, where
relevant, organoleptic,
chemical and physical

tests) is required.

Comparison against a
non-BP literature

source.

Chromatographic
comparison against
a reference extract.

Chromatographic
comparison against an

authenticated
reference specimen3.

An authenticated herb
may be used for a
chromatographic
comparison if the

results of the
comparison indicate
that the extraction

process applied to the
reference herb has

reproduced the
manufacturing

process used on the
consignment of

extract.

NB. An extract
identified in this way
can be designated as a

in-house reference
extract for

identification
purposes.

There must be
documentation

tracing the
reference extract

back to an
authenticated

reference
specimen3.

Comparison against a
(current edition of a)

National
Pharmacopoeia2

which contains a
monograph for the

extract.

The National
Pharmacopoeia2 must

also contain a
monograph for the

herbal raw material.

Compliance with all
identification tests in

the relevant
monograph

(including, where
relevant, organoleptic,
chemical and physical

tests) is required.

Options available


