ConPhyMP checklist of items for conducting and reporting analytical
methods (relevant for extract type A)

Section/ Item | Checklist items Yes/ No/Not | Page no., if
Topic no. applicable any
Type of 1 A — Confirm that this species or botanical drug is covered
extract in a monograph in one of the national or regional
pharmacopoeias.

Preferred/ | 2 Compliance with pharmacopoeial standards to be
main followed:
methods
for extract (a) The description of the active ingredients in the
characteri botanical drug (if known) or analytical marker
sation/ compounds as defined.
chemical
analysis (b) An analysis as defined in the monograph is needed

if the extract has not been supplied with a

certificate.

(c)If the preparation was purchased, the
manufacturer and certificate of analysis need to be
included.

Including either the preferred or alternative approaches
for characterisation:

(a) Triple chemical fingerprinting methods, each with
one or more detection parameters.

(b) Quantification of at least two marker compounds
(unless this is not feasible (evidence needs to be
provided), and justification of the choice of
markers (if applicable).

Alternativ | 3 (a) Single chemical fingerprinting methods with at
e methods least three different detection parameters (i.e.,
for extract altered detection parameters, like TLC/HPTLC with
characteri different derivatization conditions, HPLC-DAD/LC-
sation/che DAD with different wavelengths). The same applies
mical to coupling MS or NMR to chromatographic
analysis techniques.

(b) Quantification of at least two marker compounds
(unless this is not feasible (evidence needs to be
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provided), and justification of the choice of
markers (if applicable).

Use of 4 (a) Direct overlay of the chromatogram of the sample
reference with that of the official individual reference
standards standards of the marker compounds.

(b) Chromatographic fingerprinting: Direct overlay of
the chromatogram of the sample with that of
official reference standards of the powdered plant
material or the dry extract from the plant material.

Compariso | 5 (@Q)Direct comparison of the
n of chromatographic/spectroscopic system and/or
different scoring system for “similarity” to be followed.
extracts/
samples of
the same
plants
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