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Annex 7 JRX

The “starting material” in the manufacture of an
herbal medicinal productl can be a medicinal
plant, an herbal substance2 or an herbal
preparationl. The herbal substance should be
of suitable quality and supporting data should
be provided to the manufacturer of the herbal
preparation/herbal medicinal product. Ensuring
consistent quality of the herbal substance may
require more detailed information on its
agricultural production. The selection of seeds,
cultivation and harvesting conditions represent
important aspects of the quality of the herbal
substance and can influence the consistency of
the finished product. Recommendations on an
appropriate quality assurance system for good
agricultural and collection practice are
provided in national or international guidance
documents on Good Agricultural and Collection
Practice for starting materials of herbal origin3.
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Manufacturers should ensure that
these steps are carried out in
accordance with the marketing

authorisation / registration. For those
initial steps that take place in the
field, as justified in the marketing
authorisation / registration, the
national or international standards of
Good Agricultural and  Collection
Practice for starting materials of herbal
origin (GACP)# are applicable. GMP is
applicable to further cutting and
drying steps.
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7. Herbal medicinal product manufacturers
must ensure that they use only herbal
starting materials manufactured in
accordance with GMP and the Marketing
Authorisation  dossier. Comprehensive
documentation on audits of the herbal
starting material suppliers carried out by,
or on behalf of the herbal medicinal
product manufacturer should be made
available. Audit trails for the active
substance are fundamental to the quality
of the starting material. The manufacturer
should verify, where appropriate, whether
the suppliers of the herbal substance /
preparation are in compliance with Good
Agricultural and Collection Practice5 and —
if not — apply appropriate controls in line
with Quality Risk Management (QRM).
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8. To fulfil the specification
requirements described in the
basic requirements of the
Guide(Chapter4),documentation
for  herbal substances /
preparations should include:

> the binomial scientific name
of plant (genus, species,
subspecies / variety and author
(e.g. Linnaeus); other relevant

8. HARSAU(AZE)TOERH
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WAL ELGEREEZ®-T
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information such as the cultivar BSEIEHRERT

name and the chemo type

should also be provided, as

appropriate;

>details of the source of the >1E¥IDHIGTDEEH

plant (country or region of
origin and where applicable,
cultivation, time of harvesting,
collection procedures, possible

pesticides used, possible
radioactive contamination,
etc.);

> which part(s) of the plant
is/are used;

> when a dried plant is used,
the drying system should be
specified;
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