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Most important General Chapters for
HOM texts (non exhaustive list)

-Foreign matter (2.8.2) 1 PhEur 9th Edition 2017 (9.1) ~
) . =[] European Pharmacopoeia 9 1
*Water (2.2.13) ; Relative density (2.2.5) = ] 00 Introduction

- [] 01 General nofices

*Gas chromatography (2.2.28) and liquid chromatography (2.2.29)
Loss on drying (2.2.32) ; Total ash (2.4.16) ; Heavy metals (2.4.27)
*Ash insoluble in hydrochloric acid (2.8.1) ; Swelling index (2.8.4)
+Pesticides (2.8.13)
*Bitterness value (2.8.15) ; Dry residue (2.8.16)

- 1 10 Radiopharmaceutical
*Aflatoxin B1 (2.8.18), Ochratoxin A (2.8.22) X ";"j’f;"’f
+Ethanol content (2.9.10) : Methanol and 2-propanol (2.9.11)
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- [] 03 Materials and Containers
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7 [ 12 Herbal Drugs v

+Microbiological quality of non-sterile pharmaceutical preparations and substances for
pharmaceutical use (5.1.4)
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When to require a test for loss
on drying (2.2.32) or for water (2.2.13) ?
The

e states on
page 15:

"For herbal drugs containing more than 10 mL/kg (1
per cent) of essential oil, the determination of water
by distillation (2.2.13) is carried out instead of the test

or loss on drying. The degree of size reduction of the
drug or the fineness of the powder using a sieve
number (2.1.4) is indicated if required."

Guide for the elaboration of monographs on
homoeopathic preparations (2013)

Guide

for the elaboration
of monographs on

homoeopathic
preparations

https.//www.edgm.eu/medias/fichiers/new gui \
de for the elaboration of monographs on h
omoeopathic preparations edition 2013.pdf
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General Monographs (HOM)

General and Specific monographs
ALL APIs, excipients, finished products

General
monographs

Individual

monographs

Homoeopathic preparations (1038)

DEFINITION: are prepared from substances, products or preparations
called stocks, in accordance with a homoeopathic manufacturing
procedure

Raw materials: natural or synthetic origin ; TSE and Viral safety (5.1.7)
| Ref. Herbal drug PPH (2045) |

Vehicles: excipients used for the preparation of certain stocks or for the
potentisation process (for ex. purified water, ethanol)
| Ref. Mother tincture PPH (2029) |

Stocks: starting materials for the production of homoeopathic
preparations

Potentisation: usually decimal or centesimal

vith any relevant dosage form monograph in the




Herbal drugs for homoeopathic preparations (2045)

DEFINITION: mainly whole plants or parts of plants, fragmented or
broken - include algae, fungi or lichens - usually in fresh form

PRODUCTION: cultivated or wild plants ; suitable collection,
cultivation, harvesting, sorting, drying, fragmentation and storage
conditions ; free from impurities such as soil, dust, dirt and other
contaminants such as fungal, insect and other animal contaminants
; Adequate measures have to be taken in order to ensure the
microbiological quality (5.7.4)

IDENTIFICATION: macroscopic + where necessary microscopic and
others (for example, thin-layer chromatography)

TESTS

applicable, appropriate method

Mother tinctures for homoeopathic preparations (2029)

DEFINITION: liquid preparations obtained by the solvent action of a
suitable vehicle upon raw materials (fresh form but may be dried),
from plant juices, with or without the addition of a vehicle

PRODUCTION: maceration, percolation, digestion, infusion,
decoction, fermentation or as described in the individual
monographs - When contains ethanol, tested for 2-propanol
(2.9.11), maximum limit of 0.05 per cent V/V

CHARACTERS: appearance, odour

IDENTIFICATION: at least 1 chromatographic Id
TESTS

ASSAY: where applicable, assay with quantitative limits

ight, maximum storage temperature.




Herbal drugs for homoeopathic

wests  preparations (2045)

The tests for foreign matter and loss on drying should be performe
Foreign matter (2.5.2). Where a fresh plant is used as a starfing r
maximum content of foreign matter is indicated in the individual m¢
Where a dried plant is used as a starting material for the manufact
content of foreign matter is not more than 2 per cent m/m. unless ¢
Adulteration. A specific appropriate test may apply to herbal drug
Loss on drying (2.2.32). Carry out a test for loss on drying on drie
If a fresh plant is processed more than 24 h after harvesting, a tes!
Water (2.2.13). A determination of water is carried out on herbal d
Pesticides (2.8.13). Herbal drugs for homoeopathic preparations ¢

necessary the preparation in which the plant might be used and, w
performed on the mother tincture according to the requirements of

If appropriate, herbal drugs for homoeopathic preparations comply
Total ash (2.4 16).

Bitterness value (2.8.15)

Heavy metals (2.4.27). Unless otherwise stated in an individual m
— cadmium: maximum 1.0 ppm;

— lead: maximum 5.0 ppm;

— mercury: maximum 0.1 ppm

Mother tinctures for
homoeopathic preparations
(2029)

TESTS

The limits in an individual monograph are set to include official n
If the test for relative density is carried out, the test for ethanol n
Relative density (2.2.5). The mother tincture for homoeopathic
Ethanol (2.9.10). The ethanol content complies with that prescri
Methanol (2.9.11): maximum 0.05 per cent V/V», unless otherw
Dry residue (2.8 16). Where applicable, the mother tincture for

Pesticides (2.5.13). Where applicable, the mother tincture for h
Justification is provided in cases where the test for pesticides is
preparations (2045). Limits are set, taking into consideration the
setting these limits.

Heavy metals (2.4.27). Justification is provided in cases where
drugs for hor (2045). Limits are set, taki
taken into account when setting these limits.

If required by the competent authority, suitable limits for the con

+Aflatoxin B, (2.8.18). Where appropriate, limits for aflatoxins n
taking into consideration the nature and the origin of the herbal ¢

If justified by the nature or origin of the herbal drug or if required by

No cross-reference in individual
monographs

Where justified, the test for heavy metals may be performed on the
Aflatoxin B, (2.8.13). Where appropriate, limits for aflatoxins may

| Ochratoxin A (2.3 22} Where appropriate, a limit for ochratexin A

COUNCIL OF EUROPE
Q”/l/ P
« (&

CONSEIL DE LEUROPE

Complementarity

“General monographs apply to all substances and preparations
within the scope of the Definition section of the general
monograph, except where a preamble limits the application, for
example to substances and preparations that are the subject of a
monograph of the pharmacopoeia.” General notices

“General monographs and individual monographs are
complementary. If the provisions of a general monograph do not
apply to a particular product, this is expressly stated in the
individual monograph.” General notices

No cross-reference in individual monographs
= Example: test for foreign matter
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Example. test for foreign matter
Herbal drugs for homoeopathic preparations (2045)

TESTS

The tests for foreign matter and loss on drying should be
performed before any further processing of the fresh plant.
‘ Foreign matter (2.8.2). Where a fresh plant is used as a
starting material for the manufacture of homoeopathic
preparations, the content of foreign matter is as low as
possible; if necessary, the maximum content of foreign matter
is indicated in the individual monograph.
‘Where a dried plant is used as a starting material for the
manufacture of homoeopathic preparations, carry out a
test for foreign matter, unless otherwise prescribed in the
individual monograph. The content of foreign matter is not
more than 2 per cent m/m, unless otherwise prescribed or
justified and authorised.
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Example: test for foreign matter

Hyoscyamus for homoeobathic preparations (2091)

Foreign matter (2.8.2): if required by the competent authority, + 2 per cent
maximum 5 per cent.

Ignatia for homoeopathic preparations (2513)
TESTS

CAUTION: when the powdered herbal drug (710) (2.9.12)
is used, take the necessary precautions as indicated under

Identification B. * 2 per cent

Foreign matter (2.8.2): maximum 1.0 per cent.

If the requirement for a specific herbal drug is maximum 2 per cent
as stated in the general monograph on Herbal drugs for
homoeopathic preparations (2045), then nothing is stated in
the individual monograph. The test must nevertheless be
done and the limit is 2 per cent. If the requirement is
different, it is stated in the individual monograph.
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Individual Monographs (HOM)

General and Specific monographs
ALL APIs, excipients, finished products

General
monographs

Individual

monographs

Individual Herbal monographs

N
o Title
e Foot note giving the French/English title
J
N
e Definition of the herbal drug
J
=

e Characters (for information only)




Individual herbal monographs

~
e Identification (macroscopic, microscopic, TLC)
e Dried herbal drug — illustration
J
N
e Tests (Foreign matter, Loss on drying, adulteration, etc)
o Assay
J
B
e Mother tincture part

Individual Herbal monographs

. . R
eDefinition of the Mother tincture
eProduction (reference to methods of preparation see 2371)
eCharacters (for information only) y
o Identification (chemical reactions, chromatography) B
o Tests (relative density, ethanol, methanol, dry residue)
e Assay |

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

e Labelling




IGNATIA FOR HOMOEOPATHIC
PREPARATIONS=

| Ignatia for homoeopathic preparations |

TITLES & foot note For dried herbal

drugs, anillustration
is included in the Ph. Eur.
Monograph (same for other
herbal drugs monographs).
Furthermore the
statements “(dried drug)”
or “(anhydrous drug)”
imply that the monograph
prescribes respectively a
test for loss on drying
(2.2.32) or a determination
of water by distillation
(2.2.13).

DEFINITION: defines the
scope of the monograph for the
herbal drug (a reference to an
existing Ph Eur may replace this
part), ie the state of the dried
herbal drug (whole, fragmented,
broken, peeled, dried), the
complete scientific name of the
plant, the part(s), harvesting time,
stage of growth, etc (two different
harvesting times may be of these & umuall
described as for Bryonia (2838))

Strychnos ignatii ad praeparationes
‘homoeopathicas

DEFINITION
Dried, ripe seed of Strychnos ignatii P Bergius.
Content: minimum 1.80 per cent for e sum of the conte
Lrucine (ot o005 B 394.5) and strychaine (G,
14, 330.4), of which minimum €5 per cent coneists o
strychaine (dried drug)

IDENTIFICATION
A The sced i grey. brown and dull. up 10 3 cm long asd

Figare 25131 - Illstration for entiication test B of
powdered herbal drug of Igmatia

the centre and is sbout 10- ISmmlnn‘_ ha
Cotyledon. C This hmémm.,wv-m

Exemple: Hydrastis

AL BEEEEESRE. canadensis FHP (2500):

Wash the herbal drug rapidly in cold wates and centrifuge. Use the supernataat .
IDENTIFICATION Mi::::&:mwmmtxm“ prinie Ay section replaced by a
A B, C Erer QGRS el g el Pl T el e -0 o T e reference to herbal drug

licroscopic examination (282 powder is te R (210

e e sl i w-m il phas omceerte smmans B, mthunal , monograph Goldenseal

e eﬂdmplﬂl[DLﬁm methylens chleride R (1555 VIVIVY; we the lower lopec. .

nr.na_‘m..‘[ o th Application: 10 . for 5 L] as bands. rhizome (1 831)

d...n.a.. E&Lmhmmn Developescnt: over & path of 15 cra [o¢ 6 cm].

T1:  few fragments of the cuter ayer ofthe Drying. in iz, then in xn oven st 105-110 C foe 15 min;
nlﬂprnlmﬁwm\ll ranavene scion [Ca). sllow to codl

it stimaie Rand
h of the mpwdofeﬁv ith indistinct walls immediately i
xﬁLﬂ-mm ranipverse section [Cd]); scertfed ;“ """‘*’T"" » -
p ¢ see below the sequence of sones presentin
L} L vt oot hromigram ool 1 e efretin selition and

mes (A,
dxhlx\h]xndmd:-nﬂ.lcnmpudn oblique.
i g, gy el longionly 4, Eol

strips |G, H] i
of cavering, mm"{ N "'“

Funbermore, ccher fint rones may
hmm e chroensiogras cbsined it st

Top of the plate

Strychasne. 3 violet some A it soms (strychsing)
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a per o { brucine i A = md’chpnkdulnbmi-rwnmhniuiuh

TESTS: the tests required ‘CAUTION: when the powdered herbal drug (710) (25.12) using the following expression chromatogram o nclation;
is wsed, take the necessary preeautions a3 indicated under Ay xpxd A = m)u{lhnpukdumlabn-(manr,(hm

by the general monograp Hdentification 8. A nm: the chromaiogram obtained with ey

Herbal drugs for

In certain cases, additional

carried out. This is done

by drugs that have related
species to demonstrate for

alkaloids and cardiotonic
steroids.

ASSAY: Where necessary,
an assay is included.

A chromatogram is shown for
information in the knowledge
database

Reference standard
available from EDQM (see
knowledge database)

Reagent: The reagents are
described in general chapter 4.

P prep
(2045) are not repeated.

microscopic examinations and/or
additional chemical reactions are

particularly to detect adulteration

morphological appearance but
which come from totally different

example that a given drug is freg
of toxic substances, such as

Forcign matter (28.2): maximum 1.0 per cent.
Suyckoos - vomice L The proesc of tened fvcod
red herbal d

ot b W
:m\gnﬁdbanmdlllnliedl et a1 igh gle snd
ma,m.,.m.m\,.,n..a.s»,d.......mmL

on drying (2.2.12): maximum 120 per cent, determined
oo 0 g of the pomlered erkal 7T (25w
iman : 105 Clor2h ® ity
Total ash (24.16): maximam 35 per cent.

Aflataxing (2818): maximum 2 pg/kg (sflatosin B) and
s § pkg (sum of aflstonins 5, B, G, and G,).

s.m:hmmgnphyum).

‘est solution. To 1.000
(’ﬂl“ldd llW ml of
‘ander 2 rellux condenser. Afier 30

with cthanal (60 per cent V7V) R 32d dilute to 200 ml. with
the same solvent. Dilute 1.0 L. of the sclution to 200 .
ik bl hise A

A

ares of the peak due to brucine or sirychnine in the
d,._mm..;’:l cd with the tes solution;
= e ofthe psk et brin o stipchine i
S i b the refrence

>

m o= m...nm.).guamml.um;_m.a\.,

prepare the test solution, in grams;

mass of brucine CRS o strychnine CRS used 1o

prepare the reference solution. in grams:

P = auigned percentage content of brucine in
brucine CRS oe strychnine in strychmine CRS.

pitements

mass of the mother tincturc to be caamined used

10 prepare the test solution. in grams,

= mass of brucime CRS or strychnine CRS used to.
prepare in grams;

percentage content of beucine in
Erucine CRS or strychgin in siychnine CRS.

MOTHER TINCTURE PART

L },/DEFINITION defines the scope

ﬂ“emﬂ  mongreph hlother tinctures for
preparations (2025).

pEANITION <

‘The mother tincture is prepared from the dried.
Strychnos ipnatii P.LBergius.

Contont; 018 por cst mim ko 036 ps
sum of the contents of bru

i srychas

selfor

Ly . £

The mother tincture s prepared by the
ribed in the geperal Meth

TM":;.: ok ..5’,‘1;"’,',.""’

ol liquid.

IDENTIFICATION
2.2.27) as descril

. o
methane bugfer solution pH 9.0 R, acetonitril for chromats
sraphy R. methanol K2 (0.1:1 425425 V/VIVIV:

Thinlayer

Stk phase A Mobde pha B

tbed in

identification test C ﬁ:m»mmqmmm.
modification.

Test sclution. The mother ‘be examined

PRODUCTION

Refer to General Monograph 2371
and includes the production methods
used in the Member States

Characters (non mandatory):
physical description
IDENTIFICATION: if a TLC
test is used both for the control of
adulterations and for identification, the
method is described entirely under
Tests with a cross-reference under
Identification.

TESTS: the tests required by the

TS

o per camt v por ot vy
0% I g
5.m wam 0am
5.3 e a3
0.3 sa0 B0
n-n o w0

Flow raie: 1.0 ml/min.
n: spectrophotormeter at 260 am.
ghl&“l'eserved
Flution order: brucire. strychnine.
‘System suatabulity: reference solution:
N jnismus 30 between the pes b

Relative denssty (2.2.5): 0.590 100,504 (method 1.18).
Ethanel (29.10): 60 per ceat V/V to 70 per cent V/V
(method 1.1.10)

Dry residue (25.46): minimum 1.2 per cent.

general graph Moth
tinctures for homoeopathic
preparations (2029) are not
repeated.

¥
Tiquid chromat (2229)2 desibed i the sy of
u:"wdmm*’ the following mod "
Test solution. Dikute zmu.dn.emm nn:lurrlnl»f
mmnelh}OﬂmLmlhﬂMd!&?m:ml/l’Jn

g e loming exprenion:
Avxmyxy
Fa % X 10

ASSAY: Where necessary, an
assay is included.

opeanDrecote Decioncurpéee
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Refer to the General Notices, the relevant General

O T O NS monograph. Additional information may be available in
STORAGE individual monographs.
Protected from light. A maximum storage temperature may
be specified. Storage: The information and recommendations given under the
LABELLING heading Storage do not constitute a pharmacopoeial requirement but
The label states: the competent authority may specify particular storage conditions that

- that the i i i
o et A gy homosoPHe  must be met.
— the name of the raw material using the Latin title of the
European Pharmacopoeia monograph where one exists;  The articles described in the Pharmacopoeia are stored in such a way
- the method of preparation; ) as to prevent contamination and, as far as possible,
e e e coentinper deterioration. Where special conditions of storage are
the ratio of raw material to mother tincture; recommended, including the type of container (see section 1.3.
~ where applicable, the storage conditions. General chapters) and limits of temperature, they are stated in the

monograph (General Notices).

Labelling: In general, labelling of medicines is subject to supranational and national regulation and to
international agreements. The statements under the heading Labelling are not therefore comprehensive
and, moreover, for the purposes of the Pharmacopoeia only those statements that are necessary to
demonstrate compliance or non-compliance with the monograph are mandatory. Any other
labelling statements are included as recommendations. When the term ‘label’ is used in the Pharmacopoeia,
the labelling statements may appear on the container, the package, a leaflet accompanying the package, or
a certificate of analysis accompanying the article, as decided by the competent authority (General Notices).

e )
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Example of skip-testing.: test for adulteration
Agaf/CUS pha//O/dE’S f‘or Other Amanita species. Veil remnants on caps are typical for

most Amanita species, but not for A. phalloides. Therefore

homoeopath/c p/‘epa/‘ations all mushrooms with veil remnants on the cap have to be

. . P discarded. The presence of veil remnants (patches) on the
Amanita phalloides ad prep. homoeopathicas cap indicates adulteration with A. cifrina (Schaeff.) Pers.

Ph. Eur. Monograph 2290 (whitish-yellow cap with whitish to brownish patches) or

with A. muscaria (L.: Fr.) Lamarck, A. caesarea (Scop.: Fr.)
Pers., or A. rubescens Pers. (orange to bright red cap with

TE STS white patches); a brownish cap indicates adulteration with A.
pantherina (DC.) Krombh.; a greenish-white cap and a white
stipe with a labile annulus indicates adulteration with A. verna

(Bull.: Fr.) Lamarck.

Ph. Eur. Texts are written for ALL the products on the market. The
Competent Autorities are assessing the dossiers for marketing
authorisation on a case by case basis.

When a manufacturer can prove to its Competent Authority that none
of the other Amanita species can be mixed up with Amanita phalloides
(Vaill. ex Fr.) Link. (for ex. because such species are not growing in the
area of harvest), then the Competent Authority may allow the
manufacturer to skip the adulteration test for this particular species.

e. / d COUNCIL OF EUROPE
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HOM herbal monographs
Recent developments

> P. Eur. 9th Edition  Agaricus phalloides FHP (2290) (revision assay)

Ignatia FHP (2513) & Nux-vomica FHP (2514)

(minor revision to delete ref to sieve in MT production section)

> Ph. Eur. Suppl 9.1 Homoeopathic preparations (1038) (minor revision)

> Pharmeuropa 28.3  Sanguinaria FHP (2687) (new)

Rhus toxicodendron FHP (2519) (new)

Thank you for your
attention

Questions?

ooooooooooo




