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INTRODUCTION

As part of the development of a joint therapeutic regulatory scheme between Australia and
New Zealand, widespread consultation and subsequent work was undertaken to develop an
appropriate framework for the regulation of homoeopathic and anthroposophic medicines.

On 16 July 2007, the New Zealand Government announced that it would not be proceeding
with the legislation to establish the proposed Australia New Zealand Therapeutic Products
Authority (ANZTPA) because it did not have sufficient Parliamentary support for the
implementing legislation. Negotiations to establish ANZTPA were immediately postponed.

Building upon previous consultation and work, the Australian Government is now
progressing, in an Australian-only context, a number of regulatory reforms previously
planned for inclusion in the trans-Tasman regulatory framework.

This paper invites final comment from stakeholders on the proposed regulatory
arrangements for homoeopathic and anthroposophic medicines in Australia.

Previous consultation

In April 2003 the Expert Committee on Complementary Medicines in the Health System
(ECCMHS) made 49 recommendations addressing the regulation of complementary
medicines’. Recommendation 10 addressed ‘homoeopathic and related medicines’, and the
Government accepted that:

“ Homoeopathic medicines and related medicines making therapeutic claims be
regulated to ensure they meet appropriate standards of safety, quality and efficacy
and that:

@) the TGA, in consultation with stakeholders, undertake a review of the
regulation of Homoeopathic medicines and related remedies making
therapeutic claims

(b) the review takes into account the need to clearly differentiate these
medicines from other complementary medicines.”

In January 2005, as part of a move towards a co-regulatory environment between Australia
and New Zealand, the Therapeutic Goods Administration (TGA) and the New Zealand
Medicines and Medical Devices Safety Authority (Medsafe) released the following
Consultation Papers in Australia and New Zealand:

e Proposed Regulatory Definitions for Complementary Medicines and Homoeopathic
and Related Medicines in a Joint Australia New Zealand Therapeutic Products
Agency; and

¢ Regulation of Homoeopathic and Related Medicines in a Joint Australia New Zealand
Therapeutic Products Agency.

The Consultation Papers proposed new regulatory definitions for homoeopathic medicines
and identified issues relating to the regulation of homoeopathic and related medicines. In
addition, the papers focused on the development of an appropriate regulatory system for
these medicines that would meet the needs of consumers, industry, health professionals and
regulators, while protecting and enhancing public health and safety in Australia and

New Zealand.

Stakeholders were requested to provide comment to help inform the development of a risk-
based regulatory framework for complementary medicines (including herbal, homoeopathic
and related medicines). Stakeholders were also invited to provide any other comment to
assist the development of appropriate regulatory arrangements for these types of medicines.

! Complementary Medicines in the Australian Health System. Expert Committee on Complementary Medicines in the Health
System Report to the Parliamentary Secretary to the Minister for Health and Ageing. © Commonwealth of Australia 2003.
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A wide range of stakeholders from Australia and New Zealand were represented in the fifty-
three submissions received, including individuals, consumer groups, peak complementary
medicine industry associations, professional associations, sponsors and manufacturers of
complementary medicine products, practitioners and practitioner associations.

The submissions received helped to inform the development of appropriate regulatory
reforms for homoeopathic and anthroposophic medicines. In addition to this, the Office of
Complementary Medicines (OCM) of the Therapeutic Goods Administration (TGA) has also
maintained an ongoing dialogue with various stakeholder groups to provide input into the
process. These include:

e The Complementary Medicines Evaluation Committee (CMEC), an independent expert
advisory committee that provides scientific and policy advice relating to controls on the
supply and use of complementary medicines. The CMEC includes Members with
expertise in homoeopathy.

e The OCM/ Industry Consultation Group (OICG), which includes experts with experience
in the regulation and manufacture of complementary medicines in Australia and New
Zealand. OICG provides ‘a forum for considering technical issues affecting the regulation
of complementary medicines', including homoeopathic and anthroposophic medicines.

e A homoeopathic working group of the Complementary Medicines Technical Expert
Reference Group, which includes representatives from the Office of Manufacturing
Quality (OMQ), the OCM as the relevant TGA Regulator, and experts in the manufacture
of homoeopathic and anthroposophic medicines. This Group considers technical issues
relating specifically to the Australian Code of Good Manufacturing Practice (GMP), and
are drafting interpretive guidelines for GMP for homoeopathic and anthroposophic
medicines which, when completed, will then be available for consultation.

e The National Co-ordinating Committee on Therapeutic Goods (NCCTG), which is an
independent Commonwealth, State and Territory committee that provides
recommendations on administrative and regulatory controls for therapeutic goods. The
NCCTG was specifically consulted in relation to potential concentration cut-offs for
homoeopathic preparations derived from starting materials included in the Standard for
the Uniform Scheduling of Drugs and Poisons (SUSDP).

¢ A Homoeopathic Working Group, convened by the Complementary Healthcare Council
of Australia (CHC), which consists of homoeopathic and anthroposophic industry,
practitioner and peak body representatives. This Group has made a significant
contribution towards the proposed regulatory approach, including input into draft
ingredient lists and guidance documents.

The submissions from the 2005 stakeholder consultation, those received during a
subsequent consultation on proposed regulatory reforms in 2006, and the ongoing advice
from the above-mentioned committees, have been used to inform the development of
appropriate changes to the regulation of homoeopathic and anthroposophic medicines,
which include proposed amendments to the Therapeutic Goods Regulations 1990 (The
Regulations) and the Therapeutic Goods Act 1989 (The Act), the development of a
legislative instrument which will outline recognised preparations permitted in homoeopathic
and anthroposophic medicines included in the ARTG, and the development of guidelines to
support these regulatory changes.
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Current consultation

This current consultation process offers stakeholders the opportunity to comment on the
proposed reforms to the regulation of homoeopathic and anthroposophic medicines. The
consultation paper outlines the proposed changes to the regulatory system for homoeopathic
and anthroposophic medicines. For reference, the current regulatory system for
homoeopathic medicines is outlined in Appendix 1.

NOTE: while the final wording for provisions within the legislation may be altered
through the drafting process, stakeholders are assured that the main principles and
objectives of the proposed regulatory changes have been reflected as accurately as
possible in the following section.

The proposed regulatory system for homoeopathic and anthroposophic medicines must
consider the needs of all stakeholders, including consumers, industry, health professionals
and regulators, while moving towards international harmonisation and helping to ensure
public health and safety in Australia.

With this in mind, stakeholders are invited to consider the proposed regulatory reforms for
homoeopathic and anthroposophic medicines and to provide any final comment on the
principles outlined, remembering that extensive consultation on these issues has already
occurred.

If there are any questions or matters that require clarification prior to submission, please
contact the Project Officer by email at: Homoeopathics@tga.gov.au

The deadline for receipt of submissions is close of business, Wednesday 1°' October
2008.
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HOW TO COMMENT ON THIS
CONSULTATION PAPER

Submissions may be sent by post and/or email and should, where possible, contain relevant
evidence, and/or examples, to support the views expressed.

Content of submissions

It would be helpful if your submission included:

¢ your name and full contact details including: address, telephone number and, if
applicable, facsimile and email address

¢ information and data concerning the impact of proposed changes on affected parties
e in the case of organisations; the level at which the submission was authorised.

In addition, submissions might:

¢ include any other relevant information eg. scientific and technical, economic,
international obligations, business and consumer information

¢ identify and discuss any perceived omissions or alternative approaches, in addition to
those already included in the consultation paper.

Confidentiality of submissions

If you wish any information contained in a submission to be treated as confidential, please
clearly identify the information and outline the reasons why it is confidential.

Address for submissions

Electronic submissions should be emailed to; Homoeopathics@tga.gov.au

Hard copy submissions should be addressed to:
The Project Officer
Homoeopathic and Anthroposophic Consultation 2008
Office of Complementary Medicines
Therapeutic Goods Administration

PO Box 100
WODEN ACT AUSTRALIA

Questions relating to submissions

Any questions relating to submissions should be directed to the Project Officer, by email at:
Homoeopathics@tga.gov.au

Deadline for submissions

The deadline for receipt of submissions is close of business, Wednesday 1°' October
2008.
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PROPOSED REGULATION OF
HOMOEOPATHIC AND
ANTHROPOSOPHIC MEDICINES

NOTE: while the final wording for provisions within the legislation may be
altered through the drafting process, stakeholders are assured that the main
principles and objectives of the proposed regulatory changes have been
reflected as accurately as possible in the following wording.

Definitions

The proposed regulatory definitions for homoeopathic and anthroposophic preparations and
medicines are independent of the particular schools of homoeopathy, and thereby support
pluralism and freedom of therapy. They are generally consistent with those recognised and
used internationally.

A homoeopathic medicine may only contain homoeopathic preparations, and those
preparations must be derived from pre-approved mother substances, which may have a
concentration cut-off. The process by which a homoeopathic mother substance is ‘pre-
approved’ is outlined in the section ‘List of Permitted Ingredients’ below.

Products which combine homoeopathic ingredients with other complementary medicine
ingredients will be permitted where the sponsors holds justification consistent with the
paradigm. This may be subject to audit by the TGA. However, a combination product will no
longer meet the definition of a ‘homoeopathic medicine’. Different labeling requirements may
apply. In addition to this, appropriate evidence should be held to support any claims made
for the combination.

An anthroposophic medicine may contain anthroposophic preparations, and may also
include ingredients which might otherwise be generally classified as complementary
medicines (eg. essential oils), providing these are ingredients that are accepted within the
anthroposophic paradigm, and the medicine has been formulated according to the
anthroposophic understanding of man and nature.

Anthroposophic medicine
anthroposophic medicine means a medicine that:

(&) has been developed from the anthroposophic understanding of man and nature’ and
formulated accordingly, and

(b)  contains one or more anthroposophic preparations; or
(c) contains one or more homoeopathic preparations; or
(d)  contains one or more mother substances; and

(e) may contain a combination of any of the above; and

()] may contain excipients necessary for presentation of the medicine in the final dosage
form.

2 Consistent with the anthroposophic teachings of Rudolph Steiner.
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Anthroposophic preparation
anthroposophic preparation means a preparation prepared:

(@) from a mother substance specified, for the purpose of this definition, in a suitable
legislative instrument® and

(b)  in accordance with:
() an anthroposophic manufacturing procedure described in an approved
anthroposophic reference; or

(i)  a homoeopathic manufacturing procedure described in an approved homoeopathic
pharmacopoeia.

Homoeopathic medicine
homoeopathic medicine means a medicine that:
(@) contains one or more homoeopathic preparations; and

(b)  may contain excipients necessary for presentation of the medicine in the final dosage
form.

Homoeopathic preparation
homoeopathic preparation means a preparation prepared:

(@) from a mother substance specified, for the purpose of this definition, in a suitable
legislative instrument®; and;

(b)  in accordance with a homoeopathic manufacturing procedure described in an approved
homoeopathic pharmacopoeia.

Mother substance

mother substance means a homoeopathic or anthroposophic starting material derived from a
plant or a plant material, an alga, a fungus, a micro-organism, an animal material, a mineral, a
mineral compound or a chemical, and may include a composition of such starting materials.

In past consultations, some stakeholders have expressed concern that the regulatory
definitions proposed, particularly for homoeopathic preparations and medicines, do not take
into account the philosophy of the paradigms and the importance of how the medicines are
used. The proposed definitions, which only define the medicines and not their usage, are
indicative of the fact that substances manufactured in accordance with recognised
homoeopathic manufacturing procedures are used in a number of related schools of therapy,
and will thereby support pluralism and freedom of therapy.

However, as the proposed definition for anthroposophic medicine has recently been
amended to refer, in part, to the philosophy of the anthroposophic paradigm, stakeholders
may wish to comment on whether, and how, the definition for homoeopathic medicine could
include a similar reference, yet still pertain to multiple homeotherapeutic approaches.

The Guidelines for Levels and Kinds of Evidence to Support Indications and Claims
(http://www.tga.gov.au/docs/html/tgaccevi.htm) will be reviewed to ensure evidentiary
requirements for homoeopathic and anthroposophic products are appropriate.

In addition to this, the lists of permitted ingredients have been derived from recognised
homoeopathic and anthroposophic texts. The rationale is that only those ingredients that
have established use in the paradigm will be available.

Stakeholders are invited to comment on the requlatory definitions proposed.

® Legislative instrument to be determined: may be a Therapeutic Goods Order or other legislative instrument.
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Standards

A standard is a document that sets out the minimum regulatory requirements for a particular
medicine, whether they be with respect to identification, quality or manufacture. Under Part
3-2 of the Act, a person who imports, exports or supplies goods in Australia (generally the
sponsor) must ensure that the goods conform to any applicable standards.

The term ‘standard’ is defined in section 3(1) of the Act, and may be:
- a standard specified in an order made by the Minister under section 10 of the Act; or

- if no such order is applicable to the goods, the British Pharmacopoeia (if the goods are
for use in humans) or the British Pharmacopoeia (Veterinary) (if the goods are for use in
animals).

Currently, the British Pharmacopoeia operates as a default standard when the Minister has
not determined an applicable alternative standard. As part of the regulatory reforms
identified in the trans-Tasman process, it is proposed that the European Pharmacopoeia
(EP) and the United States Pharmacopoeia-National Formulary (USP) will be added as
alternative default standards. Under the proposed new regulations, there will be a separate
list of default standards for homoeopathic and anthroposophic medicines, as follows:

Anthroposophic Medicine Standards
a) Homoeopathic Pharmacopoeia of the United States, as amended from time to time;

b) Homodopathisches Arzneibuch (the German Homoeopathic Pharmacopoeia), as
amended from time to time;

c) British Homoeopathic Pharmacopoeia as amended from time to time;

d) Pharmacopée Francais, Vol 3 — Monographies pour préparations homéopathiques, as
amended from time to time;

e) European Pharmacopoeia, Homoeopathic Preparations, as amended from time to time;

f) British Pharmcopoeia, Vol lll, Homoeopathic Preparations, as amended from time to
time; and

0) Anthroposophic Pharmaceutical Codex, as amended from time to time.

Homoeopathic Medicine Standards
a) Homoeopathic Pharmacopoeia of the United States, as amended from time to time;

b) Homodopathisches Arzneibuch (the German Homoeopathic Pharmacopoeia), as
amended from time to time;

C) British Homoeopathic Pharmacopoeia as amended from time to time;

d) Pharmacopée Francais, Vol 3 — Monographies pour préparations homéopathiques, as
amended from time to time;

e) European Pharmacopoeia, Homoeopathic Preparations, as amended from time to time;
and

f) British Pharmcopoeia, Vol lll, Homoeopathic Preparations, as amended from time to
time.

These documents recognise the sometimes slightly differing approaches to identification and
manufacture of homoeopathic and anthroposophic preparations that have evolved in
different countries over the years, whilst still enabling appropriate standards.

Stakeholders are invited to comment on the proposed lists of approved
standards.
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What is Listable?

Schedule 4 — Part 1 of the Regulations lists the conditions which determine whether a
medicine is ‘Listable’ (able to be included in the ARTG as a Listed medicine) (refer Appendix
2). The proposed requirements for Listing homoeopathic and anthroposophic medicines
differ substantially from the current requirements. The two most significant changes are that:

a) all homoeopathic and anthroposophic medicines must be included in the ARTG,
regardless of the final concentration of the ingredients (subject to separate
exemptions which will apply to homoeopathic and anthroposophic preparations
supplied directly to a practitioner for extemporaneous dispensing or
compounding); and

b) ahomoeopathic or anthroposophic medicine Listed in the ARTG may only
contain permitted homoeopathic or anthroposophic ingredients, as described in
an appropriate legislative instrument.

In addition, all homoeopathic and anthroposophic medicines will be required to be
manufactured under a code of Good Manufacturing Practice (cGMP).

A Listed homoeopathic or anthroposophic medicine may not contain an ingredient that is a
prohibited import, and it must not be required to be sterile (eg. injectables, eye drops). In the
case of homoeopathic medicines, there wil be additional restrictions on excipients and
dosage forms for use in Listed medicines.

Under the proposed changes, Schedule 4 — Part 1 (item 4) of the Regulations (Therapeutic
goods required to be included in the part of the Register for listed goods), will be amended to
include:

A Homoeopathic or anthroposophic medicine that:

a) contains no active ingredient other than a homoeopathic or anthroposophic preparation
of a mother substance specified in the [document name TBC]; and

b) contains no ingredient that is a prohibited import; and
C) is not required, by a standard, to be sterile; and
d) may only contain excipients listed in [document name TBC]

e) is only included in dosage form that is listed in [document name TBC].

Only those pre-approved active ingredients included in the appropriate schedule of the List
of Permitted Ingredients (see below) will be available for inclusion in Listed goods. Any
ingredient that is not included in the list, or any ingredient at a concentration above that
specified in the List will either require a safety evaluation to determine suitability for inclusion
in Listed goods (as is currently required for any other new complementary medicine
substance), or may be included in an application for a Registered product.

As stated under ‘Definitions’, homoeopathic medicines must only contain homoeopathic
preparations as active ingredients, and anthroposophic medicines must only contain those
ingredients that are recognised within the anthroposophic paradigm, and formulated
according to the anthroposophic understanding of man and nature . Products which combine
homoeopathic ingredients with other complementary medicine ingredients will be permitted,
where the sponsor can sufficiently justify the combination. However, a combination product
will require appropriate evidence to support any claims made for the combination.

Stakeholders are invited to comment on the proposed provisions determining
those homoeopathic and anthroposophic medicines which will be permitted to
be included in the ARTG as Listed medicines.
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Lists of permitted ingredients

Under the proposed changes, there will be a legislative instrument which will set out the
specific details of those ingredients permitted for inclusion in homoeopathic and
anthroposophic medicines in Australia.

The legislative instrument will include the following information:
- List of permitted ingredients for homoeopathic medicines
- List of permitted ingredients for anthroposophic medicines
- List of permitted excipients for homoeopathic medicines
- List of permitted dosage forms for homoeopathic medicines; and

- List of ingredients NOT exempt from Listing in the Australian Register of
Therapeutic Goods (ARTG)

The list of permitted homoeopathic active ingredients that has been developed was derived
from those mother substances that are recognised homoeopathic ingredients — ie have been
included in an approved homoeopathic pharmacopoeia. The list of permitted anthroposophic
ingredients is yet to be developed. This list is likely to incorporate the substances listed in
the Anthroposophic Pharmaceutical Codex (APC), with suitable modifications and additions
submitted from the appropriate stakeholders.

There will be a process for nominating new homoeopathic or anthroposophic ingredients,
where the applicant will be required to establish the bone fides of the nominated substance
as a valid ingredient within the relevant paradigm. Where there is no relevant monograph in
an established and recognised pharmacopoeia, this may require evidence of a suitable
homoeopathic proving or clinical trial for the substance. A guidance document will be
published by the TGA, detailing the process for applying for a new substance name. Criteria
include the provision of suitable identification for the substance (eg. a monograph), evidence
of established history use of the substance within the paradigm (eg. materia medica entry)
and a linked manufacturing method appropriate to the paradigm (eg. homoeopathic
pharmacopoeia method).

The list of permitted ingredients will include cut-off concentrations for each substance. The
cut-off imposed will be based on one of three situations:

a) the safety of the mother substance has already been established and it is
permitted in Listed medicines at any concentration (potency);

b) there is a restriction on the mother substance, either by inclusion in the Standard
for the Uniform Scheduling of Drugs and Poisons (SUSDP) or in Schedule 4,
Part 4 of the Regulations (the relevant required concentration cut-off will apply);
or

c) thereis no current restriction on the mother substance, but the safety of the
substance has not been established. In this case, a concentration cut-off of
10mg/kg or L (10mcg/g or mL) will be applied, unless an application is made to
amend this cut-off.

There are some recognised homoeopathic mother substances included in Schedules 8 or 9
of the SUSDP (eg. opium, morphine). The National Coordinating Committee on Therapeutic
Goods (NCCTG) has recommended that homoeopathic preparations of these controlled
drugs or prohibited substances will not be permitted to be included in Listed medicines, nor
will they be permitted in exempt products because of concerns related to police enforcement
issues and the conflicting public health message that availability of such products might
occasion (particularly by consumers who do not understand the homoeopathic paradigm).
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However, the NCCTG has agreed that the National Drugs and Poisons Schedule Committee
(NDPSC) may, following submissions from stakeholders, consider appropriate cut-offs for
homoeopathic preparations of substances referenced in Schedule 7 or Appendix C of the
SUSDP (eg. nicotine, Symphytum spp.). It will be the responsibility of homoeopathic
stakeholders to initiate these submissions to the NDPSC.

The lists of permitted homoeopathic excipients and permitted homoeopathic dosage forms
have been developed in an effort to ensure that over-the-counter homoeopathic medicines
are developed according to the principles of the homoeopathic paradigm.

The list of permitted ingredients will be expressed as the list of Australian Approved Names
(AANSs) for these homoeopathic or anthroposophic preparations. As there can only be one
AAN for any given substance, where there was inconsistency between pharmacopoeial
monographs with respect to the name for a particular mother substance, a ‘majority-rule’
approach was taken.

Stakeholders are invited to comment on the lists of permitted ingredients (refer

Appendix 2).
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Exemptions

Schedules 5 and 5A of the Regulations list the conditions under which some therapeutic
goods can be exempt from registration and listing in the ARTG. The main effects of the
proposed amendments to these schedules are that:

a) homoeopathic and anthroposophic medicines can only be exempt if supplied for
dispensing by a practitioner, or as a starting material for use by a medicine
manufacturer, and

b)  products containing multiple ingredients (providing they meet all the criteria listed
under Schedule 5A) may be exempt.

Homoeopathic (and anthroposophic) medicines will only be exempt from inclusion in the
ARTG where they meet the following conditions:

a) supplied to a complementary healthcare practitioner for dispensing and/or
extemporaneous compounding by the practitioner for one particular person for
therapeutic application to that person following consultation, and where the
medicine:

i) contains a concentration of the mother substance of not more than
10mg/kg; and

i) complies with the labelling standard; and
iiiy  is not promoted for therapeutic use; and
iv)  is not required to be sterile; and

V) is not derived from a substance referenced in the SUSDP unless otherwise
permitted; and

vi) s not derived from mother substances included in the legislative instrument
[document name TBC] under the heading ‘List of ingredients NOT exempt
from Listing in the Australian Register of Therapeutic Goods (ARTG)’

The rationale for the conditions specified above is that although it is recognised that the
supply of those homoeopathic preparations solely utilised by practitioners could be seriously
curtailed if such an exemption was not available, some homoeopathic preparations — such
as those which may contain higher concentrations of the mother substance, or which are
required to be sterile, or which are derived from high risk starting materials such as
infectious materials, should be more closely monitored (via Listing) to help ensure that
required standards are met.

However, it is anticipated that the proposed provisions will help to ensure the continued
supply of homoeopathic medicines for practitioners, with only those of high risk required to
be Listed, or Registered (eg injectables), prior to supply.

All exempt homoeopathics will still be required to be manufactured under an acceptable
code of GMP, and it will be the responsibility of the practitioner to ensure that they source
GMP compliant products. If it is found that a product is not being supplied in accordance with
the specified conditions, appropriate legal action can be taken.

It is also being proposed that a homoeopathic or anthroposophic preparation used as a
starting material in the manufacture of a medicine, will not be required to be included in the
ARTG, consistent with current provisions.

Stakeholders are invited to comment on the proposed exemptions from the
requirement for a product to be included in the ARTG.
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The Australian Code of Good Manufacturing Practice

Under the proposed regulations, all manufacturers of homoeopathic and anthroposophic
medicines will need to meet the requirements of the Australian Code of Good Manufacturing
Practice (cGMP). Alternatively, sponsors of overseas manufacturers must provide evidence,
acceptable to the TGA, that the goods are manufactured to a standard of GMP equivalent to
that expected of Australian manufacturers of the same goods. The current condition
exempting homoeopathic medicines from being manufactured under the requirements of the
Australian Code of GMP, detailed in Schedule 7, Iltem 7 of the Regulations (refer Appendix
2) will be removed from the Regulations.

The rationale for this is that although most homoeopathic (and some anthroposophic)
medicines are diluted to the point where it is no longer possible to detect any of the original
mother substance, a major factor in ensuring the low risk nature of these medicines is
making sure that the mother substances are properly identified, and the dilution and
succussion processes are appropriately monitored.

Many homoeopathic mother substances are very dangerous materials, and good
manufacturing practice is therefore imperative to ensure that they are appropriately
controlled and rendered low risk.

It is recognised that some aspects of GMP are difficult to apply to the manufacture of
homoeopathic preparations, therefore appropriate interpretive guidelines are being
developed.

Stakeholders are invited to comment on the requirement that all homoeopathic
and anthroposophic medicines be manufactured by the holder of an
appropriate GMP license.

Evidentiary requirements

The current evidentiary requirements for homeopathic ingredients in Listed Medicines are
currently under review. Consultation on this issue is anticipated in late 2008, early 2009.

Stakeholders are invited to comment on appropriate evidentiary requirements
for homoeopathic and anthroposophic medicines.
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Labelling

Therapeutic Goods Order No. 69 General requirements for labels for drug products

(TGO 69) has been revised, and will be updated pending other legislative changes that
provide the framework for these amendments. The proposed changes to TGO 69 (to be
renamed TGO 79) were the subject of a separate consultation which closed on February 29,
2008. The extracts below are the parts of the proposed TGO 79 that relate only to
homoeopathic medicines. For complete details regarding the proposed changes to TGO 69,
please follow the link to the closed consultation paper: Revised requirements for the labelling
of medicines

Extracted from Draft Therapeutic Goods Order No. 79 — General Requirements
for the Labelling of Medicines:

5 Interpretation
homoeopathic potency means the dilution factor of a homoeopathic preparation, expressed as:

(@ ‘'nX where each dilution is a decimal or ten fold dilution and 'n' is the number of dilutions
such that the total dilution is 10n; or

(b)  ‘nC’ where each dilution is a centesimal or hundred fold dilution and 'n' is the number of
dilutions such that the total dilution is 100n; or

(c)  ‘nM’ where each dilution is 1000 centesimal dilutions; or

(d) ‘nLM’ or ‘LMn’, where each dilution of a 3C dilution is a fifty millesimal or fifty thousand
fold dilution and 'n" is the number of dilutions such that the total dilution is 50,000n.

11 Qualifications and Special Requirements

11(9) Homoeopathic medicines

In addition to the requirements referred to in sections 9 and 10, where all the active
ingredients in a medicine are homoeopathic preparations, the main label on the container
and the main label on the primary pack (if any) must include a prominent statement to the
effect that the medicine is a homoeopathic medicine.

11(10) Formulations containing both homoeopathic preparations and
nonhomoeopathic ingredients

In addition to the requirements referred to in sections 9 and 10, where a medicine
contains active ingredients that are homoeopathic preparations, and other active
ingredients that are not homoeopathic preparations:

(&) the main label on the container and the main label on the primary pack (if any)
must include a prominent statement to the effect that the medicine contains
homoeopathic preparations; and

(b)  the label on the container and the label on the primary pack (if any) must
differentiate ingredients that are homoeopathic preparations, from those that are
not, such as by including the statement ‘contains homoeopathic preparations of’
adjacent to the list of homoeopathic ingredients, or by prefacing the name of the
homoeopathic active ingredient with the term *homoeopathic’.

Stakeholders are invited to comment on the proposed approach to the
labelling of homoeopathic and anthroposophic medicines
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APPENDIX 1: CURRENT
REGULATION OF HOMOEOPATHIC
MEDICINES

The Regulatory Framework for Medicines in Australia

The Therapeutic Goods Administration (TGA) is responsible for administering the provisions
of the Therapeutic Goods Act 1989 (the Act). The overall objective of the Act is to ensure
the quality, safety, efficacy and timely availability of therapeutic goods, including medicines,
supplied in or exported from Australia. The Act is supported by the Therapeutic Goods
Regulations 1990 (the Regulations) and various Therapeutic Goods Orders (TGOs) and
Determinations.

The TGA maintains the Australian Register of Therapeutic Goods (ARTG), a database that
includes details of all therapeutic goods that are imported into, supplied in, or exported from
Australia. It is a legal requirement that, unless specifically exempt or excluded, all
therapeutic goods be included on the ARTG prior to their supply. Therapeutic goods cannot
be included on the ARTG unless an application is lodged by a sponsor (the person or
company responsible for applying to the TGA to have their goods included on the ARTG,
who must be a resident of Australia or carrying on business in Australia). Based on risk,
Australia has a two-tiered approach to regulation of medicines. Risk is determined by
factors such as the ingredients in a medicine, the dosage form, indications and claims, the
significance of side effects and the effects of prolonged or inappropriate use of the medicine.

Registered medicines

Medicines that are assessed to be of higher risk are individually evaluated for safety, quality
and efficacy before they can be released onto the market.

If, following evaluation, a higher risk medicine is approved by the TGA for use, it is included
on the ARTG as a Registered medicine. Registered medicines include both prescription
medicines and non-prescription medicines.

Listed medicines

A different process is applied to low risk medicines, which includes most complementary
medicines. Low risk medicines are included on the ARTG as Listed medicines. These
medicines are not required to be evaluated for safety, quality and efficacy before they are
released onto the market, but are checked to ensure they comply with certain legislative
requirements. For example, that:

— the medicine only contains substances previously approved by the TGA as suitable for
use in low risk medicines;

— each step in the manufacture of the medicine has been carried out by a licensed
manufacturer and to an acceptable standard; and

— the presentation is acceptable.

In addition, the sponsor® must certify to the TGA that they hold information or evidence to
support any claim made in relation to the Listed medicine.

A sponsor of a therapeutic good is the person or company responsible for applying to the TGA to have their
goods included on the ARTG. The sponsor must be a resident of Australia or carrying on business in Australia.
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The Australian Code of Good Manufacturing Practice

Australian manufacturers of medicinal products are required to comply with the Australian
Code of Good Manufacturing Practice for Medicinal Products (16 August 2003). The code is
based entirely on the international standard, Guide to Good Manufacturing Practices for
Medicinal Products, published by the Pharmaceutical Inspection Cooperation Scheme
(PIC/S). The Australian code was implemented on 21 August 2003 and applies to all
medicines manufactured in Australia, including complementary medicines.

Compliance with the code is ascertained by carrying out pre-licensing audits and, thereafter,
regular on-site audits of manufacturers of medicinal products. The TGA has good
manufacturing practice (GMP) inspection agreements with some other countries and
organisations to obtain inspection reports, GMP certificates and other GMP-related
information about overseas manufacturers exporting or wishing to export medicinal products
to Australia.

Regulation of Homoeopathic Medicines in Australia

In Australia, homoeopathic medicines and products containing homoeopathic preparations
are regulated under the Act.

The term ‘homoeopathic preparation’ is currently defined in Regulation 2 of the Regulations,
as a preparation:

a) formulated for use on the principle that it is capable of producing in a healthy
person symptoms similar to those which it is administered to alleviate; and

b) prepared according to the practices of homoeopathic pharmacy using the
methods of:

i) serial dilution and succussion of a mother tincture in water, ethanol,
aqueous ethanol or glycerol; or

i) serial trituration in lactose.

Homoeopathic medicines are considered to be low risk medicines. Homoeopathic
medicines are required to be Listed on the ARTG. However, where a homoeopathic
preparation meets certain conditions it is exempt from this requirement. In some situations,
the manufacture of homoeopathic medicines are exempt from the requirement to comply
with the Australian Code of Good Manufacturing Practice for Medicinal Products or other
standards of GMP.

The historical basis for these exemptions dates back to the development and implementation
of the current Regulations, when it was considered that homoeopathic preparations did not
present a significant health risk to the general public, and hence minimal regulation was
appropriate.
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What is listable?

Schedule 4 of the Regulations, Items 4A and 5, describes those homoeopathic preparations
which must be included on the ARTG:

Item 4A

homoeopathic preparations that:

a) consist of, or contain a dilution of, mother tincture that:
i) is a 1,000-fold dilution, or a lesser dilution, of that mother tincture; and

ii) is not required to be sterile; and
iii) is not subject to a Schedule to the Poisons Standard otherwise than because of a

component that is more than a 1,000-fold dilution of a mother tincture; and

(b)  do not consist of, or contain as a component, a preparation of a herb specified in Part 4
of this Schedule as a 1000-fold dilution, or a lesser dilution, of a mother tincture

Item 5

homoeopathic preparations (where each dilution is more dilute than a one thousand fold dilution
of a mother tincture), each of which:

a) is not required to be sterile; and

b) according to the indications proposed by the sponsor of the preparation, is for the

treatment of a disease, condition, ailment or defect specified in Part 1 or 2 of Appendix 6
to the Therapeutic Goods Advertising Code®

What is exempt?

Homoeopathic preparations meeting the conditions set out under Schedule 5, Iltem 8 of the
Regulations, are exempt from the requirement to be included on the ARTG:

Item 8

the following drugs unless the indications proposed by the sponsor are in the treatment of a
condition referred to in clause 4 of the Therapeutic Goods Advertising Code:

a) homoeopathic preparations more dilute than a one thousand fold dilution of a mother

tincture and which are not required to be sterile;

and which do not include an ingredient of:
i) human origin; or

i) animal origin, if the ingredient consists of, or is derived from, any of the following
parts of cattle, sheep, goats or mule deer:

A)
B)
C)
D)
E)
F)
G)
H)
1)

J)

K)
L)
M)
N)

adrenal;

brain;
cerebrospinal fluid;
dura mater;
eye;

ileum;

lymph nodes;
pineal gland;
pituitary;
placenta;
proximal colon;
spinal cord;
spleen;

tonsil

®The Therapeutic Goods Advertising Code
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In summary, a homoeopathic product is exempt from inclusion on the ARTG if:

a) all the ingredients in the preparation are present a dilution greater than a 1000 fold serial
dilution of the mother tincture; and

b) the preparation is not required to be sterile; and

C) it does not contain ingredients of human origin, or ingredients derived from the animals
and parts specified in Schedule 5, Iltem 8 of the Regulations.

However, a homoeopathic product that would otherwise be exempt is required to be Listed
on the ARTG if the therapeutic indications for that preparation are for the treatment of a
prohibited or restricted representation, as defined in the Appendix 6 of the Therapeutic
Goods Advertising Code. A homeopathic medicine required to be Listed because of
reference to a prohibited or restricted representation, may only advertise those indications to
practitioners who are members of those organisations and associations included in Schedule
1 of the Regulations. The label for these medicines must also include a statement that the
indications have not been ‘approved’ by the TGA (see below).

GMP exemption

The conditions exempting homoeopathic medicines to be manufactured under the
requirements of the Australian Code of GMP are detailed in Schedule 7, Iltem 7 of the
Regulations:

Item 7

homoeopathic preparations more dilute that a one thousand fold dilution of a mother tincture,
and that are not required to be sterile

Labelling

Therapeutic Goods Order No. 69 General requirements for labels for drug products

(TGO 69) is the standard which deals with the labelling of therapeutic goods. In general, all
homoeopathic preparations must comply with this standard, even if exempt from the
requirement to be included on the ARTG. Label requirements are detailed under Clause 3 of
TGO 69. The particulars that must be included on a label, or labels of medicines, are
outlined under subclause 3(2) of TGO 69. They include (for full list of requirements refer to
subclause 3(2)), the name(s) of all active ingredients in the goods, and the quantity or
proportion of all active ingredients in the goods.

Where the ingredient is a homoeopathic preparation, the following interpretation applies:

Clause 2
name of an active ingredient means:

b) where the ingredient is a homoeopathic preparation:

i) either the name of the active ingredient, or the substance from which the dilution
was prepared, that is approved for inclusion in the Australian Approved Names
List, together with a statement of the homoeopathic potency; or

i) until such time as a name appears in the Australian Approved Names List* a
traditional homoeopathic name in full, or as traditionally abbreviated with a
statement of the homoeopathic potency.

6 Where the product is to be included on the ARTG, an Australian Approved Name (AAN) must first be approved to permit
entry of data onto the ARTG.
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homoeopathic potency means the dilution factor expressed as:

a)

b)

‘nX’, where each dilution is a decimal or ten fold dilution and ‘n’ is the number of dilutions
such that the total dilution is 10n; or

‘nC’, where each dilution is a centesimal or hundred fold dilution and ‘n’ is the number of
dilutions such that the total dilution is 100n.

Note: Where a potency designation such as ‘LM’ is to be used, the product sponsor should
apply to the Compliance Branch of the TGA for an exemption from TGO 69 to permit them to
express the correct potency on the label. This matter has been highlighted for updating in
the next version of the labelling order.

Subclause (15)(a) of Clause 3 sets out specific labelling requirements that apply to the
homoeopathic preparations.

Subclause (15)(a)

Where all the active ingredients in the goods are homoeopathic preparations then:

a)

b)

the label on the container and the label on the outside of the primary pack, if any, must
include, in addition to the relevant requirements in subclauses 3(2) and 3(3), a statement
indicating that the active ingredients in the goods are homoeopathic preparations, such
as, ‘homoeopathic product’ or ‘homoeopathic preparation’: and

where the indications for use are of a kind permitted to be advertised only to persons
described in subregulation 4(1) and subregulation 4(2) of the Regulations, the label on
the container and the label on the outside of the primary pack, if any, must include a
statement that the therapeutic indications have not been approved, such as
‘Homoeopathic product without approved therapeutic indications’

Subclause (5) of Clause 4 of TGO 69 outlines the requirements for expression of quantity or
proportion of active homoeopathic ingredients in medicines.

Subclause (5)

for a homoeopathic preparation, where all the active ingredients are homoeopathic
preparations:

a)

b)

notwithstanding subclauses 4(1), 4(2) and 4(3), as the quantity of the ingredient in one
millilitre or in one gram of the preparations; or

where each active ingredient is included in the preparation in the same proportion as
every other active ingredient — expressed as ‘Contains equal parts of’ followed by the
name or each homoeopathic ingredient. (see also Supplementary note below)

Supplementary Notes to TGO 69 are intended to explain various parts of the Order but are
not part of the Order. Clause 11 of the Supplementary Note 11 states that:

There are currently no names approved specifically for homoeopathic ingredients. However,
sponsors are encouraged to use the equivalent Australian Approve Name wherever possible to
provide consumers with consistent terminology for chemical, herbal or biological names.
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Similarly, to other medicines, the expression of content of the active ingredient on the label
should provide information on the final concentration of the active ingredient in the preparation.
If the homoeopathic product contains more than one active ingredient, the relative quantities
should be stated, for example:

Each 1mL contains:

ingredient A 5X 300 microgram/L
ingredient B 4X 500 microgram/L
etc.

or
Contains equal parts of
ingredient A 5X
ingredient B 4X  etc.

TGO 69 also exempts those goods, which comprise a dispensing pack supplied solely to a
complementary healthcare practitioner, from the requirement to include a ‘statement of
purpose for which it is intended that the goods be used’ (indications) on the label (subclause
3(2)m(i)). These products should include, on the label, the words ‘For Practitioner
Dispensing Only’. Such goods should also include the statement ‘Homoeopathic product
without approved therapeutic indications’.

Dispensed or extemporaneously compounded homoeopathic medicines

Medicines (other than medicines used for gene therapy) that are dispensed, or
extemporaneously compounded, for a particular person for therapeutic application to that
person by a complementary healthcare practitioner, such as a homoeopath, are not
regulated by the TGA. The exemption applies to medicines prepared for individual patients,
either following consultations with that particular patient, or to fill a prescription for that
particular patient. The exemption does not cover situations where the practitioner makes up
medicines in advance, in anticipation of patients who may come onto the premises and ask
for that medicine.
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APPENDIX 2: Lists of permitted
iIngredients

List 1: List of permitted ingredients for homoeopathic medicines

This schedule has been populated by selecting ingredients included in the European
Pharmacopoeia (homoeopathic monographs), the British Pharmacopoeia (homoeopathic
monographs), the German Homoeopathic Pharmacopoeia, the French Pharmacopoeia
(homoeopathic monographs), the Homeopathic Pharmacopoeia of the United States, and
the Homoeopathic Pharmacopoeia of India.

A hierarchy of naming was used (in accordance with the order of publications specified
above), combined with a majority-rule principle (ie. if there was disagreement with respect to
a name, the name used by most pharmacopoeia was selected), to arrive at the chosen
name for each ingredient.

Each ingredient has been allocated to one of three categories, Category A, Category B or
Category C.

e Category A ingredients are those which have already been approved for use in Listed
medicines and are currently included in products on the ARTG in material doses.

e Category B ingredients are those that have been identified as substances subject to
restrictions under the Standard for the Uniform Scheduling of Drugs and Poisons
(SUSDP).

e Category C ingredients are those that do not fall into either A or B, and are therefore
subject to a restriction of ‘no higher than 10mg per litre or kilogram’, until their
suitability at higher concentrations has been established.

Stakeholders are invited to comment on the lists of permitted ingredients for
homoeopathic medicines
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Table 1: List of permitted ingredients for homoeopathic medicines

Substance

Abelmoschus

Abies alba spag. Zimpel
Abies canadensis
Abies nigra

Abies pectinata
Abroma augusta
Abroma radix
Abrotanum

Absinthium

Acacia arabica
Acalypha indica
Acetaldehyde
Acetanilidum

Achillea ex herba ferm 33 d
Achyranthes aspera
Achyranthes calea
Acidum aceticum
Acidum benzoicum e resina
Acidum citricum
Acidum formicicum
Acidum hydrochloricum
Acidum hydrofluoricum
Acidum lacticum
Acidum nitricum
Acidum oxalicum
Acidum phosphoricum
Acidum picrinicum
Acidum sulfuricum
Acidum valerianicum
Aconitinum

Aconitum

Aconitum ferox

Category Concentration Cut-off
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No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Aconitum lycoctonum B No higher than 10mg per litre or kilogram N
Aconitum Rh B No higher than 10mg per litre or kilogram N
Aconitum, radix B No higher than 10mg per litre or kilogram N
Actaea A No cut-off Y
Adamas C No higher than 10mg per litre or kilogram Y
Adelheidsquelle C No higher than 10mg per litre or kilogram Y
?Scelggﬁic?supmhoricum C No higher than 10mg per litre or kilogram Y
Adeps suillus C No higher than 1 nanogram per litre or kilogram N
Adlumia fungosa C No higher than 10mg per litre or kilogram Y
Adonis vernalis B No higher than 10mg per litre or kilogram N
Adonis vernalis ferm 33 d B No higher than 10mg per litre or kilogram N
Adrenalinum B No higher than 10mg per litre or kilogram N
Adrenocorticotrophin B No higher than 10mg per litre or kilogram N
Aegle folia C No higher than 10mg per litre or kilogram Y
Aegle marmelos C No higher than 10mg per litre or kilogram Y
Aesculinum C No higher than 10mg per litre or kilogram Y
Aesculus A No cut-off Y
Aesculus carnea, flos C No higher than 10mg per litre or kilogram Y
Aesculus glabra A No cut-off Y
ﬁoessculus e e, C No higher than 10mg per litre or kilogram Y
giigtéltﬂ?n s BinEnel C No higher than 10mg per litre or kilogram Y
Aethiops antimonialis C No higher than 10mg per litre or kilogram Y
Agthiop_s NS C No higher than 1mg per litre or kilogram N
mineralis

Aethusa A No cut-off Y
Agaricinum C No higher than 10mg per litre or kilogram Y
Agaricus campanulatus C No higher than 10mg per litre or kilogram Y
Agaricus campestris C No higher than 10mg per litre or kilogram Y
Agaricus citrinus C No higher than 10mg per litre or kilogram Y
Agaricus emeticus C No higher than 10mg per litre or kilogram Y
Agaricus muscarius A No cut-off Y
Agaricus pantherinus C No higher than 10mg per litre or kilogram Y
Agaricus phalloides C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
ﬁgg::gﬂz Ezﬁ)lgﬂis' C No higher than 10mg per litre or kilogram Y
Agaricus procerus C No higher than 10mg per litre or kilogram Y
Agaricus semiglobatus C No higher than 10mg per litre or kilogram Y
Agaricus stercorarius C No higher than 10mg per litre or kilogram Y
Agave americana A No cut-off Y
Agave tequilana C No higher than 10mg per litre or kilogram Y
Agnus castus A No cut-off Y
Agraphis nutans C No higher than 10mg per litre or kilogram Y
Agrimonia eupatoria A No cut-off Y
Agrimonia eupatoria, flos C No higher than 10mg per litre or kilogram Y
Agrimonia odorata, flos A No cut-off Y
Agrostemma githago C No higher than 10mg per litre or kilogram Y
Ailanthus glandulosa A No cut-off Y
Ajuga reptans A No cut-off Y
a-ketoglutaricum acidum C No higher than 10mg per litre or kilogram Y
Alchemilla A No cut-off Y
Alchemilla e et erE C No higher than 10mg per litre or kilogram Y
siccata

Aletris farinosa A No cut-off Y
Alfalfa A No cut-off Y
a-lipoicum acidum C No higher than 10mg per litre or kilogram Y
Alisma plantago A No cut-off Y
Allium cepa A No cut-off Y
Allium cepa ferm 34 a C No higher than 10mg per litre or kilogram Y
Allium sativum A No cut-off Y
Allium ursinum A No cut-off Y
Alloxanum C No higher than 10mg per litre or kilogram Y
Alnus glutinosa A No cut-off Y
Alnus serrulata C No higher than 10mg per litre or kilogram Y
Aloe A No cut-off Y
Alstonia constricta A No cut-off Y
Alstonia scholaris C No higher than 10mg per litre or kilogram Y
Althaea officinalis A No cut-off Y
Alumen A No cut-off Y
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Substance

Alumina

Alumina phosphorica
Alumina silicata
Aluminium metallicum
Aluminium muriaticum
Ambra

Ambrosia artemisiaefolia
Ammi visnaga
Ammoniacum gummi
Ammonium aceticum
Ammonium benzoicum
Ammonium bromatum
Ammonium carbonicum
Ammonium causticum
Ammonium chloratum
Ammonium citricum
Ammonium iodatum
Ammonium nitricum
Ammonium phosphoricum
Ammonium picricum
Ammonium tartaricum
Ammonium valerianicum
Ammonium vanadium
Amoora rohituka
Amorphophallus rivieri
Ampelopsis quinquefolia
Amygdalae amarae
Amygdalae amarae aqua
Amygdalae amarae oleum
Amygdalus persica
Amyl nitrosum
Anacardium occidentale
Anacardium orientale

Anagallis arvensis

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off

No cut-off

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Ananassa A No cut-off Y
Anag BEMBETEE, MEEE € C No higher than 1 nanogram per litre or kilogram N
cordis extractum
Anatherum muricatum A No cut-off Y
Anchusa officinalis B No higher than 1 nanogram per litre or kilogram N
Andrographis paniculata A No cut-off Y
Anemone nemorosa C No higher than 10mg per litre or kilogram Y
Anemopsis californica C No higher than 10mg per litre or kilogram Y
Anethum graveolens A No cut-off Y
Angelica archangelica A No cut-off Y
Qinrf?sglca ETENEMEEES) € C No higher than 10mg per litre or kilogram Y
Angelica atropurpurea A No cut-off Y
Angelica sinensis, radix C No higher than 10mg per litre or kilogram Y
Angophora lanceolata C No higher than 10mg per litre or kilogram Y
Angustura A No cut-off Y
Anilinum B No higher than 10mg per litre or kilogram N
Anilinum sulphuricum C No higher than 10mg per litre or kilogram Y
Anisum A No cut-off Y
Anthamantha oreoselinum C No higher than 10mg per litre or kilogram Y
Anthemis nobilis A No cut-off Y
éﬂrri?rfilln:fci)lli;:ama C No higher than 10mg per litre or kilogram Y
Anthemis pyrethrum C No higher than 10mg per litre or kilogram Y
Anthoxanthum odoratum A No cut-off Y
Anthracinum C No higher than 1 nanogram per litre or kilogram N
Anthrakokali C No higher than 10mg per litre or kilogram Y
Antimonite C No higher than 10mg per litre or kilogram Y
Antimonium arsenicicum B No higher than 10mg per litre or kilogram N
Antimonium arsenicosum B No higher than 1 milligram per litre or kilogram N
Antimonium crudum B No higher than 1mg per litre or kilogram N
Antimonium iodatum B No higher than 1mg per litre or kilogram N
Antimonium muriaticum B No higher than 1mg per litre or kilogram N
Antimonium oxydatum B No higher than 1mg per litre or kilogram N
Antimqnium SUlE L B No higher than 1 milligram per litre or kilogram N
aurantiacum
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Substance

Antimonium sulphuratum
aureum

Antimonium tartaricum
Antipyrinum

Apatite

Apiolum

Apis mellifera
Apisinum

Apium graveolens
Apocynum

Apocynum
androsaemifolium

Apomorphinum

Apomorphinum
hydrochloricum

Aqua marina
Aquilegia

Aralia

Aralia hispida

Aralia quinquefolia
Aranea diadema
Arbutinum

Arbutus andrachne
Arctium

Areca catechu
Argemone mexicana
Argentite

Argentum colloidale
Argentum cyanatum
Argentum iodatum
Argentum metallicum
Argentum muriaticum
Argentum nitricum
Argentum oxydatum
Argentum phosphoricum

Aristolochia

Category Concentration Cut-off
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No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 1mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

Can be
Exempt?
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Can be

Substance Category Concentration Cut-off Exempt?
Aristolochia milhomens C No higher than 10mg per litre or kilogram Y
Aristolochia serpentaria C No higher than 10mg per litre or kilogram Y
Arnica ad usum externum C No higher than 10mg per litre or kilogram Y
Arnica montana C No cut-off Y
Arnica montana, flosH 10% C No higher than 10mg per litre or kilogram Y
Arnica montana, radix C No higher than 10mg per litre or kilogram Y
Arnica, Planta tota C No higher than 10mg per litre or kilogram Y
Arnica, Planta tota Rh C No higher than 10mg per litre or kilogram Y
Arsenicum bromatum C No higher than 10mg per litre or kilogram Y
Arsenicum hydrogenatum C No higher than 10mg per litre or kilogram Y
Arsenicum iodatum C No higher than 10mg per litre or kilogram Y
Arsenicum metallicum B No higher than 1 nanogram per litre or kilogram N
ﬁ;\s/ﬁrrli]cum ST C No higher than 10mg per litre or kilogram Y
CISETIET) SR W C No higher than 10mg per litre or kilogram Y
rubrum

Arsenii trioxidum C No higher than 10mg per litre or kilogram Y
Artemisia dracunculus A No cut-off Y
Artemisia vulgaris A No cut-off Y
Arum dracontium C No higher than 10mg per litre or kilogram Y
Arum italicum C No higher than 10mg per litre or kilogram Y
Arum maculatum A No cut-off Y
Arum triphyllum A No cut-off Y
Arundo donax C No higher than 10mg per litre or kilogram Y
Arundo mauritanica A No cut-off Y
Asa foetida A No cut-off Y
Asarum B No higher than 1 nanogram per litre or kilogram N
Asarum canadense B No higher than 1 nanogram per litre or kilogram N
Asclepias curassavica C No higher than 10mg per litre or kilogram Y
Asclepias incarnata C No higher than 10mg per litre or kilogram Y
Asclepias syriaca C No higher than 10mg per litre or kilogram Y
Asclepias tuberosa A No cut-off Y
Asclepias vincetoxicum C No higher than 10mg per litre or kilogram Y
Asclepias vincetoxicum, folia C No higher than 10mg per litre or kilogram Y
Asimina triloba A No cut-off Y
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Can be

Substance Category Concentration Cut-off Exempt?
Asparagus officinalis No cut-off Y
Asperula odorata A No cut-off Y
Qis;gsgljla odoratum spag. A No cut-off y
Astacus fluviatilis C No higher than 10mg per litre or kilogram Y
Asterias rubens C No higher than 10mg per litre or kilogram Y
Astragalus menziesii C No higher than 10mg per litre or kilogram Y
Atista indica C No higher than 10mg per litre or kilogram Y
Atista radix C No higher than 10mg per litre or kilogram Y
Atropinum B No higher than 300 micrograms per litre or kilogram N
Atropinum sulphuricum B No higher than 300 micrograms per litre or kilogram N
Aurum arsenicicum C No higher than 10mg per litre or kilogram Y
Aurum bromatum C No higher than 10mg per litre or kilogram Y
Aurum chloratum C No higher than 10mg per litre or kilogram Y
ﬁ;trr%rga(t:mgratum C No higher than 10mg per litre or kilogram Y
Aurum colloidale C No higher than 10mg per litre or kilogram Y
Aurum iodatum C No higher than 10mg per litre or kilogram Y
Aurum metallicum A No cut-off Y
Aurum muriaticum kalinatum C No higher than 10mg per litre or kilogram Y
AT P GG C No higher than 10mg per litre or kilogram Y
natronatum

Aurum sulphuratum C No higher than 10mg per litre or kilogram Y
,CAvena © [ (i R 5 C No higher than 10mg per litre or kilogram Y
Avena sativa A No cut-off Y
Aviaire C No higher than 1 nanogram per litre or kilogram N
Avoine germee C No higher than 10mg per litre or kilogram Y
Azadirachta indica B No higher than 1 nanogram per litre or kilogram N
Bacilli of morgan C No higher than 1 nanogram per litre or kilogram N
Bacillinum pulmo C No higher than 1 nanogram per litre or kilogram N
Bacillus coli C No higher than 1 nanogram per litre or kilogram N
Bacillus no. 7 C No higher than 1 nanogram per litre or kilogram N
Badiaga C No higher than 10mg per litre or kilogram Y
Baja C No higher than 10mg per litre or kilogram Y

Regulation of Homoeopathic and Related Medicines in Australia — August 2008 30




Substance

Ballota foetida

Balsamum peruvianum

Baptisia confusa

Baptisia tinctoria

Barii chloridum dihydricum

Barium carbonicum
Barium chloratum
Barium sulphuratum
Barosma

Baryta acetica
Baryta iodata

BCG

Belladonna
Belladonna Rh
Belladonna, radix
Bellis perennis
Benzinum
Benzinum dinitricum
Benzinum nitricum
Benzoicum acidum
Benzoin odoriferum
Benzoinum
Berberinum
Berberis aquifolium

Berberis vulgaris

Berberis vulgaris e fructibus

Rh

Berberis vulgaris, ethanol.

Decoctum

Berberis, Fructus
Bernus

Beryllium metallicum
Beta vulgaris
Betainum muriaticum

Betonica

Category Concentration Cut-off
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No cut-off
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off

No cut-off

Can be
Exempt?

Y
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Substance

Betula
Betula e foliis ferm 34e

Betula pendula, cortex

Betula, Cortex, ethanol.

Decoctum

Betula, Folium
Bismuthum oxydatum
Bismutum metallicum
Bismutum subgallicum
Bismutum subnitricum
Bixa orellana

Blatta americana
Blatta orientalis

Blé Germé

Blumea odorata
Boldo

Boletus laricus
Boletus luridus
Boletus satanas
Bombyx processionea
Borago officinalis
Borax

Boric acid

Bovista

Brachyglottis repens
Branca ursina
Brassica napus

Brassica oleracea

Brassica oleracea e planta

non florescente
Bromum

Bromus ramosus, flos
Brucella melitensis
Brucinum

Bryonia

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram

No cut-off

Can be
Exempt?

Y
Y
Y
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Substance

Bryonia cretica
Bryonia e radice ferm 33 b
Bryophyllum
Bryophyllum Rh

Bufo rana

Bunias orientalis
Buthus australis
Butyricum acidum
Buxus sempervirens
Cacao

Cactus grandiflorus
Cadmii sulfas hydricus
Cadmium bromatum
Cadmium iodatum
Cadmium metallicum
Cadmium muriaticum
Cadmium sulphuratum
Caesalpinia bonducella
Caffeinum

Cahinca

Cajuputum

Caladium seguinum
Calamus aromaticus
Calcarea acetica
Calcarea bromata
Calcarea caustica
Calcarea hypochlorata
Calcarea hypophosphorosa
Calcarea lactica
Calcarea muriatica
Calcarea ova testa
Calcarea oxalica
Calcarea picrata

Calcarea renalis

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Calcarea silicata A No cut-off Y
Calcii iodidum tetrahydrate C No higher than 10mg per litre or kilogram Y
Calcium arsenicosum C No higher than 10mg per litre or kilogram Y
Calcium fluoratum A No cut-off Y
Calcium phosphoricum A No cut-off Y
Calcium sulfuricum A No cut-off Y
Calendula officinalis A No cut-off Y
Calendula officinalis 2 a C No higher than 10mg per litre or kilogram Y
giz;lrll(;r;cliula THETIETS L) C No higher than 10mg per litre or kilogram Y
Calotropis gigantea B No higher than 10mg per litre or kilogram N
Calotropis lactum C No higher than 10mg per litre or kilogram Y
Caltha palustris A No cut-off Y
Calvatia gigantea C No higher than 10mg per litre or kilogram Y
Camphora B No higher than 10mg per litre or kilogram N
Camphora monobromata C No higher than 10mg per litre or kilogram Y
Camphoricum acidum C No higher than 10mg per litre or kilogram Y
Canchalagua A No cut-off Y
Candida albicans C No higher than 1 nanogram per litre or kilogram N
Candida parapsilosis C No higher than 1 nanogram per litre or kilogram N
Canna angustifolia C No higher than 10mg per litre or kilogram Y
Cantharidinum B No higher than 10 micrograms per litre or kilogram N
Cantharis C No higher than 10mg per litre or kilogram Y
Capsella, ethanol. Infusum C No higher than 10mg per litre or kilogram Y
Capsicum annuum A No cut-off Y
Carbo animalis C No higher than 10mg per litre or kilogram Y
Carbo vegetabilis C No higher than 10mg per litre or kilogram Y
Carbolicum acidum B No higher than 10mg per litre or kilogram N
Carboneum A No cut-off Y
Carboneum chloratum B No higher than 1 nanogram per litre or kilogram N
Carboneum hydrogenisatum C No higher than 10mg per litre or kilogram Y
Carboneum oxygenisatum C No higher than 10mg per litre or kilogram Y
Carboneum sulphuratum B No higher than 10mg per litre or kilogram N
Carbonium hydrogenisatum C No higher than 1 nanogram per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Cardiospermum No cut-off Y
Carduus benedictus No cut-off Y
gi?rr\ggrs BEMERIEIE S C No higher than 10mg per litre or kilogram Y
Canlivs dRrEeisls, C No higher than 10mg per litre or kilogram Y
ethanol. Decoctum
Carduus marianus A No cut-off Y
gg(r:%té?jmmarianus, Sl C No higher than 10mg per litre or kilogram Y
Carica papaya A No cut-off Y
Carpinus betulus, flos A No cut-off Y
Cartilago suis C No higher than 1 nanogram per litre or kilogram N
Carum carvi A No cut-off Y
g?;%?tlfiwi’ CHiEmel C No higher than 10mg per litre or kilogram Y
Caryophyllus A No cut-off Y
Cascarilla A No cut-off Y
Cassada C No higher than 10mg per litre or kilogram Y
Cassia sophora C No higher than 10mg per litre or kilogram Y
Castanea sativa, flos A No cut-off Y
Castor equi C No higher than 1 nanogram per litre or kilogram N
Castoreum C No higher than 1 nanogram per litre or kilogram N
Catalpa bignonioides A No cut-off Y
Caulophyllum thalictroides A No cut-off Y
Causticum Hahnemanni A No cut-off Y
Ceanothus americanus A No cut-off Y
::eiz;rrl]zthus americanus A No cut-off v
Cedron C No higher than 10mg per litre or kilogram Y
Celtis occidentalis C No higher than 10mg per litre or kilogram Y
Cenchris contortrix C No higher than 10mg per litre or kilogram Y
Centaurea tagana C No higher than 10mg per litre or kilogram Y
Centaurium umbellatum, flos C No higher than 10mg per litre or kilogram Y
gtig?gflis (TR, C No higher than 10mg per litre or kilogram Y
Cephalandra indica C No higher than 10mg per litre or kilogram
Cephalanthus occidentalis C No higher than 10mg per litre or kilogram
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Can be

Substance Category Concentration Cut-off Exempt?
Cerasus virginiana C No higher than 10mg per litre or kilogram Y
f?()e:;\tostigma willmottianum, A No cut-off v
Cereus bonplandii C No higher than 10mg per litre or kilogram Y
Cereus serpentinus C No higher than 10mg per litre or kilogram Y
Cerium oxalicum C No higher than 10mg per litre or kilogram Y
Cerussite C No higher than 10mg per litre or kilogram Y
Chalcosine C No higher than 10mg per litre or kilogram Y
Chamomilla A No cut-off Y
Chamomilla recutita Rh C No higher than 10mg per litre or kilogram Y
Cheiranthus cheiri A No cut-off Y
Chelidonium majus A No cut-off Y
Chelidonium majus, radix C No higher than 10mg per litre or kilogram Y
Chelidonium Rh C No higher than 10mg per litre or kilogram Y
gge;isc:i(:)nium, HeS, Gl C No higher than 10mg per litre or kilogram Y
Chelone glabra A No cut-off Y
Chenopodii glauci aphis No higher than 10mg per litre or kilogram

Chenopodium ambrosioides A No cut-off Y
g:tig(ljr?]?n(i:g?m C No higher than 10mg per litre or kilogram Y
Chenopodium vulvaria A No cut-off Y
Chimaphila maculata C No higher than 10mg per litre or kilogram Y
Chimaphila umbellata A No cut-off Y
China A No cut-off Y
Chininum B No higher than 1 nanogram per litre or kilogram N
Chininum arsenicicum B No higher than 1 nanogram per litre or kilogram N
Chininum arsenicosum B No higher than 1 nanogram per litre or kilogram N
Chininum hydrochloricum B No higher than 1 nanogram per litre or kilogram N
Chininum salicylicum B No higher than 1 nanogram per litre or kilogram N
Chininum sulfuricum B No higher than 1 nanogram per litre or kilogram N
Chionanthus virginicus A No cut-off Y
Chloralum B No higher than 10mg per litre or kilogram N
Chloramphenicolum B No higher than 10mg per litre or kilogram N
Chlorinum B No higher than 1 nanogram per litre or kilogram N
Chloroformum B No higher than 10mg per litre or kilogram N
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Can be

Substance Category Concentration Cut-off Exempt?
Chlorpromazinum B No higher than 10mg per litre or kilogram N
Cholesterinum A No cut-off Y
Cholinum A No cut-off Y
Chromicum acidum B No higher than 10mg per litre or kilogram N
Chromium kali sulphuricum C No higher than 10mg per litre or kilogram Y
Chromium oxydatum C No higher than 10mg per litre or kilogram Y
Chromium sulphuricum C No higher than 10mg per litre or kilogram Y
Chrysanthellum americanum C No higher than 10mg per litre or kilogram Y
R A No cut-off Y
Chrysarobinum C No higher than 10mg per litre or kilogram Y
Chrysolite C No higher than 10mg per litre or kilogram Y
Cicer arietinum C No higher than 10mg per litre or kilogram Y
Cichorium intybus A No cut-off Y
Cichorium intybus, flos C No higher than 10mg per litre or kilogram Y
Cichorium Rh C No higher than 10mg per litre or kilogram Y
gg::gt'ﬂrmn CUEIIE) C No higher than 10mg per litre or kilogram Y
Cicuta maculata C No higher than 10mg per litre or kilogram Y
Cicuta virosa A No cut-off Y
Cimex lectularius C No higher than 10mg per litre or kilogram Y
Cimicifuga racemosa A No cut-off Y
ggﬁgﬁga [ESeless, C No higher than 10mg per litre or kilogram Y
Cina C No higher than 10mg per litre or kilogram Y
Cinchoninum sulphuricum C No higher than 10mg per litre or kilogram Y
Cineraria maritima B No higher than 1 nanogram per litre or kilogram N
Cineraria maritima, succus C No higher than 10mg per litre or kilogram Y
Cinnabar B No higher than 10mg per litre or kilogram N
Cinnabaris B No higher than 1mg per litre or kilogram N
Cinnamomum A No cut-off Y
Cistus canadensis A No cut-off Y
Citrus decumana C No higher than 10mg per litre or kilogram Y
Citrus limonum A No cut-off Y
Citrus vulgaris A No cut-off Y
Clematis erecta A No cut-off Y
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Can be

Substance Category Concentration Cut-off Exempt?
Clematis virginiana C No higher than 10mg per litre or kilogram Y
Clematis vitalba, flos C No higher than 10mg per litre or kilogram Y
Clematis vitalba, folia A No cut-off Y
Clerodendron infortunatum C No higher than 10mg per litre or kilogram Y
Cobaltum metallicum C No higher than 10mg per litre or kilogram Y
Cobaltum muriaticum C No higher than 10mg per litre or kilogram Y
Cobaltum nitricum C No higher than 10mg per litre or kilogram Y
Coccinella septempunctata C No higher than 10mg per litre or kilogram Y
Cocculus A No cut-off Y
Coccus cacti A No cut-off Y
Cochlearia armoracia A No cut-off Y
Cochlearia officinalis A No cut-off Y
(é;)acg}lgearia GBS EfEEY), C No higher than 10mg per litre or kilogram Y
Coenzyme A C No higher than 10mg per litre or kilogram Y
Coffea cruda A No cut-off Y
Coffea tosta C No higher than 10mg per litre or kilogram Y
Cola C No higher than 10mg per litre or kilogram Y
Colchicinum B No higher than 10mg per litre or kilogram N
Colchicum autumnale B No higher than 10mg per litre or kilogram N
Colchicum, tuber Rh B No higher than 10mg per litre or kilogram N
g?glgzit%jm’ e, @lene) B No higher than 10mg per litre or kilogram N
Coleus aromaticus C No higher than 10mg per litre or kilogram Y
Colipapillinum cum natrum C No higher than 1 nanogram per litre or kilogram N
muriaticum

Collinsonia canadensis A No cut-off Y
Colocynthinum C No higher than 10mg per litre or kilogram Y
Colocynthis A No cut-off Y
Colostrum C No higher than 10mg per litre or kilogram Y
Columbo C No higher than 10mg per litre or kilogram Y
Combretum raimbaultii C No higher than 10mg per litre or kilogram Y
Comocladia dentata C No higher than 10mg per litre or kilogram Y
Conchae A No cut-off Y
Conchiolinum C No higher than 10mg per litre or kilogram Y
Condurango C No higher than 10mg per litre or kilogram Y
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Substance

Coniinum

Coniinum bromatum
Conium maculatum
Convallaria majalis

Convallaria majalis, ethanol.
Digestio

Convolvulus arvensis
Copaiva officinalis
Corallium rubrum
Corallorhiza odontorhiza
Coriandrum sativum
Coriaria ruscifolia
Cornus alternifolia
Cornus circinata
Cornus florida
Cortisone

Cortisone aceticum
Corydalis canadensis
Corylus avellana
Cotyledon umbilicus
Coumarinum
Crataegus

Crataegus, ethanol. Digestio
Creosotum

Cresolum

Croci stigma

Crotalus cascavella
Crotalus horridus
Croton tiglium
Crotonchloralum
Cubeba officinalis
Cucurbita citrullus
Cucurbita pepo, flos
Cucurbita pepo, semen

Culex musca

Category Concentration Cut-off
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No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?

N

Y
Y
N

Z
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Substance

Cuphea petiolata
Cupressus australis

Cupressus lawsoniana

Cupri acetas monohydricus

Cuprite
Cuprum

Cuprum ammonio-
sulphuricum

Cuprum arsenicosum
Cuprum carbonicum
Cuprum muriaticum
Cuprum nitricum
Cuprum oxydatum nigrum
Cuprum sulfuricum
Curare

Curcuma

Cyclamen europaeum
Cydonia vulgaris
Cynara scolymus
Cynodon dactylon
Cypripedium calceolus
Cypripedium pubescens
Cysteinum

Cytisus laburnum
Damiana

Daphne indica

Datisca cannabina
Datura arborea

Datura metel

DDT

Delphininum

Derris pinnata
Desmodium gangeticum
Dichapetalum

Dictamnus albus

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Digitalinum B No higher than 10mg per litre or kilogram N
Digitalis purpurea B No higher than 10mg per litre or kilogram N
Digitoxinum B No higher than 10mg per litre or kilogram N
Dioptase C No higher than 10mg per litre or kilogram Y
Dioscorea villosa A No cut-off Y
Dioscoreinum C No higher than 10mg per litre or kilogram Y
Diphterinum C No higher than 1 nanogram per litre or kilogram N
Diphtherinum C No higher than 1 nanogram per litre or kilogram N
Dirca palustris C No higher than 10mg per litre or kilogram Y
DNA C No higher than 10mg per litre or kilogram Y
Dolichos pruriens A No cut-off Y
Doryphora decemlineata C No higher than 10mg per litre or kilogram Y
Draba verna C No higher than 10mg per litre or kilogram Y
Drosera A No cut-off Y
Duboisia myoporoides B No higher than 10mg per litre or kilogram N
Dulcamara A No cut-off Y
Dulcamara, flos C No higher than 10mg per litre or kilogram Y
Dyscrasite C No higher than 10mg per litre or kilogram Y
Echinacea A No cut-off Y
Echinacea purpurea A No cut-off Y
Ejiginacea ERERC S e C No higher than 10mg per litre or kilogram Y
Eichhornia A No cut-off Y
Elaeis guineensis A No cut-off Y
Elaps corallinus C No higher than 10mg per litre or kilogram Y
Elaterium C No higher than 10mg per litre or kilogram Y
Embelia ribes C No higher than 10mg per litre or kilogram Y
Embryo suis C No higher than 1 nanogram per litre or kilogram N
Emetinum B No higher than 10mg per litre or kilogram N
Eosinum natrum A No cut-off Y
Ephedra spag. Zimpel B No higher than 10mg per litre or kilogram N
Ephedra vulgaris B No higher than 10mg per litre or kilogram N
Epigaea repens A No cut-off Y
Epilobium palustre A No cut-off Y
Epiphegus virginiana C No higher than 10mg per litre or kilogram Y
Regulation of Homoeopathic and Related Medicines in Australia — August 2008 41




Substance

Equisetum arvense

Equisetum arvense Rh

Equisetum arvense, ethanol.

Decoctum

Equisetum hyemale
Eranthis hyemalis
Erechtites hieracifolia
Erica

Erigeron canadensis
Erodium

Eryngium aquaticum
Eryngium maritimum
Erysimum officinale
Erythraea centaurium
Eschscholtzia californica
Eserinum

Etherum

Ethylicum

Ethylum nitricum
Eucalyptol

Eucalyptus globulus
Eugenia jambosa
Euonymus atropurpureus
Eupatorium aromaticum
Eupatorium cannabinum
Eupatorium perfoliatum
Eupatorium purpureum
Euphorbia amygdaloides
Euphorbia corollata
Euphorbia cyparissias
Euphorbia hypericifolia
Euphorbia lathyris
Euphorbia pilulifera
Euphorbium

Euphrasia ex planta tota

Category Concentration Cut-off
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No cut-off

No cut-off
No cut-off

No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
Y
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Substance

ferm 33 ¢

Euphrasia officinalis
Euphrasia officinalis 3 ¢
Eupion

Evonymus europaea
Fagopyrum esculentum
Fagus sylvatica
Fagus sylvatica, flos
Fel Tauri

Ferrum

Ferrum aceticum
Ferrum arsenicicum
Ferrum bromatum
Ferrum carbonicum
Ferrum citricum
Ferrum cyanatum
Ferrum iodatum
Ferrum lacticum
Ferrum magneticum
Ferrum muriaticum
Ferrum pernitricum
Ferrum phosphoricum
Ferrum picricum
Ferrum sesquichloratum
Ferrum sidereum
Ferrum sulfuricum
Ferrum tartaricum
Ferula glauca

Ficus carica

Ficus indica

Ficus religiosa

Filipendula ulmaria ex herba

ferm 34 c
Filix
Flor de piedra

Category Concentration Cut-off
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No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?
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Can be

Substance Category Concentration Cut-off Exempt?
Fluorite No higher than 10mg per litre or kilogram Y
Foeniculum No cut-off Y
Ec;ir;icctlalrtrj]m, ethanol. A No cut-off v
Foenum graecum A No cut-off Y
Folliculinum B No higher than 100 micrograms per litre or kilogram N
Formalinum B No higher than 10mg per litre or kilogram N
Formica A No cut-off Y
Fragaria vesca A No cut-off Y
Franciscea uniflora A No cut-off Y
Fraxinus americana A No cut-off Y
Fraxinus excelsior A No cut-off Y
Fuchsinum A No cut-off Y
Fucus vesiculosus A No cut-off Y
Fumaria officinalis A No cut-off Y
E?;?J%ria GTEENS S C No higher than 10mg per litre or kilogram Y
Fumaricum acidum A No cut-off Y
Funiculus umbilicalis suis C No higher than 1 nanogram per litre or kilogram N
Galanga A No cut-off Y
Galanthus nivalis B No higher than 10mg per litre or kilogram N
Galega officinalis A No cut-off Y
g?g;?g CHETENS OISRl C No higher than 10mg per litre or kilogram Y
Galena C No higher than 10mg per litre or kilogram Y
Galeopsis ochroleuca A No cut-off Y
Galium aparine A No cut-off Y
Gallae C No higher than 10mg per litre or kilogram Y
Gallicum acidum A No cut-off Y
Galphimia glauca A No cut-off Y
Gaultheria procumbens A No cut-off Y
Gelatina A No cut-off Y
Gelsemium B No higher than 1mg per litre or kilogram N
SRS, GETE) B No higher than 1mg per litre or kilogram N
Decoctum

Genista tinctoria C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Gentiana cruciata No higher than 10mg per litre or kilogram Y
Gentiana lutea No cut-off Y
Gentiana lutea Rh C No higher than 10mg per litre or kilogram Y
Seeggstrﬁnlutea, cliEne) C No higher than 10mg per litre or kilogram Y
Gentiana quinqueflora C No higher than 10mg per litre or kilogram Y
Gentianella amarella, flos A No cut-off Y
Geranium maculatum A No cut-off Y
Geranium robertianum A No cut-off Y
Geum rivale A No cut-off Y
Geum urbanum A No cut-off Y
Sgg&tﬂﬁamm' Siiemel. C No higher than 10mg per litre or kilogram Y
Ginkgo biloba A No cut-off Y
Glandula suprarenalis suis C No higher than 1 nanogram per litre or kilogram N
Glechoma hederacea A No cut-off Y
Glonoinum B No higher than 100 micrograms per litre or kilogram N
Glycerinum A No cut-off Y
Glycogenum A No cut-off Y
Glycyrrhiza glabra A No cut-off Y
Gnaphalium leontopodium C No higher than 10mg per litre or kilogram Y
Gnaphalium polycephalum A No cut-off Y
Gnaphalium uliginosum A No cut-off Y
Gossypium herbaceum A No cut-off Y
Granatum A No cut-off Y
Graphites A No cut-off Y
Gratiola C No higher than 10mg per litre or kilogram Y
Gratiola 3b C No higher than 10mg per litre or kilogram Y
IR, [REehs, el C No higher than 10mg per litre or kilogram Y
Decoctum

Grindelia robusta A No cut-off Y
Guaco C No higher than 10mg per litre or kilogram Y
Guaiacum A No cut-off Y
Guarea trichilioides C No higher than 10mg per litre or kilogram Y
Guatteria gaumeri C No higher than 10mg per litre or kilogram Y
Gunpowder C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Gutti C No higher than 10mg per litre or kilogram Y
Gymnema sylvestre A No cut-off Y
Gymnocladus Canadensis A No cut-off Y
Haematite C No higher than 10mg per litre or kilogram Y
?;;?;éﬁggﬂ% C No higher than 10mg per litre or kilogram Y
Halite C No higher than 10mg per litre or kilogram Y
Hamamelis No cut-off

?;?szsﬂﬁgirgt?ﬁngg C No higher than 10mg per litre or kilogram Y
g:gji%ﬂ:s' i) C No higher than 10mg per litre or kilogram Y
Hamamelis, folium C No higher than 10mg per litre or kilogram Y
Haplopappus C No higher than 10mg per litre or kilogram Y
Haronga A No cut-off Y
Harpagophytum A No cut-off Y
Hedeoma pulegioides A No cut-off Y
Hedera helix A No cut-off Y
Hekla Lava A No cut-off Y
?5:1;?;11;?:::1[:? flos A Ne EuEe] Y
Helianthus annuus A No cut-off Y
Helianthus tuberosus A No cut-off Y
Heliotropium peruvianum B No higher than 1 nanogram per litre or kilogram N
Helix tosta C No higher than 10mg per litre or kilogram Y
Helleborus foetidus C No higher than 10mg per litre or kilogram Y
Helleborus niger A No cut-off Y
Helleborus viridis A No cut-off Y
Heloderma C No higher than 10mg per litre or kilogram Y
Helonias dioica A No cut-off Y
Hemidesmus indicus A No cut-off Y
Hepar suis C No higher than 1 nanogram per litre or kilogram N
Hepar sulfuris calcareum C No higher than 10mg per litre or kilogram Y
Hepar sulphuris kalinum C No higher than 10mg per litre or kilogram Y
Hepatica triloba A No cut-off Y
Heracleum sphondylium A No cut-off Y
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Substance

Herniaria glabra
Hieracium pilosella
Hippozaeninum
Hippuricum acidum
Hirudinum

Histaminum

Histaminum hydrochloricum

Hoang-nan

Hoitzia coccinea
Holarrhena antidysenterica
Homarus

Hottonia palustris, flos

Humulus lupulus e glandulis

Hura brasiliensis

Hura crepitans
Hydrangea arborescens
Hydrastininum muriaticum
Hydrastis

Hydrobromic acid
Hydrocotyle asiatica
Hydrocyanicum acidum
Hydrophis cyanocinctus
Hydrophyllum virginianum
Hyoscyaminum

Hyoscyaminum
hydrobromatum

Hyoscyamus niger
Hypericum perforatum

Hypericum perforatum ex
herba

Hypericum Rh
Hypothalamus
Iberis amara
Ichthyolum

Ignatia amara

Category Concentration Cut-off
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No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10 micrograms per litre or kilogram

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 300 micrograms per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No cut-off
No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?
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Substance

llex aquifolium

llex aquifolium e foliis

siccatis
llex aquifolium, flos
llex paraguariensis

lllicium anisatum

Impatiens glandulifera, flos

Imperatoria ostruthium

Indigo

Indium metallicum
Indolum
Influenzinum

Inula helenium
lodoformum
lodum
Ipecacuanha
Ipomoea stans
Iridium metallicum
Iris florentina

Iris foetidissima
Iris germanica

Iris tenax

Iris versicolor
Jaborandi
Jacaranda caroba
Jalapa

Janosia ashoka

Jasminum officinale

Jasper
Jatropha curcas
Jatropha urens
Jequirity
Jonesia asoca
Juglans cinerea

Juglans regia

Category Concentration Cut-off

A

@]
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No cut-off
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

Can be
Exempt?

Y
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Substance

Juglans regia, flos
Juncus effusus

Juniperus communis

Juniperus communis sicc.

Juniperus virginiana
Justicia adhatoda
Kali aceticum

Kali arsenicosum
Kali causticum

Kali chromicum

Kali cyanatum

Kali ferrocyanatum
Kali muriaticum

Kali oxalicum

Kali permanganicum
Kali picricum

Kali silicatum

Kali telluricum
Kalium bichromicum
Kalium bromatum
Kalium carbonicum
Kalium chloratum
Kalium iodatum
Kalium nitricum
Kalium phosphoricum
Kalium sulfuricum
Kalmia latifolia
Kamala

Karaka

Karwinskia humboldtiana
Khellinum

Kieserite

Kino australiensis

Knautia arvensis

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

Can be
Exempt?

Y
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Substance

Kousso

Lac caninum

Lac defloratum

Lac felinum

Lac vaccinum
Lacerta agilis
Lachesis
Lachnanthes tinctoria
Lactuca virosa
Lamium album

Lamium album,Flos,
ethanol. Infusum

Lapis albus

Larix decidua, flos
Lathyrus cicera
Lathyrus sativus
Latrodectus katipo
Latrodectus mactans
Laurocerasus
Lavandula
Lavandula siccatis
Ledum palustre
Lemna minor
Leonurus cardiaca
Leonurus cardiaca 3 b
Lepidium bonariense
Leptandra
Lespedeza capitata
Lespedeza sieboldii
Leucus aspera
Levico

Levisticum officinale
Levisticum officinale Rh

Levisticum, ethanol.
Decoctum

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off

No cut-off
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Substance

Levomepromazine
Levomepromazinum
Liatris spicata

Lichen islandicus
Lilium tigrinum
Limulus

Linaria vulgaris
Linum catharticum
Linum usitatissimum
Lithium benzoicum
Lithium bromatum
Lithium carbonicum
Lithium citricum
Lithium muriaticum
Lobelia cardinalis
Lobelia erinus
Lobelia inflata
Lobelia purpurescens
Lobelia syphilitica
Lobelinum

Lolium temulentum
Lonicera caprifolium, flos
Lonicera periclymenum
Lonicera xylosteum
Lotus corniculatus
Luffa amara

Luffa bindal

Luffa operculata
Lupulinum

Lupulus
Lycopersicum esculentum
Lycopodium clavatum
Lycopus europaeus

Lycopus virginicus

Category Concentration Cut-off
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No higher than 1 microgram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No cut-off

No cut-off

Can be
Exempt?

N
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Substance

Lycosa

Lysimachia hummularia
Lyssin

Macrotinum

Magnesia oxydata
Magnesia sulphurica
Magnesite

Magnesium

Magnesium carbonicum
Magnesium chloratum
Magnesium phosphoricum
Magnolia glauca
Magnolia grandiflora
Malachite

Malus pumila, flos
Malva sylvestris

Malva, ethanol. Infusum
Mancinella

Mandragora officinarum
Mangani sufas tetrahydricus
Manganum aceticum
Manganum carbonicum
Manganum chloratum
Manganum metallicum

Manganum oxydatum
nativum

Manganum oxydatum
nigrum

Manganum phosphoricum
Manganum sulfuricum
Mangifera indica
Marrubium album

Marum verum

Matico

Matthiola graeca

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Medorrhinum C No higher than 1 nanogram per litre or kilogram N
Medulla ossis suis C No higher than 1 nanogram per litre or kilogram N
Medusa C No higher than 10mg per litre or kilogram Y
Melastoma ackermani C No higher than 10mg per litre or kilogram Y
Melilotus alba C No higher than 10mg per litre or kilogram Y
Melilotus officinalis A No cut-off Y
g/li(rerllirl)c;tlus Sl S C No higher than 10mg per litre or kilogram Y
Melissa A No cut-off Y
Menispermum canadense A No cut-off Y
Mentha piperita A No cut-off Y
Mentha pulegium A No cut-off Y
Mentha viridis A No cut-off Y
Mentholum A No cut-off Y
Menyanthes trifoliata A No cut-off Y
Mephitis mephitica C No higher than 1 nanogram per litre or kilogram N
!\3/I4ecrcurialis S ST C No higher than 10mg per litre or kilogram Y
Mercurialis perennis C No higher than 10mg per litre or kilogram Y
Mercurialis perennis 2 b C No higher than 10mg per litre or kilogram Y
Mercurius aceticus C No higher than 10mg per litre or kilogram Y
Mercurius auratus C No higher than 10mg per litre or kilogram Y
Mercurius bijodatus B No higher than 1mg per litre or kilogram N
Mercurius bromatus C No higher than 10mg per litre or kilogram Y
Mercurius corrosivus B No higher than 1 nanogram per litre or kilogram N
Mercurius cum kali iodatus C No higher than 10mg per litre or kilogram Y
Mercurius cyanatus B No higher than 10mg per litre or kilogram N
Mercurius dulcis B No higher than 1 nanogram per litre or kilogram N
Mercurius iodatus flavus C No higher than 10mg per litre or kilogram Y
Mercurius methylenus B No higher than 10mg per litre or kilogram N
Mercurius nitricus B No higher than 10mg per litre or kilogram N
gﬂxe;/rglljjlrzi;:jsnitricus B No higher than 1mg per litre or kilogram N
ZSLCSUHUS IREEIELS B No higher than 10mg per litre or kilogram N
Mercurius praecipitatus B No higher than 10mg per litre or kilogram N
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Substance

ruber

Mercurius solubilis
Hahnemanni

Mercurius sulphocyanatus

Mercurius sulphuricus
Mercurius vivus
Methylene blue
Mezereum

Millefolium

Millefolium spag. Zimpel
Mimosa pudica
Mimulus guttatus, flos
Minium

Mitchella repens
Momordica balsamina
Momordica charantia
Monotropa uniflora
Morbillinum

Moschus

Mucosa nasalis suis
Muira puama

Murex purpurea
Musa sapientum
Mygale

Myosotis arvensis
Myrica cerifera
Myrrha

Myrrhis odorata
Myrtillocactus

Myrtus communis
Nabalus serpentarius
Nadidum

Naja tripudians
Naphthalinum

Narceinum

Category Concentration Cut-off

B

B
C
B
B
A
A
C
C
A
B
A
A
A
C
C
C
C
C
C
A
C
A
A
A
A
C
A
C
C
C
B
C

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 milligram per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

=z
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Substance

Narcissus pseudo-narcissus

Narcotinum
Nasturtium aquaticum
Natrium carbonicum
Natrium chloratum
Natrium muriaticum
Natrium nitricum
Natrium phosphoricum
Natrium sulfuricum
Natrum arsenicicum
Natrum arsenicum
Natrum bicarbonicum
Natrum bromatum
Natrum fluoratum
Natrum hypochlorosum
Natrum iodatum
Natrum lacticum
Natrum nitrosum
Natrum oxalaceticum
Natrum pyruvicum
Natrum salicylicum
Natrum silicatum
Natrum silicofluoricum
Natrum sulphuratum
Natrum sulphurosum
Negundo

Nepenthes

Nepeta cataria
Niccolum carbonicum
Niccolum metallicum
Niccolum sulphuricum
Nicotinamidum
Nicotinum

Nitri spiritus dulcis

Category Concentration Cut-off

C
B
A
C
C
A
C
B
A
C
B
A
B
A
A
C
A
B
C
C
B
A
C
B
C
A
C
A
C
C
B
A
B
C

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 1mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Substance

Nitrogenum oxygenatum

Nitromuriaticum acidum
Nontronite

Nuphar luteum

Nux moschata
Nux-vomica
Nyctanthes arbortristis
Nymphaea odorata
Ocimum basilicum
Ocimum canum
Ocimum gratissimum
Ocimum sanctum
Oenanthe crocata
Oenothera biennis
Okoubaka
Oldenlandia herbacea
Olea europaea

Olea europaea, flos
Oleander

Oleum animale
Oleum carvi

Oleum gaultheriae
Oleum morrhuae
Oleum ricini

Oleum santali
Olibanum

Olivenite

Oniscus

Ononis spinosa

Ononis spinosa, ethanol.

Category Concentration Cut-off

> 0 o » O » » W »r O ©® >» >» 0 » » >»» O O O » » » ©® >» >» O O @

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 1mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

Can be
Exempt?

N

< < <X < <X < < Z < Z Z << <<<<<=<==<=<=<=<=3zZ=<2z<=< <<

Decoctum C No higher than 10mg per litre or kilogram Y
Onopordum A No cut-off Y
Onosmodium virginianum A No cut-off Y
Onyx C No higher than 10mg per litre or kilogram Y
Oophorinum C No higher than 1 nanogram per litre or kilogram N
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Can be

Substance Category Concentration Cut-off Exempt?
Opuntia vulgaris C No higher than 10mg per litre or kilogram Y
Orchitinum C No higher than 1 nanogram per litre or kilogram N
Oreodaphne californica A No cut-off Y
Orge germée A No cut-off Y
Origanum majorana A No cut-off Y
Origanum vulgare A No cut-off Y
Ornithogalum umbellatum A No cut-off Y
Oroticum acidum C No higher than 10mg per litre or kilogram Y
Osmium metallicum C No higher than 10mg per litre or kilogram Y
Ostrya C No higher than 10mg per litre or kilogram Y
Ova tosta C No higher than 10mg per litre or kilogram Y
Ovi gallinae pellicula C No higher than 10mg per litre or kilogram Y
Oxalis acetosella A No cut-off Y
Oxalis acetosella e folis Rh  C No higher than 10mg per litre or kilogram Y
Oxalis, Folium C No higher than 10mg per litre or kilogram Y
Oxydendrum arboreum C No higher than 10mg per litre or kilogram Y
Oxytropis lambertii C No higher than 10mg per litre or kilogram Y
Paeonia officinalis C No higher than 10mg per litre or kilogram Y
Eziggﬁrﬁfficinalis, BT C No higher than 10mg per litre or kilogram Y
Palladium metallicum A No cut-off Y
Paloondo A No cut-off Y
Panax ginseng A No cut-off Y
Pancreas suis C No higher than 1 nanogram per litre or kilogram N
Pancreatinum C No higher than 1 nanogram per litre or kilogram N
Papaver rhoeas C No higher than 10mg per litre or kilogram Y
Papaverinum B No higher than 10mg per litre or kilogram N
Paraffinum A No cut-off Y
Paraphenylene diamine B No higher than 1 microgram per litre or kilogram N
Parathormonum C No higher than 1 nanogram per litre or kilogram N
Pareira brava A No cut-off Y
Parietaria officinalis C No higher than 10mg per litre or kilogram Y
Paris quadrifolia A No cut-off Y
Paronichia illecebrum C No higher than 10mg per litre or kilogram Y
Parthenium C No higher than 10mg per litre or kilogram Y
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Substance

Passiflora incarnata
Pastinaca sativa
Paullinia pinnata
Paullinia sorbilis
Pecten

Pediculus capitis

Pel talpae
Penicillinum
Penthorum sedoides
Pepsinum
Perhexilinum

Perilla ocymoides
Persea gratissima
Pertussinum
Petasites

Petiveria tetrandra
Petroleum rectificatum
Petroselinum crispum
Phallus impudicus
Pharmakolite
Phaseolus
Phellandrium aquaticum
Phenacetinum
Phenobarbitalum
Phloridzinum
Phosphorus

Physalis alkekengi
Physostigma venenosum
Phytolacca decandra
Phytolacca e baccis
Pichi-Pichi
Picrotoxinum
Pilocarpinum

Pilocarpinum muriaticum

Category Concentration Cut-off

O ™ @™ >» O » » » @ O © ©® >» >» 00> 0O OO0 >» >» © OO ®OOoon>» >» 0 >

No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No cut-off
No cut-off
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
Pilocarpinum nitricum No higher than 10mg per litre or kilogram Y
Pimenta officinalis A No cut-off Y
Eigggi:tilrlr? VIS, UL C No higher than 10mg per litre or kilogram Y
Pimpinella saxifraga A No cut-off Y
Pinus lambertiana C No higher than 10mg per litre or kilogram Y
Pinus silvestris A No cut-off Y
Pinus sylvestris, flos C No higher than 10mg per litre or kilogram Y
Piper methysticum A No cut-off Y
Piper nigrum A No cut-off Y
Piperazinum B No higher than 10mg per litre or kilogram N
Piscidia erythrina A No cut-off Y
Pituitarum posterium C No higher than 1 nanogram per litre or kilogram N
Pix liquida C No higher than 10mg per litre or kilogram Y
Placenta totalis suis C No higher than 1 nanogram per litre or kilogram N
Plantago major A No cut-off Y
Platanus A No cut-off Y
Platinum chloratum C No higher than 10mg per litre or kilogram Y
Platinum metallicum C No higher than 10mg per litre or kilogram Y
Platinum muriaticum C No higher than 10mg per litre or kilogram Y
E;a;:g\#;?umuriaticum C No higher than 10mg per litre or kilogram Y
Plectranthus fruticosus C No higher than 10mg per litre or kilogram Y
Plumbago littoralis C No higher than 10mg per litre or kilogram Y
Plumbum aceticum B No higher than 10mg per litre or kilogram N
Plumbum carbonicum B No higher than 10mg per litre or kilogram N
Plumbum chromicum B No higher than 10mg per litre or kilogram N
Plumbum iodatum B No higher than 10mg per litre or kilogram N
Plumbum metallicum B No higher than 10mg per litre or kilogram N
Podophyllinum B No higher than 10mg per litre or kilogram N
Podophyllum peltatum B No higher than 10mg per litre or kilogram N
Polygonum aviculare A No cut-off Y
Polygonum punctatum C No higher than 10mg per litre or kilogram Y
Polygonum sagittatum C No higher than 10mg per litre or kilogram Y
Polyporus pinicola C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Populus candicans A No cut-off Y
Populus tremula, flos A No cut-off Y
Populus tremuloides A No cut-off Y
Potentilla anserina A No cut-off Y
Pothos foetidus A No cut-off Y
Primula obconica C No higher than 10mg per litre or kilogram Y
Primula veris A No cut-off Y
Primula vulgaris A No cut-off Y
Propolis A No cut-off Y
Proteus C No higher than 1 nanogram per litre or kilogram N
Prunus cerasifera, flos A No cut-off Y
Prunus padus C No higher than 10mg per litre or kilogram Y
Prunus spinosa A No cut-off Y
EL:lrJr?;iStast?ti)TJgSShe C No higher than 10mg per litre or kilogram Y
Prunus spinosa, Summitates C No higher than 10mg per litre or kilogram Y
Prunus virginiana A No cut-off Y
Psoralea corylifolia C No higher than 10mg per litre or kilogram Y
Psorinum C No higher than 1 nanogram per litre or kilogram N
Ptelea trifoliata A No cut-off Y
Pulex irritans C No higher than 10mg per litre or kilogram Y
Pulmonaria vulgaris B No higher than 1 nanogram per litre or kilogram N
Pulsatilla A No cut-off Y
Pulsatilla nuttalliana C No higher than 10mg per litre or kilogram Y
Pulsatilla vulgaris A No cut-off Y
Pyrethrum parthenium A No cut-off Y
Pyridoxinum hydrochloricum B No higher than 10mg per litre or kilogram N
Pyrites C No higher than 10mg per litre or kilogram Y
Pyrogenium C No higher than 1 nanogram per litre or kilogram N
Pyromorphite B No higher than 10mg per litre or kilogram N
Pyrus americana C No higher than 10mg per litre or kilogram Y
Quartz C No higher than 10mg per litre or kilogram Y
Quassia amara A No cut-off Y
Quebracho A No cut-off Y
Quercus glandium spiritus C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Quercus robur A No cut-off Y
Quercus robur, flos C No higher than 10mg per litre or kilogram Y
Quercus, ethanol. Decoctum C No higher than 10mg per litre or kilogram Y
Quillaja saponaria A No cut-off Y
Radium bromatum C No higher than 10mg per litre or kilogram Y
Ranunculus acris C No higher than 10mg per litre or kilogram Y
Ranunculus bulbosus A No cut-off Y
Ranunculus ficaria A No cut-off Y
Ranunculus glacialis C No higher than 10mg per litre or kilogram Y
Ranunculus repens C No higher than 10mg per litre or kilogram Y
Ranunculus sceleratus C No higher than 10mg per litre or kilogram Y
Raphanus sativus A No cut-off Y
Ratanhia A No cut-off Y
Rauwolfia A No cut-off Y
eRtil;Vr\:g:TiDalei%rc:F)timina' C No higher than 10mg per litre or kilogram Y
Reserpinum B No higher than 10mg per litre or kilogram N
Resina laricis C No higher than 10mg per litre or kilogram Y
Resorcinum B No higher than 10mg per litre or kilogram N
Rhamnus californica C No higher than 10mg per litre or kilogram Y
Rhamnus cathartica A No cut-off Y
Rhamnus frangula A No cut-off Y
Rhamnus purshiana A No cut-off Y
Rheum A No cut-off Y
Rhodium metallicum C No higher than 10mg per litre or kilogram Y
Rhododendron A No cut-off Y
Rhododendron ferrugineum A No cut-off Y
Rhus aromatica A No cut-off Y
Rhus diversiloba A No cut-off Y
Rhus glabra A No cut-off Y
Rhus toxicodendron A No cut-off Y
Rhus venenata A No cut-off Y
Ribes nigrum A No cut-off Y
Riboflavinum A No cut-off Y
Ricinus communis A No cut-off Y
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Substance
RNA
Robina pseudocacia

Robinia pseudacacia
Rock water

Rosa canina

Rosa canina, flos
Rosa damascena

Rosmarinus officinalis

Rosmarinus officinalis spag.

Zimpel

Rubia tinctorum
Rubus fruticosus
Rumex acetosa
Rumex crispus
Rumex obtusifolius
Ruscus aculeatus
Russula foetens
Ruta graveolens
Sabadilla

Sabal serrulata
Sabdariffa

Sabina
Saccharinum
Saccharum lactis
Saccharum officinale
Salicinum

Salicylic acid
Salicylicum acidum
Salix alba

Salix nigra

Salix purpurea
Salix vitellina, flos
Salol

Salvia officinalis

Category Concentration Cut-off

C
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No higher than 10mg per litre or kilogram

Other than leaf or flower - daily dose must not

exceed equivalent of 1mg of dry herbal material.

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off

No cut-off
No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

Can be
Exempt?

Y
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Can be

Substance Category Concentration Cut-off Exempt?
?iilcv;zaso,fficinalis Sl C No higher than 10mg per litre or kilogram Y
Samarskite C No higher than 10mg per litre or kilogram Y
Sambucus canadensis A No cut-off Y
Sambucus nigra A No cut-off Y
Sanguinaria canadensis A No cut-off Y
S&r;%lgraria CEMEEIEEN C No higher than 10mg per litre or kilogram Y
Sanguinarinum nitricum C No higher than 10mg per litre or kilogram Y
Sanguisorba officinalis C No higher than 10mg per litre or kilogram Y
Sanicula C No higher than 10mg per litre or kilogram Y
Sanicula europaea A No cut-off Y
Santoninum B No higher than 10mg per litre or kilogram N
Saponaria officinalis A No cut-off Y
Saponinum C No higher than 10mg per litre or kilogram Y
Sarcolacticum acidum C No higher than 10mg per litre or kilogram Y
Sarracenia purpurea C No higher than 10mg per litre or kilogram Y
Sarsaparilla A No cut-off Y
Sassafras officinale A No cut-off Y
Saxifraga A No cut-off Y
Scammonium C No higher than 10mg per litre or kilogram Y
Schinus molle A No cut-off Y
Scilla A No cut-off Y
Scilla alba, ethanol. Digestio C No higher than 10mg per litre or kilogram Y
Scleranthus annuus, flos A No cut-off Y
Scolopendra C No higher than 10mg per litre or kilogram Y
Scolopendrium vulgare A No cut-off Y
ﬁ;g&%?g;:?&jﬂq C No higher than 10mg per litre or kilogram Y
Scorodite C No higher than 10mg per litre or kilogram Y
Scrophularia nodosa No cut-off
STOPIIENT ATTEEE TR C No higher than 10mg per litre or kilogram Y
KrauR3
Scutellaria lateriflora No cut-off
Secale cornutum C No higher than 10mg per litre or kilogram
Sedum acre No cut-off
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Substance

Selenicereus grandiflorus,
ethanol.

Selenium
Semecarpus anacardium
Sempervivum tectorum
Senecio aureus
Senecio jacobaea
Senega officinalis
Senna

Sepia

Serpyllum

Serum anguillae
Shigella dysenteriae
Siderite

Silica marina

Silicea

Silphium laciniatum
Sinapis alba

Sinapis arvensis, flos
Sinapis nigra
Sinusitisinum

Sium latifolium
Skatolum

Skookum chuck

Slag

Solaninum

Solanum arrebenta
Solanum carolinense
Solanum mammosum
Solanum nigrum
Solanum oleraceum
Solanum tuberosum
Solanum xanthocarpum
Solidago virgaurea

Sparteinum sulphuricum

Category Concentration Cut-off

@
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No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?
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Can be

Substance Category Concentration Cut-off Exempt?
Spartium scoparium C No higher than 10mg per litre or kilogram Y
Spigelia anthelmia A No cut-off Y
Spigelia marilandica A No cut-off Y
Spilanthes oleracea C No higher than 10mg per litre or kilogram Y
Spinacia A No cut-off Y
Spiraea ulmaria A No cut-off Y
Spiranthes autumnalis C No higher than 10mg per litre or kilogram Y
Spongia tosta A No cut-off Y
Spongilla lacustris C No higher than 10mg per litre or kilogram Y
Squilla A No cut-off Y
Stannum iodatum C No higher than 10mg per litre or kilogram Y
Stannum metallicum A No cut-off Y
Staphylococcinum (revised) C No higher than 1 nanogram per litre or kilogram N
Staphysagria B No higher than 10mg per litre or kilogram N
Stellaria media A No cut-off Y
Sterculia acuminata A No cut-off Y
Stibium metallicum B No higher than 1 milligram per litre or kilogram N
Stibium sulfuratum nigrum B No higher than 1 milligram per litre or kilogram N
?gi;)g{r\r;osnulfuratum (U B No higher than 1 milligram per litre or kilogram N
Sticta pulmonaria A No cut-off Y
Stigmata maidis A No cut-off Y
Stillingia sylvatica A No cut-off Y
Stramonium B No higher than 10mg per litre or kilogram N
Streptococcinum C No higher than 1 nanogram per litre or kilogram N
Strontium bromatum C No higher than 10mg per litre or kilogram Y
Strontium carbonicum A No cut-off Y
Strontium nitricum C No higher than 10mg per litre or kilogram Y
Strophanthus B No higher than 10mg per litre or kilogram N
Strophanthus hispidus B No higher than 10mg per litre or kilogram N
Strophanthus sarmentosus B No higher than 10mg per litre or kilogram N
Strychninum B No higher than 1 nanogram per litre or kilogram N
Strychninum arsenicicum C No higher than 10mg per litre or kilogram Y
Strychninum nitricum C No higher than 10mg per litre or kilogram Y
Strychninum phosphoricum  C No higher than 10mg per litre or kilogram Y
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Can be

Substance Category Concentration Cut-off Exempt?
Strychninum sulphuricum C No higher than 10mg per litre or kilogram Y
Succinicum acidum A No cut-off Y
Succinum C No higher than 10mg per litre or kilogram Y
Sulfa pyridine C No higher than 10mg per litre or kilogram Y
Sulfur C No higher than 10mg per litre or kilogram Y
Sulfur iodatum C No higher than 10mg per litre or kilogram Y
Sulphanilamidum C No higher than 10mg per litre or kilogram Y
Sulphonalum B No higher than 10mg per litre or kilogram N
Sulphur hydrogenisatum B No higher than 1 nanogram per litre or kilogram N
Sulphurosum acidum C No higher than 10mg per litre or kilogram Y
Sumbul A No cut-off Y
Swertia chirata A No cut-off Y
Symphoricarpus racemosus C No higher than 10mg per litre or kilogram Y
Symphytum officinale B No higher than 1 nanogram per litre or kilogram N
Syphilinum C No higher than 1 nanogram per litre or kilogram N
Syzygium jambolanum A No cut-off Y
fgrzt?/cg;um TSI ©3 C No higher than 10mg per litre or kilogram Y
Tabacum A No cut-off Y
Tabacum Rh C No higher than 10mg per litre or kilogram Y
Tamus communis A No cut-off Y
Tanacetum vulgare B No higher than 10mg per litre or kilogram N
Tanghinia venenifera C No higher than 10mg per litre or kilogram Y
Tannicum acidum A No cut-off Y
Taraxacum A No cut-off Y
Taraxacum officinale, radix C No higher than 10mg per litre or kilogram Y
Taraxacum Rh C No higher than 10mg per litre or kilogram Y
Tarentula cubensis C No higher than 10mg per litre or kilogram Y
Tarentula hispana C No higher than 10mg per litre or kilogram Y
Tartaricum acidum A No cut-off Y
Tartarus stibiatus C No higher than 10mg per litre or kilogram Y
Taxus baccata C No higher than 10mg per litre or kilogram Y
Tellurium metallicum C No higher than 10mg per litre or kilogram Y
Teplitz C No higher than 10mg per litre or kilogram Y
Terebinthina B No higher than 10mg per litre or kilogram N
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Substance

Terminalia arjua
Terminalia chebula
Tetradymite
Teucrium scorodonia
Thallium aceticum
Thallium metallicum
Thea sinensis
Theobrominum

Theridion

Thiaminum hydrochloricum

Thioproperazinum
Thiosinaminum
Thlaspi bursa pastoris
Thuja

Thuja lobbi

Thuja occidentalis Rh
Thymolum

Thymus vulgaris
Thyroidinum

Tilia argentea

Tilia europaea
Tinospora cordifolia
Titanium metallicum
Tongo

Tormentilla

Tormentilla, ethanol.
Decoctum

Torula cerevisiae
Toxicophis pugnax
Tradescantia diuretica
Tribulus terrestris
Trichosanthes dioica
Trifolium pratense
Trifolium repens

Trillium pendulum

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No cut-off
No higher than 10mg per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No cut-off

No cut-off

Can be
Exempt?

Y

< < <X < <X < Z < Z << <<=z Z < <<<zZ<=<<<<

<

< < < < < < < <
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Substance

Trimethylaminum
Triosteum perfoliatum
Triticum repens
Tropaeolum majus
Tuberculinum
Tuberculinum bovinum
Tussilago farfara
Tussilago fragrans
Tussilago petasites
Tylophora indica
Ulex europaeus, flos
Ulmus fulva

Ulmus procera, flos
Upas tieuté
Uranium nitricum
Urea

Uricum acidum
Urtica crenulata
Urtica dioica

Urtica urens

Usnea barbata
Ustilago maydis
Uva ursi

Vaccinium myrtillus
Vaccinotoxinum

Valeriana officinalis

Valeriana officinalis, ethanol.

Decoctum

Vanadium metallicum
Venus mercenaria
Veratrinum

Veratrum album
Veratrum nigrum
Veratrum viride

Verbascum

Category Concentration Cut-off
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No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram

No cut-off

No cut-off

No higher than 1 nanogram per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram

No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No cut-off

Can be
Exempt?

Y

< Z < < <X < <X < < < < << <<<<=<<=<2zZzZ=z<=<<

<
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Substance

Verbascum thapsus
Verbena hastata
Verbena officinalis
Verbena officinalis, flos
Vernonia anthelmintica
Veronica

Veronica beccabunga

Veronica officinalis, ethanol.

Decoctum

Vesicaria

Vespa crabro
Viburnum opulus
Viburnum prunifolium
Vinca minor

Vinca rosea
Vincetoxicum

Viola odorata

Viola tricolor

Vipera berus

Vipera torva

Virola sebifera
Viscum album

Vitis vinifera, flos
Vivianite

Wiesbaden

Withania somnifera
Witherite

Wyethia helenioides
Xanthoxylum fraxineum
Xerophyllum asphodeloides
X-Ray

Yerba santa
Yohimbinum

Yucca filamentosa

Zincum aceticum

Category Concentration Cut-off
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No cut-off
No higher than 10mg per litre or kilogram
No cut-off
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram
No cut-off

No higher than 10mg per litre or kilogram

Can be
Exempt?

Y
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<
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Can be

Substance Category Concentration Cut-off Exempt?
Zincum bromatum B No higher than 10mg per litre or kilogram N
Zincum carbonicum B No higher than 10mg per litre or kilogram N
Zincum cyanatum B No higher than 10mg per litre or kilogram N
Zincum gluconicum B No higher than 10mg per litre or kilogram N
Zincum iodatum B No higher than 10mg per litre or kilogram N
Zincum metallicum B No higher than 10mg per litre or kilogram N
Zincum muriaticum B No higher than 10mg per litre or kilogram N
Zincum oxydatum B No higher than 10mg per litre or kilogram N
Zincum phosphoricum B No higher than 10mg per litre or kilogram N
Zincum picricum B No higher than 10mg per litre or kilogram N
Zincum sulfuricum B No higher than 10mg per litre or kilogram N
Zincum valerianicum B No higher than 10mg per litre or kilogram N
Zingiber officinale A No cut-off Y
Zizia aurea C No higher than 10mg per litre or kilogram Y
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List 2: List of permitted ingredients for anthroposophic medicines

The list of permitted ingredients for anthroposophic medicines is yet to be developed, as
there are numerous complex issues around the exact naming of each ingredient. The TGA is
currently consulting with anthroposophic stakeholders to develop this list as a matter of
priority.

Stakeholders are invited to comment on potential inclusions or exclusions
from the list of permitted ingredients for anthroposophic medicines

Regulation of Homoeopathic and Related Medicines in Australia — August 2008 71



List 3: List of permitted excipients for homoeopathic medicines

The proposed list of permitted excipients for homoeopathic medicines was developed by
combining excipients listed in homoeopathic pharmacopoeia with TGA approved names, and
by seeking input from representatives of the Complementary Healthcare Council of Australia
(CHC) working group on homoeopathic medicines.

For the purpose of this document, the excipients list is divided into two parts: Firstly, the
excipients list derived from pharmacopoeia, and secondly the requested excipients from

stakeholders.

Stakeholders are invited to comment on the lists of permitted excipients for

homoeopathic medicines

Table 2: List of permitted excipients for homoeopathic medicines

Pharmacopoeia-approved excipients

Stakeholder-requested excipients

Calcium behenate

Carbon dioxide

Cellulose, Microcrystalline
Ethanol (96% - Alcohol)
Ethanol - absolute

Ether - solvent

Glucose

Glycerol (topical)

Hard fat (suppository)

Honey

Lactose monohydrate

Lactose anhydrous

Wine - fortified

Magnesium stearate

Silica - Colloidal Anhydrous
Sodium chloride

Starch (must specify type, eg. potato)
Sucrose

Vegetable Oil (topical)

Water - Purified

Whey (powder/extract/protein)
Wool Fat/ Wool Alcohols (topical)

Almond Oil (topical)

Ascorbic acid

Avocado Oil (topical)

Benzalkonium chloride (nasal drops)
Blackcurrant (sweetened juice) Ribes nigrum
Brilliant blue fcf (topical)

Carbomer 940 (topical)

Cellulose - Microcrystalline

Cocoa butter (suppository) (topical)
Colour Natural Annatto E160b

Colour Natural Carmine E120 (Cochineal)

Colour Natural Carokrom QT101 (Tumeric)

Colour Natural Vegablue QG201 (Blue Gardenia)

dl-alpha-Tocopherol (topical)
Flavour Nature identical raspberry
Gelatin

Glyceryl monosterate (topical)
Gum Benzoin

Hydroxybenzoates

Isopropyl alcohol (topical)

Jojoba Oil (topical)

Kaolin

Regulation of Homoeopathic and Related Medicines in Australia — August 2008

72




Pharmacopoeia-approved excipients

Stakeholder-requested excipients

Yeast (specify type)
Zinc (specify salt)

Lecithin Oil Soluble (topical)
Lecithin Water Soluble (topical)
Lemon flavour (P.l. 060404)

Magnesium carbonate

Methyl hydroxybenzoate (topical)
Olive Oil (topical)

Paraffin - liquid (topical)

Paraffin - soft white (topical)
Paraffin - soft yellow (topical)
PEG-7 glyceryl cocoate (topical)
Phenoxyethanol (topical)
Polysorbate 20 (topical)
Potassium sorbate (topical)
Propyl hydroxybenzoate (topical)
Rosehip extract (Rosa Canina)
Sesame Oil (topical)

Shea Bultter (topical)

Sodium alginate (topical)
Sodium caseinate (topical)

Sodium phosphates (dibasic or monobasic
dihydrate) (nasal drops)

Tartrazine (topical)
Tragacanth (topical)
Triethanolamine (topical)
Wheat starch

Yellow beeswax (topical)
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List 4: List of permitted dosage forms for homoeopathic medicines

The list of permitted dosage forms for homoeopathic medicines was developed from a
combination of approved dosage forms listed in homoeopathic pharmacopoeia and
stakeholder input. These names were then matched with Australian approved names (AANS)

for dosage forms.

Stakeholders are invited to comment on the lists of permitted excipients for

homoeopathic medicines

Table 3: List of permitted dosage forms for homoeopathic medicines

Dosage Form (AAN) Description Permitted Routes of Admin.

CREAM Cream Other than inhalation and oral

GEL Gel buccal, dental, mucosal, nasal, oral

LOT Lotion Topical

NSDSOL Nasal Drops, solution Nasal

OINTMT Ointment Inhalation, topical

ORL Oral liquid Oral

PILLUL Pillule Oral

POWORL Powder, oral Oral

SPRSOL Spray, solution All permitted routes

SPYNAS Spray, nasal Nasal

SUP Suppaository Rectal

TABCHW Tablet, chewable Oral, sublingual

TABODI Tablet — orally Oral, sublingual
disintegrating

TABSC Tablet — sugar coated Oral

TABSUC Tablet — uncoated Oral, sublingual
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List 5: List of ingredients NOT exempt from Listing in the Australian
Register of Therapeutic Goods (ARTG)

The list of homoeopathic ingredients NOT exempt from Listing in the ARTG was developed
by identifying those ingredients that are subject to restrictions under the SUSDP, or are
derived from hormones, infectious starting materials, poisons (not captured in the SUSDP),
or are of animal origin*.

It is proposed that any homoeopathic or anthroposophic medicine containing a preparation
of a substance included in this list, will be required to be included in the ARTG prior to

supply.
The rationale for this is that the substances specified are particularly high risk and should be
more closely monitored (via Listing) to help ensure that required standards are met.

*This list will need to be expanded as necessary, to ensure ingredients of animal origin, currently
captured under Schedule 5, Item 8 of the Regulations, are included.

Stakeholders are invited to comment on the lists of ingredients NOT exempt
from Listing in the ARTG

Table 4: List of ingredients NOT exempt from Listing in the ARTG

Substance Category Concentration Cut-off

Acetanilidum B No higher than 10mg per litre or kilogram
Acidum aceticum B No higher than 10mg per litre or kilogram
Acidum formicicum B No higher than 10mg per litre or kilogram
Acidum hydrochloricum B No higher than 10mg per litre or kilogram
Acidum hydrofluoricum B No higher than 1 nanogram per litre or kilogram
Acidum nitricum B No higher than 10mg per litre or kilogram
Acidum oxalicum B No higher than 10mg per litre or kilogram
Acidum phosphoricum B No higher than 10mg per litre or kilogram
Acidum picrinicum B No higher than 10mg per litre or kilogram
Acidum sulfuricum B No higher than 10mg per litre or kilogram
Aconitinum B No higher than 10mg per litre or kilogram
Aconitum B No higher than 10mg per litre or kilogram
Aconitum ferox B No higher than 10mg per litre or kilogram
Aconitum lycoctonum B No higher than 10mg per litre or kilogram
Aconitum Rh B No higher than 10mg per litre or kilogram
Aconitum, radix B No higher than 10mg per litre or kilogram
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Substance

Adeps suillus

Adonis vernalis

Adonis vernalis ferm 33 d
Adrenalinum
Adrenocorticotrophin
Aethiops mercurialis mineralis
Ammi visnaga

Ammonium bromatum

Amyl nitrosum

Anas barbariae, hepatis et cordis
extractum

Anchusa officinalis
Anhalonium lewinii
Anilinum

Anthracinum
Antimonium arsenicicum
Antimonium arsenicosum
Antimonium crudum
Antimonium iodatum
Antimonium muriaticum
Antimonium oxydatum

Antimonium sulfuratum
aurantiacum

Antimonium sulphuratum aureum
Antimonium tartaricum
Antipyrinum
Apomorphinum
Arbutinum

Argentum cyanatum
Argentum metallicum
Argentum nitricum
Arsenicum metallicum
Asarum

Asarum canadense
Atropinum

Atropinum sulphuricum

Category Concentration Cut-off
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No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram

No higher than 1 nanogram per litre or kilogram
NOT PERMITTED

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 milligram per litre or kilogram
No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram
No higher than 1 milligram per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 300 micrograms per litre or kilogram

No higher than 300 micrograms per litre or kilogram
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Substance
Aviaire
Azadirachta indica
Bacilli of morgan
Bacillinum pulmo
Bacillus coli

Bacillus no. 7

Barii chloridum dihydricum

Barium carbonicum
Barium chloratum
Baryta acetica

Baryta iodata

BCG

Belladonna
Belladonna Rh
Belladonna, radix
Benzinum

Benzinum dinitricum
Benzinum nitricum
Beryllium metallicum
Bismuthum oxydatum
Bismutum metallicum
Bismutum subgallicum
Bismutum subnitricum
Borago officinalis
Boric acid

Bromum

Brucella melitensis
Brucinum

Butyricum acidum
Cadmii sulfas hydricus
Cadmium bromatum
Cadmium iodatum
Cadmium metallicum
Cadmium muriaticum

Cadmium sulphuratum

Category Concentration Cut-off
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No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
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Substance
Cajuputum

Calamus aromaticus
Calotropis gigantea
Camphora

Candida albicans
Candida parapsilosis
Cannabis indica
Cannabis sativa
Cantharidinum
Carbolicum acidum
Carboneum chloratum
Carboneum sulphuratum
Cartilago suis

Castor equi
Castoreum

Chininum

Chininum arsenicicum
Chininum arsenicosum
Chininum hydrochloricum
Chininum salicylicum
Chininum sulfuricum
Chloralum
Chloramphenicolum
Chlorinum
Chloroformum
Chlorpromazinum
Chromicum acidum
Cineraria maritima
Cinnabar

Cinnabaris

Cocainum

Cocainum muriaticum
Codeinum
Colchicinum

Colchicum autumnale

Category Concentration Cut-off
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NONE
NONE
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NONE
NONE
NONE

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
NOT PERMITTED

NOT PERMITTED

No higher than 10 micrograms per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

NOT PERMITTED

NOT PERMITTED

NOT PERMITTED

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
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Substance

Category Concentration Cut-off

Colchicum, tuber Rh B No higher than 10mg per litre or kilogram
Colchicum, tuber, ethanol. Digestio B No higher than 10mg per litre or kilogram
ﬁzliit:t‘g:mum cum natrum C No higher than 1 nanogram per litre or kilogram
Coniinum B No higher than 1 nanogram per litre or kilogram
Convallaria majalis B No higher than 10mg per litre or kilogram
g%l\;e;il(ljaria LS, G, B No higher than 10mg per litre or kilogram
Cortisone B No higher than 10mg per litre or kilogram
Cortisone aceticum B No higher than 10mg per litre or kilogram
Coumarinum B No higher than 10mg per litre or kilogram
Creosotum B No higher than 1 nanogram per litre or kilogram
Croton tiglium B No higher than 1 nanogram per litre or kilogram
Crotonchloralum B No higher than 10mg per litre or kilogram

Cupri acetas monohydricus B No higher than 10mg per litre or kilogram
Cuprite B No higher than 10mg per litre or kilogram
Cuprum B No higher than 10mg per litre or kilogram
Cuprum ammonio-sulphuricum B No higher than 10mg per litre or kilogram
Cuprum arsenicosum B No higher than 10mg per litre or kilogram
Cuprum carbonicum B No higher than 10mg per litre or kilogram
Cuprum muriaticum B No higher than 10mg per litre or kilogram
Cuprum nitricum B No higher than 10mg per litre or kilogram
Cuprum oxydatum nigrum B No higher than 10mg per litre or kilogram
Cuprum sulfuricum B No higher than 10mg per litre or kilogram
Curare B No higher than 10mg per litre or kilogram
Datura arborea B No higher than 10mg per litre or kilogram
Datura metel B No higher than 10mg per litre or kilogram
Dehydroepiandrosterone (DHEA) NONE NOT PERMITTED

Delphininum B No higher than 10mg per litre or kilogram
Digitalinum B No higher than 10mg per litre or kilogram
Digitalis purpurea B No higher than 10mg per litre or kilogram
Digitoxinum B No higher than 10mg per litre or kilogram
Diphterinum C No higher than 1 nanogram per litre or kilogram
Diphtherinum C No higher than 1 nanogram per litre or kilogram
Duboisia myoporoides B No higher than 10mg per litre or kilogram
Embryo suis C No higher than 1 nanogram per litre or kilogram
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Substance
Emetinum

Ephedra spag. Zimpel
Ephedra vulgaris
Erythroxylon coca
Eserinum

Etherum

Eupatorium cannabinum
Fel Tauri

Ferrum

Ferrum aceticum
Ferrum arsenicicum
Ferrum bromatum
Ferrum carbonicum
Ferrum citricum
Ferrum cyanatum
Ferrum iodatum
Ferrum lacticum
Ferrum magneticum
Ferrum muriaticum
Ferrum pernitricum
Ferrum phosphoricum
Ferrum picricum
Ferrum sesquichloratum
Ferrum sidereum
Ferrum sulfuricum
Ferrum tartaricum
Folliculinum
Formalinum
Funiculus umbilicalis suis
Galanthus nivalis

Gelsemium

Gelsemium, ethanol. Decoctum

Glandula suprarenalis suis

Glonoinum

Heliotropium peruvianum

Category Concentration Cut-off

B
B
B
NONE
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No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

NOT PERMITTED

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 100 micrograms per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 100 micrograms per litre or kilogram

No higher than 1 nanogram per litre or kilogram
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Substance
Hepar suis
Hippozaeninum

Histaminum

Histaminum hydrochloricum

Hoang-nan
Hydrocyanicum acidum
Hyoscyaminum
Hyoscyamus niger
Hypothalamus

Ignatia amara
Influenzinum

lodum

Jequirity

Kalium bromatum
Kalium chloratum
Kalium phosphoricum
Khellinum
Levomepromazine
Levomepromazinum
Lobelia cardinalis
Lobelia inflata
Lobelinum

Lyssin

Mandragora officinarum
Medorrhinum

Medulla ossis suis
Mephitis mephitica
Mercurius bijodatus
Mercurius corrosivus
Mercurius cyanatus
Mercurius dulcis
Mercurius methylenus

Mercurius nitricus

Mercurius nitricus oxydulatus

Mercurius praecipitatus albus

Category Concentration Cut-off

T ® ® ® ® @ ® ©® O O O © O T @ T ® @ ® @™ @ @ @ @ O © O @ @ W @ @ © O O

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram

No higher than 300 micrograms per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 microgram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 10mg per litre or kilogram
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Substance

Mercurius praecipitatus ruber
Mercurius solubilis Hahnemanni
Mercurius sulphocyanatus
Mercurius vivus
Methylene blue

Minium

Morbillinum

Morphinum

Morphinum aceticum
Morphinum muriaticum
Morphinum sulphuricum
Moschus

Mucosa nasalis suis
Naphthalinum
Narcotinum

Natrium phosphoricum
Natrum arsenicum
Natrum bromatum
Natrum nitrosum
Natrum salicylicum
Natrum sulphuratum
Niccolum sulphuricum
Nicotinum

Nitrogenum oxygenatum
Nux-vomica

Oleander

Oleum animale

Oleum gaultheriae
Oophorinum

Opium

Orchitinum

Pancreas suis
Pancreatinum
Papaverinum

Paraphenylene diamine

Category Concentration Cut-off

O T T W W W W

NONE
NONE
NONE
NONE

O ©® O ® T T T T T W W W W W W™ ™ O O

NONE

T W™ O O

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
NOT PERMITTED

NOT PERMITTED

NOT PERMITTED

NOT PERMITTED

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 milligram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
NOT PERMITTED

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 microgram per litre or kilogram
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Substance
Parathormonum
Penicillinum
Pepsinum
Perhexilinum
Pertussinum
Phenacetinum
Phenobarbitalum
Phosphorus
Picrotoxinum
Pilocarpinum
Piperazinum
Pituitarum posterium
Placenta totalis suis
Plumbum aceticum
Plumbum carbonicum
Plumbum chromicum
Plumbum iodatum
Plumbum metallicum
Podophyllinum
Podophyllum peltatum
Procaine
Progesterone
Proteus

Psorinum
Pulmonaria vulgaris
Pyridoxinum hydrochloricum
Pyrogenium
Pyromorphite
Reserpinum
Resorcinum
Sabadilla

Sabina

Salicylic acid
Salicylicum acidum

Santoninum

Category Concentration Cut-off

o ® W O ™ O ©® O O W W O W T @™ O T O W O

NONE
NONE

T T T W W™ W W W™ O T©® ®m O O

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

NOT PERMITTED

NOT PERMITTED

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
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Substance

Selenium

Senecio aureus

Senecio jacobaea

Shigella dysenteriae
Sinusitisinum

Somatropin (HGH)
Staphylococcinum (revised)
Staphysagria

Stibium metallicum

Stibium sulfuratum nigrum

Stibium sulfuratum nigrum spag.

von
Stramonium
Streptococcinum
Strophanthus
Strophanthus hispidus
Strophanthus sarmentosus
Strychninum
Sulphonalum

Sulphur hydrogenisatum
Symphytum officinale
Syphilinum

Tanacetum vulgare
Terebinthina

Thallium metallicum
Thioproperazinum
Thiosinaminum
Thymolum

Thyroidinum
Tuberculinum
Tuberculinum bovinum
Tussilago farfara
Vaccinotoxinum
Witherite

Yohimbinum

Category Concentration Cut-off

O O ™ w

NONE

o W @

(os)

o ©® O ©® O O O 0 T T T T © O T T T T T ® ©® O W

No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
NOT PERMITTED

No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 1 milligram per litre or kilogram

No higher than 1 milligram per litre or kilogram
No higher than 1 milligram per litre or kilogram

No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 1 nanogram per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
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Substance

Zincum aceticum
Zincum bromatum
Zincum carbonicum
Zincum cyanatum
Zincum gluconicum
Zincum iodatum
Zincum metallicum
Zincum muriaticum
Zincum oxydatum
Zincum phosphoricum
Zincum picricum
Zincum sulfuricum

Zincum valerianicum

Category Concentration Cut-off

T 0 W W W W W T W W W W W

No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram
No higher than 10mg per litre or kilogram

No higher than 10mg per litre or kilogram
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