April 2010

The Regulatory
Framework for Food
Supplements in Europe
June 2007
The study gives an insight into the rules on food supplements
as well as their classification in the 27 EU Member States
and four non-EU countries (Croatia, Iceland, Norway and
Switzerland). It provides an overview of the maximum levels
of vitamins and minerals currently allowed in food supplements in each country. It also
includes a compilation of national rules on herbal ingredients and other substances.

Legal and
Regulatory
Framework for
Herbal Medicines

The study gets its full operability through the electronic version attached to the printed version, complemented by an interactive comparison of how maximum levels and herbals/
other ingredients are regulated in each country.

April 2010

The Economic and
Legal Framework for
Non-Prescription Medicines
June 2010
This study, which is now in its 16th edition, provides a
complete picture of the conditions in which non-prescription
medicines have to operate in Europe and around the globe.
Over the years it has become the reference work for those
interested in finding out the details on a large number of
aspects affecting non-prescription medicines, including the conditions for classification,
advertising, trade names, distribution, etc. The study also mentions how European Union
rules, which are set out in detail, are applied in the national context.
Comparisons are facilitated by the fact that the 41 country chapters are structured in a
similar manner.
The study is completed by market data covering the years 2007-2009.

Order form on www.aesgp.be

Association Européenne des Spécialités
Pharmaceutiques Grand Public

Legal and Regulatory Framework for Herbal Medicines

Order form on www.aesgp.be

Europäischer Verband der
Arzneimittel-Hersteller

7, avenue de Tervuren - B-1040 Brussels
Tel: +32 2 735 51 30 - Fax: +32 2 735 52 22
Email: info@aesgp.be - Website: www.aesgp.be

		

Association of the European
Self-Medication Industry

Legal and
Regulatory
Framework for
Herbal Medicines

April 2010
Association Européenne des Spécialités
Pharmaceutiques Grand Public
Association of the European
Self-Medication Industry
Europäischer Verband der
Arzneimittel-Hersteller
7, avenue de Tervuren
B-1040 Brussels
Tel: +32 2 735 51 30
Fax: +32 2 735 52 22
Email: info@aesgp.be
Website: www.aesgp.be

3
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

Table of Contents
Foreword

7

European Union

Norway

111

Poland

115

General Part

11

Portugal

119

Austria

23

Romania

123

Belgium

29

Serbia

127

Bulgaria

35

Slovakia

133

Croatia

39

Slovenia

137

Cyprus

43

Spain

143

Czech Republic

45

Sweden

151

Denmark

51

Switzerland

159

Estonia

55

165

Finland

59

United Kingdom

France

65

Germany

71

Greece

77

Hungary

81

Ireland

87

Italy

WORLD

Australia

179

Canada

191

China

203

India

215

93

Japan

221

Latvia

97

United States

231

Malta

101

Annex I

241

Netherlands

105

Annex II

245
5

Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

Note
The information in this study was compiled to the best of
our knowledge. However, as regulatory information tends
to evolve quickly, we advise reference to the original documents and consultation of national competent authorities
in case of doubt.
Whilst every effort has been made to present complete
and accurate information, AESGP cannot be held liable
for any inaccuracy or incorrectness of the content.
The content of the study is provided for information purposes only.
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Legal and Regulatory
Framework for Herbal Medicines

FOREWORD
Phytotherapy is one of the most ancient forms of medicine. It is
still very much used today as shown by the World Health Organi-

They may also have been spearheaded by the need to build
a bridge between scientific understanding and more empiric
and traditional usages.

zation’s estimate that 80% of people worldwide rely on herbal

The first part covers European countries and after a general

medicines for some aspect of their primary healthcare.

section on the EU system and Directive 2004/24/EC, it

The legal and regulatory framework for herbal medicines has

dives into the specifics of each country. In the second part,

for objective to ensure that the three fundamental standards of

the journey goes beyond the EU and explores the legal and

pharmaceuticals, i.e. quality, safety and efficacy, are applied

regulatory systems of Australia, Canada, China, India, Japan

whilst recognising the characteristics of herbal medicines. Herbal

and the United States of America.

substances or preparations are mixtures of chemical ingredients
amongst which the bearer of activity is usually not known and
their history of use sometimes goes a long way back.
Stimulated by the growing interest in phytotherapy and our
world getting more and more global, this year’s issue builds

In each of the country chapters, the following items are
addressed:
• Legislative framework
• Licensing and licensing requirements/dossier

upon our first purely European-focused 2009 study but goes

•E
 valuation

beyond the European borders to explore Australia, Canada,

• P roduct information

China, India, Japan and the United States of America. In ad-

• T rade name

dition, in order to make the use of the study easier and more

•A
 dvertising

user-friendly, a CD is now provided in the back cover.

•D
 istribution

Six years ago, a piece of the European Union legislation was

•O
 ther information

for the first time entirely dedicated to herbal medicines. Directive 2004/24/EC harmonised the definition of ‘traditional
herbal medicinal products’ all over Europe which could then
benefit from a simplified registration procedure and set up a
fully-fledged Committee on Herbal Medicinal Products within
the European Medicines Agency. Hence, nowadays, herbal
medicines are regulated in very similar ways across the EU
but some differences still persist which can be attributed to
areas not covered by EU law – i.e. not harmonised – or due
to the important pre-existing medical tradition and cultures
regarding the use of herbs.
Outside Europe, legal and regulatory systems have also
been modelled by a very rich and well-known heritage, e.g.
Traditional Chinese Medicines (TCM) in China, Ayurvedic
medicines in India, indigene use of herbs in other countries.

The study covers 35 countries thanks to the information gathered
by AESGP but most and foremost thanks to the kind assistance
of AESGP and WSMI national associations, members of the
EMA Committee on Herbal Medicinal Products and regulatory
experts around the globe.
AESGP hopes that this overview will constitute a useful aid
to industry and regulatory experts in their daily work and will
prove of interest to anyone keen to learn about the regulatory
framework for herbals around the world. We also trust that
the CD will be seen as a welcome improvement allowing
easy access to web links provided and facilitating searching
into the study.
Brussels, April 2010
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EUROPE
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Legal framework
for herbal medicines
in the European Union
The main principles of the legislation on human medicines

as regards traditional herbal medicinal products, Directive

in the European Union are laid out in Directive 2001/83/

2001/83/EC which came into force on 30 April 2004 and

EC of the European Parliament and of the Council of 6 No-

had to be transposed by EU Member States into their national

vember 2001 on the Community code relating to medicinal

legislation and implemented by 30 October 2005. It de facto

products for human use , as amended (the so-called “Com-

introduces a third option to market herbal medicines provided

munity Code”).

they meet the criteria as set out in the Directive.

As any medicine, herbal medicinal products need a marketing

Definitions

1

authorisation or registration from a Member States’ Competent
Authority in order to be marketed in the European Union.
As defined in the Community Code, herbal medicines can
be authorised on the basis of a “full marketing authorisation”
which is however quite rarely the case. The only alternative
legal basis until 2005 was the bibliographic application in
which pre-clinical tests and clinical trials are replaced by bibliographic references provided that the safety and efficacy of the
medicine are adequately proven. The other pre-condition is that

The Community Code defines a herbal medicinal product as “Any
medicinal product, exclusively containing as active ingredients
one or more herbal substances or one or more herbal preparations, or one or more such herbal substances in combination
with one or more such herbal preparations” and;
Herbal substances: “All mainly whole, fragmented or cut
plants, plant parts, algae, fungi, lichen in an unprocessed,
usually dried, form, but sometimes fresh. Certain exudates

the medicine has been on the market for at least 10 years.

that have not been subjected to a specific treatment are also

In 1998, AESGP carried out a study on behalf of the Euro-

precisely defined by the plant part used and the botanical

2

pean Commission, which looked at the regulatory situation in

considered to be herbal substances. Herbal substances are
name according to the binomial system (genus, species,

EU Member States and analysed the difference in legislation

variety and author).”

and assessment criteria. It was found that some countries had

Herbal preparations: “Preparations obtained by subjecting

national legislations around traditional herbal medicines or
remedies. The study concluded in favour of a harmonised
European legal framework for traditional herbal medicines.
The legislator too felt that “the differences that currently exist
between the provisions laid down in the Member States may
hinder trade in traditional herbal medicinal products within
the Community and lead to discrimination and distortion of
competition between manufacturers of these products. They
may also have an impact on the protection of public health
since the necessary guarantees of quality, safety and efficacy
are not always provided at present.”
A regulatory framework for traditional herbal medicines was
hence created with Directive 2004/24/EC amending,

herbal substances to treatments such as extraction, distillation, expression, fractionation, purification, concentration or
fermentation. These include comminuted or powdered herbal
substances, tinctures, extracts, essential oils, expressed juices
and processed exudates.”
A traditional herbal medicinal product is “A herbal medicinal product that fulfils the conditions laid down in Article
16a(1).”
The conditions or criteria are as follows:
• their indication makes them appropriate for a use not
requiring the intervention of a medical doctor i.e. they
are non-prescription medicines
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• their strength and posology is specified and derived
from tradition
• their route of administration is either oral, external and/
or inhalatory
• they are not harmful in the specified conditions of use
and their efficacy is plausible based on a long-standing
tradition i.e. 30 years of medical use of which at least
15 years in Europe.
Traditional herbal medicines can contain vitamins and minerals provided that the action of these minerals and vitamins
is ancillary to that of the herbal ingredients linked to the
indication.

Its tasks are defined in Directive 2004/24/EC and encompass:
• developing Community list entries and Community monographs on plants
• developing guidance on the content of a simplified
application
• issuing an opinion in case the 15 year-criteria of standing
medical use in Europe is not met
• issuing a decision in case of referral on a traditional
herbal medicine and an opinion in case of a referral on
a herbal medicine
A Working Party on Community Monographs and Community
List (MLWP) and two drafting groups, one on organisational

Committee on Herbal
Medicinal Products (HMPC)3

matters (ORGAM DG) and one on quality (Q DG), assist the

Besides the introduction of the concept of traditional herbal

Community herbal monographs &

medicines benefiting from a simplified registration process,

List Entries

the Directive also established a full-fledged committee within

The development of Community Monographs and List entries

the European Medicines Agency (EMA): the Committee on
Herbal Medicinal Products (HMPC).
The Committee is composed of representatives of the EU
Member States (one member and one alternate per country)
having expertise and experience in the evaluation of herbal
medicines. Members of the HMPC can be accompanied by
experts in specific scientific or technical fields.
The legislation makes it possible for the Committee to complement its overall expertise by co-opting up to five members and
five experts in respectively clinical pharmacology, paediatric
medicine, experimental/non-clinical pharmacology, toxicology,
and general and family medicine have been appointed on
this basis. In addition, observers from the European pharmacopoeia, candidate and potential candidate countries to
the EU sit on the Committee. Co-opted members are chosen
among experts nominated by Member States or the European
Medicines Agency.
The chair and vice-chair are elected among and by the committee members for 3 years, renewable once. Members, alternates
and co-opted members serve a three-year term as well.
The Committee had its inaugural meeting in September 2004.
It meets during 2 consecutive days, 6 times a year, at the
EMA premises in London.
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HMPC in its tasks.

is one of the main tasks of the EMA Committee on Herbal
Medicinal Products. Both Community Monographs and Community List, by harmonising indications and instruction for use,
will contribute to a greater coherence and homogeneity of
the EU herbal market and increase ease of circulation and
marketing of these medicines.
Community monograph
A Community herbal monograph is the result of the Committee’s
evaluation of available scientific data (well-established use)
or of the historic use of the herbal substance, preparations or
combinations thereof in the European Community (traditional
use). For some plants, the Community monograph covers both
well-established use and traditional use. The Guideline on the
assessment of clinical safety and efficacy in the preparation
of Community herbal monographs for well-established and of
Community herbal monographs / Entries to the Community
list for traditional herbal medicinal products / substances /
preparations4 provides important clarification on the data
needed to support a well-established use indication or a
traditionally used one.
The structure of Community monographs has been designed
following the Summary of Product Characteristics (SPC) structure,
as established by Article 8(3)j of Directive 2001/83/EC.

Community herbal monographs provide a harmonised ap-

thereof contained in the list, the applicant does not have

proach to the scientific assessment of herbal medicinal prod-

to provide the following:

ucts in the EU, and, according to Directive 2004/24/EC,

- information on previous authorisations or registration;

the Member States shall take them into account when they

- bibliographic or expert evidence of proof of tradi-

examine an application relating to a product for which a
Community monograph has been established. Hence, ap-

tional use; and
- bibliographic review of safety data.

plications based on such monographs should be granted
without the need for re-evaluation of data encompassed in the

• Competent authorities will not have the opportunity to

monographs. This is unfortunately not always the case to date

require additional data to assess the safety and the tra-

as some Member States add further restrictions (e.g. in age

ditional use of the product.

limits or indications) than those laid down in the monograph.
As such, these actions contravene the intent of the legislation

According to the legislation and to the fact that they are en-

which was to harmonise the requirements so that the free

dorsed by the Commission, list entries have a specific status. The

circulation of traditional herbal medicines could be ensured

existence of a list entry makes it clear that the product cannot

in the European Union. This echoes the Commission’s opin-

be harmful under normal conditions of use and that the data

ion, which is that “even though the Member States are not

on traditional use are sufficient. De facto, the exhaustiveness

obliged to follow the monograph, any decision not to accept

of list entries is a pre-condition to their scientific finalisation.

the content of the monograph as it is adopted by the HMPC

For this reason, list entries of Valeriana officinalis L., radix and

should be duly justified taking into account their important

Linum usitatissimum L., semen are still pending as the Com-

role to bring harmonisation to this field, and to facilitate the

mittee could not finalise them on the basis that genotoxicity

use of the simplified registration procedure.”

data were incomplete.

Recital 5 of the Directive does not exclude that even in case

If a herbal substance, preparation or a combination thereof

of long tradition, additional safety data may be needed by

ceases to be included in the Community list, registration

Competent Authorities and they are entitled to ask for such

based on the plant on the list will have to provide the rel-

data. However, given the wide field of literature references

evant documentation (referred to in Article 16c(1)) within 3

reviewed and the amount of expertise and knowledge going

months. If no documentation is submitted, the registration will

into the monograph, this should remain an exception.

be repealed.

Community list

Development of Monographs and List Entries

The ‘Community list of herbal substances, preparations and

The HMPC has established a priority list of plants for which

combinations thereof for use in traditional herbal medicinal

monographs should be developed, based on the AESGP

products’ is being gradually developed through entries of

priority list and the lists of other interested parties. The AESGP

structured information relating to individual herbal substances

list ranked plants (as high, medium and low priority) based

or preparations.

on their commercial importance.

Following the provisions of the Directive, the list shall contain,
for each herbal substance or preparation, the indication, the

The development of a Community monograph or list entry is

specified strength and the posology, the route of administra-

carried out by a rapporteur, appointed among HMPC mem-

tion and any other information necessary for the safe use of

bers. When nominating rapporteurs, the Committee takes into

the herbal substance or preparation contained in a traditional

consideration the expression of interest from its members whilst

herbal medicinal product.

striving to reach a balance between countries. However, to
date, Germany has been the rapporteur of a great number

In contrast to the Community herbal monographs, the Com-

of monographs.

munity list is legally binding to applicants and competent
authorities in the Member States insofar as:

The next step is the gathering of the bibliographical references
and scientific data on the plant which will be subject to the

• If an application for traditional use registration relates
to a herbal substance, the preparation or combination

monograph. To help the rapporteur in this task, a public call
for scientific data5 can be issued. It lasts two months.
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When the proposal for a monograph or list entry is ready, it is

Seven list entries figure on the Community List, 5 are pending

discussed first within the MLWP and then by the full HMPC. When

(cf. Annex II).

consensus is reached, the draft is released for a three-month
public consultation. The comments received are subsequently

An interested party can submit a proposal for the development

reviewed, the draft monograph/list entry revised and then

of a monograph or list entry on a plant which is not on the

discussed within the MLWP and then by the HMPC.

HMPC priority list. As detailed in the procedural document6,
the interested party needs to send a justification as to why

The HMPC vote and the approved monograph is published

the plant should be subject to a monograph or list entry, the

as final on the EMEA website along with its assessment

supporting documentation and a completed draft monograph

report, the Committee’s opinion, the literature reference, and

or list entry.

an overview of the comments received.
Reasons for which a Community monograph can be revised
However, in case of a draft list entry, its approval by the Com-

and timelines for doing so have been clarified by the HMPC

mittee does not constitute the final step of the procedure. The

in a reflection document7.

draft list entry (which is final from a scientific point of view)
proceeds to the European Commission for endorsement. Fol-

All timelines, procedures and templates are published on the

lowing this approval, the final version of the Community list

EMA website8.

entry is published in the Official Journal.
From the call for data to its publication as final on the EMEA
website, the development of a Community monograph takes
on average about 2 years. However, it should be noted that
sometimes delays occur between endorsement by the Com-

Other tasks of the HMPC
Referrals
The Committee plays an active role in the case where a product
does not fulfil the 15 years criteria of use in the Community.

mittee and time of publication.

If the product is otherwise eligible for the simplified registra-

53 monographs have been issued as final so far, 18 are

when the application for traditional-use registration has been

ongoing and 4 are suspended (cf. Annex I).
In the case of the following plants, the assessment work
had indeed to be interrupted due to missing data or issues
encountered and the HMPC issued public statements to
explain the situation:
• Centella Asiatica (L.) Urban, herba – major issue related to the
level of purification of extracts which are highly refined.
• Euphrasia officinalis L. and Euphrasia rostkoviana Hayne,
herba – no adequate data could be found concerning
the Euphrasia-containing preparations to confirm the
safe use.
• Salvia officinalis L., aetheroleum – quality data have
been insufficient to confirm the positive benefit-risk assessment.
• Urtica dioica L., Urtica urens L., their hybrids or mixtures,
radix – the indication (symptomatic treatment of benign
prostatic hyperplasia) was not considered acceptable
for self-care and hence was not meeting the criteria
laid down in Article 16a(1)(a). On the other hand, the
quality of clinical trials conducted with this plant was not
considered adequate to develop a positive Community
herbal monograph for well-established use.
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tion, the Member State will refer the product to the Committee
submitted. The HMPC will review the literature provided and
if possible will develop a Community monograph on the
given plant. The Committee’s opinion (or the monograph if
established) will have to be taken into account by the Member
States when taking their final decision.
Guidance has been developed by the HMPC to provide
details around the documentation that needs to be provided
by Member States and Applicants/Marketing Authorisation
Holders in support of a simplified registration referral under
Articles 16c(1)c and 16c(4)9.
So far the Committee has handled one referral procedure.
This referral procedure started in January 2008 at the request
of a Member State (Slovak Republic) regarding a traditional
use registration application for a fixed combination herbal medicinal product (Doppelherz Energovital Tonik K) for which the
number of ingredients had been reduced during the 30 years
of medicinal use. The HMPC concluded in March 2008 that
the evidence of the long-standing use of the herbal medicinal
product was adequate. The referring Member State followed
the conclusions of the HMPC and Doppelherz Energovital Tonik

K was registered as a traditional herbal medicinal product by

Simplified procedure on the basis of traditional use

the Slovak Republic on 24 September 2008.

Traditional herbal medicines that meet the criteria laid down in
Article 16a of the Directive can then be subject to a simplified

The Committee also has a role to play in case of referral of

authorisation, the so-called ‘registration’ procedure.

herbal medicines arising from a mutual recognition procedure

The pharmaceutical part of the dossier should be complete,

or decentralised procedure. It is responsible for providing its

there is no difference compared to full or bibliographic ap-

scientific conclusions in case of a referral involving a traditional

plications. The application dossier is simplified as far as

herbal medicine and will advise the Committee for Medicinal

modules IV and V are concerned.

Products for Human Use (CHMP) in the case of all other herbal
medicines. The Committee has not yet had the occasion to

According to Article 16c, an application for registration shall

exert its competence in this field.

be accompanied by, among other items, a bibliographical
review of safety data together with an expert report. All aspects

Advisory role

that are relevant for the safety of the patient or consumer must

The Committee can provide its expert opinion on a herbal

be covered by appropriate literature or appropriate reference

medicinal product upon request. A specific form has to be
completed10 for this purpose.

Dossier requirements
Herbal medicines are subject to the same general requirements
as conventional medicines. The applicants need to submit
an application containing all the necessary information on
the product itself as well as the data on quality, safety and
efficacy. However, the type and necessary information differs
depending on the legal basis.

to a review of literature and must be addressed in the expert
report in a registration procedure. Justification for the lack
of data should be submitted. Further detailed guidance is
provided in the Guideline on non-clinical documentation for
herbal medicinal products11.
A well-documented, consistent and long-standing use over
at least 30/15 years will, in most cases, provide the basis
for acceptance of an indication. It is made clear that the
requirements to demonstrate medicinal use throughout the
period of 30 years are satisfied even when the marketing of
the product has not been based on a specific authorisation,
if the number or amount of ingredients has been reduced or

Legal basis
Full application
The particulars and documents that need to be contained in the
application are defined in Article 8(3) of Directive 2001/83/
EC – also called Community Code. Results of pharmaceutical
tests, pre-clinical (toxicological and pharmacological) tests
and of clinical trials have to be provided.
It is rather rare nowadays that a herbal medicine is authorised
on the basis of a full application, given the level of requirements and the cost associated with the performance of clinical
trials. In addition, most of the requirements were developed
for purely chemical entities and do not always apply as such
to the specificities of herbal ingredients.
Bibliographic application
Article 10a of Directive 2001/83/EC as amended offers
the possibility of replacing the results of pre-clinical tests and
clinical trials by scientific literature provided that the active
substance of the medicinal product has been in well-established
medicinal use within the Community for at least ten years.

if reference is made to a “corresponding” product.
Plausibility of a traditional indication may include, but is not
limited to, clinical data, pharmacological studies or case
reports. Types of bibliographical and/or expert evidence are
provided by the HMPC as examples of references that may be
used in the Guideline on the assessment of clinical safety and
efficacy in the preparation of Community herbal monographs
for well-established and of Community herbal monographs /
Entries to the Community list for traditional herbal medicinal
products / substances / preparations.
In the case of combinations, information on the combination
is to be provided; if the individual active ingredients are not
sufficiently known, the data shall also relate to the active
ingredients.
Content of the Dossier
Dossier requirements in terms of quality, safety and efficacy
are laid down in Directive 2001/83/EC as amended by
inter alia Directive 2004/24/EC relative to traditional herbal
medicines and Directive 2003/63/EC amending Annex I of
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the Directive on the analytical, pharmaco-toxicological and

• Reflection paper on Markers used for quantitative and

clinical standards and protocols in respect of the testing of

qualitative analysis of Herbal Medicinal Products and

medicinal products12. Section 4, Part III of the Annex focuses

Traditional Herbal Medicinal Products20

on herbal medicinal products.

• Reflection Paper on the use of Fumigants21
• List of Questions & Answers received during the HMPC

In addition, a number of guidance documents provide addi-

assessors training on quality issues emerging for herbal

tional clarification or scientific and technical details. Guidance

medicinal products22

documents are not binding; they represent ‘soft law’.
Safety
The Notice to Applicants

13

constitutes the main general

reference. It is prepared by the Commission in conjunction
with the EMA and the Member States and provides general
clarification on three main areas:
• Procedures for marketing authorisation (Volume 2A)
• Presentation and content of the application dossier (Volume 2B)
• Guidelines (Volume 2C)
Requirements, guidelines and recommendations specific to
herbal medicines and traditional herbal medicines are set out
below. Most of the guidance documents were elaborated by
the HMPC and its sub-groups.

The following HMPC guidance documents should be taken
into account for Module 4:
• Guideline on non-clinical documentation for herbal medicinal products in applications for marketing authorisation
(bibliographic and mixed applications) and in applications
for simplified registration23
• Guideline on the assessment of genotoxicity of herbal
substances/preparations24
• Guideline on selection of test materials for genotoxicity
testing for traditional herbal medicinal products/herbal
medicinal products25
• Reflection paper on the risks associated with furocoumarins
contained in preparations of Angelica archangelica
L.26

Quality / GMP

• Reflection paper on ethanol content in herbal medicinal

The provisions of Module 3 on quality, including compliance

products and traditional herbal medicinal products used

with monograph(s) of the European Pharmacopoeia, apply

in children27

to the authorisations and registrations of herbal medicinal

• Public Statement on “CPMP List of Herbal Drugs with
serious risks, dated 1992”28

products.
The following documents provide guidance in the quality area
and on good manufacturing practices:
• Guideline on Good Agricultural and Collection Practice
(GACP) for starting materials of herbal origin14
• GMP requirements for herbal medicinal products are
specified in Annex 715
• Guideline on Quality of Herbal Medicinal Products/
Traditional Herbal Medicinal Products16
• Guideline on Quality of Combination Herbal Medicinal
Products / Traditional Herbal Medicinal Products17
• Guideline on Declaration of Herbal Substances and Herbal
Preparations in Herbal Medicinal Products/Traditional
Herbal Medicinal Products in the SPC18

Efficacy
The following two guidelines are relevant for Module 5:
• Guideline on the assessment of clinical safety and efficacy
in the preparation of Community herbal monographs for
well-established and of Community herbal monographs/
entries to the Community list for traditional herbal medicinal
products/substances/preparations
• Guideline on the clinical assessment of fixed combinations
of herbal substances/herbal preparations29
Pharmacovigilance
The pharmacovigilance requirements apply by analogy to

• Guideline on specifications: Test procedures and Accept-

herbal medicines and traditional herbal medicines. Those

ance Criteria for Herbal Substances, Herbal Preparations

are laid down in Directive 2001/83/EC as amended and

and Herbal Medicinal Products / Traditional Herbal

explicated in Volume 9A30.

Medicinal Products

19
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In addition, the EMEA has issued a number of guidance docu-

However, recent rulings of the European Court of Justice

ments specific to species, plants or chemical compounds:

(Cases C-140/07 Hecht-Pharma GmbH / Staatliches Gew-

• EMEA Public Statement on herbal medicinal products
containing Cimicifugae racemosae rhizome (Black cohosh, root)31
• Public Statement on Chamomilla containing herbal
medicinal products32
• Public Statement on the allergenic potency of herbal me-

erbeaufsichtsamt Lüneburg42 and C-88/07 Commission of the
European Communities/ Kingdom of Spain43) have given a
noteworthy interpretation of Article 2.2 by ruling in favour of
products being classified as food supplements.

Product information

dicinal products containing soya or peanut protein33
• Public Statement on the use of herbal medicinal products
containing asarone34

The requirements for information on medicinal products
(i.e. labels and package leaflets) are laid down in Title V of

• Public Statement on the risks associated with the use

Directive 2001/83/EC as amended.

of herbal medicinal products containing Aristolochia
species35

A package leaflet for all medicines is mandatory unless all the

• Public Statement on the use of herbal medicinal products
containing pulegone and methofuran

36

required information can be conveyed on the outer packaging
(i.e. on the label).

• Public Statement on Capsicum/ capsaicin containing
herbal medicinal products37
• Public Statement on the use of herbal medicinal products

Particulars to be included in both labels and package leaflets
are set out in Title V.

containing estragole

38

• Public Statement on the use of herbal medicinal products
containing methyleugenol

There are also requirements (laid down in Article 56a) for

39

the name of medicines to appear in Braille on the packaging

• Public Statement on “CPMP list of herbal drugs with

and for the marketing authorisation holder to ensure that the

serious risks”

40

package information leaflet is made available on request from
patients’ organisations in a format appropriate for the blind

format of the dossier
Dossiers should follow the Common Technical Document
(CTD) format.
Guidance concerning the use of the CTD format in the preparation of a registration application for traditional herbal medicinal
products can be found in a specific HMPC guideline41.

classification herbal
medicines vs. food
supplements

and partially sighted.
The leaflet also needs to undergo patient consultation to ensure
that it is legible, clear and easy to use (Article 59).
In addition to the requirements of Articles 54 to 65, any labelling and user package leaflet of a traditional herbal medicine
shall contain a statement to the effect that:
(a) the product is a traditional herbal medicinal product for
use in specified indication(s) exclusively based upon longstanding use; and
(b) the user should consult a doctor or a qualified health
care practitioner if the symptoms persist during the use of the

The classification of products as medicinal products or as

medicinal product or if adverse effects not mentioned in the

food supplements is not harmonised at EU level and remains

package leaflet occur.

a national competence.
A Member State may require that the labelling and the user
Article 2.2 of Directive 2001/83/EC as amended foresees

package leaflet should also state the nature of the tradition

that “In cases of doubt, where, taking into account all its

in question.

characteristics, a product may fall within the definition of a
‘medicinal product’ and within the definition of a product
covered by other Community legislation the provisions of this
Directive shall apply.”
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Trade name

Distribution

There are no restrictions at European level regarding the use

The distribution of medicinal products is not regulated at EU

of the same trade name for a medicine, a food supplement,

level but remains a national competence.

a cosmetic or a medical device.

Advertising
The provisions concerning the advertising of medicinal products are laid down in Title VIII of Directive 2001/83/EC

Useful links
•E
 uropean Commission – DG Sanco “Health and consumers”:
http://ec.europa.eu/dgs/health_consumer/index_en.htm

as amended.

•E
 uropean Parliament:
http://www.europarl.europa.eu/

In application of Article 88, all non-prescription medicines can

•E
 uropean Court of Justice:
http://curia.europa.eu/jcms/jcms/Jo1_6308/curia

be advertised to the general public. However, Member States
non-prescription medicines to the general public.

•E
 uropean Medicines Agency:
http://www.ema.europa.eu/home.htm

The rules make it clear that the primary role of public advertis-

•E
 uropean Heads of Agencies:
http://www.hma.eu/human_heads.html

have the possibility of prohibiting advertising of reimbursable

ing is to inform the consumer of the existence of a medicinal
product and to incite the consumer to carefully read the
product pack information.
In addition to the requirements of Articles 86 to 99, advertisements for traditional herbal medicinal products have to
contain the following statement: “Traditional herbal medicinal
product for use in specified indication(s) exclusively based
upon long-standing use”.

•C
 ouncil of Europe:
http://www.coe.int/
•E
 uropean Pharmacopoeia:
http://www.edqm.eu/site/News_and_General_Information-43.html
•E
 U legislation online:
http://eur-lex.europa.eu/
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AUSTRIA

AUSTRIA
Area:

83 859

Inhabitants (2009):

km2

8 368 933

Population density (2009):

99.8

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

275.54

billion

Sources: Eurostat 2010.

Legal framework

Transitional period
For traditional herbal medicinal products under the former

Past
A ‘traditional status’ (system of lists of herbals and excipients that
could be associated) was in existence before the transposition
of Directive 2004/24/EC into the Austrian Medicines Law
(Arzneimittelgesetz (AMG))1.
Present
Directive 2004/24/EC was transposed as part of the new
Medicine Law BGBl. Nr I Nr 153/2005 and implemented
into Austrian law on 28 December 2005. It came into force
on 2 January 2006.

Austrian legislation on traditional herbal medicinal products,
an application has to be submitted by 30 October 2010. If
this is not done, the product cannot remain on the market after
30 April 2011. There is no particular schedule for submitting
applications.

Dossier
Bibliographic applications for well-established use herbal
medicines should follow the requirements and guidelines set
up by the European Commission.

C lassification

The application dossier for a traditional herbal medicine should

The legal basis for bibliographic applications is the Austrian

herbal medicinal products and the HMPC guidelines. For further

Medicinal Products Act, Article 10a. This article applies to wellestablished products whether of chemical or herbal origin.
Article 12 sets down the provisions for the registration of
traditional herbal medicinal products.
Currently the applications for traditional herbal medicinal products
are predominating, while only a few applications are made
for herbal medicinal products with well-established use.
In order to clarify the boundary between medicines and food
supplements, the Ministry of Health has published recommendations2 regarding plants that can only be used in medicinal

fulfil the requirements laid down in the legislation on traditional
guidance on the content of the application dossier, there is a
Frequently Asked Questions document on the agency’s website3
which addresses issues related to registrations of traditional
herbal medicinal products. A special application form is also
available on the website.

Evaluation process
The evaluation process is carried out by the department for
herbal medicinal products and homeopathic medicines of
AGES PharmMed.

products and those that can be added to both food supplements and herbal medicines.
AGES PharmMed, the Austrian Competent Agency, takes the
decision on product classification in case of doubt regarding
categorisation of a herbal medicinal product, traditional herbal
medicinal product or a food supplement.
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FEES4 (as from 2 January 2010)

Bibliographic application (Art. 10a of Directive 2001/83/EC

Full application (Art. 8.3 of Directive 2001/83/EC as
amended):

as amended):
• National application: € 5,600
• Mutual Recognition procedure where Austria is acting as

• National application: € 10,700

- CMS: € 6,800

• Mutual Recognition procedure where Austria is acting as
- CMS: € 6,800

- RMS: € 30,000
• Decentralised procedure where Austria is acting as

- RMS: € 39,300

- CMS: € 6,800

• Decentralised procedure where Austria is acting as
- CMS: € 8,560

- RMS: € 37,000
The fees listed above apply to marketing authorisation applica-

- RMS: € 50,000

tions of conventional medicines and herbal medicines.
Traditional herbal medicine application: € 2,800

List of traditional herbal medicinal products registered
All registered products are published on the AGES website5 along with their SPC and PIL.
Date of
THR grant

Product

Indication

27/06/2007

Dr. Böhm Passionsblume
425 mg coated tablets
Passiflora incarnata L., herba
Apomedica Pharmazeutische Produkte GmbH,
Austria

Uneasiness, stress*

03/08/2007

Pascoflair
425 mg coated tablets
Passiflora incarnata L., herba
PASCOE pharmazeutische Präparate GmbH, Germany

Depressive mood, sleeping disorders*

04/09/2007

Umkabo
Tropfen zum Einnehmen (liquid)
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Common cold*

04/09/2007

Kaloba
Tropfen zum Einnehmen (liquid)
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Common cold*

18/04/2008

Neurapas
Film coated tablets
Hyperici herba
Valerianae radix
Passiflorae herba
PASCOE pharmazeutische Präparate GmbH, Germany

Depressive mood, sleeping disorders*

19/06/2008

Doc-Salbe (ointment)
Arnica Montana, flos
Hermes Arzneimittel GmbH, Germany

Muscles and joints*
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AUSTRIA

Date of
THR grant

Product

Indication

26/06/2008

Gothaplast Rheumamed Wärmepflaster (plaster)
Arnica Montana, flos
Capsici fructus
Gothaplast Verbandpflasterfabrik GmbH,
Germany

Rheumatic pain in muscles and joints*

04/09/2008

Vitango
200 mg film coated tablets
Rhodiola rosea, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Physical and mental symptoms of stress*

03/12/2008

Kalmine-Baldrian-Passionsblume
Film-coated tablets
Passiflorae herba
Valerianae radix
Abtei Pharma Vertriebs GmbH, Germany

Agitation*

03/02/2009

Dr. Böhm Teufelskralle
600 mg film-coated tablets
Harpagophyti radix
Apomedica Pharmazeutische Produkte GmbH,
Austria

Mild muscles and back pain, mild joint pain*

03/02/2009

Kaloba
20 mg film-coated tablets
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Common cold*

03/02/2009

Umkabo
20 mg film-coated tablets
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Common cold*

20/05/2009

Baby Luuf ätherische Öle Balsam
Terebinthinae aetheroleum
Thymi aetheroleum
Eucalypti aetheroleum
Apomedica Pharmazeutische Produkte GmbH,
Austria

External use for colds with symptoms such as coughs,
colds and pharyngeal catarrh. For infants from 6
months to 2 years*

08/07/2009

Sidroga Durchfalltee
2 g teabags
Myrtilli fructus
Sidroga GmbH, Germany

Non-specific, acute diarrheal diseases*

23/07/2009

Hypericum Swiss Caps Dragees
180 mg tablets
Hyperici herba
Swiss Caps GmbH, Germany

Mood disorders and psychovegetative disorders*

06/08/2009

FEMICALM ABTEI, hard capsules
Cucurbitae oleum
Lupuli flos
Rhois aromaticae Radicis cortex
Abtei Pharma Vertrieb GmbH, Germany

Urinary incontinence, irritable bladder and to facilitate
the emptying of the bladder in women*
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Date of
THR grant

Product

Indication

06/08/2009

PROSTACALM ABTEI, hard capsules
Cucurbitae oleum
Cucurbitae semen
Sabalis serrulatae fructus
Abtei Pharma Vertrieb GmbH, Germany

Use in the lower urinary tract dysfunction in men (e.g.
frequent urination, mitigation
of urinary flow or dribbling of urine)*

13/08/2009

VESICAVIS ABTEI BLASE, hard capsules
Cucurbitae oleum
Cucurbitae semen
Abtei Pharma Vertrieb GmbH, Germany

Urinary incontinence and to facilitate bladder
emptying*

03/09/2009

Canephron – Oral drops
Centaurii herba
Levistici radix
Rosmarini folium
Bionorica AG, Germany

Traditionally used for supportive treatment and to
supplement specific policies in mild discomfort in
the context of inflammatory diseases of the urinary
tract, the flushing of the urinary tract to reduce the
deposition of kidney gravel.*

03/09/2009

Canephron – Tablets
Centaurii herba
Levistici radix
Rosmarini folium
Bionorica AG, Germany

Traditionally used for supportive treatment and to
supplement specific policies in mild discomfort in
the context of inflammatory diseases of the urinary
tract, the flushing of the urinary tract to reduce the
deposition of kidney gravel.*

14/09/2009

Original Schwedenbitter Riviera – Oral solution
Absinthii herba
Gentianae radix
Riviera Handels GmbH, Austria

Mild digestive disorders such as bloating, flatulence,
and loss of appetite*

22/10/2009

Baldrian Swiss Caps
100 mg tablets
Valerianae radix
Swiss Caps GmbH, Germany

Nervous conditions such as anxiety and sleeplessness*

19/11/2009

HEUMANN Bronchialtee SOLUBIFIX
Tea powder
Althaeae radix
Liquiritiae radix
Primulae radix
Thymi aetheroleum
Sanova Pharma GmbH, Austria

To help expectoration of mucous out of the airways*

10/12/2009

Sidroga Beruhigungstee
2 g teabags
Passiflorae herba
Sidroga GmbH, Germany

Uneasiness, stress*

10/12/2009

Sidroga Hals- und Rachentee
2.5 g teabags
Salvia folium
Sidroga GmbH, Germany

Inflammations of the mouth (mucous membrane of the
oral cavity) and throat*

28/12/2009

PASCOFLEX
Film-coated tablets
Harpagophyti radix
PASCOE pharmazeutische Präparate GmbH,
Germany

Traditionally used for supportive treatment of minor
backaches, neck and muscle pains, morning stiffness
as well as minor tendons and joints pains, e.g. in the
knee, hip or shoulder, and rheumatic complaints*

(*) Informal translation from German
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can also be used for medicines from a different product group

For herbal medicines with well-established use, the same rules

at least one common active ingredient or where the products

as for conventional medicines apply (i.e. including provisions
on Braille and patients’ consultation on the leaflet).
Braille labelling should be affixed to the label of all products at
the earliest possible point in time (e.g. a variation requiring authorisation or renewal) but in any case by 1 January 2011.

AUSTRIA

Product Information

provided that all the products with the same trademark contain
are clearly distinguishable from each other.
The use of the same trademark for medicines and other products
(e.g. foodstuffs and cosmetics) is possible.

Advertising

Patient information leaflets for authorisations granted after 2
January 2006 have to reflect collaboration with patient target

Public advertising of non-prescription non reimbursed medi-

groups so as to guarantee that the leaflet is understandable

cines is allowed in all media. Public advertising is, however,

and readable.

prohibited for non-prescription medicines whose brand name
is the same as that of its prescription-only form.

Traditional herbal medicines are subject to the general rules
on product information. In addition, they have to abide by

There is no pre-control of companies’ marketing activities.

specific rules deriving from Directive 2004/24/EC, i.e. the

Companies do however need to keep all advertising material

package leaflet and labelling of a traditional herbal medicinal

together with lists of target groups and descriptions of the way

product should bear the following information:

the advertising material was disseminated.

• “Das Produkt ist eine traditionelle pflanzliche Arzneispezialität, die ausschließlich auf Grund langjähriger Verwendung

Advertisements for traditional herbal medicinal products

für das Anwendungsgebiet registriert ist” (This is a traditional

should contain a statement informing the consumer that it is

herbal medicinal product registered exclusively due to

a traditional herbal medicinal product intended for use for (a)

long-standing use in the area of application)

certain indication(s) exclusively based upon long-standing use

• “Der Verbraucher sollte einen Arzt, gegebenenfalls Zahn-

i.e. “Dass es sich um eine traditionelle pflanzliche Arzneispe-

arzt, konsultieren, wenn die Symptome bei Anwendung

zialität zur Verwendung für ein bestimmtes Anwendungsgebiet

der Arzneispezialität weiter bestehen oder andere als in

oder bestimmte Anwendungsgebiete ausschließlich auf Grund

der Gebrauchsinformation erwähnte Nebenwirkungen

langjähriger Verwendung handelt”.

auftreten” (The consumer should consult a physician, if
necessary a dentist, if the symptoms persist or if adverse
events other than those mentioned in the package leaflet
or labelling occur)
• The kind of tradition concerned, in case this is required
by the Bundesamt für Sicherheit im Gesundheitswesen
(BASG – the Austrian Medicines Agency, the Federal
Agency of Safety in Health Care).

Distribution
Medicinal products (including OTCs, herbal and homeopathic
medicines) may only be sold in pharmacies. Certain medicinal
products, e.g. teas and special herbal preparations, may also
be sold in small shops employing a druggist.
Self-service of non-prescription medicines is not allowed.

Trade Name
There are no specific rules for herbal medicinal products and
traditional medicinal products so the general provisions on

The holder of a marketing authorisation for herbal medicinal
products or of a registration for traditional herbal medicinal
products has to inform the Austrian Medicines Agency of the

trade names for medicines apply.

date of the actual placing on the market of the medicine.

The same trademark can be used for medicines from the same

products or of a registration for traditional herbal medicinal

product group as long as at least one active ingredient is
the same in all of these products or where the products are
clearly distinguishable form each other. The same trademark

The holder of a marketing authorisation for herbal medicinal
products has to inform the Austrian Medicines Agency of any
temporary or final ceasing of marketing. Under normal circumstances, this notification has to be transmitted, at the latest,
two months before the medicine is taken off the market.
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Other information

AESGP Member Association
IGEPHA (Interessengemeinschaft Österreichischer Heilmittel-

Taxes
VAT for herbal medicines is 10%.
Links
• Austrian Agency for Health and Nutrition Safety (includes
the Austrian Medicines Agency):
www.ages.at
• F ederal Ministry of Health:
www.bmg.gv.at
• Austrian legislation:
http://www.ris2.bka.gv.at/

hersteller und Depositeure)
Dornbacher Strasse 49/1
A-1170 Wien
Austria
Phone:

+43 1 / 914 9512

Fax:

+43 1 / 914 8238

E-mail:

office@igepha.at

Website: www.igepha.at
Acknowledgements
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• If you are looking for a particular registered traditional herbal medicinal product, enter the name of the product in the
‘Bezeichnung’ field and then click ‘Suchen’
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BEL G I U M
Area:

30 528

Inhabitants (2009):

10 779 740
353.1

Gross Domestic Product (2009) (e):

BELG I U M

Population density (2009):

km2

i n h a b ita n ts p e r k m 2

e ur o

339.057

billion

Sources: Eurostat 2010 / NIS 2009

Legal framework
Past
A circular letter dated 30 November 1994 (published in the
Moniteur Belge of 10 February 1995) presented in its annex
a list of herbal medicines eligible for a simplified procedure
(bibliographic file as foreseen in the Royal Decree of 3 July
1969) for the indications under which they were listed.
Present
The Belgian Medicines Law of 25 March 19641, amended in

With regard to the classification of a plant as medicine or
food supplement, the Royal Decree of 29 August 1997 on the
manufacturing and placing on the market of foodstuffs which
consist of plants or to which plants are added as amended3
gives, based on the opinion of the Commission d’avis des
préparations de plantes (Advisory Committee on Plant Preparations), three lists of plants:
• List 1: dangerous plants which cannot be used as or in
foodstuffs
• List 2: edible mushrooms
• List 3: plants that can only be marketed in pre-dosed
forms after notification

order to transpose the new European legislation, was published
on 16 May 2006 and enforced on 26 May 2006. The implementing Royal Decree of 14 December 20062, necessary
for the execution of different articles of the law, was published
on 22 December 2006 and entered into force on 1 January
2007. The transposition faithfully reflects the Directive.

C lassification
There are two routes to license herbal medicinal products in

Transitional period
In the section ‘transitory dispositions’, the transitional period is
established in Art. 275 of the Royal Decree of 14 December
2006 as modified by the Royal Decree of 28 June 2009. For
the traditional herbal medicines already on the market on 30
April 2004 without any registration or authorisation granted
on the basis of the Royal Decree of 3 July 1969, the deadline
to submit registration applications was 1 January 2010.

Belgium. Herbal medicinal products may apply for
• A marketing authorisation (Art. 8.3 of Directive 2001/83/EC

The Marketing Authorisation Holder of a traditional herbal

as amended for full application or Art. 10a for bibliographic

medicinal product registration granted on the basis of the

application – well-established use).

Royal Decree of 3 July 1969 must submit an application for

• A traditional use registration (as per Art. 16a of Directive

registration or marketing authorisation by 30 April 2011. The

2001/83/EC as amended). Products obtaining this registra-

conditions which need to be fulfilled in the application are

tion are known as traditional herbal medicinal products.

those stipulated in the Directive.

The legal basis in the Belgian legislation for full applications is

While awaiting the publication of the Royal Decree of 28 June

the Medicines Law of 25 March 1964 and the Royal Decree

2009, circular letter 533 was issued in order to enable the

of 14 December 2006. For well-established use applica-

Federal Agency for Medicines and Health Products (FAMHP)

tions, Art. 6bis §2 of the Medicines Law and Annex I Part

to get an approximation of the number of dossiers that would

II of the Royal Decree are applicable while for applications

be submitted by the deadline of 30 April 2011. The latter

for traditionally used herbal medicines Art. 6 §1 alinea 5 of

requested companies to send a list of the traditional herbal

the Medicines Law and Art. 43-50 of the Royal Decree are

medicines marketed to the FAMHP by 1 March 2009.

the relevant texts.
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Dossier

• Mutual Recognition procedure and Decentralised procedure (when Belgium is acting as RMS): fee x 2 =

The dossier requirements for traditional use registration are

€ 11,053.24

defined in Art. 43-50 and Annex I Part II of the Royal Decree

Bibliographic application (Art. 10a of Directive 2001/83/

of 14 December 2006 and are identical to those laid down

EC as amended):

in Directive 2004/24EC.

• National application, Mutual Recognition procedure
and Decentralised procedure (when Belgium is acting
as CMS): € 4,418.09

Evaluation process

• Mutual Recognition procedure and Decentralised pro-

The Committee for Herbal Medicinal Products for Human
Use within the FAMHP will be in charge of the evaluation
of applications for herbal medicines including traditional
herbal medicines.

cedure (when Belgium is acting as RMS): fee x 2 =
€ 8,836.18
Traditional use application:
• National application, Mutual Recognition procedure
and Decentralised procedure (when Belgium is acting as

FEES4 (as from 1 January 2010)

CMS): € 2,761.31

Full application (Art. 8.3 of Directive 2001/83/EC as
amended):
• National application, Mutual Recognition procedure

• Mutual Recognition procedure and Decentralised procedure (when Belgium is acting as RMS): fee x 2 =
€ 5,522.62

and Decentralised procedure (when Belgium is acting
as CMS): € 5,526.62

List of traditional herbal medicinal products registered
So far, 2 traditional herbal medicinal products have been registered in Belgium. 9 other applications are under evaluation.
Date of
THR grant

Product

Indication

18/12/2009

Kaloba
Oral drops, solution
Film-coated tablets
Syrup
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

18/12/2009

Umkan
Oral drops, solution
Film-coated tablets
Syrup
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

Product Information
A patient information leaflet is compulsory for herbal medicines
as it is for all authorised/registered medicines. It should be an
exact reflection of the summary of product characteristics. Patient
information leaflets have to be written in the three national languages (Dutch, French and German) and should be user-friendly.
The changes mandated by Directive 2004/27/EC were laid
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down in the Medicines Law of 25/03/1964 as amended and
the implementing Royal Decree of 14 December 2006.
The new Braille provisions apply to marketing authorisations/
registrations submitted after 26 May 2006. Products authorised
or for which the marketing authorisation application was submitted
before this date will have to comply at the latest five years after the
entry into force of the Royal Decree, i.e. by 1 January 2012.

The Advertising Control Commission operates under the

one single language will be sufficient for the testing; the report

auspices of the FAMHP and meets approximately every 3

needs to be in one of the three national languages or English.

weeks. It is responsible for advising the Federal Minister for

For marketing authorisation applications submitted before 26

Public Health concerning the issuance of visas for radio and

May 2006 or for marketing authorisations granted before 26

television advertising spots before they can be broadcast. This

May 2006, the Royal Decree provides a transition period of

is required under the Royal Decree of 9 June 2003 (M.B. of

5 years to comply with the new regulations on readability

30.6.2003) amending the Royal Decree of 7 April 1995 on

testing. However, in case the patient information leaflet is

information and advertising of medicines for human use (M.B.

changed significantly e.g. when new indications, patient

of 12.5.1995) and in application since 1995. The Royal

groups or pharmacovigilance issues appear, then user testing

Decree also described the sanctions to be applied in case its

needs to be carried out.

provisions are breached. Visas are valid for two years. If the

BELG I U M

For user testing, the law refers to the EU’s readability guideline:

applicant receives no news within 45 days, the spot can be
In addition to the usual requirements for medicines, the package

run without an official visa. The authorities issued a circular

leaflet and labelling should bear information that:

in 2004 in order to solve problems connected with the read-

• it is a traditional herbal medicinal product registered
exclusively due to long-standing use in the area(s) of
application
• the user should consult a doctor or a qualified healthcare
professional if the symptoms persist or if adverse events
other than those mentioned in the package leaflet occur

Trade Name
Currently, there are still oral guidelines issued by the FAMHP on
the use of trademarks stating that a brand name should have at
least three letters which are different from another brand name.
A brand name should not cause any confusion in the mind
of the consumer. However, pharma.be OTC and the FAMHP
have negotiated a national guideline with clear instructions
regarding naming, umbrella branding etc. and this in keeping
with the review of the European Guideline on the acceptability
of names for human medicinal products processed through the
centralised procedure. The guideline should be completed in
the course of 2010 and should address specificities relating to
herbal medicines.

Advertising

ability of the mandatory text in television advertising.
Other types of advertising to the public have to be notified
to the FAHMP 30 days before publication. These types of
advertising are deemed to be approved if there is no reaction within this 30-day period. A notification is valid for a
two-year period.
Since 2005, pharma.be has been maintaining contacts with
all stakeholders (doctors, pharmacists, other pharmaceutical
sectors, etc.) in order to set up a deontological platform and
to create a common, unique Code of Ethics and a common
visa procedure in the framework of a non-profit organisation.
“Mdeon”5 was officially recognised by the Royal Decree of
25 February 2007 (M.B. of 7 March 2007) as the institution entitled to issue visas. The visas granted by “Mdeon”
have for purpose to allow a pharmaceutical company to
fund participation of healthcare professionals to a particular
scientific event including overnight stay.
PharmaSmile logo
The mandatory text to be included in radio,
TV and print advertising was laid down
in the Royal Decree of 7 April 1995 as
modified by the Royal Decree of 22 No-

The EU’s provisions for pharmaceutical advertising laid down

vember 2006.

in Title VIII of Directive 2001/83/EC as amended were

The Association created the PharmaSmile logo resuming these

implemented in Belgium through the Royal Decree of 22 No-

messages to underline the importance of the four key mes-

vember 2006 modifying the Royal Decree of 7 April 1995

sages (“This is a medicine. Ask your pharmacist for advice.

on information and advertising of medicines for human use

Read the leaflet. Consult your doctor if the product is used

(M.B. of 12.5.1995). They apply to all medicines including

for a prolonged period”) and the importance of the proper

herbals (cf. Art. 1 of the Royal Decree).

use of medicines.
A communication campaign was developed to make the
PharmaSmile logo known to the general public in the periods
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1998-1999, 2000-2001 and 2005, with the logo appearing

AESGP Member Associations

in the TV spots, on different medicine packages and on cars

pharma.be, the Belgian Pharmaceutical Industry Association

used by wholesalers when supplying pharmacies. Consumer
research conducted at the end of 2005 confirmed that one out
of three people knew the logo, with the majority also being
able to decode it correctly. Apart from the inclusion of the
logo on all promotional and advertising material, the printing
of the logo on non-prescription herbal medicine packs seems
to be the biggest awareness driver.

Terhulpsesteenweg 166 Chaussée de La Hulpe
B-1170 Brussels - Belgium
Phone:

+32 (0)2 / 661 9112 ‑ 661 9100

Fax:

+32 (0)2 / 661 9199

E-mail:

info@pharma.be

Website: www.pharma.be
BACHI, the Belgian Association of

There are no additional requirements for traditional herbal

the Consumer Healthcare Industry

medicinal products apart from the above and the statement

Rue Collart 3A

required by Directive 2004/24/EC.

B-1380 Lasne
Belgium

Distribution

Phone:

Herbal medicines may only be sold in pharmacies according

E-mail:

to Article 1 §1.24 of the Medicines Law of 1 May 2006.

Website: www.bachi.be

Self-service is not allowed for non-prescription medicines includ-

Acknowledgements

ing herbals according to the ‘Code of Ethics’ issued by the

Annemie Decostere, pharma.be

Ordre des Pharmaciens. This restriction is justified on grounds
that medicines are not ‘sold’ but ‘dispensed’ and that methods
used in ‘general trade’ are not applicable to pharmacies.

Other information
Taxes
VAT for herbal medicines in Belgium is 6%.
Links
• F ederal Agency for Medicines and Health Products:
http://www.fagg-afmps.be/
• Law

and Decrees:
http://www.fagg-afmps.be/en/items-HOME/
laws_decrees/index.jsp
• Federal Ministry of Health, Food chain safety and
Environment:
https://portal.health.fgov.be/portal/page?_
pageid=56,512460&_dad=portal&_schema=PORTAL
• Belgian Official Journal (Moniteur belge / Belgisch
Staatsblad):
http://www.ejustice.just.fgov.be/cgi/welcome.pl
• Legislation online:
http://www.cass.be/
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+32 (0)2 658 0123

Mobile: +32 496 58 52 00
info@bachi.be

Marie-Louise Bouffioux, Marie-Anne Mouyart,
Wim Vervaet /Federal Agency for Medicines and Health
Products, Belgium

1

Belgian Medicines Law
http://www.fagg-afmps.be/nl/binaries/LOI-WET-1964-03-25-COORD-2007-04_tcm290-27168.pdf

2

Royal Decree of 14 December 2006
http://www.fagg-afmps.be/fr/binaries/AR-KB-2006-12-14_tcm291-27173.pdf

BELG I U M

References

Royal Decree of 29 August 1997 on the manufacturing and placing on the market of foodstuffs which consist of plants
or to which plants are added as amended
http://www.juridat.be/cgi_loi/loi_F.pl?cn=1997082944

3	

Fees:
http://www.fagg-afmps.be/fr/binaries/reg-EN-2010-01-OK_tcm291-34031.XLS

4	

“Mdeon”:
http://www.mdeon.be/

5	
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BULGARIA
Area:

110 994

Inhabitants (2009):

km2

7 563 710

Population density (2009):

68.2

Gross Domestic Product (2009) (e):

BGN 66.256

billion

=

i n h a b ita n ts p e r k m 2

e ur o

33.876

billion

Sources: National Statistical Institute, National Bank / Eurostat, 2010.

Legal framework

Transitional period

Past
Before the transposition of Directive 2004/24/EC into
Bulgarian law, herbal medicinal products and traditional

B U LG A R I A

No particular measures are foreseen for products already on the
market that fall under the scope of Directive 2004/24/EC.

Dossier

herbal medicinal products were not covered by any specific
legal document.

Requirements related to the documents to be provided in the
application file are laid down in Regulation No. 27 of 15

Present
Directive 2004/24/EC was transposed and implemented
into the Bulgarian law through the new Drug Act published
in State Gazette No. 31 of 13 April 20071 which entered
into force on the same day. Provisions on traditional herbal
medicinal products are laid down in Section IV.

June 2007 regarding the requirements to the data and the
documentation for marketing authorization and registration of
medicinal products. The documentation required for the application dossier does not differ from the provisions in Directive
2004/24/EC and the HMPC guidelines.

Evaluation process

Guidance to applicants applying for marketing authorisation
of herbal medicinal products or registration of traditional

The Herbal Medicinal Product Committee (described in Articles

herbal medicinal products is found in Regulation No. 27 of

43 and 44 of the new Drug Act) is in charge of the evaluation

15 June 2007 regarding the requirements to the data and the

of authorisation or registration applications. This committee,

documentation for marketing authorization and registration of

established by the Executive Director of the Bulgarian Drug

medicinal products2.

Agency, is composed of medical and herbal experts having

C lassification
There is a tendency towards marketing authorisation applications for herbal medicinal products with well-established use
in Bulgaria.
There is a list of plants prohibited for use in food supplements.
However, there is no list of plants of which use is prohibited both
in medicines and food supplements for toxicity reasons.

practical experience in the field of herbal medicines. External
experts on herbal medicines may also be invited to assist the
committee.
The marketing authorisation/registration certificate is issued
by the Executive Director of the Bulgarian Drug Agency and
is valid for 5 years.

FEES3
For full applications (Art. 8.3 of Directive 2001/83/EC as

In case of doubt on the classification of a product as herbal

amended) and bibliographic applications (Art. 10a of Directive

medicinal product, traditional herbal medicinal product or food

2001/83/EC as amended) fees are identical; they are as

supplement, a Committee of the Ministry of Health, consisting

follows:

of representatives from the Ministry of Health, the Bulgarian
Drug Agency (BDA) and external experts, determines the
product category.

• National application: BGN 15,000 (approximately
e 7,670)
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• Mutual Recognition procedure when Bulgaria is

- more than 3 herbal substances or preparations:
BGN 7,000 (approximately e 3,579)

acting as
- CMS: BGN 8,000 (approximately e 4,090)

• Product containing herbal substances or preparations

- RMS: BGN 16,000 (approximately e 8,181)

with vitamins and/or minerals
- up to 3 herbal substances or preparations:

• Decentralised procedure when Bulgaria is acting as

BGN 5,000 (approximately e 2,556)

- CMS: BGN 10,000 (approximately e 5,112)

- a product containing more than 3 herbal substances:

- RMS: BGN 20,000 (approximately e 10,225)
Fees for traditional herbal medicinal products are as
follows:
• Product containing herbal substances or preparations

BGN 8,500 (approximately e 4,345)
An annual fee of BGN 250 (approximately e 127) is due
for the maintenance of registration.

only
- up to 3 herbal substances or preparations:
BGN 3,500 (approximately e 1,750)

List of traditional herbal medicinal products registered
Since the transposition and implementation of Directive 2004/24/EC, one traditional herbal medicinal product has been
registered in Bulgaria.
Date of
THR grant
06/07/2009

Product

Indication

Spiritus Lavandulae Kupro 1%
cutaneous solution (sol. cut.) in bottles of 100 ml

Traditional herbal medicinal product. It is used exter-

or 1000 ml

pains, cold, migraine.

nally for symptomatic treatment in joint and muscle

Lavandulae aetheroleum
Kupro-94 OOD, Bulgaria
In accordance with the Drug Act, a list of medicines registered in Bulgaria is available on the Bulgarian Drug Agency’s website4.

Product Information
The requirements for medicinal products apply to herbal medicinal
products and traditional herbal medicinal products.
The changes to patient information mandated by Directive
2004/27/EC have been implemented in Bulgaria through

A user testing report should be presented with the documentation submitted for new market authorisations.
Any change in labelling or package leaflet should be notified
to the Bulgarian Drug Agency (BDA).
The requirements for product information of traditional herbal

the new Drug Act.

medicines are mentioned in Article 11 of Regulation No. 38

The use of Bulgarian on the labelling is now compulsory

on the packages and in the leaflets of the medicinal products

whereas the name of the medicinal product and the INN(s)

of 13 September 2007 regarding the requirements to the data
(State Gazette No. 77/25.09.2007). In accordance with

must follow the WHO’s ATC classification.

Directive 2004/24/EC, they state that the following informa-

The Braille provisions apply for all products authorised from

herbal medicinal products:

2007.
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tion should appear on the package and the PIL of traditional

and the stated indication(s) is (are) based exceptionally
on its long-term use.”
• “The user should consult with a physician or a qualified
medical professional if symptoms persist during the use
of the medicinal product or if adverse drug reactions
not listed in the leaflet occur.”

Trade Name
All rules governing the registration and use of trademarks
are laid down in the Law on the protection of intellectual
property. Bulgaria signed the Madrid Convention and, in

Distribution
All medicines including herbal medicinal products and traditional herbal medicinal products are sold in pharmacies and
drugstores in Bulgaria.

Other information
Taxes
VAT for herbal medicinal products in Bulgaria is 20% (as mentioned in the Value Added Tax Act: “subject to VAT: each taxable
supply of goods or services effected for consideration”).

2001, ratified the Madrid Protocol and thereby increased the

Links

protection of trademarks. These legal acts apply in the same

• Ministry of Health:

way to herbal medicinal products and to traditional herbal
medicinal products and no further requirements or exemptions
exist for these products.

B U LG A R I A

• “The product is a traditional herbal medicinal product

http://www.mh.government.bg/
•B
 ulgarian Drug Agency:
http://www.bda.bg/

Advertising

AESGP Member Association

The Drug Act and a specific regulation, closely following the

Executive Director: Dr Ognian Donev

EU provisions on pharmaceutical advertising laid down in

16, Iliensko Shosse Street

Title VIII of Directive 2001/83/EC as amended, enables

BG-1220 Sofia

the BDA to control pharmaceutical advertising to the general

Bulgaria

public and to health professionals.

Phone:

+359 2 936 20 63

Fax:

+359 2 936 02 86

All advertising of medicinal products, directed to the general

Email:

odonev@sopharma.bg

public or to health professionals is controlled before being

Website: http://www.sopharma.com/

SOPHARMA

issued. An Expert Council for Drug Advertising of the Bulgarian
Drug Agency, composed of Bulgarian Drug Agency repre-

Acknowledgements

sentatives, consumer organisations, the media and healthcare

Elena Masseva, Bulgarian Drug Agency

professionals, reviews the advertising. Based on the opinion
of the Expert Council, the Bulgarian Drug Agency Director
issues its decision within one month following the submission
of the application.
Changes in authorised advertisements have to be approved by
the authorities before being published. Approvals are issued
upon applications submitted by the concerned company.
The provisions above apply to all products with a marketing
authorisation issued by the Bulgarian Drug Agency.
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C R O AT I A
Area:

56 542

Inhabitants (2009):

4 435 729

Population density (2009):
Gross Domestic Product (2009) (e):

km2

78.5
HRK 331.352

billion

=

i n h a b ita n ts p e r k m 2

e ur o

45.143

billion

Sources: Eurostat 2010

Legal basis
During the 1990s, after the Republic of Croatia was established, most of the regulations – including those for medicines –
were taken from the ex-Yugoslavia. The Act on Medicinal
Products Marketing authorisation and the Regulation on special
conditions for MA of Therapeutic Remedies (TR) were hence
enforced. Herbal products were then included in the wider
group of products known as TR. This group also included
medical devices (MD).
In order to register a herbal TR, the application dossier had
to contain pharmaceutical, chemical documentation, as well
as safety and efficacy documentation based on scientific
literature. References to the German Commission E were
quite frequent.
This situation lasted until the publication of the Act on medicinal
products and medical devices in 1997. By this Act, medical
devices became a specific standing regulatory group and
a new term Natural Medicine appeared within ‘medicinal
products’. Natural Medicines were defined as medicines
containing active substances of natural origin – herbal, animal
and mineral – as a single substance or in combination.
Herbal products that could not satisfy the regulatory requirements for natural medicine were marketed as food supplements or as cosmetic with special purpose, provided that they
contained plants or preparations thereof included in the List
of permitted plants.
In 2003 a revised Act on medicinal products and medical
devices was published. This Act was mostly harmonised with
EU directives and as such grouped medicinal products according to the active substance. As a result, “herbal medicines”
for the first time appeared as a separate group of medicines.

The 2007 Medicinal Products Act1 (Official Gazette
No. 71/07), together with the Amendments in 20092 (Official
Gazette No. 45/09), has achieved harmonisation of most
provisions with the European legislation, and now also regulates
the category of traditional herbal medicinal products.
According to the Medicinal Products Act, herbal medicines
might be classified as traditional herbal medicinal products
in line with the provisions of Directive 2004/24/EC. Herbal
medicinal products could also be authorised based on complete application and via bibliographic application through

C R O AT I A

Legal framework

the well-established medicinal use procedure.
A simplified registration procedure is applicable for traditional
herbal medicines.
Definitions
Herbal medicinal product means any medicinal product,
exclusively containing as active ingredients one or more herbal
substances or one or more herbal preparations, or one or more
such herbal substances in combination with one or more such
herbal preparations.
Traditional herbal medicinal product means a herbal medicinal product whose efficacy and safety can be recognised on
the basis of its long-term use in the Republic of Croatia or the
European Union, and that fulfils the conditions laid down in
the Medicinal products Act.
Herbal substances means whole or fragmented or cut plants,
plant parts, algae, lichen, fungi, in a dried or fresh form;
certain exudates that have not been subjected to a specific
treatment; herbal substances are precisely defined by the plant
part used and the botanical name according to the binomial
system (genus, species, variety and author).

In most cases herbal medicines have been authorised via the
well-established use procedure (bibliographic applications).
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Herbal preparations means preparations obtained by subjecting herbal substances to treatments such as fractionation,
extraction, fermentation, distillation, purification, concentration.
These include comminuted or powdered herbal substances,
tinctures, extracts, essential oils, expressed juices and processed exudates.

evaluation
The Croatian Agency for Medicinal Products and Medical
Devices (Agencija za lijekove i medicinske proizvode ‑ ALMP)
was established on 1 October 2003. A great number of activities including marketing authorisation procedures, renewals,
variations, etc. were transferred from the Ministry of Health

Classification
In October 2007 the new Medicinal Products Act, published
in Official Gazette No. 71/07, came into force. It replaced
the previous Medicines and Medical Devices Act and refers

and Social Welfare to the Agency at that time.
Procedure
> Submission to ALMP

to medicinal products for human use only.

> Validation by ALMP

According to the Medicinal Products Act, medicinal products

> Safety and Efficacy assessment by the Committee for

are classified as prescription-only or non-prescription, in line with
Title VI of Directive 2001/83/EC as amended. The related
bylaw (Official Gazette No. 123/05, 112/06, 19/07
and 104/07), defines the subcategories for prescription-only
medicines (medicinal products subject to special medical
prescription, restricted prescription as well as criteria which
have to be considered in the classification process). Decisions
on a product’s legal classification, and thereby its advertising status, are taken during the authorisation procedure and
incorporated into the marketing authorisation.

Dossier
The dossier requirements for (traditional) herbal medicines
follow Directive 2004/24/EC and the HMPC guidelines.
If applicable, the relevant Community herbal monograph is
followed during the efficacy and safety evaluation (harmonisation of SmPC, especially). There are no additional national

> Quality assessment by ALMP
Medicinal Products
> Decision making process
> Marketing Authorisation
The quality of herbal medicines, including traditional herbal
medicinal products, is evaluated according to the European
guidelines (especially HMPC guidelines) by the internal quality assessors. The safety and efficacy assessment of herbal
medicines is carried out by the same Committee of experts
that evaluates other medicinal products.

Fees
Marketing authorisation application (one strength and pharmaceutical form): HRK 25,000 (approx. € 3,406) + VAT at
23 % (i.e. total HRK 30,750 = approx. € 4,190).
The same fee is applicable for simplified registration procedure
of traditional herbal medicines.

requirements.
Dossier format:
• CTD (modules 1-3 in paper, 4 & 5 e-version) or
• EU dossier (parts I-II in paper, III & IV e-version) - the
applicants shall supplement the EU dossier with sections
and/or data which do not belong to the EU dossier but
are required for the CTD format.

Product information
The Medicinal Products Act which came into force in October
2007 lays down that a patient information leaflet is compulsory for all medicines registered in Croatia, including herbal
medicines. Some details concerning labelling, patient leaflet
and summary of product characteristics are defined by the
new Act’s provisions. Additional details are incorporated into
the new bylaw3,4 covering marketing authorisation procedures
(Official Gazette No. 113/08 and 155/09).
The new Medicinal Products Act includes the EU’s provisions
on Braille and ‘user testing’, which will become obligatory
once Croatia becomes an EU member.
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According to the provisions referring to the patient leaflet,

Advertising of medicinal products, including (traditional)

alongside Croatian and Latin script, the use of different

herbal medicinal products, is supervised by the Pharmaceuti-

languages is allowed as long as the text of the leaflet is the

cal inspectorate. For the moment, there is voluntary Code of

same as in Croatian. Pictograms etc. are also allowed but

Advertising Practice in Croatia prepared by the Association

their purpose has to be educational and not promotional.

of the innovative pharmaceutical industry.

In line with the provisions of Directive 2004/24/EC any label-

According to the Medicinal Products Act (Article 134), a

ling and user package leaflet of traditional herbal medicine

company can be fined HRK 100,000 to HRK 150,000

shall contain the following statement:

(approximately € 13,710 to € 20,565) for a business

“The product is a traditional herbal medicinal product for use in speci-

offence if it advertises and disseminates information on a

fied indication(s) exclusively based upon long-standing use”.

medicinal product in breach of the provisions of the Act and
the regulations based on it (Articles 82-86).

The same trademark can normally be used for medicines
from the same product group but not for medicines from
different product groups (mainly in case the API is the same
or in combinations with other active ingredients). The same
trademark can also be used for a prescription-only and a nonprescription medicine. This does not affect the reimbursement
status of the prescription product. Herbal medicinal products
and traditional medicinal products are subject to the same
rules as other medicines.

Advertising
The 2007 Medicinal Products Act as well as the related bylaw5,6 (Official Gazette No. 118/09 and 140/09) in force
lay down that non-prescription medicines can be advertised
to the general public in all media, whereas prescription-only
medicines can be advertised to health professionals only.
There is no pre-approval of advertising material. Up to now,
the advertising to the general public is allowed for about
400 medicines (including all pharmaceutical forms, dosage
and packaging size), of which around 40 herbal medicines.

Comparative advertising is not allowed in Croatia.
There are no special rules for advertising to healthcare professionals of non-prescription medicines (including herbals).

Distribution
Herbal products are sold in pharmacies and other specialised
retail stores.

C R O AT I A

Trade name

Self-service is not allowed for herbal non-prescription medicines.
Of the 1100 community pharmacies, 29 % are state-owned
and 71 % are privately owned. Two-thirds are grouped in
pharmacy chains. Multiple pharmacy ownership is possible
in Croatia for any legal or physical person. The ownership
of a single pharmacy is reserved for pharmacists.
Several mass distribution companies, including the largest
Croatian supermarket chain “Konzum” and the German
drugstore chain “dm”, have recently started the distribution
of medicines inside their outlets.

The following particulars need to be included in all kinds of
advertising materials:
• the name of the medicine
• the INN of the active substance
• all necessary information for the proper use of medicine
• advice to the patient to read the leaflet carefully and
to contact the pharmacist or physician for information
about indications, precautionary measures and adverse
reactions
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Other information
Taxes

AESGP Member
Belupo Pharmaceuticals and Cosmetics d.d.
I. Savica 36

A VAT rate of 23 % applies to all medicines including (tradi-

P.O. Box 62

tional) herbal medicines which are not reimbursed.

CRO-10000 Zagreb
Phone:

+385 1 / 2481 222 / 203 / 284 / 285

Links

Fax:

+385 1 / 2371 411 / 405

• Agency for Medicinal products and Medical Devices

E-mail:

belupo@belupo.hr

(ALMP):
www.almp.hr

Acknowlkedgements

•M
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http://www.mzss.hr

Josipa Cvek, Senior Pharmaceutical Assessment Associate,

• Institute of Public Health:
http://www.hzjz.hr

Observer in the European Medicines Agency’s Committee

• Official Gazette (Narodne novine):

Anita Filipovic Sucic, Head of European Affairs, Croatian

http://www.nn.hr/

Croatian Agency for Medicinal Products and Medical Devices/
on Herbal Medicinal Products
Agency for Medicinal Products and Medical Devices

•C
 roatian Pharmaceutical Society:
http://www.hfd-fg.hr/
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CYPRUS
Area:

9 250

Inhabitants (2009):

km2

801 031

Population density (2009):

86.6

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

17.558

billion

Source: Eurostat 2010.

Legal framework

Dossier

Past

The guidelines to applicants on the content of the application

tional law there were no specific regulations regarding herbal
medicinal products and traditional herbal medicinal products
in Cyprus.
Present
Directive 2004/24/EC was transposed and implemented
into No. 75/2006 of the Cypriot Law.
Guidance to applicants for herbal medicinal product and
traditional herbal medicinal product marketing authorisation
and registration respectively is provided on the Ministry of
Health’s website.

C lassification

dossier for herbal medicinal products and traditional herbal
medicinal products follow the provisions laid down in Directive 2004/24/EC and the HMPC guidelines. The dossier
content is not subject to any additional or specific national
requirements.

Evaluation process
FEES1
Full application (Art. 8.3 of Directive 2001/83/EC as
amended):
• N ational application: CYP 300 (approximately
€ 512)
• Mutual Recognition /Decentralised procedure when
Cyprus is the

In case of doubt on the classification of a product as herbal

- CMS: CYP 500 (approximately € 854)

medicinal product, traditional herbal medicinal product or even

- RMS: CYP 8000 (approximately € 13,668)

food supplement, the Cypriot Drugs Council is responsible for
coming to a decision.
In Cyprus there are no lists of plants which are authorised for
use only in certain product categories or which are prohibited
for use because of toxicity.
Transitional period

CYPRUS

Before the transposition of Directive 2004/24/EC into na-

Bibliographic application (Art. 10a of Directive 2001/83/
EC)
• National application: CYP 300 (approximately € 512)
• Mutual Recognition /Decentralised procedure when
Cyprus is the
- CMS: 500 (approximately € 854)
- RMS: 8000 (approximately €13,668)

Since there was no regulation covering herbal medicinal products and traditional herbal medicinal products in place before

Traditional herbal medicine application:

the transposition of Directive 24/2004/EC no such products

CYP 200 (approximately € 341)

have previously been registered in Cyprus and therefore there
are no specific measures in place for the transitional period.

List of traditional herbal medicinal
product registered
No traditional herbal medicinal product has been registered
in Cyprus as of yet.

43
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

Product Information

Other information

The requirements for labelling and package leaflet follow

Taxes

those of Directive 2001/83/EC as amended.

Trade name
There is no specific national policy concerning trade names

There is no value-added tax for herbal medicinal products
and traditional herbal medicinal products in Cyprus.
Links

of herbal medicines.

• Ministry

of Health:
http://www.moh.gov.cy

Advertising

Acknowledgements

The requirements concerning advertising of herbal medicinal
products and traditional herbal medicinal products are in
accordance with the provisions of Directive 2001/83/EC

Panayiotis Triantafyllis, Ministry of Health, Cyprus / Member
of the European Medicines Agency’s Committee on Herbal
Medicinal Products

as amended.

Distribution
In Cyprus herbal medicinal products and traditional herbal
medicinal products can only be sold in pharmacies. Selfservice is prohibited.

References
1

Fees
http://www.capc.org.cy/List_of_Fees_for_applications_submitted_to_Pharmaceutical_Services_Ministry_of_Health.doc
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C Z E C H R EP U BL I C
Area:

78 867

Inhabitants (2009):

km2

10 502 700

Population density (2009):
Gross Domestic Product (2009) (e):

133.2
CZK 3 556.325

billion

=

i n h a b ita n ts p e r k m 2

e ur o

134.531

billion

Sources: Eurostat 2010.

Legal framework

In the Czech Republic, there are no lists of plants:
• which can only be used as medicines
• which are toxic and should never be used

Past
Before the transposition of Directive 2004/24/EC, there was
no specific national legislation on (traditional) herbal medicinal
products in the Czech Republic.

• which can be used both as food supplements or herbal
medicines
In case of doubt on the classification of a product as herbal
medicinal product, traditional herbal medicinal product or even

Present

food supplements, SÚKL determines the category.

A new Medicines Act 378/2007 Coll.1 implementing
the changes mandated by Directives 2004/27/EC and
2004/24/EC came into force on 31 December 2007.
Implementing regulations were finalised at the same time as
the 2007 Medicines Act.

Transitional period
The Medicines Act stipulates that an application for a variation to the marketing authorisation of a medicinal product
has to be submitted by 31 October 2010 to ensure that the

Herbal medicines need to be authorised or registered in case
they comply with the definition of a medicinal product specified
in the Medicines Act, i.e. either based on composition or in
case a medical/medicinal claim is made.

marketing authorisation complies with the requirements set
forth by the Medicines Act for the marketing authorisation of
a traditional herbal medicinal product. If this is not done, the
marketing authorisation of the medicinal product expires on
1 November 2010.

products2 is available on the website of the State Institute for
Drug Control (SÚKL).

Dossier
C Z E C H R EP U BL I C

Information for applicants on the registration of herbal medicinal

There are no specific requirements as to the content of the
dossier besides those provided in the legislation and in the

C lassification
In the Czech Republic, there is no specific legal reference for
well-established herbal medicines. General provisions concerning bibliographic applications apply to well-established herbal

SÚKL and HMPC guidelines.

Evaluation process

medicines. SÚKL follows the EMA Guideline on non-clinical
documentation for herbal medicinal products in applications for

The evaluation process is carried out by the Registration Depart-

marketing authorisation (bibliographic and mixed applications)

ment for Phytopharmaka and homeopathy in SÚKL.

and in applications for simplified registration .
3

To date, bibliographic applications are preferred to registrations.
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FEES4 (as from 15 December 2008)

concerning the content, structure and way of presentation of
the package leaflet to be included with:

Full application (Art. 8.3 of Directive 2001/83/EC as
amended) and bibliographic application (Art. 10a of Directive 2001/83/EC as amended):
• National application: CZK 250,000 (approximately
€ 9,457)
• Mutual Recognition procedure where the Czech Republic
is acting as
- RMS: CZK 250,000 (approximately € 9,457)
- CMS: CZK 110,000 (approximately € 4,161)
• Decentralised procedure where the Czech Republic is
acting as
- RMS: CZK 390,000 (approximately € 14,753)
- CMS: CZK 110,000 (approximately € 4,161)
The fees listed above apply to marketing authorisation applications of conventional medicines and herbal medicines.
Authorisation of a traditional herbal remedy: CZK 310,000
(approximately € 11,727)
Registration of a traditional herbal product: CZK 200,000
(approximately € 7,566)

List of traditional herbal medicinal products registered

• prescription-only medicines
• medicines available without prescription
• medicines which may be administered only by health
professionals.
The leaflets should be drafted in clearly comprehensible
language, with the letters being legible and indelible. The
use of symbols and pictograms is permitted on the outer
packaging, which may also contain additional information
compatible with the summary of product characteristics (SPC),
to the exclusion of any element of a promotional nature. Use
of the manufacturer’s logo is permitted. The parallel use of
other languages is permitted provided the same particulars
appear in all the languages used. The Braille provisions from
Directive 2004/27/EC have to be complied with until 1
January 2012.
Both label and package leaflet are evaluated as part of the
documentation submitted in the application file. On 1 January
2004 it became compulsory to place an EAN code on
all medicine packs, including herbal medicinal products.
However, there are no specific requirements for traditional
herbal medicinal products. The EAN-13 code was preferred
by the authorities, but 8 or 12 digits are also acceptable.
One presentation (size and strength) can have more than one
EAN code, but the opposite is not possible: one EAN code

No traditional herbal medicinal product has been registered in

must not cover more presentations of a product. EAN codes

the Czech Republic. It is expected that a peak of registration

indicating an origin from a different country than that indicated

applications will come before the deadline of 31 October

in the marketing authorisation are permitted.

2010.
Moreover, general provisions governing the information provided

Product Information
SÚKL Guideline REG 57 – Requirements on the labelling of
medicinal products (published in the SÚKL Bulletin in February 2001 and replacing REG 10 as from 1 July 2001
and REG 11 – Requirements on package leaflets are fully
compatible with the EU’s patient information provisions (Title
V of Directive 2001/83/EC as amended). Guideline REG
57 includes a list of excipients that should be declared on
the label. The guidelines are to be followed by all applicants
and holders of registration decisions.
Guideline REG 11 published in May 1995 stipulates that
patient leaflets in Czech are compulsory (except for the composition). The guideline also sets out detailed requirements
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to users are laid down in the Law on Consumer Protection No.
634/1992, as amended by Law No. 34/1996.
In addition to the usual requirements for medicines, the labelling and package leaflet of a traditional herbal medicinal
product must include the information:
• “ Použití tohoto tradičního rostlinného léčivého přípravku je

založeno výlučně na zkušenosti z dlouhodobého použití” (“The
use of this traditional herbal medicinal product is based
exclusively on experience from long-standing use”);
• recommending the user to consult a medical doctor if the
symptoms of the disease persist during the use of the traditional herbal medicinal product or if adverse reactions not
mentioned in the package leaflet occur.

As part of the registration procedure, SÚKL may require that

a. not registered in the Czech Republic

the nature of the concerned tradition be also shown on the

b. supplied only on medical prescription

labelling or package leaflet.

c. containing narcotic, psychotropic and other addictive
substances

Trade Name
General rules governing the registration and use of trademarks
are laid down in the Law on Trademarks No. 137/1995.
The law does not allow the use of a trademark which is likely
to mislead the public, especially with regard to the nature,
quality and origin of a product.
Moreover, SÚKL Guideline REG 29 on medicinal product
names5 became valid on 1 September 1996 and SÚKL
Guideline REG 45 on names of the products manufactured
under license entered into force on 1 December 1999.
The name of a registered medicinal product must meet the
basic requirements as defined in Article 54 of Directive
2001/83/EC as amended.
The above also applies to herbal medicinal products. However, there are no specific requirements for traditional herbal
medicinal products.

Advertising

d. the offer of which may give the impression that there is
a mass incidence of serious transmissible diseases.
It is also forbidden to include any price indication in public
advertising.
The provisions under points (b), (c) and (d) above do not apply to advertising to health professionals and veterinarians in
audio-visual presentations and professional literature, including
periodicals. Such advertising may be disseminated only by
manufacturers, distributors, or their representatives.
The advertising may not contain information leading to erroneous
self-diagnosis or give the impression that only the consumption
of the medicine can influence a person’s health. It may not
suggest that the medicine is harmless because it is natural. It
may not portray persons who, on account of their standing,
can influence the consumption of the products advertised.
The advertising must include the following information:
a. the name of the medicinal product
b. the information necessary for the correct use of the
medicine
c. an invitation to read the package leaflet and the instruc-

The Law on the Regulation of Advertising No. 40/1995

tions on the outer packaging

entered into force on 1 April 1995. It included special provi-

d. a notice that using the medicine may be connected with

sions applying to advertising for medicines (both for human

adverse reactions on which advice may be provided

and for veterinary use) and for medical devices, in all media

by a doctor or a pharmacist.

However, the law did not reflect all the provisions of the EU’s

Advertising may only be carried out by means of mass in-

provisions on pharmaceutical advertising laid down in Title

formation media and promotional materials issued by manu-

VIII of Directive 2001/83/EC as amended.

facturers.

An amendment of the Advertising Law (138/2002 Coll.), which

Application of the relevant provisions of the Law on the Regu-

entered into force in June 2002, safeguarded the possibility of

lation of Advertising is supervised by the Ministry of Health,

promoting the full range of registered OTC medicines, including

which can order discontinuation of the advertising or impose

those that are reimbursed by the social security system. The latest

fines of up to CZK 5 million (approx. e 155,000). A pre-

novella of this Law (25/2006 Coll.) allows the use of a claim

clearance procedure was installed from 1 June 2002.

C Z E C H R EP U BL I C

including audio-visual presentations and printed information.

that the medicinal product has been registered as a remedy.
This provision positively discriminates medicinal products from

The public advertising of medicines is also controlled by a

non-registered food products using health claims.

voluntary Code (the Principles of Ethical Advertising Practice
in the Czech Republic) adopted by the Council for Advertising

According to the law, advertising to the general public is not

in November 1995.

allowed for medicines:
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Advertising of medicines for human use to health professionals is controlled by voluntary Codes (Principles of Advertising
Practice for the Promotion of Medicines) of the two pharmaceutical industry associations in the Czech Republic (the Czech
Association of Pharmaceutical Companies (ČAFF) and the
Czech Association of International Pharmaceutical Manufactur-

Other information
Taxes
VAT for herbal medicines registered by SÚKL is 10%.

ers (MAFS)). The Codes operate primarily by responding to

Links

complaints. A special Code for promotional activities with

• State Institute for Drug Control / Státní ústav pro kontrolu

tive advertising is only allowed towards health professionals.

léčiv (SÚKL):
http://www.sukl.cz/ (Czech) /
http://www.sukl.cz/index.php?lchan=1&lred=1 &

Unfair competition is prohibited.

http://www.sukl.cz/pharmaceutical-industry (English)

regard to OTC products was adopted in 2003.
According to the Law on the Regulation of Advertising, compara-

In addition to the above requirements, advertising of traditional herbal medicinal products must include the following
information:
“Použití tohoto tradičního rostlinného léčivého přípravku je
založeno výlučně na zkušenosti z dlouhodobého použití” (“The
use of this traditional herbal medicinal product is based exclusively on experience from long-standing use”)

• Pharmaceutical legislation:
http://www.sukl.cz/legislativa
pharmaceutical guidelines and forms:
http://www.sukl.cz/guidelines-and-forms
and general guidelines:
http://www.sukl.cz/general-guidelines-1
•M
 inistry of Health / Ministerstvo zdravotnictví (MZd):
http://www.mzcr.cz/
• National Institute of Public Health /

Distribution

Státní zdravotní ústav (SZÚ):
http://www.szu.cz/

Until 1 January 1998, medicines for human use could only

• Czech Chamber of Pharmacists /

be sold to the public in pharmacies. However, with the

Česká lékárnická komora (ČLK):

adoption of the Medicines Act on 28 February 1997 (which

www.lekarnici.cz (Czech)

came into effect on 1 January 1998), a subcategory was
created of reserved (GSL) medicines which can be sold
outside pharmacy.

• Czech Medical Chamber / Česká lékařská komora (ČLK):
http://www.lkcr.cz/uvoden.php?hmp=1&l=en (English)

There are currently 187 medicinal products, including herbal

AESGP Member Association

medicinal products and traditional herbal medicinal products,

SVOPL (Sdružení výrobců volně prodejných léčivých přípravků)

which can be sold outside pharmacy. They are gathered in
a list6.
Self-service of OTC medicines is not allowed. The distance selling and teleshopping of OTC medicinal products are allowed
in the Czech Republic in accordance with the amendment
of the Medicines Act approved by the Czech Parliament in
2006. Since 2006 136 pharmacies with distance selling

Nám. 14. října 1307
CZ-150 00 Praha 5
Czech Republic
Phone:

+420 776 844 182

Fax:

+420 251 613 040

E-mail:

svopl@volny.cz

Website: http://www.svopl.cz/

capability have been established, according to SÚKL statistics
from April 2010.
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d e n m ark
Area:

43 094.4

Inhabitants (2009):

km2

5 506 279

Population density (2009):

127.8

Gross Domestic Product (2009) (e):

D KK  1 6 7 4 . 8 6

billion

=

i n h a b ita n ts p e r k m 2

e ur o

224.927

billion

Sources: Eurostat 2010.

Legal framework

The Danish Medicines Agency is the deciding authority in
borderline cases. The physiological function and the presentation of the product are determining factors.

Past
Herbal medicinal products were first mentioned in Executive
Order No. 341 of 30 June 1978. Formalised marketing
authorisation requirements were introduced with Medicines
Act No. 194 of 23 March 1992 as amended by Act No.
452 of 10 June 1992, Executive Order No. 790 of 21
September 1992.

Transitional period
Applications submitted before 29 October 2005 for a plant
which is listed on the EU Commission list of traditional herbal
ingredients should apply for a re-classification no later than
30 April 2010 if they wish to market the product after 30
April 2011.

Since 1 March 1997, herbal medicines can no longer be
sold in Denmark without a marketing authorisation/registration. The safety and efficacy requirements for these medicinal
products were however less stringent than for medicines of
chemical origin and the regulatory requirements were based
on bibliographic applications with indications pertaining to
minor illnesses.

Dossier
The Danish Medicines Agency states the requirements for the
manufacture, quality, safety and efficacy of the product. Herbal
medicinal products may only be manufactured in companies that
are continually supervised by the pharmaceutical authorities.
The requirements for herbal medicinal products follow the Direc-

Present

tive and the HMPC ‘Guideline on the use of the CTD format

which transposed and implemented both Directives 2004/27/
EC and 2004/24/EC, together with executive orders, entered
into force on 17 December 2005 and was later on amended
by Act No. 538 of 8 June 2006 and Act No. 1557 of 20
December 2006. A Questions & Answers section provides
2

in the preparation of a registration application for traditional
herbal medicinal products’.
According to the Danish Medicines Agency, herbal medicinal
products should be documented in the same way as other medicinal products i.e. full requirements with regard to modules 1

more information on the new Act.

(administrative data), 2 (summaries and overviews) and 3

C lassification

validated analytical methods for all active ingredients both

All herbal medicinal products currently on the market have
a marketing authorisation. A few applications for traditional
herbal medicinal products have been submitted to the Danish
authorities but no registration has been granted yet.

(quality) with full GMP requirements for active substances,
as raw material and in the finished product and ICH stability
testing carried out with a marker substance. The content of
Modules 4 (safety) and 5 (efficacy) depends on the legal
basis chosen i.e. it can be based on literature alone, on new
studies or on a combination of both.

d e n m ark

The new Medicines Act No. 1180 of 12 December 2005

1

A list of herbal ingredients that have been evaluated by the
Danish Veterinary and Food administration as being safe (part
of plant and dosage evaluated) has been established3. This
list is not exhaustive.
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Evaluation process
All herbal medicinal products are registered/authorised by

Registration application for traditional herbal medicinal
products:
•

Application for national marketing authorisation:

•

Annual fee (for each pharmaceutical form and

DKK 7,499 (approximately € 1,007)

the Danish Medicines Agency. There are dedicated assessors
for (traditional) herbal medicines. The evaluation process is
the same as for other medicinal products.

FEES4 (fees applying as of 1 January 2010)
Marketing authorisation application
•N
 ational applications:
- Application for marketing authorisation (full and
bibliographic applications): DKK 76,326 (approximately € 10,250)
- Annual fee (for each pharmaceutical form and strength):
DKK 4,136 (approximately € 555)
• Mutual Recognition procedure where Denmark is acting as
- CMS
•

Application for marketing authorisation (full and
bibliographic applications): DKK 65,083 (approximately € 8,740)

•

Annual fee (for each pharmaceutical form and
strength): DKK 8,549 (approximately € 1,150)

- RMS
•

Application for marketing authorisation (full and
bibliographic applications): DKK 68,725 (approximately € 9,230)

• Decentralised procedure where Denmark is acting as
- CMS
•

Application for marketing authorisation (full and

strength): DKK 4,136 (approximately € 555)

List of traditional herbal medicinal
products registered
An overview of all the herbal medicinal products that are
authorised in Denmark is published on the Danish Medicines
Agency’s website5. The list will eventually include traditional
herbal medicinal products, as there are pending applications
but so far no such product has been registered in Denmark.

Product Information
Herbal medicinal products and traditional herbal medicinal
products must have a summary of product characteristics, labelling and patient information leaflet as all other medicines.
The provisions on patient information implementing Directive 2004/27/EC are laid down in the new Medicines Act
No. 1180 which entered into force on 17 December 2005.
Since the end of 1998, all medicines should contain a package leaflet. For new medicines, the patient information leaflet
should be submitted together with the application dossier. With
regard to patient consultation, one single language will be
sufficient. The results of the user testing should be provided
in Danish or English.

bibliographic applications): DKK 153,929 (ap•

proximately € 20,672)

The language used for product labelling and in the package

Annual fee (for each pharmaceutical form and

leaflet has to be Danish. The same outer packaging can be

strength): DKK 8,549 (approximately € 1,150)

used in all Nordic countries (Denmark, Norway, Sweden,

- RMS
•

•

Finland and Iceland), provided that it is multilingual even when

Application for marketing authorisation (full and

a different national leaflet is included in the pack. If the sum-

bibliographic applications): DKK 242,028 (ap-

mary of product characteristics (SmPC) is identical in several

proximately € 32,503)

countries, it is possible to include all the package leaflets

Annual fee (for each pharmaceutical form and

approved on the basis of the summary of product character-

strength): DKK 8,549 (approximately € 1,150)

istics in a multilingual package without further approval from
the Danish Medicines Agency. However, such approval is

Bibliographic application for herbal medicinal products:

usually needed by the other Scandinavian countries, which

•

Application for national marketing authorisation:

•

Annual fee (for each pharmaceutical form and

The Braille requirements apply as for any other medicines

strength): DKK 4,136 (approximately € 555)

categories.

may create difficulties if the authorities do not agree.

DKK 13,041 (approximately € 1,751)
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Trade Name
Herbal and traditional herbal medicines are subject to the
same principles which apply to medicines in general.
The use of trademarks is governed by the Danish Trademarks
Act6 which states that a trademark should not be misleading,
offensive or similar to another company’s name.

• Radio – Complete product information, as required for
televised advertisements, is not mandatory, but a statement that further information is available in the pharmacy
should be included.
• Printed media – The advertisement must include the following details:
•

Name of the medicinal product

•

Pack size and price including VAT

•

No special written rules or guidelines on trademarks for

Invitation to read the instructions for use / guidance

•

medicines have been issued. A trade name needs to be

Effects, side-effects and dosage

•

Other information necessary for the correct use of

approved by the Danish Medicines Agency, and approval

the product.

is not granted if the name is misleading or if it is too close to
that of an already marketed product.
Umbrella branding is not allowed in Denmark.

Following a specific agreement, public advertising is monitored
and assessed by a committee under LIF, the Danish Association
of the Pharmaceutical Industry. The authorities are only asked
to intervene if LIF finds that the legislation has been infringed.

Advertising
The following general advertising rules apply, without exemptions, to herbal medicinal products and traditional herbal

Besides this, the Danish Medicines Agency is only involved if
a competitor files a complaint.
The advertising of OTC products to health professionals has to fol-

medicinal products.

low the same rules as those for prescription-only medicines.

The provisions for pharmaceutical advertising are laid down in

Comparative advertising is allowed in Denmark as long as it

the Medicines Act; Executive order No. 793 of 10 September
2001; and in the Guidance on the advertising of medicines
No. 166 of 5 October 1998.

comprises every important competitor on the market and every
aspect of the product i.e. not only the beneficial characteristics
can be put forward, but also potential disadvantages must
be presented.

Non-prescription medicines can be advertised in all media
in Denmark, including TV.

Distribution

The mandatory text for advertising in the electronic media

Herbal medicinal products as well as highly-dosed vitamins

printed advertisements.
The following information should be included in advertisements:
• TV – The advertisement must include the following details
in text or in speech:
•

Name and use of the medicinal product

•

If appropriate, significant side effects

•

Invitation to read the patient information leaflet

•

Invitation to read more information about the me-

and minerals and homeopathic medicines can be sold both
in pharmacies and in all other shops (mainly health stores
and supermarkets).

Other information
Taxes
The VAT rate on herbal medicinal products and traditional
herbal medicinal products is 25% in Denmark.

d e n m ark

(TV, radio, film, and video) differs from the one required in

dicinal product on teletext or on the website of the
company marketing the product.
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Links

AESGP Member

• LIF:
http://www.lifdk.dk/

Ferrosan

• Danish

Medicines Agency:
http://www.laegemiddelstyrelsen.dk /
http://www.dkma.dk/1024/visUKLSForside.

DK-2860 Soeborg

asp?artikelID=728 (English)
• Pharmaceutical

legislation:
http://www.dkma.dk/1024/visUKLSArtikel.
asp?artikelID=742
• Ministry

of Health and Disease Prevention:
http://www.im.dk
• National Board of Health:
http://www.sst.dk
• Retsinformation, the official online legal information
system of the Danish State:

Sydmarken 5
Denmark
Phone:

+45 39 69 21 11

Fax:

+45 39 69 22 41

E-mail:

info@ferrosan.com

Website: www.ferrosan.com
Acknowledgements
Marianne Hauge, Nycomed Denmark
Steffen Bager, Danish Medicines Agency / Member of the
European Medicines Agency’s Committee on Herbal Medicinal Products

http://www.retsinfo.dk/
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ES T ON I A

E S T ON I A
Area:

45 226

Inhabitants (2009):

km2

1 340 364

Population density (2009):

29.6

Gross Domestic Product (2009) (e):

EEK 2 1 6 . 6 8

billion

=

i n h a b ita n ts p e r k m 2

e ur o

13.848

billion

Source: Eurostat 2010.

Legal framework

In Regulation No. 59 from 13.04.2005, a list of herbals is
included as an annex with their names in Latin, part of the
plant used and a letter (“V”, “A” or “AR”).

Past
Before the transposition of Directive 2004/24/EC into
national law the Rules for categorisation of semi-medicinal
products, labelling of package and for drawing up supporting
documentation required for registration and patient information leaflet, approved by the Minister of Social Affairs on 21
January 1998 as Regulation No. 71, were the legal basis
for herbal medicines in Estonia.

• The products containing the herbal substances marked
with “V” are not classified as medicinal products and
may be sold outside pharmacies.
• The products containing the herbal substances marked
with “A” are classified as medicinal products and should
therefore be registered with the State Agency of Medicines. This type of product is only permitted to be sold
in pharmacies.

Present

• The products containing the herbal substances marked by

Directive 2004/24/EC has been transposed into the Medici-

the letters “AR” are classified as medicinal products and

nal Products Act which entered into force on 1 March 2005

should be registered with the State Agency of Medicines.

and was implemented via “Taimsete ravimite ja traditsiooniliste

These products are subject to medical prescription and

taimsete ravimite müügiloa taotlemise tingimused ja kord”

are only allowed to be sold in pharmacies.

2

which was approved by the Minister of Social Affairs on
11 October 2005 as Regulation No. 1043.

Plants or parts of the plants not listed in this annex need to
be categorised on a case-by-case basis.

General guidance for applicants is provided on the website
4

of the State Agency of Medicines, although such guidance
is not specific to (traditional) herbal medicines.

C lassification

Transitional period
The transitional period foreseen for products already on the
market is the one stated in Directive 2004/24/EC, Article 2(2),
i.e. 30 April 2011.

The legal basis of the Estonian legislation for a bibliographic
application and for a well-used herbal medicine is The
Medicinal Products Act § 65 (4) p1.
Herbal medicinal products with well-established use are
currently more commonly applied for than registration for
traditional herbal medicinal products.
According to the Regulation of the Minister of Social Affairs,
No. 59 from 13.04.2005 “Aine või toote ravimina määrat-

Dossier
Information to applicants on the content of the application
dossier is found in “Taimsete ravimite ja traditsiooniliste taimsete
ravimite müügiloa taotlemise tingimused ja kord” (Regulation
No. 104).
Requirements for the application dossier follow the provisions
of Directive 2004/24/EC and the HMPC guidelines.

lemise tingimused ja kord”5, the State Agency of Medicines is
the deciding authority in case of borderline products.
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Evaluation process

4. Preparation of the decision from the committee for

medicinal products followed by discussions in the

There is no specific herbal committee in the Estonian Competent
Authority. If needed, external experts can be consulted during
the evaluation process.

committee
5. Preparation of the marketing authorisation decision
6. Granting/refusal of the marketing authorisation

The evaluation is carried out according to the following

FEES6

procedure:

• Full application for a marketing authorisation for a herbal
medicinal product: EEK 20,000 (approximately € 1,278)

1. V
 alidation of the dossier
2. Assessment of the quality and clinical part (if applicable)

of the documentation provided.
3. Preparation of a list of questions and assessment of the

answers provided by the applicant

• Bibliographic application for a marketing authorisation for
a herbal medicinal product: EEK 15,000 (approximately
€ 958)
• Application for registration of a traditional herbal
medicinal product (based or not on a monograph or list):
EEK 15,000 (approximately € 958)

List of traditi onal herb al med icin al p rod ucts r egis ter ed
So far one traditional herbal medicinal product has been registered in Estonia.
Date of
THR grant

Product

22/12/2009 Doppelherz Energovital Tonik K
Crataegi fructus
Melissae folium
Rosmarini folium
Valerianae radix
Queisser Pharma GmbH & Co., Germany

Product Information

Indication
Traditionally used to support cardiovascular system
especially with connection to nervous stress and
during convalescence.

“Kui pärast {x} päeva möödumist haigussümptomid süvenevad
ega leevendu, peate oma arstiga ühendust võtma. Kui ük-

The specific requirements for labelling and package leaflets

skõik milline kõrvaltoimetest muutub tõsiseks või kui te märkate

of herbal medicinal products and traditional herbal medicinal

mõnda kõrvaltoimet, mida selles infolehes ei ole nimetatud,

products in Estonia are laid down in “Taimsete ravimite ja tra-

palun rääkige sellest oma arstile või apteekrile.” (“The user

ditsiooniliste taimsete ravimite müügiloa taotlemise tingimused

should consult a doctor or a qualified health care practitioner

ja kord” (Regulation No. 104 §4).

if the symptoms persist or worsen after [x] days of use of the
medicinal product or if adverse effects not mentioned in the

In accordance with Directive 2004/24/EC, the following

package leaflet are noticed”)

statements shall appear on the leaflet:
“Traditsiooniline taimne ravim, mille näidustus põhineb pikaajalisel kasutamiskogemusel.” (“The product is a traditional herbal
medicinal product for use in specified indication(s) exclusively
based upon long-standing use”) and;
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Trade name
There are no specific requirements for trade names for herbal
medicinal products and traditional herbal medicinal products
in Estonia.

Other information

There are no specific requirements concerning advertising

Taxes

of herbal medicinal products in Estonia. Advertisements for
all types of medicinal products, including traditional herbal
medicinal products, need to include the following mention:
“Tähelepanu! Tegemist on ravimiga. Enne tarvitamist lugege
tähelepanelikult pakendis olevat infolehte. Kaebuste püsimise
korral või ravimi kõrvaltoimete tekkimisel pidage nõu arsti

ES T ON I A

Advertising

The applicable VAT for all medicines, including herbal medicines, sold in Estonia is 9%.
Links
•S
 tate Agency of Medicines:
http://www.sam.ee/index.aw?set_lang_id=2

või apteekriga.” (“Attention! This is a medicinal product.
Before using the product, carefully read the information leaflet
contained in the package. Consult a doctor or pharmacist if
complaints persist or side effects occur.”).

Distribution

Acknowledgements
Evelin Saar, State Agency of Medicines of Estonia / Alternate
Member of the European Medicines Agency’s Committee on
Herbal Medicinal Products

Herbal medicinal products and traditional herbal medicinal
products can only be sold in pharmacies.
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finland
Area:

304 529.3

Inhabitants (2009):

km2

Population density (2009):

17.5

Gross Domestic Product (2009) (e):

finland

5 336 909
i n h a b ita n ts p e r k m 2

e ur o

175.24

billion

Sources: Eurostat 2010.

Legal framework
Past
Before the implementation of Directive 2004/24/EC, herbal
products were referred to as ‘herbal remedies’. They had to
be registered, but no marketing authorisation was required.
This concept has been removed under the amendment to the
Medicines Act and herbal remedies now fall into one of the
following groups, depending on the product:
• herbal medicinal product
• traditional herbal medicinal product
• other medicinal product with a marketing authorisation
• homeopathic or anthroposophic product
Present

established medicinal use, recognised efficacy and acceptable
safety level, a marketing authorisation should be applied for.
Otherwise, a registration should be sought on the basis of the
traditional herbal medicinal product criteria.
If the categorisation of a product as medicine or food is unclear,
Fimea will, on request, classify the product.
To enable classification of plant products either as herbal
medicinal products or as foodstuffs, Finland has developed
a national list of examples of herbs that are traditionally used
for medicinal purposes4. The list includes herbs for medicinal
use. If a certain herb is not included, this indicates that the
herb is to be considered as a foodstuff provided no medicinal
claims are made. The list is only indicative, and more herbs
can be added.

Medicines in Finland are regulated by the Medicines Act
(395/1987) and Medicines Decree (693/1987)1. In addi-

Homeopathic products are classified either as herbal or as

tion to these, the Finnish Medicines Agency (Fimea) has issued

homeopathic medicines. Fimea’s Administrative Regulation

several administrative regulations outlining the rules regarding

1/2009 Applying for and maintaining marketing authorisation

medicinal products in Finland. The Medicines Act 395/87

and registration for a medicinal product regulates homeopathic

and Fimea’s Administrative Regulation 1/2009 Applying for

products.

and maintaining marketing authorisation and registration for
a medicinal product2 regulate the status of herbal products
in Finland. The amended Medicines Act implementing Directives 2004/27/EC and 2004/24/EC came into force on
7 November 2005 (Act 853/20053) but covers applications
submitted already as from 30 October 2005.
The definition of a traditional herbal medicinal product is,
according to the Medicines Act: “[…] a medicinal product
intended for human, which contains one or more plant-derived
substances, one or more herbal substances or their combinations as active substances […]”

C lassification

Transitional period
If a traditional herbal medicinal product has a marketing
authorisation granted before 7 November 2005, Fimea must
change the marketing authorisation into a registration at the time
of renewal, if applicable. Among the concerned products are
well-established use products. The decision whether a currently
registered product must apply for a marketing authorisation
is taken at the time of the renewal. If a traditional herbal
medicinal product was classified as a food product before
7 November 2005, an application for registration had to be
done by 31 December 2007. If the registration was applied
for by the deadline, the product may remain on the market
until a decision is taken by Fimea.

Herbal medicines are authorised by a marketing authorisation
or registration. If there is sufficient scientific literature to prove
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Dossier

FEES5 (as of 1 February 2010)

Fimea’s Administrative Regulation 1/2009 requires the application for registration of a traditional herbal medicinal product
to contain sufficient literature references and expert statements
to prove that the product has been in uninterrupted medicinal
use for a minimum of 30 years before the date of application,
including a minimum of 15 years in the European Union.
It should be noted that Article 16c(1) of Directive 2001/83/
EC, as amended or the ‘Guideline on the use of the CTD
format in the preparation of a registration application for
traditional herbal medicinal products’ prepared by the EMEA
Committee on Herbal Medicinal Products states that “the application for traditional use registration of herbal medicinal
products shall be accompanied by […] bibliographical or
expert evidence to the effect that the medicinal product in
question, or a corresponding product has been in medicinal
use throughout a period of at least 30 years preceding the

The structure of fees payable to Fimea was renewed beginning of February 2010. This resulted in increases also to fees
regarding herbal medicines.
The fees for a full application (Art. 8.3 of Directive 2001/83/EC
as amended) and bibliographic application (Art. 10a of
Directive 2001/83/EC as amended) are as follows:
• National procedure: € 13,000
• Mutual Recognition procedure / Decentralised procedure
when Finland is acting as:
- CMS: € 13,000
- RMS: € 22,000
• Annual fee for maintenance of the marketing authorisation:
€ 1,200
The registration fees for a traditional herbal medicinal product
or for the marketing authorisation of a herbal medicinal

date of application, including at least 15 years within the

product for which a Community herbal monograph exists

Community” but the article does not however make reference

are the following:

to an uninterrupted use.

•N
 ational procedure: € 6,000

The content of the application dossier should be in line with
Directive 2004/24/EC and the HMPC ‘Guideline on the
use of the CTD format in the preparation of a registration application for traditional herbal medicinal products’.

• Mutual Recognition procedure / Decentralised procedure
when Finland is acting as:
- CMS: € 6,000
- RMS: € 18,000
• Annual fee for maintenance of the marketing authorisation or registration:

Evaluation process

- Registered traditional herbal medicinal product:

The new regulatory agency in Finland is the Finnish Medicines
Agency (Fimea) which started its operations on 1 November
2009. Fimea’s main duties include authorisation and supervision

€ 200
- Herbal medicinal product with marketing authorisation:
€ 200

tasks in the pharmaceuticals sector, research and develop-

For plants for which no Community monograph exists an

ment, and production and dissemination of information on

application can be made either for marketing authorisation

medicinal products with a view to improve the effectiveness

or registration in Finland and the fees applied are those for

of pharmaceutical service and pharmacotherapy.

full applications and well-established use/bibliographic ap-

The evaluation of the herbal medicinal product application

plications listed above.

follows the normal marketing authorisation process and there
is no specific committee for the herbal product evaluations.

List of traditional herbal medicinal products registered 6
So far one traditional herbal medicinal product has been registered in Finland. This one is listed in the table below.
Date of
THR grant
10/10/2008

Product
Ginkgomax, capsule
Ginkgo biloba L.
Hankintatukku Oy, Finland
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Indication
Mild blood flow disruptions in peripheral vessels,
manifested in e.g. cold hands and feet.

Advertising

NAM’s Regulation 5/2005 (now called Fimea’s Regulation

In Finland all provisions concerning the marketing of medi-

5/2005) Labelling and package leaflets for medicinal prod-

cines are included in the Medicines Act and Decree. The

ucts states that labelling should be in at least Finnish and

provisions cover all media (print, television and radio as well

Swedish, except for the information on composition. These

as the Internet) and mention that the television advertising of

requirements apply to herbal medicinal products as well as

non-prescription medicines (including reimbursed products) by

traditional herbal medicinal products.

pharmaceutical companies is permitted. Advertising is in this

7

finland

Product Information

context described as “any activity designed to promote the
For traditional herbal medicinal products, the strength should

prescribing, supply, dispensing, purchase and use of medicinal

appear in connection with its trade name only if the therapeuti-

products”. A pharmacy is also allowed to advertise medicinal

cally active substance or group of substances is known.

products outside the pharmacy premises.

The immediate and outer packaging of traditional herbal

The pharmaceutical industry operates a voluntary control

medicinal products and package leaflets should bear the text

system of the marketing of medicinal products based on a

“Perinteinen kasvirohdosvalmiste – Traditionellt växtbaserat

code with which all member companies of Pharma Industry

läkemedel” (“Traditional herbal medicinal product”) and “Ota

Finland (PIF) have pledged compliance. The Code covers

yhteys lääkäriin, jos oireet jatkuvat tai jos hoidon aikana esiintyy

advertising to the general public and to health professionals.

haittavaikutuksia” (“Contact a physician if the symptoms continue

The principles behind the code are based on legislation on

or if you experience adverse effects during the treatment”).

medicinal products, consumer protection and competition, the
Code of Advertising Practices of the International Chamber of

Trade Name
Regarding trade names, herbal medicinal products are subject
to the same requirements as other medicinal products.
According to Fimea’s Administrative Regulation 1/2009 Applying for and maintaining a marketing authorisation and a
registration for a medicinal product, a trade name may be an
invented name or a generic name used together with the trade
mark and the name of the manufacturer, marketing authorisation
holder or its representative, or a scientific name used together
with the trademark, the name of the manufacturer, marketing
authorisation holder or its representative.
There must be no possibility of confusion between an invented
name and a ‘generic’ name. Likewise, an invented name
must not be therapeutically, pharmaceutically or otherwise
misleading or exaggerating. Furthermore, an invented name
should not be identical with or confusingly similar to the name

Commerce (ICC) and international codes of pharmaceutical
marketing practices. The latest edition of The Code of Ethics8
issued by PIF entered into force on 1 July 2008. The Code
is complemented by a Q&A document.
PIF has also issued guidance for company-sponsored websites
containing information about prescription-only medicines intended
for health professionals, patients and the general public.
Regarding self-care medicines, the biggest changes introduced
in 2007 affect the use of study results and references to
source material, co-operation with patient organisations and
use of so-called giveaways in marketing OTC medicines to
the public. Television and radio advertisements continue to
go through a preliminary screening.
The advertising of medicinal products to consumers should
include at least the following information (requirements are
the same in all media):

of a medicinal product with a different composition that is on

• name of the medicinal product, as well as the common

the market in Finland or has been on the market in Finland

name if the medicinal product contains only one active

in recent years.

ingredient
• indication

The same trademark may neither be used for different medicines

• the information necessary for the correct and safe use

from the same product group nor for different medicines from

of the medicinal product, and any special precautions,

a different product group.

compound effects and adverse drug reactions significant
for the safe use of the medicine
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• an express invitation to read the instructions for careful
and correct use
• the name of the marketing authorisation holder, importer
and/or distributor of the medicinal product
However, if the only purpose of a medicine advertisement
is to work as a reminder of the name of the product, the
advertisement may contain only the name (consisting of trade
name, strength and pharmaceutical form) or trade name of the
product, the name of its active substance and the trademark
of the product, as well as the name of the holder of the marketing authorisation, the marketer, importer or manufacturer
and his company logo.
Comparative advertising is allowed in Finland. Comparisons
of different medicinal products, active ingredients, additives
and other properties must be fully appropriate and reliable.
Representations of the products to be compared in illustrated
form and price must be clearly justifiable. Price comparisons must
be based on corresponding pack sizes and dosages. However,
marketing directed at the general public may not contain material
that suggests that the effects of the medicine are as good as or

It is specified that holders of marketing authorisations and
registrations must ensure that medicinal products which have
been granted a marketing authorisation, or registered traditional
herbal medicinal products, remain available to medicinal
product wholesalers and pharmacies to meet the needs of
patients and other users.
For traditional herbal medicinal products, a notification that the
product has been placed on the market must be submitted to
Fimea and to pharmacies. An exception for this requirement
is made for products that have been approved for sale in
institutions other than pharmacies at the time of their registration and that are not intended to be sold at pharmacies. For
these products, it is sufficient to notify Fimea that the product
has been placed on the market. The notification must be in
writing in a freely formulated letter containing the identification
data for the medicinal product. It should also clearly state
the pack sizes and Vnr numbers (Nordic commodity number)
covered by the notification.

Other information

better than those of another treatment or medication.
Taxes
The appropriateness of the marketing of medicinal products
and compliance with the Code are monitored by:

Pharmacy price incl. 8% VAT and a pharmacy fee of 7 % on
average = consumer price

• A Supervisory Commission for the Marketing of Medicinal
Products which consists of a Chairman, five members and
a secretary.
• Two Inspection Boards operating under the Supervisory
Commission. Inspection Board I deals with the advertising

Links
• Finnish Medicines Agency Fimea: http://www.fimea.fi/
• Legislation online: http://www.finlex.fi

of medicinal products to the general public (consumers).
Inspection Board II deals with marketing activities directed

AESGP Member Association

towards health professionals.

Pharma Industry Finland (PIF)

These rules apply to all products listed as medicines, including herbal
medicinal products and traditional herbal medicinal products.

Porkkalankatu 1, P.O. Box 206
FIN-00181 Helsinki
Finland
Phone:

+358 9 / 6150 4900

Distribution

Fax:

+358 9 / 6150 4940

E-mail:

pif@pif.fi

Medicinal products (including certain herbal medicinal prod-

Website: www.pif.fi

ucts) may only be sold to the general public in pharmacies,
subsidiary pharmacies or licensed medicine outlets. Herbal
medicinal products and traditional herbal medicinal products
may also be sold elsewhere unless Fimea requires that the
product only is sold in pharmacies, subsidiary pharmacies
or licensed medicine outlets as a condition of the granting of
the marketing authorisation or the registration.
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	NAM’s Regulation 5/2005 (now called Fimea’s Regulation 5/2005) Labelling and package leaflets for medicinal products
http://www.nam.fi/instancedata/prime_product_julkaisu/laakelaitos/embeds/Normiuudistus_2005_M_5_2005_EN.pdf

7

	The Finnish Code of Ethics, in force from 1st July 2008.
http://www.pif.fi/tiedostot/PIF_Code_of_Ethics_08_final.pdf

8
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FRANCE
Area:

632 834

Inhabitants (2009):

km2

64 700 000

Population density (2009):

102.2

Gross Domestic Product (2009) (e):

e ur o

i n h a b ita n ts p e r k m 2

1 943.436

billion

Sources: Eurostat 2010 and INSEE.

Past
The previous framework regulating herbal medicines in France
was the Cahier n° 3 of the Agence française de sécurité
sanitaire des produits de santé (Afssaps), which was written
in the 1980s and modified in the 1990s.
Present
Directive 2004/24/EC was transposed into the French
legislation through Ordonnance No. 2007-613 of 26 April
20071 (Chapter I), ratified by Law No. 2008-337 of 15 April
20082 (published in the Official Journal of 16 April 2008)
and implemented in the application Decree No. 2008-4363
published on 7 May 2008. The text of the Directive was
faithfully transposed.

C lassification
For a well-established use herbal medicine, the legal basis
is the same as for all well-established use medicines: the
applicant has to apply for a marketing authorisation via the
submission of a bibliographic dossier, as laid down in Article
R. 5121-26 of the Public Health Code4.
Before the transposition of Directive 2004/24/EC into French
law, the majority of applications concerned traditional herbal
medicinal products and were evaluated by the Herbal Working
Group and in line with the Cahier n°3 (now obsolete). Those
products had a marketing authorisation. After the revision,
some of these “old” traditional herbal medicinal products will
become well-established use herbal medicines, to be in line
with Community monographs. In the beginning of 2009, due
to the lack of experience with the new law, there were no
indications if there will be more traditional herbal medicinal
product than herbal medicinal product applications.

In case of doubt on the classification of a product as to herbal
medicinal product or traditional herbal medicinal product, the
Afssaps decides according to the regulatory texts.

FRANCE

Legal framework

A list of the medicinal plants authorised in food supplements
has been published in Decree No. 2008-8415.
Transitional period
The Cahier n°3 has been abrogated by Decree No. 2008-436.
The Afssaps has published an Avis aux Titulaires6 (Notice to
Marketing Authorisation Holders (MAH)) on 26 August 2008,
establishing a registration calendar for the herbal medicines
authorised through the Cahier n°3.
The calendar began in November 2008 and will finish in
February 2011 (which is in line with the April 2011 deadline
of Directive 2004/24/EC):
• November 2008 to January 2009: registration of
“single-plant” herbal medicines with a Community
monograph (the monographs already published by
30 June 2008 only);
• February 2009 to January 2011: registration of “singleplant” herbal medicines without a Community monograph (by 30 June 2008). If a Community monograph
is published during the procedure, it will be taken into
account and discussed between the Afssaps and the
applicant;
• January 2009 to April 2010: submission of the clinical
and preclinical part of the registration dossier of “multiplants” herbal medicines;
• November 2009 to February 2011: submission of
the pharmaceutical part of the registration dossier of
“multi-plants” herbal medicines (6 months between the
submission of the clinical & preclinical parts and the
pharmaceutical part)
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The MAH has to register the “old” herbal medicines (those
with the indication “Traditionnellement utilisé dans…” and
authorised before 27 April 2007) following the calendar. If
the MAH does not apply for the registration, the Afssaps will
send a notification to ask the MAH if he wants to register its
product, and if it is not the case, the product will be considered obsolete.

Dossier
The dossier for a well-established use herbal medicine is
bibliographic, as laid down in Article R. 5121-26 of the
Public Health Code.
The content of the registration dossier is laid down in the Public
Health Code, Article R. 5121-107-4 (Decree No. 2008-436)
and it is in line with Directive 2004/24/EC:
• Bibliographical data on the 30 years of traditional use
and the product’s safety;
• When a Community monograph is available, it should
be taken into account.

Evaluation process
Marketing authorisation applications for a (well-established)
herbal medicine are reviewed by a clinical Working Group
(the ‘non-prescription medicine’ working group or the working
group evaluating a specific therapeutic area, depending on
the prescription status of the product). The preclinical part is
evaluated by the Toxicology Working Group.
Registration applications are submitted to the Afssaps Herbal
Unit (Cellule Plantes), and evaluated by the Herbal Working
Group. The preclinical part is evaluated by the Toxicology
Working Group.
The decisions of the clinical WG and the Herbal WG are
validated by the Marketing Authorisation Commission (Commission d’autorisation de mise sur le marché) and then by the
Director of the Afssaps.
The decision of the director of the Afssaps is published in the
Official Journal.

FEES7
• F ull application for herbal medicines: € 25,400
• B ibliographic application for herbal medicines:
€16,790
•H
 erbal medicinal product: € 10,110
• R egistration of the “old” products: € 5,055 (cf. Art. 2 of
Decree No. 2008-1065 of 15 October 20088)

Li s t o f tra d iti o n a l h e r b a l m e d ici n a l
pr oducts r egis tered
As of February 2010, no traditional herbal medicinal products
had been registered (new or “old”).

Product Information
The EU’s patient information provisions (Title V of Directive
2001/83/EC as amended) were implemented in France by
Decree No. 94-19 of 5 January 1994 published on 9 January
1994. The new provisions mandated by Directive 2004/27/
EC were implemented through Law 2007-248 of 26 February
2007 (Official Journal of 27 February 2007).
The conditions for the application of the EU’s provisions on Braille
and on user testing are laid down in the implementing Decree
No. 2008-435 of 6 May 20089 and the Afssaps’ decision of
7 May 200810. The name and dosage of the medicine (homeopathic medicines only are exempted) must appear in Braille on
the packaging. When applicable, the part of the plant must also
appear in Braille. In some justified cases, e.g. when the name of
the medicine is too long, the name can be shortened.
The user testing results for medicines authorised before 7 May
2008 have to be included in the last renewal dossier. For
traditional herbal medicinal products, the need to submit the
results of the user test in the renewal application submitted by the
applicant is waived as these products are currently undergoing
re-registration. The user test will have to be conducted on the
draft leaflet included in the registration application or on the
leaflet accompanying the decision concerning the modification of the revised marketing authorisation. This is clarified in
a Q&A section on the Afssaps website11.
Patient information leaflets are compulsory unless the entire
official leaflet can fit on the outer package.
As laid down in Decree No. 2008-436, the labelling and
package leaflet of traditional herbal medicinal products has
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to include the same information as other medicines, but in

ing Commission grants an ‘a priori visa’ which is valid for

addition, should also include a statement that the product

2 years (corresponding to a code number for each document).

is a traditional herbal medicinal product for use in speci-

A company needs to obtain this visa ‑ which could be granted

fied indication(s) exclusively based upon long-standing use

with modifications ‑ before publication can take place. The fee

and that the user should consult a doctor or qualified health

of a ‘VISA GP’ was increased to € 510 in 2003.

care practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned in the

Advertisements must be in line with the terms of the marketing

package leaflet occur.

authorisation or the registration, and especially with the leaflet,
which is considered as the minimum information requirement

The elements constituting a trademark, the acquisition of
trademark rights and the rights conferred by a trademark are
defined in Law No. 92-597 of 1 July 1992 on intellectual
property. This legislation on trademarks for manufactured goods,
trade and services, and the provisions laid down in Articles R.
5121-2, -3, -4 of the Public Health Code apply to the special
name or the invented name of a medicinal product.
It is possible to use the same trademark for the different forms
and presentations of a medicine for a range of products. It is
however forbidden to use the same trademark for a product
whose therapeutic indications are not included in the same

for the patient.
Comparative advertising to the general public is not allowed
in France.

FRANCE

Trade Name

As required by Directive 2004/24/EC and laid down in
Decree No. 2008-436, the following sentence has to appear
in advertisements for traditional herbal medicinal products:
“Médicament traditionnel à base de plantes à utiliser [suivi des
indications à spécifier] sur la base exclusive de l’ancienneté
de l’usage” (traditional herbal medicine to be used in [indication] based on long-standing use).

Distribution

therapeutic area (e.g. throat-nose-ear, cold, cough, etc.).
Medicines are classified into two main categories according
It is allowed to use the same trademark for a reimbursable
and for a (non-reimbursable) self-medication product, but
in this case public advertising is only allowed for the nonreimbursable product.

Advertising

to their distribution status to the patient in France:
Prescription medicines, subdivided into:
• medicines included in List I or List II of poisonous substances
(Article L.5132-6 of the Public Health Code)
• medicines needing a special prescription (included in the
list of narcotic drugs or under the conditions of Articles
R.5132-23 or 5132-39)

The EU’s provisions on pharmaceutical advertising laid down in Title

• medicines of restricted prescription (medicines restricted

VIII of Directive 2001/83/EC as amended were implemented

to hospital use only; prescription to be initiated in the

by Law No. 2007-248 of 26 February 2007 published on

hospital; patients requiring regular check-ups during

27 February 2007 modifying Articles L.5122-6 and L.5122-16

treatment; Article R.5121-77).

of the Public Health Code. The Regulation on advertising for

No advertising to the general public is allowed for these medi-

medicinal products is available from the Afssaps website12.

cines, with the exception of vaccines. Prescription medicines

Advertising for non-prescription non-reimbursable medicines

are usually reimbursable by the social security institutions when

is allowed in all media. However, in specific cases, public

prescribed by a medical doctor.

advertising may be prohibited for self-medication products
(non-prescription and non-reimbursable) due to potential risks
for public health. This is laid down in the marketing authorisation granted by the Afssaps.
A pre-advertising system controls all advertising documents and
media addressed to the general public. The Afssaps Advertis-

Non-prescription medicines, subdivided into:
• medicines that have permission to be advertised to the
general public.
• medicines that do not have permission to be advertised
to the general public for reasons of public health (e.g.
codeine, nifuroxazide, etc. This kind of restriction is
imposed by the French Health Authorities and differs
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from Art. 88 of Directive 2001/83/EC) or because the

AESGP Member Association

product is reimbursable. Most non-prescription medicines

L’Association Française de l’Industrie Pharmaceutique pour une

are reimbursable by the social health insurance.
Non-prescription medicines, including herbal medicines, may
exclusively be sold in pharmacies under a pharmacist monopoly
(Public Health Code (CSP) Article L.4211-1).
As of 1 July 2008, the Décret n° 2008-641 du 30 juin 2008
relatif aux médicaments disponibles en accès direct dans les
officines de pharmacie13 allows self-selection of non-prescription
medicines in French pharmacies, including traditional herbal
medicinal products, which meet the criteria established by
the Afssaps (indication, posology and duration of treatment
adapted to self-medication, pack size adapted to the posology and duration of treatment, authorisation to advertise to
the general public).
A list of traditional herbal medicinal products which can be
offered on self-selection has been published, together with
a list of indications accepted for self-selection for traditional
herbal medicinal products14.

Other information
Taxes
France applies two different VAT rates: 2.1% for reimbursable
medicines and for products approved for use by hospitals,
and 5.5% for non-reimbursable medicines.
Links
•	Agence française de Sécurité Sanitaire des Produits de
Santé (Afssaps) (French Health Products Safety Agency):
http://www.afssaps.fr/
• French Health Ministry:
http://www.sante-sports.gouv.fr/
• Haute Autorité de la Santé (High Authority for Health):
http://www.has-sante.fr/portail/display.jsp?id=j_5
• Legislation online:
http://www.legifrance.gouv.fr/
• Journal official (official journal):
http://www.journal-officiel.gouv.fr/
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GERMANY
Area:

357 020.8

Inhabitants (2009):

km2

81 838 000

Population density (2009):

229.2

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

2 404.4

billion

Sources: Eurostat 2010.

Legal framework

Dossier

Past

For well-established medicinal use products a complete ap-

been authorised according to the criteria of Article 10a of
Directive 2001/83/EC, as amended (well-established use). A
smaller part were authorised on basis of their “traditional use”
but the scope was broader than in the current EU legislation as
laid down in Directive 2004/24/EC (according to Section
109a of the German Drug Law1 Arzneimittelgesetz-AMG2).
It included herbal combinations, chemical combinations and
combinations of both herbal and chemical substances.
Present
Directive 2004/24/EC was implemented in Amendment
14 of the German Drug Law which came into force on 6
September 2005. The procedure is described in Sections
39a to 39d of the AMG.
Herbal medicinal products may either apply for an authorisation
(well-established medicinal use) or a registration (traditional
herbal medicinal products).
Transitional period
Traditional herbal medicinal products under the scope of Directive
2004/24/EC had to apply for a registration in Germany by
31 December 2008 (approximately 350 applications were
received). The evaluation process is ongoing. If no application was made, the product can stay on the market until 30
April 2011. Traditional products covered by Section 109a
of the German law but not covered by the scope of Directive
2004/24/EC are not affected.

plication dossier including bibliographic documentation is
demanded. A complete application is required for traditional
herbal medicinal products (regardless of whether they have
already been registered in Germany or if this is a new application). For traditional herbal medicinal products, documents on
safety and tradition do not need to be submitted if reference is
made to a Community herbal monograph or list entry.

GE R M A N Y

Most herbal medicinal products on the German market have

There are issues concerning the 30 years of traditional use
as the Bundesinstitut für Arzneimittel und Medizinprodukte
(BfArM – the Federal Institute for Drugs and Medical Devices)
only accepts changes over the years (innovation, change of
dosage form, etc.) to a limited extent.

Evaluation process
Division 5 of the BfArM is in charge of the scientific evaluation of
efficacy, safety and pharmaceutical quality of herbal medicinal
products and traditional herbal medicinal products and of the
issuing of marketing authorisations/registrations.

FEES3 (as from 1 January 2004)
Full application (Art. 8.3 of Directive 2001/83/EC as
amended): € 51,400
Bibliographic application (Art. 10a of Directive 2001/83/EC
as amended)
• National application: € 21,600
• Mutual Recognition Procedure where Germany is
acting as
- CMS: € 14,900
- RMS: € 27,300
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• Decentralised procedure where Germany is acting as

• Mutual Recognition procedure where Germany is acting as

- CMS: € 20,700

- CMS: € 12,600

- RMS: € 48,900
The above-mentioned fees are not specific to herbal medicinal
products.

- RMS: € 21,600
• Decentralised procedure where Germany is acting as
- CMS: € 18,100

Traditional herbal medicinal product application

- RMS: € 40,800

• National registration procedure:
- Procedure without list/monograph: € 15,700
- Procedure with list/monograph: €10,000

Traditional herbal medicinal products with completed registration procedure
(pursuant to section 39a-d A MG) (as of 31 December 2009)
Registered
5

Single component

8

Fixed combinations

13

TOTAL

List of traditional herbal medicinal products registered (as of 31 December 2009)
Date of
THR grant

Product

Indication

Klosterfrau Melissengeist / Melisana®
Gentiana lutea
Melissa officinalis
Zingiber officinale
Angelica archangelica
Inula helenium
Citrus aurantium ssp. Aurantium
Syzygium aromaticum
Cinnamomum zeylanicum
Alpinia officinarum
Myristica fragrans
Piper nigrum
Cinnamomum cassia
Elettaria cardamomum
Klosterfrau Healthcare Group

Internal use: Effective against nervousness, states of
tension and excitement, anxiety, difficulties in falling
asleep, headaches, sensitivity to changing weather,
non-organic heart ailments, painful menstrual cramps
and during menopause, gastro-intestinal ailments like
indigestion, fullness, lack of appetite. It is used to alleviate symptoms of a cold or flu.*

Jan. 2007

Crataegus tea
Crataegus
Bad Heilbrunner

Support of the circulatory function *

Mar. 2007

Canephron® N Tablets
Levisticum officinale
Centaurium erythraea
Rosmarinus officinalis
Bionorica AG

Supportive treatment for measures against slight complaints occuring in inflammatory diseases of the lower
urinary tract. For irrigation of the urinary tract and for
decrease of kidney stone formation *

Dec. 2005
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Topical use: Painful nerves, pains after muscular exertion,
lumbago, gingivitis, indisposition and exhaustion.*

Product

Indication

Mar. 2007

Canephron® N Tropfen
Levisticum officinale
Centaurium erythraea
Rosmarinus officinalis
Bionorica AG

Supportive treatment for measures against slight complaints occuring in inflammatory diseases of the lower
urinary tract. For irrigation of the urinary tract for
decrease of kidney stones’ formation *

Oct. 2007

Granu Fink® Capsules
Combination pumpkin seed + pumpkin oil
GSK

Strengthening of the bladder function *

Jan. 2008

Urophyton® liquidum
Graminis rhizoma extract
Zeppenfeldt

For irrigation and supportive treatment of mild complaints of the lower urinary tract *

Dec. 2008

Baldrian Perlen von Abtei
Valeriana dry extract (MeOH 45%)
GSK

For improvement of well-being in cases of nervous
stress and for improvement of natural sleep*

June 2009

GSK Femina
Cucurbitae semen
Lupuli flos
Rhus aromatica
GSK

Strengthening the bladder in case of impaired function*

Oct. 2009

Mistelkraut tee
2 g teabags
Viscum album L., herba
Bad Heilbrunner

Support of circulatory function*

Oct. 2009

Schlaf- und Nerventee
Instant tea
Valerianae radix
Lupuli flos
Melissae folium
Bad Heilbrunner

Improvement of well-being in case of nervous stress
and for support of sleep*

July 2009

Biofax classic
Betulae folium
Ononidis radix
Phaseoli pericarpium
Strathmann

Support of the eliminatory function of the kidney*

Aug. 2009

Heumann Bronchialtee
Althaeae radix
Liquiritiae radix
Primulae radix
Thymi aetheroleum
Winthrop

Support of mucolysis in the respiratory tract*

Aug. 2009

Galle Dragees Artischocke
Cynara scolymus L., folium
Swiss Caps

Support of digestive function by stimulating the gall
bladder flow*

GE R M A N Y

Date of
THR grant

(*) informal translation from German
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Product Information

Advertising

For herbal medicines with well-established use, the same rules

Public advertising of non-prescription medicines is controlled

as for conventional medicines apply (i.e. including provisions

by the Law on Unfair Competition4 – Gesetz gegen den un-

on Braille and patients’ consultation on the leaflet).

lauteren Wettbewerb (UWG) of 3 July 2004, last amended
on 29 July 2009, and by the Pharmaceutical Advertising

Traditional herbal medicines, as well-established herbal medi-

Law5 – Heilmittelwerbegesetz (HWG), last amended on 26

cines, are also subject to the general rules on product informa-

April 2006.

tion. In addition, they have to abide by specific rules deriving
from Directive 2004/24/EC:

As required by Directive 2004/24/EC, the following sentence has to appear in advertisements for traditional herbal

For labelling and package leaflets of traditional herbal me-

medicinal products:

dicinal products, pursuant to Section 39a, the following

“Traditionelles pflanzliches Arzneimittel zur Anwendung bei

information has to be included in addition to the particulars

[spezifiziertes Anwendungsgebiet/ spezifizierte Anwendungs-

in sub-section 1:

gebiete] ausschließlich auf Grund langjähriger Anwendung.”

• The medicinal product is a traditional herbal medicinal
product registered for the area of application exclusively

(Traditional herbal medicinal product for use in [specified
indication(s)] exclusively based on long-standing use).

based on long-standing use, and
• If medical symptoms persist, or in the event of side effects

Comparative advertising of medicinal products to the general

other than those referred to in the package leaflet, the

public is not allowed, except for price comparisons (cf. § 11

user should consult a doctor or other medically qualified

Article 2 of the Pharmaceutical Advertising Law).

person.
Advertising to the general public of non-prescription herbal

Trade Name
In 1991, the German registration authorities adopted and
published guidelines and recommendations for the avoidance
of misleading designations for medicinal products. These
guidelines also contained the basic regulation for the use of
trade names.

medicines (including reimbursed medicines) is allowed in
all media. Certain indications, gathered in a list6, cannot
be advertised to the general public (differs from Art. 88 of
Directive 2001/83/EC). Since the 14th AMG Amendment
took effect, the list now contains only four indications instead
of the previous 10.

Distribution

The use of the same trade name for medicinal products with a
different active ingredient is generally permitted if the greatest

In principle, all medicines should be sold in pharmacies.

care is taken to avoid any risk of confusion among doctors

However, the German Medicines Law (Section 44) allows the

or patients. This can be achieved through the addition of an

distribution of certain medicines outside pharmacy through other

appropriate prefix or suffix to the brand name. It is therefore

retail outlets provided a qualified member of staff is present in

allowed to use the same brand name for medicines of the same

that outlet at all times. This person should have the necessary

and of different product groups, as well as for prescription-only

knowledge concerning filling, packaging, labelling, storing and

and non-prescription medicines. This does not affect the latter’s

marketing of medicinal products. Among the products allowed

permission to be advertised to the general public.

for distribution outside pharmacies, are found (all have to be
designated by their customary German names):

It is in general also allowed to use the same trademark for

• plants or parts of plants, also comminuted

medicines and for, e.g., foodstuffs or cosmetics. However, on

• mixtures of whole or comminuted plants or plant parts as

the last point the authorities are becoming more restrictive.

finished medicinal products
• distillates made from plants and parts of plants
• pressed juices from fresh plants and plant parts insofar
as they are prepared without the use of any solvents
other than water
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Healing indications are also possible for this group of prod-

Links

ucts as long as the indication field does not relate to serious

• BAH:

diseases such as tumescent diseases or serious diseases of
certain organs. The diseases connected with a mandatory
sale in pharmacies are stipulated in the German regulation
on pharmacy-bound and non-pharmacy-bound status (Apothekenpflicht- und Freiverkäuflichkeitsverordnung) according to
Sections 45 and 46 of the AMG.
Self-service of non-pharmacy-bound products is permitted in
pharmacies and elsewhere. Self-service of pharmacy-only
products is prohibited by the Medicines Law (§52).
There are no laws or codes limiting the display of non-prescription medicines in pharmacy. Displays are considered
as public advertising and hence subject to pharmaceutical
advertising law.

Other information

www.bah-bonn.de / www.arzneimittelscout.de
• Federal Institute for Medicines and Medical Devices
(BfArM):
http://www.bfarm.de/
• Legislation online:
http://www.gesetze-im-internet.de/
• Bundesgesetzblatt:
http://bgbl.makrolog.de/
• Bundesanzeiger:
http://www.bundesanzeiger.de/
• INTEGRITAS, Verein für lautere Heilmittelwerbung e.V.:
http://www.integritas-hwg.de
AESGP Member Association
Bundesverband der Arzneimittel-Hersteller e.V. (B.A.H)
Ubierstrasse 71-73
D-53173 Bonn
Phone:

+49 228 / 957 45-0

A VAT of 19% applies to herbal medicinal products.

Fax:

+49 228 / 957 45 90

E-mail:

bah@bah-bonn.de

GE R M A N Y

Germany
Taxes

Website: www.bah-bonn.de
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G R EE C E
Area:

131 625.5

Inhabitants (2009):

km2

11 287 040

Population density (2009):

85.8

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

240.426

billion

Sources: Eurostat 2010.

Past
There was no specific legislation covering traditional herbal
medicines in Greece before the transposition of Directive
2004/24/EC into national law.
Present
Herbal medicinal products are regulated through Ministerial
Decree Y6a/14290/93 (Government Gazette #217 of
1 April 1994).
Directive 2004/24/EC was transposed and implemented into
Greek law on 24 January 2006. The legal text was published

In Greece, there are no existing lists which categorise plants as
food or medicine, or prohibit their use because of toxicity.
In case of doubt on the classification of a product as herbal
medicine, traditional herbal medicine or even food supplement, the National Organization of Medicines (EOF) takes
the decision.
Transitional period
As stated in Directive 2004/24/EC, the transitional period
runs until 30 April 2011, by which time all products falling
under the scope of the Directive must have obtained a registration in order to remain on the market.

in Government Gazette #59 of 24 January 2006.

Dossier

The Greek competent authority has not published any specific

The application dossiers should contain the information re-

guidance to applicants for herbal medicinal product market
authorisation or traditional herbal medicinal product registra-

quired according to Directive 2004/24/EC and the HMPC
guidelines. The Greek Medicines Agency has not issued any

tion on their website.

particular recommendations.

C lassification

Evaluation process

According to Ministerial Decree Y6a/14290/93, Government
Gazette #217 of 1 April 1994, herbal medicinal products
are products in which the active ingredients are plants or plant
preparations only.
If a herbal product bears medicinal claims, it is considered a
medicinal product and it should be registered according to
the procedure laid down in the Medicines Law.
Since the implementation of Directive 2004/24/EC, the Greek
authorities have received more applications for traditional herbal
medicinal product registrations than bibliographic applications
for well-established herbal medicinal products.

G R EE C E

Legal framework

The evaluation of market authorisation/registration applications
is carried out by the evaluating committee in charge of all human medicines within the Greek Medicines Agency. External
assessors having expertise on herbals are also consulted.

FEES1
• Full application (applicable to herbal medicinal products):
€ 20,000 + 2.4%
• Bibliographic application (applicable to herbal medicinal
products): € 18,000 + 2.4%
• F ees for traditional herbal medicinal products:
€ 3,000
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List of traditional herbal medicinal products registered
Since the transposition of Directive 2004/24/EC into national law two traditional herbal medicinal products have been registered in Greece.
Date of
THR grant
2008

April 2009

Product

Indication

Khelma Antistress
Eleutherococcus senticosus, radix
KHELMA Hellas

Used for symptoms of asthenia such as fatigue and weakness

Harpadol
Harpagophytum procumbens, radix
ARKOPHARMA Hellas

For relief of minor articular pain

Product Information
The EU’s patient information provisions (Title V of Directive
2001/83/EC as amended) were implemented by Ministerial Decree Y6a/776 published in Government Gazette
#536. The changes concerning patient information brought
in by Directive 2004/27/EC have been in force since 24

active substances, the INN should be mentioned, or, if
one does not exist, the common name.
• The strength (if more than one strength exists).
The above regulations on Braille are fully implemented since
31 December 2007.

January 2006.

According to the above-mentioned Circular Letter, the last

Both inner and outer packaging (where one exists) should carry

in another appropriate format must be made available on

all information laid down in the relevant EU provision, in Greek,
using clear, legible and easily understandable language. For
non-prescription medicinal products, the instructions for use
should appear on both outer and inner packaging. There are

updated patient information leaflet (PIL), either in Braille or
request.
The same labelling rules as for medicinal products in general
apply to herbal medicinal products and traditional herbal

special instructions for small packs.

medicinal products. The statements that traditional herbal

A patient information leaflet is mandatory unless all required

are in line with Directive 2004/24/EC.

medicinal products have to display on the leaflet and label

information is included on the outer and inner packaging.
The outer packaging and the leaflet may include signs or pictures to explain certain parts of the required information – as
well as other information – in accordance with the summary
of product characteristics. This information should contribute
to health education and should not include any information
of a promotional nature.
Concerning Braille, the National Organization of Medicines
issued a Circular Letter (#60985 of 14 October 2005)
which lays down that for pharmaceutical products with a new
marketing authorisation issued after 1 November 2005, the
following information has to be expressed in Braille on the
outer packaging:
• The name of the medicinal product (according to the
definition in Article 1.20 of Directive 2001/83/EC as
amended). For medicinal products containing up to three
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Trade Name
Trademarks are required for product registration and are
approved by the Ministry of Development, Department of
Commerce. The use of the same trade name for both prescription and non-prescription medicines, including those of herbal
origin, are not clearly regulated and the National Organization
for Medicines decides on a case-by-case basis.
The National Organization for Medicines’ policy has so far
been “for each active ingredient a different trademark.” The
use of the same umbrella brand name for a non-prescription
and a prescription-only medicine is possible if a different
suffix is added.

Advertising
The EU’s provisions on pharmaceutical advertising laid down in
Title VIII of Directive 2001/83/EC as amended were implemented by Ministerial Decree Y6a/776 published in Government Gazette #536 and thereby non-prescription medicines,
including herbal medicinal products, can be advertised.

There are no laws or codes limiting the display of non-prescription medicines in Greek pharmacies. In-pharmacy displays
are considered as public advertising, which is permitted for
non-prescription medicines.
Self-service for herbal medicinal products and traditional
herbal medicinal products is not permitted.

All public advertising should be submitted to the National
Organization for Medicines prior to publication. A postpublication monitoring system is already established by the
National Organization for Medicines and an industry prevetting system is also in force.

Other information
Taxes
The VAT for herbal and traditional herbal medicines is 9%.

Advertising through the mass media should comply with the
summary of product characteristics and the patient information

Links

leaflet as regards safety, quality and efficacy. No medical

• National Organization for Medicines:

information should be provided through advertising.
The Ministry of Health on 8 March 2002 issued Ministerial
Decision Y6a/22251 on the advertising of non-prescription
medicines (in audiovisual media ‑ TV or radio). This decision
stipulates that the following text has to be included at the end
of the advertising spot:
“The Ministry of Health and the National Organization of Medi-

http://eof.gr
•M
 inistry Of Health & Social Solidarity:
http://www.mohaw.gr
• F oundation for Economic & Industrial Research:
http://www.iobe.gr
• P an-Hellenic Association of Pharmacists:
http://www.pfs.gr
•G
 eneral Secretariat of Commerce:
http://www.gge.gr

cines recommend that you read the patient information leaflet

Comparative advertising is restricted according to provisions
on advertising in Directive 2001/83/EC as amended and
hence it is forbidden to imply through advertising that a product’s
efficacy is equal to or better than that of a competitor.
Beside these general rules, there are no specific additional
requirements for herbal medicines.
Advertisements for traditional herbal medicines should reflect
the fact that the indication is based on long-standing use, in
accordance with Directive 2004/24/EC.

Distribution

AESGP Member Association
Greek Proprietary Association (EFEX)

G R EE C E

carefully. Please consult your doctor or your pharmacist.”

Commercial Centre AITHRION,
Office: A53
40, Aghiou Constantinou
GR-151 24 Marousi
Greece
Phone:

+30 210 619 7560

Fax:

+30 210 619 7141

E-mail:

efex2004@otenet.gr
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As for any medicinal product, the distribution of herbal and
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traditional herbal medicines can only take place in pharmacies (Law 1963/91, Government Gazette #138 and Law
96/73, Article 13, §1).
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H U N G A RY
Area:

93 030

Inhabitants (2009):

km2

10 029 016

Population density (2009):

107.8

Gross Domestic Product (2009) (e):

HUF 25 774.11

billion

=

i n h a b ita n ts p e r k m 2

e ur o

91.943

billion

Sources: Eurostat 2010.

Legal framework

National Institute of Pharmacy (OGYI, the competent agency
for human medicinal products) following HMPC monographs.
In the absence of HMPC monograph, OGYI uses the HMPC

Past
Prior to the implementation of Directive 2004/24/EC into the
Hungarian legislation, the rules governed traditional (mostly
herbal) medicines as “healing products” (officially: products
with therapeutic action but not classified as medicines). The
regulation for healing products was established by a Decree
of the Ministry of Health1 in 1987.
“Healing product” has been an interim category between
medicinal products and food supplements, similar to the
Canadian “natural health products”2.

Guideline on the assessment of clinical safety and efficacy
in the preparation of community herbal monographs for wellestablished and of community herbal monographs/entries to
the community list for traditional herbal medicinal products/
substances/preparations.
Since early 2009 applications for both traditional herbal
medicinal product applications and bibliographic applications
for well-established herbal medicines have been received by
OGYI.
There is no list of plants which are prohibited for use because

Present

of their toxicity. The Hungarian authorities take into considera-

Directive 2004/24/EC was transposed by a Ministry of

tion the HMPC Public Statement on CPMP List of Herbal Drugs

Health Decree3 on 18 November 2005 and implemented by

with serious risks, dated 1992.

the Medicines Act which entered into force on 1 December
4

2005.

To help determine whether a herbal product is a medicine
supplements (together with OGYI) issued a negative list of

medicines (Section 2, paragraph 24, point 12) in accord-

plants which cannot be contained in food supplements and

ance with Directive 2004/24/EC. In line with the Directive,

their preparations have to be medicinal products. There is

the condition for traditional use is that the product has been

currently no list clarifying the classification of a plant as food

in medicinal use for at least 30 years, including a minimum

or medicine depending on the dosage and circumstances of

of 15 years within the Community.

use. The authorities do not intend to create such a list.

C lassification

OGYI is also regularly consulted by the authority supervising

Similarly to conventional medicines with well-established use,
well-established herbal medicines can be authorised on the

H U NG A RY

or a food supplement, the authority responsible for food
The Decree introduced the definition of traditional herbal

food supplements on whether a product can be marketed as
a food supplement.

basis of a bibliographic or mixed application. In application
of Directive 2004/24/EC, herbal medicines meeting the
criteria of traditional herbal medicines benefit from a simplified
registration procedure.
The classification of a product as herbal medicine or traditional
herbal medicinal product is established by the Hungarian
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Transitional period
• The category of preparations having a medicinal effect
but not classified as medicines (the so-called “healing
products”) will be abolished.
• In accordance with the Ministry of Health Decree
No. 53/2005 , manufacturers and distributors of
5

such preparations need to apply for reclassification of

If no Community monograph exists, OGYI uses the HMPC
Guideline on the assessment of clinical safety and efficacy in
the preparation of Community herbal monographs for wellestablished and of Community herbal monographs/entries to
the Community list for traditional herbal medicinal products/
substances/preparations in its evaluation.

their preparations as traditional herbal medicines by

FEES

31 March 2011.

Fees to be paid to OGYI are specified in an Annex to the

• Products not authorised or registered as medicines, and
bearing therapeutic claims cannot be placed on the
market after 1 April 2011.

Medicines Act6.
Full application/ bibliographic application (including fee
for applications for herbal medicinal products)

Dossier

• National procedure: HUF 1,350,000

There are no other specific requirements on the content of

• Community (Mutual Recognition or Decentralised)

the dossier, besides the provisions contained in Directive

(approximately € 5,000)
Procedure where Hungary acts as:

2004/24/EC and the HMPC guidelines.

- CMS: 2,250,000 HUF

Conditions to obtain a marketing authorisation are laid down in

- RMS: 3,150,000 HUF

Sections 10 -13 and Annex 1, Part 3, Point 4 of the Decree.
In terms of guidance documents, the Hungarian authorities refer
to the ones developed by the European Medicines Agency’s
Committee on Herbal Medicinal Products (HMPC).
No specific guidance has been issued by the Hungarian
authorities concerning the content of the application dossier
for herbal medicinal products and traditional herbal medicinal
products. Applicants are referred to the Notice to Applicants
Volume 2B – Presentation and format of the dossier, Special
guidance for different kinds of applications, Bibliographic
application for herbal medicinal products and to the Guideline
on the use of the CTD format in the preparation of a registration
application for traditional herbal medicinal products.

Evaluation process
Herbal medicines, as all other medicines, have to be authorised for marketing by OGYI.
The evaluation of applications is performed by in-house
experts. There is no specific committee for the evaluation of
herbal medicinal applications.
If a HMPC monograph exists, OGYI takes it into account in
the evaluation process.
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(approximately € 8,300)
(approximately € 11,700)
Re-classification of a “healing product” to a medicine: HUF
405,000 (approximately € 1,500)
Concerning traditional herbal medicinal product applications,
the fees applying are those referred to as New Application “Other”: HUF 675,000 (approximately € 2,500)

List of traditional herbal medicinal products registered
At present, 7 traditional herbal medicinal products have been registered in Hungary and several preparations are expected to
obtain a registration in the near future. The SPC and PIL are available on the National Institute of Pharmacy’s website7.

Product

Indication

07/07/2009

Kaloba oral drops, solution
Pelargonium sidoides, radix
Dr. Peithner KG nunmehr GmbH & Co., Austria

Traditional herbal medicinal product used to relieve
the symptoms of upper respiratory tract infections
including common cold, such as sore throat, cough
and blocked or runny nose, based on traditionally
use only.

28/07/2009

Varixinal hard capsules
Vitis vinifera L., folium
Walmark a.s., Czech Republic

Traditional herbal medicinal product for alleviating
the discomfort feeling (fatigability, tension of the legs)
of the lower extremities occurring in the course of
mild venous circulation disturbance.

01/10/2009

Esberitox tablets
Baptisia tinctoria L., radix
Echinacea purpurea (L.) Moench, radix
Echinacea pallida Nutt., radix
Thuja occidentalis L., herba
Phytotec Hungária Bt., Hungary

Traditional herbal medicinal product as adjuvant in
the treatment of cold.

05/10/2009

Benosen coated tablets
Valeriana officinalis L., radix
Melissa officinalis L, folium
Passiflora incarnata L., herba
Walmark a.s., Czech Republic

Traditional herbal medicinal product for relief of mild
nervous tension and difficulty in falling asleep.

19/11/2009

Klosterfrau Melisana solution
Gentiana lutea
Melissa officinalis
Zingiber officinale
Angelica archangelica
Inula helenium
Citrus aurantium ssp. Aurantium
Syzygium aromaticum
Cinnamomum zeylanicum
Alpinia officinarum
Myristica fragrans
Piper nigrum
Cinnamomum cassia
Elettaria cardamomum
MCM Klosterfrau Vertriebgesellschafft GmbH,
Germany

Traditional herbal medicinal product
Oral use:
• T o aid sleep in the case of restlessness and nervousness due to stress
• for improvement and strengthening of general
condition.
• for stimulation of the gastro-intestinal function in the
case of fullness, bloating or lack of appetite.
• for common cold without complication.
External use:
• For stimulation of circulatory system in the case of
muscular pain and stiffness of muscles.

31/12/2009

Neurapas film-coated tablets
Hypericum perforatum L., herba
Passiflora incarnata L., herba,
Valeriana officinalis L.s.l., radix
PASCOE pharmazeutische Präparate GmbH,
Germany

Traditional herbal medicinal product
• for temporary mental exhaustion (neurasthenia)
• for relief of mild nervous tension and difficulty in
falling asleep.

22/03/2010

ArthroStop film-coated tablets
Harpagophytum procumbens D.C., radix,
Walmark a.s., Czech Republic

Traditional herbal medicinal product for relief of
minor articular pain.

H U NG A RY

Date of
THR grant
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Product Information
All packs sold in pharmacies need to have a patient information leaflet in Hungarian. The texts of both the label and the

• “ The user should consult a doctor or a pharmacist if the
symptoms persist during the use of the medicinal product or if adverse effects not mentioned in the package
leaflet occur.”

patient information leaflet require approval from OGYI.
Decree No. 30/2005 of the Minister of Health8 states that
the name of the medicinal product and its strength – in case
the medicine is available in more than one strength – must
be printed in Braille on the outer packaging or, if there is no
outer packaging, on the immediate packaging. This Decree
came into force on 30 October 2005 and became valid for
new applications submitted after that date. Medicines already
on the market on 30 October 2005 must meet the labelling
and patient information requirements by 31 December 2010

Trade Name
The use of trademarks is governed by the (Parliamentary) 11th
Act of 19979. This is an EU-conform regulation.
The general rules for trade names equally apply to herbal medicinal products and traditional herbal medicinal products.

Advertising

at the latest.
Medicine advertising is regulated by an Act10 and the corAccording to this Decree on labelling, marketing authorisation

responding Minister of Health Decree11 in Hungary.

holders, when requested, must make the patient leaflet available to patient organisations in the form that is suitable for

The following features are worth noting:

the blind and the partially sighted. The appropriate means of

• Reminder advertising is allowed for medicines and heal-

transmitting the information is not limited to patient leaflets in

ing products containing only the name of the product as

Braille but can be any document with enlarged letters or one

registered and the name and trademark of the manufac-

that can be displayed electronically. Marketing authorisation

turer. Reminder advertising may exclusively be aired on

holders are free to decide through which means they will

radio or TV, within the same advertising block.

comply with the request.
The Hungarian Association of the Blind and Persons with
Impaired Vision state on their homepage that OGYI has
established an Internet and/or telephone service to which
people with impaired vision can turn in order to get information
on patient leaflets. For the telephone service it is sufficient to
mention the name of the medicine to hear the description of
the preparation. Information in Braille format can be requested
from the secretariat of the association.
The general requirements on product information for medicinal
products apply to herbal medicinal products and traditional
herbal medicinal products. They have to comply with the
provisions concerning patients’ consultation as well as those
concerning Braille.
According to this Decree, labelling and the package leaflet
of traditional herbal medicinal products have to bear the
following statements:
• “The product is a traditional herbal medicinal product
for use in specified indication(s) exclusively based upon
long-standing use”; and
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• There are rules on how advertisements should appear
in the press, on outdoor carriers and in the broadcast
media. The compulsory screen text should last for 5
seconds at a minimum. In the case of traditional herbal
medicines, this period is increased to 10 seconds.
• There are rules on the advertising of paediatric nonprescription products.
• Medicines are not allowed to be advertised to children.
• The following warning notice is compulsory: “Regarding
risks and side effects read the patient insert or consult
your physician or pharmacist.”
• Advertisements for traditional herbal medicines must, in
addition, contain the following statement: “The product is a
traditional herbal medicinal product for use in (a) specified
indication(s) exclusively based upon longstanding use. The
user should consult a doctor or a pharmacist if the symptoms
persist during the use of the medicinal product or if adverse
effects not mentioned in the package leaflet occur”.
The National Consumer Protection Authority is authorised to
carry out advertising control. During its procedures it has to
apply to OGYI for a professional co-authority opinion.

A common Code of Ethics on Pharmaceutical Marketing
Communication12 was established in 1995 by MAGYOSZ,
the Hungarian Pharmaceutical Manufacturers Association,
and AIPM, the Association of International Pharmaceutical
Manufacturers in Hungary. The current version of the Code
came into force on 5 October 2007. Two smaller associa-

Other information
Taxes
The VAT for herbal medicines is 5%.

tions have joined as signatories of the Code. The Code is

Links

administered by a joint Communication Ethics Committee

• MAGYOSZ:

with the aim of ensuring that marketing communication is
conducted according to ethical norms (e.g. advertisements,
manufacturers’ conduct towards doctors, pharmacists and
the general public).

www.magyosz.org
• Országos Gyógyszerészeti Intézet – OGYI (National
Institute of Pharmacy):
http://www.ogyi.hu/
• Ministry of Health:

Complaints are usually lodged by individual companies but
can also be initiated by OGYI, the National Health Insurance

http://www.eum.hu/

Fund or any member of the profession.

• Hungarian

Regulatory Affairs Society:
http://www.huras.hu/

The joint Communication Ethics Committee initiates a procedure

• Hungarian Patent Office:

upon application/complaint or may start a procedure ex officio

http://www.hpo.hu/English/

for issues that the Committee itself has discovered. Applications

• National Health Insurance Fund:

may be submitted by any natural or legal person who notices

http://www.oep.hu

a conduct that violates the provisions of this Code.

• National

Institute for Strategic Health Research:
http://www.eski.hu

If the self-regulatory code is breached, the associations may

• Chamber

of Hungarian Pharmacists:
http://www.mgyk.hu

publish the case to doctors and pharmacists to generate
adverse publicity. The most serious sanction for breaching the
ethical rules is expulsion from the given association. Cases are
published in the official newsletters of the Hungarian Chamber
of Doctors and of the Hungarian Chamber of Pharmacists on a

• Association

of Innovative Pharmaceutical Manufacturers:
http://www.igy.hu
• Hungarian Medical Chamber:
http://www.mok.hu/

six-month basis. In the past few years, around 25 to 30 cases
were treated annually. The associations have not yet dealt out

AESGP Member Association

any penalties, nor have any companies had their association

Magyarországi Gyógyszergyártók Országos Szövetsége

tion also has the option of imposing fines on companies for
advertisements in breach of the advertising rules.

(MAGYOSZ)
(The Hungarian Pharmaceutical Manufacturers Association)
Postal address:

H-1386 Budapest 62, Pf. 970.

Street address:

H-1134 Budapest, Lehel út 11.

Distribution

Hungary
Phone

+36 1 / 270 9101+2

Herbal medicines and traditional herbal medicinal products

Fax

+36 1 / 288 0266+7

E-mail:

info@magyosz.org

can be sold in pharmacies and other shops authorised to sell
OTCs allowed for out-of-pharmacy sale (general sales list,

H U NG A RY

membership suspended. The Directorate of Consumer Protec-

Website: www.magyosz.org

GSL). Shops which want to sell GSL products have to fulfil
special requirements determined by the Ministry of Health
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early 2008, contains more than 420 products, both of chemi-

/ Member of the European Medicines Agency’s Committee
on Herbal Medicinal Products

cal and herbal origin.

85
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

References
1

	Decree No 10/1987 (of 18 August 1987) EüM of the Minister of Health on the registration of products with
therapeutic action, not qualified as medicines
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=98700010.eum (Hungarian only)

2

	Natural Health Products
http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php

3

	Decree No 52/2005 (of18 November 2005) EüM of the Minister of Health on the marketing authorisation of
medicinal products for human use
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=A0500052.eum (Hungarian only)

4

	95th Act of 2005 on the medicines for human use and on the modification of Acts regulating medicine market
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0500095.tv&dbnum=62
http://www.ogyi.hu/dynamic/fees20100101_1.doc (Annex)

5

	Decree No 53/2005 (of 18 November 2005) EüM of the Minister of Health on the conditions of reclassification of
products with therapeutic action, not qualified as medicines to medicinal products
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=A0500053.eum (Hungarian only)

6

	Fees
http://www.ogyi.hu/dynamic/fees20100101_1.doc

7

	Medicines database (only in Hungarian)
http://www.ogyi.hu/gyogyszeradatbazis/

8

	Decree No 30/2005 (of 2 August 2005) EüM of the Minister of Health on the label and patient information leaflet of
medicines for human use
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=A0500030.eum (Hungarian only)

9

	11th Act of 1997 on the protection of Trademarks and geographical indications
http://www.hpo.hu/English/jogforras/jogforras_vedj/Trademark_Act_XI_1997_EN_2007jan01.pdf

10

	98th Act of 2006 on the general rules of the safe and economic medicine and medical device provision and the
medicine supply
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0600098.tv&dbnum=62

11

	Decree No 3/2009 (of 25 February 2009) EüM of the Minister of Health on the detailed rules of advertising for
professionals of medicines and medical devices for human use, of the registration of persons dealing with such advertising
as well as of trade practices relating consumers
http://net.jogtar.hu/jr/gen/getdoc.cgi?docid=a0900003.eum (Hungarian only)

12

	Code of Ethics on Pharmaceutical Marketing Communication
http://www.magyosz.org/dokumentumok/etikai_kodex_final_eng_belivek.pdf (English) /
http://www.magyosz.org/rovathu.phtml?rovathu=etikaikodex (Hungarian)
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I R EL A N D
Area:

70 273.1

Inhabitants (2009):

km2

4 462 943

Population density (2009):

63.5

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

164.211

billionn

Sources: Eurostat 2010.

Legal framework

There are two routes available to license herbal medicinal
products in Ireland:
• A marketing authorisation (as per Article 8(3) for a full

Past
There was no specific national legislation on (traditional) herbal
medicines before the transposition of Directive 2004/24/
EC into national law. However, medicinal products containing
herbal substances were required to be authorised in accordance with Directive 2001/83/EC.

authorisation or Article 10a for well-established use
authorisation, of Directive 2001/83/EC as amended).
Products in this case must be able to demonstrate appropriate standards of quality, safety and efficacy, and
be accompanied by the necessary information for safe
use. More details on products in this category are available from the Human Medicines Licensing section of

Present

the IMB website6.

Directive 2004/24/EC has been faithfully transposed into

• A Certificate of Traditional-use Registration (as per Article

Irish law through the Irish Medicines Board (Miscellaneous

16a of Directive 2001/83/EC as amended). Products in

Provisions) Act 20061, and implemented through the Medicinal

this category are registered under the Traditional Herbal

Products (Control of Placing on the Market) Regulations 2007

2

Medicinal Products Registration Scheme7 (established

(S.I. No. 540 of 2007) effective on 23 July 2007. Through

in August 2007) and are known as traditional herbal

these Regulations, the Irish Medicines Board (IMB) has been

medicines.

designated as the competent authority for the implementation
of this legislation.

Currently herbal medicinal products with product authorisation
numbers (PA) are more common.

A number of guidance and Questions & Answers documents
for applicants are available on the IMB website, e.g.:
•G
 uide to traditional herbal medicinal products registration scheme3

Transitional period
A transitional period runs until 30 April 2011, date after which
all products covered by the scope of Directive 2004/24/EC

• Questions & Answers on the Directive on traditional
herbal medicinal products4

will need a prior marketing authorisation or a certificate of
traditional-use registration to be placed on the market. It
should be noted that the new regulations also include a provi-

In addition, the IMB held an “Information session on the IMB

sion for the IMB to establish dates by which applications for

Traditional Herbal Medicinal Products Registration Scheme”

traditional-use registration must be submitted, so as to ensure

on 13 February 2008. Presentations given on the day are

that relevant products hold either a marketing authorisation or

available on the IMB website .

a certificate of traditional-use registration by 30 April 2011.

C lassification
Upon the coming into force of the above Regulations, the classification authority has been transferred from the Department

Further to the implementation of this, the IMB has requested
that applications in accordance with this Directive be submitted by 1 April 2010 in order to facilitate registration by the

I R EL A ND

5

deadline of 30 April 2011.

of Health and Children to the IMB.
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Dossier
Details of documents and particulars to be submitted as part
of an application for a traditional use registration are in line
with Article 16c of Directive 2004/24/EC and with the
HMPC guidelines.
The dossier needs to be submitted in Common Technical
Document (CTD) format, either as part-electronic submission
or full paper submission and follow the HMPC ‘Guideline on
the use of the CTD format in the preparation of a registration
application for traditional herbal medicinal products’.
Therefore, applications to the IMB in accordance with this
article and in CTD format will consist of:
• Administrative data including EU Part IA (application)
form (Module 1)
• Summary of Product Characteristics (SmPC) (Module 1)
• Product label and package leaflet (Module 1)
• Summaries of the dossier and/or required expert reports
(Module 2)
• Quality data (Module 3)
• Supporting Safety Data (Module 4)
• Traditional-use data (Module 5)

Evaluation process
A Herbal Medicines Subcommittee8 has been established by
the IMB Advisory Committee on Human Medicines (ACHM).
The subcommittee, which advises the ACHM and the IMB
on matters referred to it relating to herbal medicinal products
for human use, consists of experts appointed by the ACHM
for a period not exceeding the duration of the term of office
of the ACHM and any person appointed to it by the Minister
for Health and Children.

FEES (as of 1 January 2010)
The IMB has published a Guide to Fees for Medicinal Products for Human Use and the fee application form9 on its
website.
Full application (Art. 8.3 of Directive 2001/83/EC as
amended):
• National application: € 15,211
• Mutual Recognition procedure where Ireland is acting
as
-C
 MS: € 10,647
- RMS: € 26,173 (includes a supplement for the production and release of the assessment report and the
handling and administration of the procedure)
• Decentralised procedure where Ireland is acting as
- CMS: €15,211
- RMS: € 40,000
Well-established use / bibliographic application (Art. 10a
of Directive 2001/83/EC as amended):
• National application: € 11,329
• Mutual Recognition procedure where Ireland is acting as
- CMS: € 8,077
- RMS: € 22,291 (includes a supplement for the production and release of the assessment report and the
handling and administration of the procedure)
• Decentralised procedure where Ireland is acting as
- CMS: € 11,329
- RMS: € 30,000
Traditional use application:
• National application: € 4,888
• National application where there is a monograph:
€ 3,000 (this fee is new and has been added under
the list of fees for ‘Herbal medicines’)
• Mutual Recognition procedure where Ireland is acting as
- CMS: € 3,418
- R MS: € 9,333 (includes a supplement for the production and release of the assessment report and the
handling and administration of the procedure)
• Decentralised procedure where Ireland is acting as
- CMS: € 4,888
- RMS: € 9,333 (includes a supplement for the production and release of the assessment report and the
handling and administration of the procedure)
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List of trad itional herb al
medicinal products registered

Advertising

No products have been registered so far.

The advertising and promotion of medicinal products is

Product Information
The labelling and package leaflet requirements which apply
to authorised medicines, as stated in Articles 54 to 65 of
Directive 2001/83/EC, as amended, also apply to traditional
herbal medicinal products registered under the Traditional
Herbal Medicinal Products Registration Scheme. In addition, Article 16(g)(2) of Directive 2004/24/EC requires the
labelling and user package leaflet of any traditional herbal
medicinal product to contain a statement to the effect that:
“This is a traditional herbal medicinal product for use in specified indication(s) exclusively based upon long-standing use”
and “The user should consult a doctor or a qualified health
care practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned in the
package leaflet occur”.
The proposed product labelling and package leaflet must be
submitted as part of the product information in Module 1 in
the application for a certificate of traditional-use registration.
The information on the label and package leaflet should be
in English.

governed by the Medicinal Products (Control of Advertising)
Regulations 200711. These enacted Directives 2004/27/EC
and 2004/24/EC in Irish law and replaced the 1993/1996
regulations.
OTC advertising is allowed in all media.
In exceptional circumstances, the IMB may prohibit the advertising of an OTC medicine to the public by way of a specific
restriction in its product authorisation. It is open to the company
at any time to seek to amend the product authorisation to
permit the promotion of the product to the public.
Reimbursed non-prescription medicines cannot be advertised to
the general public. Once a reimbursed product is advertised,
it automatically loses its reimbursement status.
Self-regulation is the principal control on advertising and
promotional activities undertaken by the pharmaceutical
industry in Ireland. IPHA operates a Code of Standards of
Advertising Practice for the Consumer Healthcare Industry12
which covers advertising to the public for the purpose of
providing practical guidance in the implementation of the
Advertising Regulations. The Code was updated in 2008
and its 5th Revision came into force on 1 October 2008,

Trade Name

incorporating changes brought by the Medicinal Products
(Control of Advertising) Regulations 2007.

ance on Invented Names of Medicinal Products for Human

IPHA also has a Code of Marketing Practice13 which regulates

Use following consultation with external stakeholders including

the promotion of medicinal products to healthcare professionals.

the Irish Pharmaceutical Healthcare Association (IPHA). An

The latest edition of the Code (7th Edition) came into force on

updated version of the document was published in October

1 July 2008 after incorporating changes brought by both the

2007 . This Guidance also applies to herbal medicines and

new Medicinal Products (Control of Advertising) Regulations

traditional herbal medicinal products. It sets down the principles

and the 2007 Code on the Promotion of Prescription only

that apply when the IMB is reviewing the acceptability of brand

Medicines to, and interactions with Health Professionals,

names (invented names) proposed by companies as part of

produced by the European Federation of Pharmaceutical

an application for a marketing authorisation or a registration.

Industries and Associations (EFPIA).

In practice, it does not represent any significant change in

Under the self-regulatory system, sanctions for companies in

IMB policy on brand names but provides useful clarification

breach of either of IPHA’s Codes include expulsion from the

on a number of matters that were previously considered by

IPHA and, in the case of difficult and/or persistent breaches,

assessors on a case-by-case basis, leading to inconsistencies

referral to the Minister for Health and Children.

10

I R EL A ND

In January 2004 the Irish Medicines Board published Guid-

in decisions about brand names. The document sets down
the principle that invented names proposed by companies

The Code of Advertising Standards of Ireland is a voluntary

will be acceptable unless there is a possibility of confusion

Code, developed and operated by the advertising industry

or a misleading inference.

and administered by an independent body – the Advertising
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Standards Authority for Ireland. The principal object of the
Code is to promote and enforce the highest standards of
honesty, decency, truthfulness and legality in all media.
A clause allowing comparisons between products and their
prices was incorporated into the Code so as not to hinder
competition and to further public information. However, in
relation to comparative advertising of OTC products to the

Other information
Taxes
VAT (value-added tax) at 21.5% applies only to non-oral
medicines. Medicines for oral consumption are subject to
0% VAT.

public, this clause has to be read in context with Article 90(b)

Links

of Directive 2001/83/EC as amended which states that:

• IPHA:

“The advertising of a medicinal product to the general public

www.ipha.ie and also is responsible for

shall not contain any material: [...] which suggests that the

www.medicines.ie which makes available to the public

effects of taking the medicine are guaranteed, are unaccom-

and health professionals SPCs and PILs for over 2000

panied by adverse effects or are better than, or equivalent to,

products on the Irish market.

those of another treatment or medicinal product”.

• Irish Medicines Board:

Products are considered medicines when their labelling or

• Pharmaceutical

legislation:
http://www.imb.ie/legislation.aspx

http://www.imb.ie/
accompanying literature makes any preventative, curative or
remedial claims.

•D
 epartment of Health and Children:
http://www.dohc.ie/

The rules that relate to the promotion of authorised medicines

• P harmaceutical Society of Ireland:
http://www.pharmaceuticalsociety.ie/

also apply to (registered) herbal medicinal products.
In addition, Directive 2004/24/EC requires any advertisement for a medicinal product registered under the Traditional
Herbal Medicinal Products Registration Scheme to contain
the following statement: “Traditional herbal medicinal product for use in specified indication(s) exclusively based upon

• Official information on Ireland:
http://www.irlgov.ie/
• Official Gazette Ireland:
http://www.irisoifigiuil.ie/
• Legislation online:
http://www.irishstatutebook.ie/

long-standing use.”
AESGP Member Association

Distribution

Irish Pharmaceutical Healthcare Association (IPHA)

The distribution channel of herbal medicines is determined

140 Pembroke Road

on a case-by-case basis depending on the medicinal product
at the time of evaluation. It is however likely that most of the
traditional herbal medicinal products that will be registered in
Ireland will obtain a general sales status, meaning that they
will be permitted for sale not only in pharmacies, but also in

Franklin House
Dublin 4
Ireland
Phone:

+353 1 / 660 3350

Fax:

+353 1 / 668 6672

E-mail:

info@ipha.ie

food stores and other shops.

Website: www.ipha.ie

There are no laws limiting the display of non-prescription

Acknowledgements

medicines. However, the Pharmaceutical Society of Ireland

Rebecca Cramp, IPHA

has directed that pharmacy-only medicines must not be available to the public for self selection. This is to ensure that the
pharmacist has the opportunity to intervene in every sale.
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I TA LY

I TA LY
Area:

301 320

Inhabitants (2009):

km2

60 303 800

Population density (2009):

200.1

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

1 520.3

billion

Sources: Istat 2009.

Legal framework
Past
There was no specific legislation on (traditional) herbal medicines
in Italy before the transposition of Directive 2004/24/EC
into national law.

The Ministry of Health has published two lists, one of plants
prohibited for use in food supplements3 and one of plants which
can be used in food supplements (last revision: April 2009)4.
In Italy, most herbal-containing products belong to the food
supplements category.
If there is doubt as to the classification of a herbal product as

Present

medicine or food, the Italian Medicines Agency (AIFA) and the

Directive 2004/24/EC has been transposed in Legislative

Ministry of Health may intervene. Clarification of borderline

Decree (Decreto Legislativo) No. 219 of 24 April 20061
(Title III, Chapter III artt.21-28) which was recently amended
by Legislative Decree No. 274 of 29 December 20072 and

products is otherwise given a posteriori by the Court and
through case laws. In December 2009, a Decree drafted by
the Italian Ministry of Health on the use of substances other than

published in the Gazzetta Ufficiale on 14 February 2008.

vitamins and minerals in food supplements became the subject

C lassification

providing transparency with regard to national legislation in a

Herbal medicinal products can either be authorised after
submission of a full application (cf. Article 8(3) of Legislative
Decree No. 219 as amended) or a bibliographic application (Article 11 of Legislative Decree No. 219 as amended)
or registered as traditional herbal medicinal products if they
meet the criteria laid down in Article 21 of Legislative Decree
No. 219 as amended.
Herbal products making therapeutic claims or having particular
pharmacological properties are considered as medicinal products, in accordance with Article 1 of Directive 2001/83/EC as
amended; other herbal products are considered as foodstuffs.
In accordance with paragraph 5 of Article 27 of Legislative
Decree No. 219, the Health Ministry will develop “on the basis

of a notification under the TRIS procedure (procedure aiming at
draft stage in order to prevent the creation of unjustified barriers
between Member States) to the European Commission under
Article 19 of Directive 2000/13/EC (the General Food Labelling Directive). The Decree was accompanied by three Annexes:
Annex 1 is a positive list of herbal substances allowed for use
in food supplements, including references to the nutritional/
physiological effects and (where applicable) the maximum levels
which have to be respected as well as any additional labelling
requirements. Annex 1bis lists herbals which may not be used
in food supplements, and Annex 2 is a non-exhaustive list of
substances with a nutritional/physiological effect other than
herbals which may be used in food supplements. The outcome
of the notification is expected later in 2010.
Transitional period

of the guidelines given in the field by the European Commission

Article 27 of the Legislative Decree refers to 20 May 2011

and by the Court of Justice, the specific indications to clarify

as the date on which the Decree is fully implemented. In order

the dividing line between the discipline of traditional medicines

to ensure a complete implementation, the article calls for the

of plant origin, referred to in this chapter and that of food or

Health Ministry to issue clear indication as to the classification

other types of products under Community legislation.”

of products as herbal medicines, food products or other type
of products before 20 May 2010.
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Dossier

With a Circular Letter dated 8 April 1993, the Minister of Health

The Italian authorities do not have any requirements on the

language clearly understandable for patients, avoiding the use

content of the application dossier other than those of the provisions in Directive 2004/24/EC and the HMPC guidelines.
No specific guidance is provided to the applicant by the
Italian competent Authorities.

Evaluation process
The evaluation of the marketing authorisation/registration applications is carried out by the Italian Medicines Agency. No specific
herbal committee is involved in the evaluation process.

FEES

stressed the importance of developing package leaflets in a
of scientific terms. This requirement is applicable to all medicinal
products (including herbal and traditional herbal medicines) except
those dispensed in hospitals or directly by a specialist.
In Circular Letter No. 13 of 16.10.19976 (Official Gazette
of 18 November 1997), the Ministry of Health published a
guideline on the label and leaflet of self-medication products
(medicinali di automedicazione) in which detailed instructions
were given for the presentation of the leaflet in a consumerfriendly manner. The following text has to be included either
on the label or in the leaflet:
“Before use, read all the information in the leaflet with care.
This is a self-medication product, which can be used to treat

There are no specific fees for herbal medicines. Hence the

minor and temporary ailments which can easily be recognised

full fee of € 55,680 applies.

and treated without the intervention of a medical doctor. It can
thus be bought without prescription but must be used correctly

Li s t o f tra d iti o n a l h e r b a l m e d ici n a l
products registered
Since the transposition of Directive 2004/24/EC into the
Legislative Decree no traditional herbal medicinal product
has been registered.

Product Information
The EU’s patient information provisions are included in Legislative Decree No. 219 of 24 April 2006 (as amended by
Legislative Decree No. 274/2007). All packs must carry
a patient leaflet unless all the required information can be
printed on the package label.
Law No. 149 of 26 July 2005 stipulated that the labels of all
medicines (except small-volume packs for which a specific
internal leaflet must be provided) should present the invented
name of the product in Braille before 31 December 2005.
In April 2006 – in application of Law No. 149 of 26 July
2005 – the Ministry of Health founded a working group
charged with identifying the best way to inform the blind of
a medicine’s expiration date. The working group presented its
proposals at the end of December 2006, and a Ministry of
Health Decree was published in April 20075 indicating that
labels bearing the medicine’s expiration date in Braille will
have to be added by the pharmacist on packs upon request
from the patient/consumer.
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to avoid unwanted effects. For further information and advice,
see a pharmacist. Consult your doctor if the condition persists
after a brief period of treatment.”
The Law on Public Health Expenditure No. 405
of 11 November 2001 introduced a provision stipulating that a special mark (bollino7)
should be printed on the outer packaging
of all non-prescription medicines, including
herbal ones, from March 2002 onwards in
order to make it easier for consumers to recognise them.
In application of Directive 2004/24/EC, Article 27 of
Legislative Decree No. 219 states that the labelling and
package information leaflet of a traditional herbal medicine
need to indicate that:
• The product is a traditional herbal medicine for use in
specified indication(s) exlusively based upon long-standing
use (“Il prodotto è un medicinale di origine vegetale d’uso
tradizionale da utilizzare per indicazioni specifiche basate
esclusivamente sullímpiego di lunga durata”)
• The user should consult a doctor or a qualified health
care practitioner if the symptom persist during the use of
the medicinal product or if adverse effect not mentioned
on the package leaflet occur (“L’utilizzatore deve consultare un medico o un operatore sanitario qualificato nel
caso di persistenza dei sintomi durante l’impiego del
medicinale in questione o se insorgono reazioni averse
non riportate nel foglio illustrativo”).

In accordance with Directive 2004/24/EC, advertising of

The final decision by the Authority regarding the use of trade

contain the following statement:

names is still taken on a case-by-case basis.

Advertising
Herbal medicinal products and traditional herbal medicinal
products are subject to the same general rules as conventional
medicines.
Within the non-prescription medicines category the current
regulation foresaw two classes:
• OTCs which can be advertised to the public
• SOPs (Senza obbligo di prescrizione) which cannot
be advertised to the public (this differs from Art. 88 of
Directive 2001/83/EC as amended).
The EU’s provisions on pharmaceutical advertising are included
in Legislative Decree No. 219 of 24 April 2006.
The Italian Ministry of Health officially recognised the Istituto
dell’Autodisciplina Pubblicitaria (IAP) as the body authorised to
carry out the pre-control of OTC medicine advertising in Italy
in radio, newspapers and magazines with effect from 1 July
1993. Reference to IAP is not mandatory for companies.
The 2001 Finance Bill introduced the notion of silent assent
for the approval of OTC advertising. This means that if no
reaction is received within 45 days from submission, the
advertising is considered as approved by the Ministry.
No authorisation needs to be requested if:
• The print advertising is limited to the name of the product
(reminder advertising). Reminder advertising can be
requested for specific authorisations.
• The print advertising contains an integral reproduction of
the patient leaflet and a clear invitation to carefully read
the patient information leaflet. In this case, it is possible
to use a photograph or a graphic representation of the
external packaging.
There needs to be a warning message in OTC advertising stating “This is a medicine. Please read the leaflet carefully”.
If there is a breach of the advertising laws, companies can
be sanctioned by fines.

I TA LY

Trade Name

traditional herbal medicinal products additionally needs to
“Medicinale di origine vegetale tradizionale (o fitoterapia
tradizionale) da utilizzare per indicazioni specifiche basata
esclusivamente sull’impiego di lunga durata”. (“Traditional
herbal medicinal product for use in specified indication(s)
exclusively based upon long-standing use” )

Distribution
Herbal medicinal products and traditional herbal medicinal
products, as all non-prescription medicines, can be sold in
pharmacies or other sale outlets provided that a pharmacist
is present.

Other information
Taxes
The applicable value-added tax for herbal medicinal products
in Italy is 10% (D.P.R. 26 October 1972, n. 633.)
Links
• http://anifa.federchimica.it
• Italian Medicines Agency (AIFA):
http://www.agenziafarmaco.it/
• Ministry of Health:
http://www.ministerosalute.it/
•G
 azetta Ufficiale (Official Journal):
http://www.gazzettaufficiale.it/
• Legislation online:
http://gazzette.comune.jesi.an.it
AESGP Members
Associazione Nazionale dell’Industria Farmaceutica dell’Automedicazione ‑ Anifa
Via Giovanni da Procida, 11
I-20149 Milano
Italy
Phone:

+39 02 34 56 52 48

Fax:

+39 02 34 56 56 21

E-mail:

anifa@federchimica.it

Website: http://anifa.federchimica.it

Advertising on the Internet is allowed following authorisation.
Comparative advertising is not allowed for medicines in Italy.
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Associazione italiana fra coltivatori, raccoglitori, trasformatori,
importatori, esportatori, grossisti e rappresentanti di case
estere di piante medicinali aromatiche – Assoerbe
Via Filargo 38
I - 20143 Milano
Phone:

+39 02 45487429

Fax:

+39 02 92878522

E-mail:

assoerbe@assoerbe.eu

Website: http://www.assoerbe.it/ita/
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l atvia
Area:

64 589

Inhabitants (2009):

km2

2 261 294
35

Gross Domestic Product (2009) (e):

LV L  1 3 . 0 6 2 =

i n h a b ita n ts p e r k m 2

e ur o

18.508

l atvia

Population density (2009):

billion

Sources: Eurostat 2010.

Legal framework

Dossier

Past

Requirements for the application dossiers are described in

Before the transposition of Directive 2004/24/EC into national Latvian law there was no specific legislation concerning
herbal medicinal products and traditional herbal medicinal
products.
Present
Directive 2004/24/EC was transposed and implemented into
The Cabinet of Ministers Regulations No. 376 / 09.05.2006
“Medicinal Product Registration Procedure”1.

C lassification
Marketing authorisation for herbal medicinal products with
well-established use is currently most commonly applied for
in Latvia.
According to Regulations No. 376 / 09.05.2006 “Medicinal Product Registration Procedure” the State Agency of
Medicines is entitled to decide on whether the product meets
the definition of a medicinal product as provided for in the
Pharmacy Law (Act).
There is no positive or negative list of plants established by
the Latvian Authorities for use in medicines or food.

Regulations No. 376. They are fully consistent with the ones
provided in Directive 2004/24/EC and with the HMPC
guidelines.

Evaluation process
Evaluation is performed by the State Agency of Medicines,
according to the above-mentioned Regulations No. 376.
There is no specific herbal committee involved in the assessment process.

FEES2
Full application (Art. 8.3 of Directive 2001/83/EC as
amended) for a herbal medicinal product: LVL 4,000 (approximately € 5,700)
Bibliographic application (Art. 10a of Directive 2001/83/EC
as amended): LVL 4,000 (approximately € 5,700)
Traditional herbal medicine application:
- Combination of up to three herbal substances: LVL 1,000
(approximately € 1,400)
- Composition of more than three herbal substances: LVL 1,500
(approximately € 2,140)

Transitional period
According to Article 137 of Regulations No. 376, products
on the market which fulfil the criteria of traditional use and
which have fulfilled the legally required procedure (i.e. as a
food or a cosmetic) can remain on the market until 20 May
2011. After 20 May 2011, such products can remain on
the market only if they have obtained a registration from the
State Agency of Medicines.
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List of traditional herbal medicinal products registered
So far, one traditional herbal medicinal product has been registered in Latvia. Several applications for traditional herbal medicinal
product registration received by the Latvian authorities are still pending.
Date of
THR grant
22/12/2009

Product
Doppelherz Energovital Tonik K
Oral liquid
Crataegi fructus
Melissae folium
Rosmarinus folium
Valeriana radix
Queisser Pharma GmbH & Co., Germany

Indication
Traditionally used to support cardiovascular system
especially with connection to nervous stress and
during convalescence.

Product Information

Advertising of traditional herbal medicines shall include the

Requirements for labelling and package leaflets are described

which are used as indicated, and only on the basis of the

in The Cabinet of Ministers Regulations No. 57/17.01.2006

following indication: “Traditional herbal medicinal products,
results gained over a long period of time”.

“Labelling procedure of medicinal products and requirements
for the package leaflets”3.
Labelling and package leaflet of traditionally used herbal
medicinal products should contain the following particulars,
in addition to the general ones specified in Articles 10, 14
and 15 of these Regulations:
“Note that the specific product is a traditionally used herbal
medicinal product with defined indications that are based
only on long-term use”;
“Note that the user should consult his/her physician or a
qualified health care specialist, if symptoms remain during the
administration of the medicinal product, or some adverse effects
develop that are not mentioned in the package leaflet”;
“Note the traditional use of herbal medicinal product.”

Distribution
Medicinal products including herbal medicinal products and
traditional herbal medicinal products can only be sold in
pharmacies in Latvia.

Other information
Taxes
The VAT for medicinal products is 10% in Latvia.
Links
•	State Agency of Medicines:
http://www.zva.gov.lv
•	Ministry of Health of the Republic of Latvia:

Trade name
There is no specific trade name requirement for herbal medi-

http://www.vm.gov.lv/
•	Latvia pharmaceutical industry association:
http://www.siffa.lv/

cines and traditional herbal medicines.

Advertising
Requirements concerning advertising are described in The
Cabinet of Ministers Regulations No. 167/06.03.2007
“Medical Product Advertising Procedure and Procedure Entitling
a Manufacturer of Medicinal Products to Provide Free Samples
of Medicinal Products to Physicians”4.
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m a lta
Area:

316

Inhabitants (2009):

km2

415 578

Population density (2009):

1 315.1

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2
e ur o

5.682

billion

Source: Eurostat 2010.

Past
There was no specific legislation on (traditional) herbal medicines
in Malta before the transposition of Directive 2004/24/EC
into national law.
Present
Directive 2004/24/EC has been faithfully transposed into
Maltese legislation through Legal Notice 379 of 2005.
The Medicines Act, 20031 (Act. No. III of 2003) amended by
Act No. XI of 20072 gives new definitions for ‘herbal medicinal
product’, ‘herbal preparations’ and ‘herbal substances’ corresponding to the ones given in Directive 2004/24/EC.
A document entitled Placing a herbal medicinal product on
the Maltese market3 is published on the Maltese Medicines
Authority website. Further guidance is being prepared and will
be published on the Medicines Authority’s website4.
The Medicines Authority will embark on an educational campaign and start implementing the traditional herbal medicinal
product legislation in 2010.

C lassification

• The existing arrangements will continue under which herbal
medicinal products (like any other medicines) may be eligible
for a full marketing authorisation based on demonstration
of safety, quality and efficacy. Registration requirements

M A LTA

Legal framework

for this type of authorisation are similar to those of other
medicinal products and are subject to all the requirements
of the regulations under the Medicines Act, 2003
• The Traditional herbal medicinal products registration (as
per Article 16a of Directive 2001/83/EC as amended)
was introduced on 30 October 2005. It is considered
that it will help protect public health by requiring specific
standards of safety and quality for traditional herbal
medicinal products.
To help determine whether a herbal product is a medicine
or not, a guidance on what is a medicine is available in the
Borderline Classification Committee (BCC) web-section. The
manufacturer may also seek direct advice from the Authority’s
Borderline Classification Committee by completing a BCC
application form and submitting it to the Committee together
with the labelling, packaging and patient information.
There is a negative list of plants in foods and food supplements
which should be published on the Agency’s website. Those
plants will hence require registration as medicinal products. This
could be both as well-established use and traditional herbal
medicinal products depending on outlined criteria.

There are two regulatory routes to license herbal medicinal
products in Malta:
• A marketing authorisation (as per Article 8(3) for a full
authorisation or Article 10a for well established use
authorisation of Directive 2001/83/EC as amended)
as transposed in the Medicines (Marketing Authorisation)
Regulations, 2007, as amended (Legal Notice 324 of
2007). Regulation 4 outlines the requirements for a full
application and Regulation 7(2) outlines the requirements
of well-established use.

Transitional period
Manufactured herbal medicinal products placed on the market
before 30 April 2004 will need to either seek registration
or marketing authorisation as set out in the ‘Classification’
section.
The Medicines Authority had requested importers, wholesale
dealers and other companies placing herbal products on the
Maltese market to notify the Herbal Products section about
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any products containing herbal substances and to provide
evidence, when required, to demonstrate that a product was
on the market on 30 April 2004. The products for which
notifications have been received and which satisfy the criteria
for traditional herbal products will be able to benefit from the
7-year transition.
This will be further enforced by the organisation of seminars
for importers, wholesale dealers and other related companies
and by requiring that they notify their intent to register their
products in accordance with the legislation. The information
on the website is being updated with new information on
the requirements.
There are no companies manufacturing herbal products in
Malta.

Dossier
Registration requirements for a simplified registration procedure are being set up and an application form based on

Evaluation process
The evaluation of dossiers is carried out by assessors trained
in the assessment of herbal medicinal products. No specific
committee is involved during the evaluation process. A technical committee is involved in the final decision to grant a
marketing authorisation or not. There is a committee to assist
applicants decide whether their product is a THMP or a WEU
product. This committee also drafts guidelines and lists for the
applicants, as required.

FEES5
Full application (Art. 8.3 of Directive 2001/83/EC as
amended):
• National procedure: € 116,468.67
•M
 utual Recognition procedure and Decentralised procedure
where Malta is acting as
- CMS: € 116.47
- R MS: national procedure fee + 20% =
€ 139,762.40

these requirements will be made available on the Maltese

Bibliographic application (Art. 10a of Directive 2001/83/

Medicines Authority’s website.

EC as amended):

In application of Directive 2004/24/EC, some of the
documents that will be required for simplified registration
include:
• SmPC (Summary of Product Characteristics)
• Quality dossier covering the quality of the herbal ingredients and the finished product
• Bibliographic review of safety data
• Expert report(s) on non-clinical and clinical aspects of
safety
• Expert report(s) including bibliographic or expert evi-

• National procedure: € 34,940.60
•M
 utual Recognition procedure and Decentralised procedure
where Malta is acting as
- CMS: € 116.47
- R MS: national procedure fee + 20% =
€ 41,928.72
Traditional use application:
• National simplified registration for a traditional herbal medicinal product (Quality assessment only): € 582.34

product has been in medicinal use throughout a period

Li st of trad itional he rba l
medicinal products registered

of 30 years

So far, no application for traditional herbal medicinal products

dence that the medicinal product or corresponding

• Draft patient information leaflet
• Draft labelling
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registration has been received by the Maltese Medicines
Authority.

Product Information

Distribution

In addition to the requirements laid down by regulations 2

Currently all products authorised as medicinal products (pre-

to 10 of the Medicinal Products (Labelling and Packaging)

scription or non-prescription), including traditional herbal

Regulations, 2005, and in accordance with the provisions

medicinal products, have to be sold in pharmacies.

laid down in Directive 2004/24/EC, any labelling and user
package leaflet shall contain a statement to the effect that:
• the product is a traditional herbal medicinal product
for use in specified indication or indications exclusively

Self-service is not allowed by the legislation.

Other information

based upon long-standing use; and
practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned
in the package leaflet occur.

Taxes
There is no VAT on medicinal products.
Links

Trade Name

•M
 altese Medicines Authority:
http://www.medicinesauthority.gov.mt/

There are no published guidelines on names specifically on

•D
 epartment of Information – Malta (legislation):
www.doi.gov.mt

herbal medicinal products. The European Medicines Agency’s
“Guideline on the acceptability of names for human medicinal
products processed through the centralised procedure – Rev.
5” applies.

M A LTA

• the user should consult a doctor or a qualified health care
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Advertising

Herbal Medicinal Products

In addition to the requirements laid down by the Medicinal
Products (Advertising) Regulations 2005, and in accordance
with Directive 2004/24/EC, any advertisement for a medicinal
product registered under these regulations shall contain the
following statement: “Traditional herbal medicinal product for
use in specified indication or indications exclusively based
upon long-standing use”.
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NE T HE R L A N D S
Area: 		

41 526

Inhabitants (2009):		
Population density (2009):		

km2

16 509 050
397.6

Gross Domestic Product (2009) (e): 		

i n h a b ita n ts p e r k m 2

e ur o

574.826

billion

Sources: Eurostat 2010.

Legal framework

Transitional period
In the Netherlands there is a transitional period of 4 years and

Before the transposition of Directive 2004/24/EC into Dutch
national law there was no specific national legislation on
herbal medicinal products and traditional herbal medicinal
products.
Present
Directive 2004/24/EC has been transposed and implemented in Medicines Law of 8 February 2007 (Geneesmiddelenwet)1.
The Dutch Medicines Evaluation Board (MEB) provides some
information on marketing authorisations and registrations of
herbal medicines in an FAQ document on their website2.

8 months after the implementation of the Medicines Law. Until
29 February 2008, parts of the application dossier could be
submitted to the authorities for a pre-evaluation (i.e. module 1
and part of module 2). The deadline for the submission of the
complete dossier is then 1 November 2011 (Article 118 of
the Law erroneously mentioned January 2011 as the end of the
transition period but was corrected by the Ministers thereafter).
Other transitional measures for products already on the market
during the transitional period have also been developed but it
seems that they have not been put into use by companies.

Dossier
The content of the dossier should generally follow Directive
2004/24/EC and the HMPC guidance documents.

C lassification

Provided on the website is additional guidance3 on how to

Registration of traditional herbal medicines is the most common

be demonstrated with bibliographic or expert evidence, for

way to license herbal medicines in the Netherlands.
In the Netherlands, herbal products, i.e. products containing
plants and/or plant extracts, are divided into two sub-categories:
officially registered medicinal products and non-registered
products, classified as foodstuffs. The latter cannot make any
medicinal claims.
The Dutch Authorities have established a list of plants which

document the 30 years of medical use. Traditional use must
example by using:
• Marketing data, brochures, etc.
• References to manuals, such as the Farmacotherapeutisch
compendium (J. van Hellemont), Pharmacotherapeutisch
vademecum, old editions by Martindale, Rote Liste,
Informatorium
• Official lists of licensed/authorised traditional herbal
medicinal products in other member states of the European Union;

are prohibited for use in any products due to their toxicity.

• Reports from experts such as pharmacognosists, herbal-

In case of doubt on the classification of a product as herbal

• National pharmacopoeias of member states that were

medicinal product, traditional herbal medicinal product or
even food supplement, the Dutch Medicines Evaluation Board
is the deciding authority.

NE T H E R L A NDS

Past

ists, doctors and pharmacists
used in the past, or the British Herbal Pharmacopoeia
•H
 oppe HA. Drogenkunde
• List PH, Hörhammer L. Hagers Handbuch der Pharmaceutischen Praxis. Für Apotheker Arzneimittelhersteller Ärzte
und Medizinalbeamte
• Madaus G. Lehrbuch der biologischen Heilmittel.
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The supporting evidence must show that the product or a

FEES4 (as of 1 January 2010)

corresponding product has been used in medical practice
for at least 30 years. Reference to a source published 30

Full application (Art. 8.3 of Directive 2001/83/EC as

years ago is not sufficient, as this simply demonstrates that

amended) / Bibliographic application (Art. 10a of Directive

the product was in use 30 years ago. There must also be

2001/83/EC as amended):

a connection between the duration of use and the claimed

• National application: € 43,900

use. A corresponding herbal medicinal product may also be

• Mutual Recognition procedure where The Netherlands

referred to in order to support the length of use claim. Here,

are acting as

‘corresponding’ means that it has the same active ingredients

- CMS: € 19,780

(regardless of the excipients used), an equivalent concentration

- RMS: € 63,470 (= National application fee of

and posology, an identical or comparable intended effect

€ 43,900 + surcharge of €19,570 as NL = RMS)

and an identical or comparable method of administration.
However, some changes to the products over 30 years are

• Decentralised procedure where The Netherlands are
acting as

accepted. Generally, removal of substances is acceptable,

- CMS: € 31,735

but additions are not.

- RMS: € 63,470
• Annual fee: € 1,050

Documentation on a combination product can be used for an
application with only one plant of that combination; however
the reverse case is not accepted.

Traditional use application
• National application: € 2,600
• Mutual Recognition procedure where The Netherlands

It is indicated on the MEB website that applicants can ask
the MEB for advice on dossier requirements prior to submitting a dossier.

Evaluation process
The application is assessed by the MEB’s Botanicals Department on the basis of criteria laid down in the Dutch Medicines
Law. The Botanicals Department also establishes the conditions
under which the product can be allowed onto the Dutch market.
Safety and quality are the key criteria. Efficacy is assessed on
the basis of documented long-standing use. Once the MEB
has made a positive assessment of the medicinal product, the
manufacturer receives marketing authorisation. The medicinal
product is then added to the Register of Medicinal Products
and given a marketing authorisation number.
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are acting as RMS: € 5,400 (= National application fee
of € 2,600 + surcharge of € 2,800 as NL = RMS).
• Annual fee: € 490

List of traditional herbal medicinal products registered
In the Netherlands the following listed plants have so far been registered as traditional herbal medicinal products. All registered
products are published on the MEB website5 along with their SPC and PIL.

Product

Indication

11/06/2007 Kaloba druppels voor oraal gebruik
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

11/06/2007 Umkan druppels voor oraal gebruik
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

12/01/2009 Kaloba Junior, stroop
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

12/01/2009 Umkan stroop
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

13/01/2009 Kaloba tablet
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

13/01/2009 Umkan tablet
Pelargonium sidoides, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Common cold

09/02/2009 Rodexa®
Film-coated tablets
Rhodiola roseae, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Stress symptoms such as fatigue, exhaustion and
anxiety.

10/02/2009 Vitango
Film-coated tablets
Rhodiola roseae, radix
Dr. Willmar Schwabe GmbH & Co. KG, Germany

Stress symptoms such as fatigue, exhaustion and
anxiety.

08/04/2009 A. Vogel Atrosan gel
Arnica montana, flos
Biohorma BV

Symptomatic relief of muscular aches, pains and
stiffness, sprains, bruises and swelling after contusions.

10/09/2009 A. Vogel Aescularforce, tablets
Aesculus hippocastanum
Biohorma BV

Used in varicose veins and piles and to reduce the
symptoms of tired and heavy legs, cramp, restless legs,
as a result of reduced blood supply to the veins.

15/10/2009 A. Vogel ProstaforceMed, capsules
Serenoa repens, fructus
Sabal serrulata
Biohorma BV

Used to reduce micturition problems such as frequent,
difficult and incomplete urination, dribbing, nocturnia
and weak urinary stream in men with confirmed
benign prostatic hypertrophy.

24/02/2010 Harpadol 435mg, capsules
Harpagophytum procumbens, radix
Laboratoires Arkopharma, France

Traditionally used in the treatment of minor painful
articular manifestations.

NE T H E R L A NDS

Date of
THR grant
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Product Information

Trade Name

The EU’s patient information provisions were implemented in

The Medicines Evaluation Board in 2007 released two revised

the Netherlands through a Decree on labels/leaflets taking

documents with extensive guidance on two related issues:

effect on 20 July 1994. The new Medicines Law implement-

(a) Names for medicinal products (MEB-13-3.0)7 and (b) The

ing Directives 2004/27/EC and 2004/24/EC and other

use of umbrella trade names (MEB-4-3.0)8.

changes came into force on 1 July 2007.
Umbrella trade names are no longer allowed for different
Until the new law came into effect, the provisions on Braille

prescription medicines, but the same trademark for prescription

did not have to be applied for national registrations. The

and non-prescription medicines remains possible.

Medicines Evaluation Board has implemented the Directives in its guidelines. If a product name is too long to be

In the guidance document on umbrella trade names, the basic

mentioned in Braille on a small pack, it may be abbreviated

principle is still that the active ingredient has to be included

under certain conditions.

in the product name in case an umbrella trade name is used
for products with a different active ingredient. However, an

In the mutual recognition or decentralised procedures, a user

exception is made for product names containing a distinguish-

test of the package leaflet is required in one of the European

ing invented name besides the umbrella trade name. In that

languages. Package leaflets of line extensions and other

case it is not necessary to include the active ingredient in the

products with an almost identical SPC and package leaflet

product name.

do not need to be user-tested.
The same trademark can be used for medicines and other products
Patient information leaflets can be consulted via a databank6

(e.g. food supplements, cosmetics and parapharmaceuticals).

on the website of the Medicines Evaluation Board.
New labelling guidance issued in April 2008 confirmed that the
Generally, all the requirements relating to labels and pack-

packaging of a medicine has several distinct features, which, if

age leaflets for conventional medicinal products also apply

taken together, allow the proper identification of a product.

to traditional herbal medicinal products.
Herbal medicinal products as well as traditional herbal meIn addition, the indication in the Summary of Product Char-

dicinal products are subject to the same provisions regarding

acteristics (SPC) must be described as follows: “Traditioneel

trade names as other medicinal products.

kruidengeneesmiddel bij …[indicatie]…, toegepast uitsluitend
op basis van langdurig gebruik” (“Traditional herbal medicinal
product for use in… [indication], administered only on the
basis of long-standing use”).
The following warning must also appear on both the label and
in the package leaflet: “Raadpleeg uw arts indien de symptomen tijdens het gebruik van dit geneesmiddel aanhouden of
als zich niet in de bijsluiter vermelde negatieve bijwerkingen
voordoen” (“Consult your doctor if your symptoms persist
during the use of this medicinal product or if adverse effects
not mentioned in the package leaflet occur.”)

Advertising
The EU’s provisions on pharmaceutical advertising laid down
in Title VIII of Directive 2001/83/EC as amended were implemented in the Netherlands by the Decision of 31 October
1994 on the rules concerning the advertising of medicinal
products (Staatsblad 1994 787 of 15 November). This
decision has been updated by the new Medicines Law (see
points on legal framework and dossier above).
The Dutch pharmaceutical manufacturers’ associations ‑ Neprofarm (for OTCs) and Nefarma (for prescription medicines)
‑ have, in close cooperation, established a general Code
of Conduct based on the EU provisions which deals with
pharmaceutical advertising to the public as well as to health
professionals. The section on advertising to the general public,
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of Medicines), became effective at the beginning of 1995.
OTC advertising is allowed in all media. All indications of
registered non-prescription medicines (as mentioned in the
package leaflet) are regarded as suitable for self-medication
and can be mentioned in public advertising.
A reference to indications, contra-indications and a reference
to “Read the outer package label before purchase” must be
included in advertisements in all media. In radio and TV
commercials, the reference “Read the outer package label
before purchase” can be replaced by an invitation to read the
leaflet before taking the product. However, if all instructions
for use or an invitation to read the leaflet before using the
product is mentioned on the outer packaging, this obligation
is already fulfilled if the sentence “Read the outer packaging
before purchase” is mentioned in the commercial.
All advertising control is officially in the hands of the self-regulatory
control body Stichting Code Geneesmiddelen-Reclame (CGR).
This body was founded in 1998 by the following stakeholders:
non-prescription and prescription medicines industry, wholesalers,
pharmacists, druggists and medical doctors. It started its
activities in March 1999. However, it was agreed that the

Distribution
Under the revised Medicines Law (Geneesmiddelenwet) that
came into force on 1 July 2007, a general-sale category
and a pharmacy-only category were added within the class
of non-prescription medicines. Therefore the following three
categories of non-prescription medicines now co-exist:
• UAD (Uitsluitend Apotheek en Drogisterij = Pharmacy
and Drugstore only)
• UA (Uitsluitend Apotheek = Pharmacy only)
• AV (Algemene Verkoop = General Sale).
In principle, herbal medicinal products and traditional herbal
medicinal products can be classified under any of the above
categories. However, most herbal medicinal products and
traditional herbal medicinal products currently registered
belong to category UAD or AV.

NE T H E R L A NDS

which is a stand-alone document (Code on Public Advertising

Since July 2002, self-selection of non-prescription medicines
in pharmacies and drugstores has been allowed without any
further legal conditions.

Other information

self-regulatory control body Keuringsraad Openbare Aanprijzing

Taxes

Geneesmiddelen (KOAG), which has exercised pre-control

The reduced VAT rate on all medicines is 6%.

of public advertising since 1926, would remain in charge of
controlling OTC advertising to the general public.
In case of breach of the advertising code, transmission of
the advertisement will be stopped (pre-control). This can be

Links
• Neprofarm:
www.neprofarm.nl

accompanied by a public warning statement.

• College ter Beoordeling van Geneesmiddelen (CBG):
http://www.cbg-meb.nl/

The rules for OTC advertising to health professionals are the

• Medicines Evaluation Board (MEB):
http://www.cbg-meb.nl/cbg/en/default.htm

same as those for prescription medicines.
Comparative advertising is allowed in the Netherlands and
is regulated under Article 33 of the Code on Public Advertis-

• Ministerie van Volksgezondheid, Welzijn en Sport (Ministry of Health, Welfare and Sport):
http://www.minvws.nl/ / http://www.minvws.nl/en/

ing of Medicines.

• Legislation in force (search engine):
http://wetten.overheid.nl/

The same rules as for advertising of other medicinal products ap-

• Staatsblad (Official Journal):
https://zoek.officielebekendmakingen.nl/zoeken/

ply to herbal medicines and traditional herbal medicines.
Furthermore, advertising for a traditional herbal medicinal
product should include the mention that it concerns a traditional herbal medicinal product, the indications in which the

• Keuringsraad Openbare Aanprijzing Geneesmiddelen:
http://www.koagkag.nl/
• Stichting Code Geneesmiddelenreclame (CGR):
http://www.cgr.nl/

product is used and that the indications are exclusively based
on long-standing use.
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NO R WAY
Area:

323 900

Inhabitants (2009):

4 815 680

Population density (2009):
Gross Domestic Product (2009) (e):

km2

14.9
NOK 2 3 0 3 . 5 7 3

billion

=

i n h a b ita n ts p e r k m 2

e ur o

263.934

billion

Sources: Eurostat 2010.

Legal framework
Legal basis
Norway is a member of the European Economic Area (EEA)
Agreement and as such has harmonised an important part
of its pharmaceutical legislation with that of the European
Union. The EU’s classification provisions (laid down in Title VI
of Directive 2001/83/EC as amended) are implemented
through the Regulation of medicinal products of 18.12.20091
which came into force on 12 January 2010. The changed
provisions of the EU’s pharmaceutical legislation on traditional
herbal medicinal products (Directive 2004/24/EC) were
transposed into the Norwegian legislation in January 2010.
Definitions

• A marketing authorisation which can be obtained after
submission of a full application according to Chapter 3A
of the Regulation of medicinal products of 18.12.2009
(Article 8(3) of Directive 2001/83/EC, as amended)
or of a well-established use application (according to
Article 10a).
• A simplified registration procedure for traditional herbal
medicinal products, as provided in Chapter 3B § 3-16 of
the Regulation of medicinal products of 18.12.2009 (Article 16a of Directive 2001/83/EC, as amended).
The definition of a medicinal product according to Directive
2001/83/EC is the basis for the differentiation between
herbal medicines and food supplements. In case of doubt, the
Norwegian Medicines Agency (NOMA) decides whether a
product is a medicine or not.

(Traditional) herbal products are defined in §3-8 in the
according to Directive 2001/83/EC as amended by Directive 2004/24/EC.
Natural remedy (naturlegemiddel): a medicinal product in
which the active ingredient or ingredients derive from natural
sources, have not been processed too highly and consist of part
of an animal, bacterial culture, mineral, salt or salt solution.
Classification

TRANSITIONAL PERIOD

NO R WAY

Regulation of medicinal products of 18.12.2009 and are

Natural remedies containing herbals should (re)-apply for marketing authorisation/registration under the current framework (either
as traditional herbal medicinal products or well-established use
herbal medicinal products) to NOMA. The application should
have been submitted by 30 April 2009.
Products already existing on the market may continue to be
sold until the evaluation process is finalised. All products under
the scope of Directive 2004/24/EC should comply with the

(Traditional) herbal products are classified as medicines ac-

directive by 30 April 2011 at the latest to be permitted to

cording to Directive 2001/83/EC as amended by Directive

remain on the Norwegian market.

2004/24/EC.
Herbal medicinal products must be approved by the Norwegian
Medicines Agency (NOMA) before they can be marketed
in Norway. There are two routes available to license herbal
medicinal products in Norway:

Dossier
The dossier requirements for (traditional) herbal medicinal
products are described in the Regulation of medicinal products
of 18.12.2009 and comply with Directive 2001/83/EC as
amended by Directive 2004/24/EC.
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evaluation

18.12.2009 states that for traditional herbal medicinal prod-

The evaluation is performed at the department for Medicinal

that the product is a traditional herbal medicinal product for

Product Assessment according to the HMPC guidelines avail-

ucts, labels and package leaflets shall contain a statement
use in a particular indication(s) and that the indications are

able at the EMA website.

based solely on the experience of long-term use, and that

FEES (fees applying as of 1 January 2010)

the use of the product or if adverse effects not mentioned in

2

Marketing authorisation application (full and bibliographic
applications)
• National application: NOK 400,000 (approximately
€ 45,830)
• Mutual Recognition procedure where Norway is acting as
- CMS: NOK 150,000 (approximately € 17,186)
- RMS: NOK 400,000 (approximately € 45,830)
• Decentralised Procedure where Norway is acting as
- CMS: NOK 200,000 (approximately € 22,915)
- RMS: NOK 400,000 (approximately € 45,830)
Registration application for traditional herbal medicinal
products:
• With monograph: NOK 20,000 (approximately
€ 2,291)
• Without monograph: NOK 30,000 (approximately
€ 3,437)
• Reclassification from traditional herbal medicine to
well-established use: NOK 30,000 (approximately
€ 3,437)

L I S T OF T R A D I T I ON A L H E R B A L MED I C I N A L
P R ODU CT S R EG ISTER ED
No registration of traditional herbal medicines according to
the new legislation has been granted so far in Norway. An
overview of all the natural medicinal products that are authorised in Norway is published on NOMA’s website3 and will
eventually include traditional herbal medicinal products.

Product Information

the user should consult a doctor if symptoms persist during
the package leaflet occur.
In accordance with the requirements for leaflets provided for
visually impaired patients, all leaflets are presented in audio
through the website www.felleskatalogen.no/pasientutgave or
available through a free telephone service. Leaflets in Braille
may also be ordered.
For the Nordic countries, a common package may be used, but
in this case the labelling text must be in all concerned languages.
Also, if all languages are included on the patient information
leaflet the text must be identical in all languages.

Trade Name
The use of trademarks is governed by the Norwegian Trademark
Act4, which states that a trademark should not be misleading, offensive or similar to another company’s name, etc. A
trademark should be registered with the Norwegian Patent
Office5. Approval takes around 20 months.
NOMA must, according to the pharmaceutical legislation,
approve the trade name. Approval will not be granted if
the name is so close to that of an already marketed product
that the risk of confusion is obvious and/or if the name is
misleading.
In principle, it is allowed to use the same trademark for
medicines from the same product group. Decisions are taken
on a case-by-case basis. An active substance from the same
marketing authorisation holder should have the same trademark,
regardless of dosage, form, strength and indication. It is also
possible to use the trademark of the prescription product for

The EU’s patient information provisions (Title V of Directive

the OTC version of a product once it is switched. The same

2001/83/EC as amended) are implemented in Norway

trademark may not be used for medicines and other products

by the Regulation of Medicinal Products of 18.12.2009.

(e.g. foodstuffs or parapharmaceuticals).

According to guidelines, the product labelling should be in
Norwegian.
In addition to and in accordance with Directive 2004/24/
EC, § 13-13 in the Regulation of medicinal products of
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Advertising

Distribution

The EU’s provisions on pharmaceutical advertising now laid

Non-prescription medicines (other than traditional herbal

down in Title VIII of Directive 2001/83/EC as amended were

medicinal products) can be sold in pharmacies or medicine

implemented in Chapter 13 in the Regulation of medicinal

outlets, which are an extension of the district pharmacy. The

products of 18.12.2009. It stipulated that all medicines could

district pharmacy owns the medicines sold in the outlets and

be advertised to the general public for the indications and

is responsible for the training of the staff selling the medicines.

pack sizes eligible for sale without prescription.

Furthermore, well-established non-prescription medicines may
also be sold in general sales outside pharmacies/medicines

OTC advertising is allowed in all media except Norwegian-

outlets according to the conditions on general sales (requiring

based television. There is currently no political climate in favour

license from NOMA).

of changing this provision.
Regulation of distribution of traditional herbal medicinal products
According to the Regulation, the following information should

is under consideration by the Norwegian authorities.

statutorily be included in all radio and print advertising, as
well as in other forms of advertising (e.g. display materials):

Pharmacies are obliged to distribute all medicinal products,

the name of the medicinal product as well as the common

including all non-prescription medicines, approved for market-

name if the product contains only one active substance; the

ing in Norway. Moreover, pharmacies are obliged to always

information necessary for the correct use of the medicinal

keep a stock of all commonly prescribed and demanded

product; an invitation to read the label and/or the package

pharmaceuticals.

leaflet carefully.
Public advertising is controlled both by statutory regulation and
by self-regulation. On a day-to-day basis, advertising is controlled by the Committee for Drug Information. The Committee is
a joint venture between LMI (Legemiddelindustriforeningen The Association of the Pharmaceutical Industry in Norway)

Other information
Taxes
A VAT rate of 25% applies to all medicines, including herbal
products classified as medicines.

NO R WAY

and the Norwegian Medical Association.
Links
The self-regulatory code (last amended in March 2009)6
provides for the following sanctions in case of breach of the

• Statens legemiddelverk (Norwegian Medicines Agency

code: financial penalties, with a maximum of NOK 300,000

NoMA):
http://www.noma.no/

(approximately € 40,000); publication of the decision; an

http://www.legemiddelverket.no/

obligation to send a correcting letter. The authorities can also
sanction the offending company by prohibiting it to advertise
for a given period of time.
Comparative advertising is not allowed for non-prescription
medicines.
There are no specific requirements for traditional herbal
medicinal products beside the statement required by the
Directive.

•N
 orsk legemiddelhåndbok (Medicines guide):
http://www.legemiddelhandboka.no/
•M
 inistry of Health and Care Services:
http://www.regjeringen.no/nb/dep/hod.html?id=421
h ttp://www.regjeringen.no/en/ministries/hod.
html?id=421 (English)
•N
 orwegian Board of Health Supervision:
http://www.helsetilsynet.no/templates/sectionpage____5499.aspx
• Legislation online:
http://www.lovdata.no/all/
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poland
Area:

322 575

Inhabitants (2009):

km2

38 173 000

Population density (2009):

118.3

Gross Domestic Product (2009) (e):

PLN 1 3 7 8 . 8 8

billion

=

i n h a b ita n ts p e r k m 2

e ur o

318.62

billion

Sources: www.stat.gov.pl

Legal framework

Dossier

Past

Beside the provisions laid down in Directive 2004/24/EC

in Poland before the transposition of Directive 2004/24/EC
into national law.
Present
Directive 2004/24/EC was transposed into Polish legislation
through the Act of 30 March 20071, which came into force
on 1 May 2007.

C lassification
Classification of herbal products as medicinal products according to dosages, indications and pharmacology is based
on existing monographs of the EMA Committee on Herbal
Medicinal Products, monographs of the (German) ‘Commission E’, the European Scientific Cooperative for Phytotherapy
(ESCOP) and WHO.
In case of doubt on the classification of a product as herbal
medicinal product, traditional herbal medicinal product or food
supplement, the Office for Registration of Medicinal Products,
Medical Devices, and Biocidal Products2 takes the decision.
Transitional period
The transitional period foreseen for products already on the
market that fall under the scope of Directive 2004/24/EC
(following the transposition of Directive 2004/24/EC into
national law) expires on 30 April 2011.

and the HMPC guidelines there are no specific requirements
on the content of the application dossier for herbal medicinal
products and traditional herbal medicinal products.

Evaluation process
Herbal medicinal products and traditional herbal medicinal
products follow the same registration procedure as other medicinal products, i.e. the Office for Registration of Medicinal
Products, Medical Devices, and Biocidal Products conducts
the evaluation of the application.
If the proposed dose is lower than the therapeutically active
level (established in the monographs), the product is considered
as a foodstuff and requires a notification to the Chief Sanitary
Inspector. This concerns, for example, certain herbal teas.

FEES (as from 7 January 2010)
• The application fee for a marketing authorisation (both for
full and bibliographic applications) for a herbal medicinal
product is: PLN 20,735 (approximately € 5,280)
• The application fee for a registration for a traditional
herbal medicinal product is: PLN 7,656 (approximately

poland

There was no specific legislation on (traditional) herbal medicines

€ 1,949)

List of traditional herbal
medicinal products registered
Since the transposition of Directive 2004/24/EC, no traditional
herbal medicinal products have been registered in Poland.
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Product Information

In March 2008, the Office for Registration of Medicinal

The Minister of Health released an order concerning the

a new Guideline on the naming of medicinal products3.

contents of the patient information leaflet and texts on primary
and secondary packaging materials (Dziennik Ustaw No. 39,
position 321, 2009). This order states that all packs have

Products, Medical Devices, and Biocidal Products published

There is no specific requirement for herbal medicines and
traditional herbal medicines.

to carry patient information in Polish, but the use of other languages on the pack label in parallel to Polish is acceptable,
provided that the information is the same.
The latest update of the Pharmaceutical Law (Act of 30 March
2007) stipulated that the period for implementing the Braille
provisions will end by 2010, meaning that all packages will
have to carry Braille inscriptions by the end of 2009. These
conditions are published in the Minister of Health Order
(Dz. U. 2008, Nr 60, pos. 374).
The legislation mentioned above is applicable to herbal medicinal
products as well as to traditional herbal medicinal products.
According to Directive 2004/24/EC, the packaging of
traditional herbal medicinal products must include information that the indication is based upon long-standing use and
that the user should consult a doctor or a qualified health
care practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned in the
package leaflet occur.

Trade Name
A trademark should have at least three letters that are different
from the trademark for another medicinal product. This working
principle established by the Registration Commission refers to
the brand name of the product as submitted for registration.
This is unrelated to the trademark registered by the Trademark
Office, which may sometimes lead to confusion.
The same trademark can only be used for medicines from
the same product group if the international non-proprietary
name (INN) is used. The same trademark cannot be used
for medicines from different product groups.
The authorities describe their attitude towards the use of
trademarks as flexible but consistent. Trademark policy is more
flexible than in the past, e.g. names connected with names
of diseases ‑ as a prefix or suffix ‑ are usually accepted. The
same goes for extra, super, strong etc.
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Advertising
The general rules regarding pharmaceutical advertising are
defined in the Act of 6 September 2001 concerning pharmaceutical law, as amended on 30 March 2007. Executive
details are laid down in the Resolution of Ministry of Health
concerning the advertising on medicinal products (Dziennik
Ustaw from 2002 No. 230 pos.1936), which entered into
force on 1 January 2003. The law is in line with the EU’s
provisions on pharmaceutical advertising laid down in Title
VIII of Directive 2001/83/EC as amended.
Advertising of non-prescription medicines, including herbal
medicinal products and traditional herbal medicinal products,
is allowed in all media. The content of the advertisement
should be in line with the summary of product characteristics
and the patient leaflet, and it should as a minimum contain
the following information:
• the name of the medicinal product, as well as the common name if the medicinal product contains only one
active ingredient,
• the information necessary for correct use of the medicinal
product,
• an express, legible invitation to read carefully the instructions on the package leaflet or on the outer packaging,
whichever is relevant
In addition, advertising of traditional herbal medicinal products
should contain the following statement: “Traditional herbal
medicinal product for use in specified indication(s) exclusively
based upon long-standing use.”
Advertising must not be misleading, should present the products
objectively and inform about sensible use.
As non-prescription medicines are not reimbursed in Poland,
advertising for these products does not affect their reimbursement status.

Public advertising is usually controlled by law (Chief Pharmaceutical Inspector), e.g. companies are forced to stop/suspend
publication of advertising with questionable elements.
Comparative advertising is allowed in Poland under certain
conditions, but only when directed to healthcare professionals.
Some companies have been forced to stop their campaigns

Other information
Taxes
Since January 2000, the VAT for all medicinal products in
Poland is 7%.

directed to patients due to comparative claims based on the

Links

Law on unfair competition dated 16 April 1993.

• PASMI website:

PASMI, the Polish Association of the Self-Medication Industry,
set up an internal system for solving advertising litigations in
December 2007. This system is intended for PASMI members
and its main objectives are to find solutions and to promote

www.pasmi.pl
• Ministry of Health:
http://www.mz.gov.pl
•C
 hief Pharmaceutical Inspectorate:
http://www.gif.gov.pl

ethical action in pharmaceutical business.

•N
 ational Institute of Public Health:
http://www.il.waw.pl

Distribution

•N
 ational Institute of Hygiene:

In general, herbal medicinal products are sold in pharmacies

• P harmaceutical Portal for Poland:
http://www.pharmapoland.com/index.php

in Poland. However, there is a list of products that may be sold
outside the pharmacy. This list was published in the Order of

http://www.pzh.gov.pl

the Minister of Health (Dziennik Ustaw No. 171.1335 of

AESGP Member Association

6 October 2009)4.

Polski Zwią zek Producentów Leków Bez Recepty / Polish
Association of the Self-Medication Industry (PASMI)

Some herbal medicines are therefore sold via other outlets,

Ul. Lisowska 54 m. 2

i.e. herbal medicinal shops and pharmacy-stations, small

PL-01-820 Warszawa

pharmacies with a limited assortment, usually in rural areas.

Poland

Herbal medicinal shops can sell herbal and traditional herbal

Phone:

+48 (0)22 / 835 11 98

medicines.

Fax:

+48 (0)22 / 834 70 90

E-mail:

adam.klis@pasmi.pl

Website: www.pasmi.pl
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PO RT U G A L
Area: 		

91 906

Inhabitants (2009):		

km2

10 707 000

Population density (2009):		

116.5

Gross Domestic Product (2009) (e): 		

i n h a b ita n ts p e r k m 2

e ur o

163.595

billion

Sources: National Statistic Institute.

Legal framework

Dossier

Past

The application dossier should fulfil the requirements laid down

There was no specific legislation on (traditional) herbal medicines
in Portugal before Directive 2004/24/EC was transposed
into national law.
Present
Directive 2004/24/EC was transposed and implemented
in Section VI of the Decree-Law 176/20061 of 30 August
2006 which came into force on 31 August 2006.
The Portuguese Authorities have issued guidance documents to
assist applicants in their submission of herbal and traditional
herbal medicines applications.

in the legislation on traditional herbal medicinal products and
the HMPC guidelines.

Evaluation process
The evaluation of marketing authorisation/registration applications is carried out by Infarmed.
The legislation does not prescribe the creation of any specific committee for the purpose of evaluating the application
dossiers for herbal medicinal products and traditional herbal
medicinal products. Like any other application received by the
Portuguese Medicines Agency, the dossier is validated prior

C lassification

to evaluation. The evaluation itself is carried out by experts

The Portuguese Authorities have so far received more ap-

evaluation, if all the assessments are positive, the marketing

plications for herbal medicinal products with well-established
use than applications for registration of traditional herbal
medicinal products.
There is no list authorising, prohibiting or restricting the use of
certain plants in Portugal.
The classification of products as herbal medicinal products,

in the different fields (quality, safety and efficacy) and, after
authorisation/registration is approved by the Directive Council
of the Portuguese Medicines Agency.

FEES2
Full application (Art. 8.3 of Directive 2001/83/EC as
amended) / bibliographic application (Art. 10a of Directive
2001/83/EC as amended):

traditional herbal medicinal products or food supplements is

• National application: € 2,915.55

decided on a case-by-case basis. The Portuguese Medicines

• Mutual Recognition / Decentralised procedure where

Agency, Infarmed, provides its opinion on request concerning

Portugal is acting as:

the classification of a product as herbal or traditional medicine

- RMS: € 5,115

or food supplement. However, Infarmed does not have authority

- CMS: € 3,069

PO RT U G A L

on food supplements.
The fees listed above apply to marketing authorisation applicaTransitional period

tions of conventional medicines and herbal medicines.

In accordance with Directive 2004/24/EC, a transitional
period runs until 30 April 2011.
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Traditional herbal medicine application:
Administrative act No. 94/2009 of 28 of January, establishes specific fees relevant to traditional herbal medicinal

• P roducts containing up to 3 active substances:
€1,478.03
• Products containing more than 3 active substances:
€ 1,943.70

products:

List of traditional herbal medicinal products registered
So far one traditional herbal medicinal product has been registered in Portugal.
Date of
THR grant
28/09/2009

Product
Harpadol
Capsules with 435 mg of powder
Harpagophytum procumbens, radix
Laboratoires Arkopharma

Indication
Traditional herbal medicinal product used for the
treatment of mild joint pain, based on traditional
use only.

Product Information

based upon long-standing use” and “The user should consult a

Provisions concerning patient information that needed ad-

persist during the use of the medicinal product or if adverse

aptation due to the EU’s 2004 pharmaceutical review were
implemented through Decree-Law No. 176/2006 of 30

doctor or a qualified health care practitioner if the symptoms
effects not mentioned in the package leaflet occur”.

August, replacing the 1995 provisions.

The Braille provisions apply to the name of the medicinal

In principle, all packs for medicinal products have to carry

to all medicinal products including herbal medicinal products

patient information leaflets. However, if all the required information is contained on the outer packaging or on the primary

product, INN, strength and pharmaceutical form. This applies
and traditional herbal medicinal products.

packaging, no leaflet is required.

The rules on user testing/patients’ consultation are also ap-

The information to be included on the outer packaging, on the

medicinal products. Clarification concerning the transitional

label of the primary packaging and in the patient information

plicable to herbal medicinal products and traditional herbal
period for user testing has been issued by Infarmed3.

leaflet should be in Portuguese, in clear and easily understandable language. However, the information may also be
provided, in parallel, in other languages.
The outer packaging may include signs or pictures to explain
certain parts of the required information, as well as other information in accordance with the summary of product characteristics.
This information should contribute to health education and should
not include any information of a promotional nature.
The general rules for product information on medicinal products
apply to herbal medicines and traditional herbal medicinal
products as well, but in addition traditional herbal medicinal
products should bear the mandatory statements laid down in
Directive 2004/24/EC i.e. “The product is a traditional herbal
medicinal product for use in specified indication(s) exclusively
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Trade Name
The rules governing the use of trademarks for medicines,
including those of herbal origin, stipulate that it is not possible
to use the same trademark for:
• medicines from the same product group;
• medicines from a different product group;
• a prescription-only and a non-prescription medicine;
• medicines and other products (e.g. foodstuffs, parapharmaceuticals)
A guideline on the acceptability of invented names for human
medicinal products processed through the national procedure
was just approved by Resolution No. 039/CD/2009 of 1
April 2009.

Advertising

the terms of the traditional herbal registration for that product]

The EU’s provisions on pharmaceutical advertising laid down

remedy.”

exclusively based on long-standing use as a traditional herbal

in Title VIII of Directive 2001/83/EC as amended were implemented by Decree-Law No. 176/2006 of 30 August.

Distribution

Non-reimbursable non-prescription medicines may be publicly

Herbal medicinal products can be sold in supermarkets and

advertised in all media provided that:
• It is unequivocally identified as advertising;
• It is expressly indicated that it is a medicinal product;
• The advertisement includes the following information:

herbal stores.

Other information

- Name of the medicinal product as well as the common
name if the medicinal product contains only one active

Taxes

substance, or brand;

A (reduced) VAT rate of 5% applies to all medicines.

- Indispensable information for the sensible use of the
medicinal product, including therapeutic indications
and special precautions;
- Advice to the user to carefully read the information
included in the secondary packaging and leaflet and,
in case of doubt or if symptoms persist, to contact a
medical doctor or a pharmacist.
In accordance with Decree-Law No. 176/2006 of 30 August,
Infarmed is competent for regulating matters relating to the
advertising of medicinal products. Accordingly, the Agency
approved Resolution No. 044/CD/2008 which adopts the

Links
• Instituto Nacional da Farmácia e do Medicamento
Infarmed (Portuguese Medicines Agency):
http://www.infarmed.pt/
• P harmaceutical legislation:
http://www.apifarma.pt/default.aspx?parentid=657
http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/LEGISLACAO_FARMACEUTICA_COMPILADA/TITULO_III/TITULO_III_CAPITULO_I
•D
 iário da República (Official Journal):
http://www.dre.pt/

Regulation on advertising of medicinal products directed at
health professions, on free samples and on the registration
by Infarmed, I.P of advertising of medicinal products. It came
into force on 1 April 2008.
Article 163 of Decree-Law No. 176/2006 provided for
the set-up of a consultative body, the National Council for
the Advertising of Medicines (Conselho Nacional de Publicidade de Medicamentos) under the auspices of Infarmed.
The Council consists of 20 members and its composition,
powers and procedures are further defined in Administrative
Act No. 157/2009 of 10 February 20094.

AESGP Member Association
Associação Portuguesa da Indústria Farmacêutica (Apifarma)
Rua Pêro da Covilhã, 22
P-1400-297 Lisboa
Portugal
Phone:

+351 21 / 303 17 80

Fax:

+351 21 / 303 17 97 / 98

E-mail:

board@apifarma.pt

Website: www.apifarma.pt
Acnkowledgements

Breaches of the advertising law are penalised by fines ranging

Ana Paula Martins, National Authority of Medicines and Health

from € 2,000 to € 44,500.

Products, Portugal / Member of the European Medicines
Agency’s Committee on Herbal Medicinal Products

PO RT U G A L

Moreover, traditional herbal medicinal products are subject to
specific provisions. In accordance with Directive 2004/24/EC
the following statement must be included:
“Traditional herbal medicinal product for use in [specify one
or more therapeutic indications for the product consistent with
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R OM A N I A

R OM A N I A
Area:

238 391

Inhabitants (2009):

21 498 616

Population density (2009):
Gross Domestic Product (2009) (e):

km2

90
R ON 4 9 1 2 7 3 . 7

billion

=

i n h a b ita n ts p e r k m 2

e ur o

119.823

billion

Sources: Eurostat 2010.

Legal framework
Past
Before the transposition of Directive 2004/24/EC into
Romanian national law, a “Guideline on herbal medicinal
products with traditional therapeutic use”, approved by the
National Medicines Agency’s Scientific Council through
Decision No. 14/23.06.2001 provided a legal basis for
traditional herbal medicines until 1 January 2007. According to
this text, a marketing authorisation evaluation could be based
on an “abridged” dossier, partly or entirely exempted from
toxicological, pharmacological and clinical data. The guideline
classified medicinal products into categories depending on
whether abridged toxicological studies were required or not.
The guideline was completed by three annexes:
• A list of herbal medicinal products with recognised traditional
therapeutic use, therapeutic indication and toxicological
recommendations
• A list of accepted therapeutic indications
• A list of herbal medicinal products classified according
to therapeutic indications
It also contained information to health professionals and
general public on herbal medicinal products having laxative
properties.
Present
According to Law No. 95/2006, no medicinal product
may be placed on the Romanian market unless a marketing
authorisation has been issued by the National Medicines
Agency in accordance with Title XVII. This provision applies
to all medicinal products, including herbal medicinal products
and traditional herbal medicinal products.
Directive 2004/24/EC was transposed into the Romanian
legislation in Law No. 95/2006 published on 28 April 2006
and implemented (as amended) through Title XVII –The Me-

dicinal Product of Law 95/2006, Art. 695 – 863. Specific
provisions applicable to traditional herbal medicinal products
are laid down in section 3, Article 714-7211
For traditional herbal medicinal products a simplified authorisation procedure has been approved by the National Medicines
Agency Scientific Council Decision No. 18/28.09.2007,
approved by the Ministry of Health through Order No.
297/11.03.20082
With regard to herbal medicines, the general rules of conventional medicines apply.

C lassification
There are three types of marketing authorisation applications
in Romania:
• A full application (as per Article 8(3) of Directive 2001/83/
EC): The provisions concerning the data to be provided
for a full application are laid down in Article 702(4) of
Law No. 95/2006.
• A bibliographic application (as per Article 10a of Directive
2001/83/EC as amended) for herbal medicines with
well-established use. The applicant shall not be required
to provide the results of pre-clinical tests or clinical trials
if he can demonstrate that the active substances of the
medicinal product have been in well-established medicinal
use within the European Community for at least ten years,
with recognised efficacy and an acceptable level of safety
in terms of the conditions set out in Analytical, pharmacotoxicological and clinical norms and protocols in respect
of testing of medicinal products, approved through the
Minister of Public Health Order No. 906/25.07.2006.
In such an event, pre-clinical tests and clinical trial results
shall be replaced by appropriate scientific literature.
• An application for a traditional use registration (as per
Article 16a of Directive 2001/83/EC as amended) for
traditional herbal medicinal products; the legal basis is
Article 716 of Law No. 95/2006.
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Prior to Romania’s accession to the European Union, more
than half of the authorised herbal medicinal products were
categorised as herbal medicinal products with traditional
therapeutic use, based on the National Medicines Agency’s
Scientific Council’s Decision No. 14/23.06.2001.
In case of doubt regarding the classification of a medicinal
product as herbal medicinal product or traditional herbal
medicinal product, the National Medicines Agency shall refer
the product to the Committee on Herbal Medicinal Products
of the European Medicines Agency for their opinion.
There are no negative or positive lists of plants in Romania determining
the classification of a herbal as food supplement or medicine.
In accordance with Article 696 of Law No. 95/2006, in
cases of doubts on the classification of borderline product as
a food or medicine, the provisions of Title XVII of Law No.
95/2006 shall apply by default.
Transitional period
For traditional herbal medicinal products which were already
on the market when Law No. 95/2006 entered into force,
the National Medicines Agency shall apply the provisions laid
down in Articles 714-721 of this Law by 30 April 2011.
There are no specific transitional measures in place.

Evaluation process
According to Order No. 297/2008, the simplified authorisation procedure takes 120 days from the receipt of a
valid application. This period of time can be extended with
another 90 days when clarifications are needed. Qualified
assessors with expertise in herbal medicines are involved in
the assessment of the applications submitted.

FEES
The application fees are laid down in the annexes of Ministry
of Health’s Order No. 716/11.06.20093.
Full application (Art. 8.3 of Directive 2001/83/EC as
amended or according to Article 702(4) of Law No. 95/2006
on healthcare reform, with further amendments and supplementations):
• National application: € 9,500
• Mutual Recognition procedure/ Decentralised procedure
where Romania is acting as CMS: € 7,500
[Note: The fee for MRP/DCP where Romania is acting
as RMS was € 11,500 in the 2008 version of the fees.
However, those lines have been deleted in the 2009
version.]
Bibliographic application (Art. 10a of Directive 2001/83/
EC as amended or Article 705 of Law No. 95/2006, with
further amendments and additions):

Dossier
The pharmaceutical file of a herbal medicinal product should
contain information specific to the herbal substance, preparation or combination thereof. Depending on the nature of the
herbal product, the pharmacological and clinical file may

• National application: € 6,650
• Mutual Recognition procedure/ Decentralised procedure
where Romania is acting as
- CMS: € 6,000
- RMS: € 9,200

consist solely of updated bibliographical data.

Marketing authorisation of traditional herbal medicinal prod-

The documentation to be provided as part of an application

with further amendments and supplementations: € 1,920

for a traditional herbal medicine is conform with Directive
2004/24/EC and the HMPC guidelines.
It is stated in Article 3 of Order No. 297/11.03.2008 that
the HMPC guidelines should be taken into account for the

ucts granted according to Article 714 of Law No. 95/2006,

Marketing authorisation maintenance fee: € 230

Li st of trad itional he rba l
medicinal products registered

elaboration of the application dossier.

So far, 4 applications for traditional herbal medicinal product

The documentation provided in the application dossier for

evaluation and the other 2 are in the validation process.

marketing authorisations or registrations should be presented
in English or French, and must be submitted on paper as well
as on a CD-ROM.

124
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

registration have been submitted in Romania. 2 are currently under

affecting either the possibility to advertise the non-prescription

For product information, parallel use of languages other

product sold upon medical prescription. The use of the same

than Romanian is permitted provided that the same information appears in all languages. For non-prescription products
marketed without outer packaging (the number is relatively
small), the package leaflet may be omitted provided that all
information necessary for correct administration is included
on the label. These rules apply to herbal medicinal products

R OM A N I A

Product Information

product to the general public or the reimbursement for the
trademark for medicines and other products (e.g. foodstuffs
or parapharmaceuticals) is however prohibited.
In general, the assessors of the market authorisation/registration
application do not oppose the trade names for non-prescription
medicines suggested by the manufacturer.

and traditional herbal medicinal products as well.
In accordance with Directive 2004/24/EC, the labelling
and package leaflet of traditional herbal medicinal products
need to bear the following statements:
“Produsul este un medicament din plante medicinale cu utilizare

Advertising
The principles of the EU’s pharmaceutical advertising provisions
of Directive 2001/83/EC as amended have been adopted
by the National Medicines Agency.

tradiţională care se foloseşte pentru indicaţia specificată, exclusiv
pe baza utilizării îndelungate” (“This is a traditional herbal

medicinal product for use in the specified indication based
upon long-term use”) and;

In Romania, all non-prescription and herbal medicinal products
can be advertised to the general public. However, this can
only be done upon approval from the National Medicines

“Utilizatorul trebuie să consulte un medic sau alt profesionist din

Agency. Advertising approvals are valid for a period of six

domeniul sănătăţii dacă simptomele persistă în timpul utilizării medi-

months, after which a new approval must be sought in order

camentului sau dacă apar reacţii adverse care nu sunt menţionate

to continue the advertising activities. The advertisements should

în prospect.” (“The user should consult a doctor or another

healthcare professional if the symptoms persist during the
temporary use of the medicinal product or if adverse effects
not mentioned in the package leaflet occur”).

comply with the patient information leaflet as regards safety
and efficacy. The National Medicines Agency requires the
presence of the following information in the advertisement:
• the name of the medicinal product and common name for
products which contain only one active ingredient,

Trade Name

• the information necessary for the correct use of the me-

Herbal medicinal products and traditional herbal medicinal

• an express, legible invitation to carefully read the instruc-

products are subject to the same trade name rules as other
medicines.
The Scientific Council of the National Medicines Agency
has updated the Guideline on brand names for medicinal
products for human use and has issued a new Decision
No. 2/29.02.2008 in this respect. This document provides
details on National Medicines Agency acceptance criteria
for names proposed by the applicants.
In addition, the Scientific Council of the National Medicines
Agency has issued Decision No. 3/02.06.2005 regarding the approval of the Guideline on “umbrella” names for
medicinal products, approved through the Minister of Health
Order No. 1453/28.12.20054, published in the Official
Gazette of Romania, Part 1, No. 26/11.01.2006. This
decision opens up the possibility to use the same brand name
for a prescription-only and a non-prescription medicine without

dicinal product,
tions on the package leaflet or on the outer packaging
Advertisements in all media should also be accompanied by
the following text:
“This medicinal product may be supplied without medical
prescription. It is recommended to read the package leaflet
carefully. If unwanted effects occur, please contact your physician or pharmacist.”
Comparative advertising is not allowed in Romania.
The fee for control and approval of advertising materials is
350 €.
Advertising of non-prescriptive medicines is controlled by the
National Committee for the Audio-Visual Media. The regulations on the advertising of medicinal products stipulate that
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sanctions for breaching the regulations can vary from fines
to withdrawal of marketing authorisations.
There are specific rules regarding advertising of medicines
to health professionals. These apply to non-prescription medicines as well.
In addition, advertising of traditional herbal medicinal products
need to include the following statement: “Acest medicament din
plante medicinale cu utilizare tradiţională se foloseşte pentru indicaţia/
indicaţiile specificată/specificate, exclusiv pe baza utilizării îndelungate.” (“Traditional herbal medicinal product for use in specified

indication(s) exclusively based upon long-standing use”).

Distribution
Medicinal products, including herbal medicinal products

Other information
Taxes
The VAT rate on all medicines is 9%.
Links
• T he National Medicines Agency:
http://www.anm.ro/home_anm.asp and
http://www.anm.ro/en/home.html
•M
 edicines legislation:
http://www.anm.ro/en/html/legislation_law_
ordinances.html and
http://www.anm.ro/en/html/legislation_minister_
orders.html
•M
 inistry of Public Health:
http://www.ms.ro

authorised by the National Medicines Agency, can only be

•M
 inistry of Public Health – Pharmaceutical Direction:
http://www.msf-dgf.ro

sold by pharmacists and persons authorised or entitled to

• National Health Insurance House:

supply medicinal products to the public by the Ministry of

http://www.cnas.ro

Public Health in pharmacies and druggist’s shops.
AESGP Member
Ozone Laboratories SRL
Serban Voda Avenue, no. 133
Building D, second floor
4th District - RO-Bucuresti - Romania
Phone:

+40 20 405 74 70

Fax:

+40 20 404 14 21

E-mail:

corporate.affairs@ozonelaboratories.com

Website: http://www.ozonelaboratories.ro/
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SE R B I A
Area:

88 361

Inhabitants (2008):

km2

7 350 222
83.2

Gross Domestic Product (2007) (e):

RSD 2362849.7

million

=

i n h a b ita n ts p e r k m 2

e ur o

29542.7

s e r b ia

Population density (2008):

million

Sources: Statistical Office of the Republic of Serbia.

Legal framework

traditional or other therapeutic approaches (traditional herbal
medicinal products and others).

The Law on Medicinal Products and Medical Devices1 determines the conditions and control of the manufacture, marketing

Classification

and testing of medicinal products and medical devices used

In accordance with Article 46 of the Law, the Agency shall

in human and veterinary medicines, establishes the Serbian
Agency for Medicinal Products and Medical Devices, defines
the conditions and procedure for granting a marketing authorisation for medicinal products and medical devices, as well as
it regulates other issues relative to this domain.

define the regime of dispensing a medicine: with a prescription
or without a prescription, during the procedure for issuing the
marketing authorisation.
Medicinal products that can be dispensed without prescription
are: medicinal products with small toxicity, medicinal products

Legal basis

with a wide range of therapeutic indications, medicinal products

Herbal medicines are regulated by the Law on Medicinal

with small overdose possibility, medicinal products with minimal

Products and Medical Devices and follow the same procedure

interactions and medicinal products with indications well-known

as other medicinal products.

to the patient and that are used for self-medication.

Traditional herbal medicines are specifically defined in the Law

The classification of a medicinal product as prescription or

on Medicinal Products and Medical Devices. Since 2006,
registrations of traditional herbal medicinal products have been
granted in accordance with Directive 2004/24/EC.
Rules on Procedure and Requirements for the Marketing Authorisation for Medicinal Product Granting and a Regulation on
2

the content of Marketing Authorisations for Medicinal Products3
are available on the website of the Medicines and Medical
Devices Agency of Serbia (ALIMS).
Definitions
The term medicinal product applies to any product containing a substance or a combination of substances produced
and intended for the treatment and prevention of diseases in
humans or in animals, for diagnostic purposes, improvement
or modification of physiological functions or for achieving
other medically justified objectives.
A traditional medicinal product is a medicinal product that
is not based on scientific principles, but is an expression of

non-prescription is made according to the safety and efficacy
of the product.
There are two phases for the classification of herbal medicines
in Serbia:
• ALIMS classifies products as drug or non-drug products; then
• medicines are classified into herbal medicines or traditional
medicines (cf. definition)
In Serbia, there are no specific lists of plants to help clarify
whether a herbal product is a food supplement or a herbal
medicine but reference is made to:
• the European Pharmacopoeia and National Pharmacopoeia
for plants which can only be used as medicine;
• WHO Guidelines for plants which are toxic and should
never be used;
•E
 uropean Medicines Agency’s Community herbal monographs, ESCOP monographs and European Pharmacopoeia
for plants which can be used both as food supplements
or herbal medicines.
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In case of doubt as to the classification of a product as

• s ignature of the responsible official of the Agency;

herbal medicinal product or food supplement, and according

• information about legal remedies.

to Article 6, Paragraph 8 of the Law, ALIMS issues expert
opinions on product classification. The applicant requesting
an expert opinion must submit a required set of documents4
to the Agency. Expert opinion on medicine classification is,

Are also part of the authorisation:
• summary product characteristics with approved regime
of dispensing the medicinal product;

above all, based on the definition of a medicinal product

• patient information leaflet with approved regime of

stated in Article 20 of the Law on Medicines, EU Guidelines

dispensing the medicinal product available on the web-

regulating this field, recommendations of scientific organisa-

site of the Medicines and Medical Devices Agency of

tions in Europe and worldwide, and previous experience in

Serbia (ALIMS).

classification of products, that may, according to their action,
quality and safety, be classified as medicines and medical

Article 17 of the Law stipulates that the application file shall

devices, or dietary supplements and cosmetics.

be submitted in CTD format or in EU format.

A fee of RSD 5,000 (approximately € 62.50) is charged
for this service.

evaluation

Dossier

In accordance with Article 36 of the Law, the evaluation
procedure takes 210 days. Further details about the steps of

The Rules on Procedure and Requirements for the Marketing

the evaluation process are given in the Rules on Procedure

Authorisation for Medicinal Product Granting establish the

document.

contents of an application, procedures and requirements for
marketing authorisation, variation and renewal and content

The evaluation of the marketing authorisation application for

of the respective applications.

a herbal medicine is carried out by ALIMS. There is a Special
Committee for Herbal and Traditional Herbal Medicines in

The Regulation on the content of Marketing Authorisations

ALIMS for marketing authorisations. ALIMS’ internal experts

for Medicinal Products lays down the overall content of the

perform evaluation of quality (Module 3) and the pre-clinical

dossier:

and clinical evaluation is outsourced to external experts.

• data about the holder of the authorisation;
• data about the manufacturer;
• name of the medicinal product (proprietary name, INN
or generic name);
• pharmaceutical form, strength and packaging of the
medicinal product;
• qualitative and quantitative composition of the active
substance of the medicinal product;
• anatomical-therapeutic-chemical classification code for
the medicinal product (ATC)
• the medicinal product classification (JKL) code;
• the regime of dispensing the medicinal product, in accordance with the prescribed medicinal product classification;
• information about the content of narcotic or psychotropic
substances;
• the number of the authorisation;
• the EAN identification code of the medicinal product
(13 or 8 digits);
• the date of the authorisation;
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Fees5
Marketing authorisation application:
• Full application: RSD 240,000 (approximately €
3,000)
• Bibliographic application: RSD 180,000 (approximately
€ 2,250)
• Traditional medicinal product: RSD 188,000 (approximately € 2,350)

List of trad itional herb al med icin al p rod ucts r egis ter ed
So far, 6 traditional herbal medicinal products have been registered in Serbia.
Product

Indication

11/01/2008

Kamagel
Gel
Chamomillae flos extractum fluidum
Aluminium - acetotartarate
KRKA, Tovarna Zdravil, D.D., Slovenia

Traditionally used to smooth mild burnt of the skin caused
by either sun, heavy sweat and moist in flexures of a
skin, insect bites, jellyfish, shaving cuts; it can also be
used for swellings, sprains and contusions.

22/04/2008

Gingisept
Gel for gum
Matricariae extractum fluidum aethanolicum
Salviae extractum fluidum aethanolicum
Salviae aetheroleum
Zdravlje A.D., Serbia

Traditionally used for acute and chronic gingivitis,
inflammation of mouth mucosa after mechanical
damages or parodontopathies

24/04/2008

Fitoven
Gel
Hippocastani seminis extractum fluidum aethanolicum
Meliloti extractum fluidum aethanolicum
Lavandulae aetheroleum
Rosmarini aetheroleum
Zdravlje A.D., Serbia

Traditionally used to relieve symptoms and signs of
chronic venous insufficiency of the lower extremities
(swellings and sports injuries, haematoma)

15/07/2008

Zirkulin Valeriana
Tablets
Valeriana radix extractum siccum
Humuli fructus extractum siccum
Roha Arzneimittel GmbH, Germany

Traditionally used to relieve mild symptoms of mental
tension and sleeping disorders.

25/02/2009

Cefakliman
Caspules
Cimicifugae rhizoma extractum siccum (Cimicifugae racemosae)
CEFAK KG, Germany

Traditionally used to relieve physic and neuro-vegetative
symptoms in climacteric disorders

25/02/2009

Harpadol
Capsules with 435 mg of powder
Harpagophytum procumbens, radix
Laboratoires Arkopharma, France

This herbal medicinal product is traditionally used for
the symptomatic treatment of articular pain.

Product information

• Name of the medicine and the International Non-proprietary

All marketed medicinal products must be labelled in Serbian

• Active substances listed quantitatively and qualitatively

language in accordance with the marketing authorisation
specifications and comply with the Summary of Product Char-

Name for every active component;
per dosage unit;
• P harmaceutical form and pack size;

acteristics (SPC).

• List of those auxiliary substances that have a proven

The following information must be included on the outer pack-

•A
 dministration regimen;

aging of a medicinal product:

s e r b ia

Date of THR
grant

effect;
•W
 arning that the medicinal product must be kept out of
reach of children, and other necessary warnings;
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• Expiry date;
• Storage conditions;
• Name and address of the manufacturer and of the
MAH;
• Marketing authorisation number;
• Batch number and EAN code;
• Information about the use of medicinal products dispensed
without prescription.
The inner packaging of a medicinal must include at least the
following information:
• Name of the medicinal product and the International
Non-proprietary Name of the active component;
• Strength and pharmaceutical form;
• Name of the MAH;
• Expiry date;
• Batch number.
In addition to the above requirements, the labelling of traditional
medicinal products must include the name of the therapeutic
school based on which it has been authorised, as well as
the other prescribed markings.
The Patient Information Leaflet (PIL) shall be included in the
package of the medicinal product and harmonised with the
authorised SPC. It must be in Serbian language.
In compliance with Directive 2004/24/EC, labelling and
user package leaflet of traditional herbal medicines shall bear
the following statements:
“the product is a traditional herbal medicinal product for use
in specific indication(s) exclusively based upon long-standing
use” and;
“the user should consult a doctor or a qualified health care
practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned in the
package leaflet occur.”

Trade name
ALIMS has no authority over trade names of medicines.

Advertising
Advertising of medicinal products in Serbia is governed by the
Rules of the Manner and Conditions of Advertising Medicinal
products and Medical Devices6.
Only non-prescription medicinal products, including traditional
medicinal products, can be advertised to the public through the
public media, Internet, advertising in public areas and other
forms of advertising in public (submitting advertising material
by mail, visits, etc.).
Advertising must be objective and must not be misleading. It
must be in compliance with the SPC and approved PIL. The
advertising message of a medicinal product must contain clear
information that the advertised product is a medicinal product
and must contain at least the following information:
• Name of the medicinal product;
• Way of use and data necessary for the correct use of the
medicinal product;
• A warning reading: “Read the instructions carefully before use! Consult your physician or pharmacist about the
indications, risks related to the use and adverse reactions
to the medicinal product”. The warning shall be marked
with more intense colour than the other part of the advertising message and be framed, with dimensions of at
least one tenth of the advertising message, with letters of
the appropriate size, making it possible to perceive the
warning easily, impossible to overlook.
Advertisement of traditional herbal medicines shall bear the
statements referred to in Directive 2004/24/EC.
ALIMS shall define the list of medicinal products which can
be advertised7.
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Distribution

Links
• Medicines and Medical Devices Agency of Serbia:

Herbal medicinal products, including traditional medicinal
products, shall be sold only in pharmacies. Self-service is not
allowed for herbal/traditional medicinal products.

www.alims.gov.rs
• Ministry of Health:
www.zdravlje.gov.rs

Other information
Taxes
A VAT rate of 8% + by 12% margins applies to herbal/
traditional medicinal products in Serbia.

s e r b ia

• National Institute for Health Insurance:
www.rzzo.rs
• Ministry of Trade and Services:
www.mtu.gov.rs
• Ministry of Agriculture:
www.minpolj.gov.rs
• Ministry of Finance:
www.mfin.gov.rs
• Pharmaceutical Society of Serbia:
www.farmacija.org
Acknowledgements
Dragan Djurović, PhD (Pharm), Senior Adviser for Medicinal
Products Quality Documentation Assessment, ALIMS / Observer
in the European Medicines Agency’s Committee on Herbal
Medicinal Products

References
1

	Law on medicinal products and medical devices
http://www.alims.gov.rs/download_eng/regulativa/Pravilnici/Law%20on%20medicines%20and%20medical%20devices.pdf

2

	Rules on Procedure and Requirements for the Marketing Authorisation for Medicinal Product Granting
http://www.alims.gov.rs/download_eng/regulativa/Pravilnici/Pravilnik%20o%20dobijanju%20dozvole/Pravilnik%20o%20
dobijanju%20dozvole.pdf

3

	Regulation on the content of Marketing Authorisations for Medicinal Products
http://www.alims.gov.rs/download_eng/regulativa/Pravilnici/Pravilnik%20o%20dobijanju%20dozvole/Pravilnik%20o%20
sadrzaju%20dozvole.pdf

4

	Required documentation for product classification
http://www.alims.gov.rs/download_eng/regulativa/dokumenti/Product_classification.pdf

5

	Fees
http://www.alims.gov.rs/download_eng/o_agenciji/Price.pdf

6

	Rules of the Manner and Conditions of Advertising Medicinal products and Medical Devices
http://www.alims.gov.rs/download_eng/regulativa/Pravilnici/Pravilnik%20o%20oglasavanju/PRAVILNIK_oglasavanje.pdf

7

	List of medicinal products that can be dispensed without prescription with issued marketing authorisations published in
the Official Gazette
http://www.alims.gov.rs/download_eng/lekovi/47_2006.pdf
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S LO VA K R EP U BL I C
Area:

49 035

Inhabitants (2009):

km2

5 414 188

Population density (2009):

110.4

Gross Domestic Product (2009) (e):

i n h a b ita n ts p e r k m 2

e ur o

66.154

billion

Legal framework
Past
In the Slovak Republic, before the transposition of Directive
2004/24/EC, there was no specific legislation in force
covering the area of herbal medicines. Herbal medicinal
products were subject to general provisions of the national
law on medicines.
Present
Directive 2004/24/EC was transposed in the New Law which

SLO VA K R EP U BL I C

Sources: Eurostat 2010.

There is no official national list of plants prohibited for use in
medicinal products and/or food supplements. Each application is evaluated individually with respect to current scientific
data and knowledge.
The State Institute for Drug Control, SIDC, is the authority in
charge of the evaluation of applications. Food supplements
fall outside the area of competence of this control authority
and these are evaluated by the Public Health Authority of the
Slovak Republic. However, cooperation takes place between
these two authorities to ensure common acceptance/non acceptance of certain plants as food supplements.

was published in a consolidated form as Act No. 342/2006
Coll., followed by two minor amendments in 20071. It came
into force on 1 June 2006.
Definitions of herbal medicinal products and traditional herbal
medicinal products are included in the Act No. 140/1998
Coll. as amended on medicinal products and medical devices
(§ 21b). Definitions, marketing authorisation procedures and
conditions for a simplified route of authorisation are compliant
with EU legislation.

C lassification
Herbal medicines can be authorised via the submission of a
bibliographic application, if their well-established use can be
demonstrated, or as traditional herbal medicinal products via
registration. The definition of a bibliographic application is
given in Act No. 140/1998 Coll. as amended (§ 21, Article
6b). This definition is in line with EU legislation.
The well-established use application is so far the most common application for herbal products submitted in the Slovak
Republic. The main reason for this could be that up until 1 June
2006, there was no legally established application procedure
for traditional herbal medicinal products.

Transitional period
There is no transitional period foreseen for products already on the
market that fall under the scope of Directive 2004/24/EC.

Dossier
There are no other specific requirements on the content of the
application dossier, besides what is laid down in the provisions
of Directive 2004/24/EC and the HMPC guidelines.
There are no additional guidelines available to applicants.
Applicants are advised to consult the HMPC guidelines, as
the Slovak Republic is fully compliant with them.

Evaluation process
The assessment is carried out by internal and external experts.
Scientific opinions are provided by the Committee for Drugs
or the Subcommittee for Herbal and Homeopathic Medicinal
Products, an advisory body to the Director of the SIDC. Marketing
authorisation or registration decisions are then delivered by
the SIDC.
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FEES2

• National procedure

There are no specific fees for traditional herbal medicinal
products.
Fee for new application (full dossier, known substance, wellestablished substance):

- F ull dossier, known substance: € 2,489.50
- Well-established substance: € 165.50
• MRP: € 1,991.50
• DCP: € 2,489.50

List of trad ition al he rba l med icin al pr oduct s r egis ter ed
So far two traditional herbal medicinal products were granted a registration.
Date of
THR grant

Product

Indication

24/09/2008

Doppelherz Energovital Tonik K
Crataegi fructus
Melissae folium
Rosmarini folium
Valerianae radix
Queisser Pharma

Traditionally used to support cardiovascular system
especially with conection to nervous stress and during
convalescence.

26/02/2010

Canephron
Centaurii herba
Levistici radix
Rosmarini folium
Bionorica

Traditionally used as a supportive treatment to specific
measures in minor inflammatory diseases of the lower
urinary tract and for irrigation of the urinary tract to
prevent urolith formation.

Product Information

There are no special additional requirements for herbal medi-

Patient information requirements conform with the EU’s patient

information of traditional herbal medicines should include the

cines with respect to product information. However, product

information provisions in Title V of Directive 2001/83/EC

statement: „Tradičný rastlinný liek určený na indikácie overené

as amended.

výhradne dlhodobým používaním“.

Labelling and package leaflet in the Slovak language are

Trade Name

standard requirements according to Act No. 140/1998
Coll. as amended and they form annexes to a decision on the
registration of the medicinal product (marketing authorisation).
For purely national applications they have to be submitted in
the Slovak language with the initial application. If following
EU procedures (mutual recognition, decentralised procedures),
submission of the Slovak translation follows CMDh agreement
on the national phase (currently 5 days after finalisation of
the procedure).
Both approval and changes of the label and the package
leaflet require an opinion of the Committee for Drugs.
The package leaflet should be written using clear language
understandable to the user. The information should be based
on the approved summary of product characteristics.
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With regards to trade names, herbal medicinal products and
traditional herbal medicinal products are both subject to the
same requirements as other medicinal products.
The name of a registered medicinal product must fulfil the
basic requirements defined in Title V, Article 54 of Directive
2001/83/EC as amended.
The name of the medicinal product may be a brand or a
common name accompanied by a trademark or the name of
the Marketing Authorisation Holder (MAH) or a scientific name
accompanied by a trademark or the name of the MAH.
The trade name of a medicinal product may not be confusingly
similar to the name of a medicinal product with a different

composition that is authorised in the Slovak Republic, to a

According to statutory regulation, any written product infor-

common name or be otherwise misleading.

mation directed at persons qualified to prescribe or supply

There are no specific regulations or guidelines on the use

patible with the summary of products characteristics and the

of trademarks for medicines. The same trademark can be

legal status (classification). All the information contained in

used for medicines from the same product group but not for

the documentation should be accurate, up-to-date, verifiable

medicines from a different product group. It is forbidden to

and sufficiently complete to enable the recipient to form his

use the same trademark for a product whose therapeutic

or her own opinion on the therapeutic value of the medicinal

indications are different from those of a product or products

product concerned.

SLO VA K R EP U BL I C

medicinal products should include essential information com-

already sold under this name.
The State Institute for Drug Control may prohibit continuation

Advertising
The advertising of herbal medicinal products and traditional
herbal medicinal products should fulfil the same requirements
as other medicinal products.
According to Slovak legislation, advertising to the general
public is allowed for non-prescription medicines. However,
it is forbidden for medicines:
• containing narcotic, psychotropic and other addictive
substances (not in line with Art. 88 of Directive 2001/83/
EC as amended)
• not registered in the Slovak Republic (unless an exemption
from the obligation to register has been granted)
• reimbursed through insurance companies
Advertising may not contain information leading to erroneous
self-diagnosis or give the impression that the consumption of

or repetition of the marketing of a medicinal product that
contravenes the applicable regulations. These state that the
marketing of medicinal products shall not be inappropriate,
motivate people to unnecessary use of medicinal products or
give erroneous or exaggerated impressions of their composition, origin or medical values. The Ministry of Health is the
acting body in case an SIDC decision is appealed.
Comparative advertising is regulated by Act No. 147/2001
Coll. on advertising (§4). Unfair competition is prohibited. Further
applicable legislation is constituted by Act No. 308/2000
Coll. about transmitting and broadcasting as amended4 and
Act No. 140/1998 Coll. about medicinal products and
medical devices as amended.
There are no special requirements for herbal medicinal products and traditional herbal medicinal products with respect
to advertising.

the medicine alone can influence a person’s health.

Distribution

More details can be found in Act No. 147/2001 on ad-

Herbal medicines and traditional herbal medicines can only

vertising (§8).

be sold in pharmacies.

Advertising to the public may only be carried out by means of:

Self-service of non-prescription medicines is not allowed.

• The mass media
• Promotional materials issued by manufacturers (allowed
in cooperation with third parties).
Marketing and advertising are controlled by the relevant
Authorities. The pharmaceutical industry exercises its own
voluntary control of sales promotion practices in accordance

Other information
Taxes
Starting from 1 January 2007, the VAT rate on prescription
bound medicines was decreased to 10% while the VAT rate
on OTC medicines remained at the level of 19%.

with a Code on the Marketing of Medicinal Products (Code
of Ethics)3 with which all pharmaceutical companies in the
Slovak Republic have undertaken to comply.
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Links

Acknowledgements

• State Institute for Drug Control, Slovakia / Štátny ústav

Peter Potú ek, State Institute for Drug Control, Slovak Republic/

pre kontrolu lie iv, Slovensko:

Member of the European Medicines Agency’s Committee on

http://www.sukl.sk/

Herbal Medicinal Products

• Ministry of Health / Ministerstvio zdravotníctva (MZd):
http://www.health.gov.sk/
• Public Health Authority of the Slovak Republic / Úrad
verejného zdravotníctva Slovenskej republiky (ÚVZSR):
http://www.uvzsr.sk/
• National Centre of Health Information / Národné centrum zdravotníckych informácií (NCZI):
www.nczisk.sk
Note: formerly known as The Institute of Health Information and Statistics (ÚZIŠ))
• Statistical Office of the Slovak Republic / Štatistický úrad
Slovenskej Republiky (ŠÚSR):
www.statistics.sk

References
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	Fees
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http://www.safs.sk/En/ethical_code.html
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S LO V EN I A
Area:

20 253

Inhabitants (2009):

km2

2 045 901

Population density (2009):

100.9

Gross Domestic Product (2009):

i n h a b ita n ts p e r k m 2

e ur o

34.894

billion

Source: Statistical Office of the Republic of Slovenia, January-March 2010.

Legal framework

• plants that, as a rule, can only be used in medicinal
products
• plants which have toxic properties and which cannot be

Past
There was no specific legislation on (traditional) herbal medicines
in Slovenia before the transposition of Directive 2004/24/EC
into national law.

used in any products
• plants which are permitted to be used in both medicinal
products and in food supplements
In case of doubt on the classification of a product as herbal

Present

even food supplement, the competent authority for medicinal

through the last Medicinal Products Act published in Official

products is the ruling authority.

SLO V EN I A

medicinal product, traditional herbal medicinal product or

Directive 2004/24/EC was transposed into Slovenian law
Gazette Nr. 31/06 on 24 March 20061 which entered into
force on 8 April 2006. It was later amended by the Act on
amending and supplementing the Medicinal Products Act published in Official Gazette Nr. 45/08 on 09 May 20082.
Detailed provisions concerning traditional herbal medicinal
products were provided in Rules on Traditional herbal medicines/
Official Gazette Nr. 55/06, published in May 2006.
Both above-mentioned documents implemented Directive
2004/24/EC. The Medicinal Products Act lays down the

Transitional period
By 30 April 2011 all products on the market falling under the scope
of Directive 2004/24/EC are obliged to conform to it.

Dossier
The dossier requirements follow Directive 2004/24/EC and
the HMPC guidelines. There are no other specific requirements
from the Slovenian authorities.

basic provisions, whereas the Rules on Traditional herbal
medicines give more detailed provisions.

Evaluation process

C lassification

On 1 January 2007, the new Agency for Medicinal Products

The legal basis for bibliographic applications for well-established

and Medical Devices (JAZMP) commenced its activities. The

medicinal use is provided in Article 29 of the Medicinal Products

Agency was formed by a merger of the Agency for Medicinal

Act, transposing Article 10a of Directive 2001/83/EC.

Products and Medical Devices, which operated under the

So far, marketing authorisation for herbal medicinal products

and Drug Research.

with well-established use are more commonly applied for than

Ministry of Health, and the National Institute for Pharmacy

registration of traditional herbal medicinal products.

The marketing authorisation procedures for all categories of

Rules for the classification of medicinal plants Official Gazette

islation and are defined in the Rules on Marketing Authorisa-

Nr. 103/08 list in annex:
3

medicinal products are harmonised with the current EU legtion for Medicinal Products for Human use (Official Gazette
Nr. 59/06).
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The main steps of the evaluation process are the following:

• Full application for a marketing authorisation for a herbal
medicinal product (Article 8(3))

Applicant submits dossier

- National procedure: 320 points (€ 1,600)

> Validation

- MRP/DCP when Slovenia is CMS: 320 points

> Evaluation of the dossier

(€ 1,600)

- Quality (Chemical, Pharmaceutical and Biological
documentation)

- MRP when Slovenia is RMS: 5290 points (€ 26,450)
- DP when Slovenia is RMS: 6350 points (€ 31,750)

- Safety (Toxicological-Pharmacological documenta•B
 ibliographic application for a marketing authorisation

tion)
-E
 fficacy (Clinical documentation) / Plausability
> Deficiency letter to the applicant / oral explanation if
necessary

for a herbal medicinal product (Article 10a)
- National

procedure: 280 points (€ 1,400)
- MRP/DCP when Slovenia is CMS: 280 points

> Applicant’s Response Documentation

(€ 1,400)

> National committee (decision on the application)

- MRP when Slovenia is RMS: 4120 points (€ 20,600)

> Marketing Authorisation / registration

- DP when Slovenia is RMS: 4950 points (€ 24,750)

A specific committee in the Agency, composed of herbal

• Application for registration of a traditional herbal me-

specialists, pharmacologists and clinical experts, is involved

dicinal product

in the evaluation of herbal medicinal products and traditional

- National procedure: 240 points (€ 1,200)

herbal medicinal product applications.

- MRP/DCP where Slovenia acts as CMS: 180 points
(€ 900)

FEES (as of 26 January 2009)
4

- MRP where Slovenia acts as RMS: 3,800 points

The application fees are expressed as ‘points’, 1 point corresponds to € 5.

(€ 19,000)
- DCP where Slovenia acts as RMS: 4,000 points
(€ 20,000)

List of traditional herbal medicinal products registered
So far, five traditional herbal medicinal products have been registered in Slovenia; they are included in the medicinal products
database5.
Date of
THR grant
08/12/2006

Product

Indication

Pomirjevalni aj Droga*

Traditional herbal medicinal product for relief of mild

Herbal tea (tea bags)

symptoms of mental stress and to aid sleep.

Valerianae radix
Melissae folium
Menthae piperitae folium
Lupuli flos
Droga Kolinska
08/12/2006

Glogov aj za srce Droga*

Traditional herbal medicinal product for support of

Herbal tea (tea bags)

cardiac and circulatory functions.

Crategi folium cum flore
Droga Kolinska
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Date of
THR grant

Product

Indication

24/10/2008

Perelax
Hard capsules
Passiflore herba (dry extract)
Crataegi folium cum flore (dry extract)
Lek

Traditional herbal medicinal product for support of
cardiac and circulatory functions, mild nervous heart
complaints.

27/11/2008

Herbion jegli ev sirup
Syrup
Liquid extract from
Primulae radix and
Thymi herba
Krka

Traditional herbal medicinal product used as expectorant in cough associated with cold.

27/11/2008

Herbion trpot ev sirup
Syrup
Liquid extract from
Plantaginis folium and
Malvae sylvestris flos
Krka

Traditional herbal medicinal product used as demulcent
in cough associated with cold.

Product Information
The changes to the patient information provisions made
necessary by the 2004 review of the EU’s pharmaceutical
legislation have been transposed in Article 72 of the Medicinal Products Act which was published in Official Gazette
Nr. 31/06 on 24 March 2006 and entered into force 15
days after publication.
The Rules on the labelling of medicinal products and patient
information leaflet were issued in Official Gazette Nr 54/066.
They determine the list of particulars that should appear on the
outer packaging of each medicinal product or, where there is
no outer packaging, on the immediate packaging. Immediate packaging of medicinal products which is too small to
include all stated particulars should mention at least the name,
expiry date, batch number and name and business seat of

be in Slovenian, but they may also be indicated in one or
more foreign languages.
The provisions also state that the name of the medicinal product
must be expressed in Braille on the packaging. The marketing
authorisation holder should as well ensure that the package
information leaflet can be made available in formats appropriate for the blind and partially sighted upon request from
patient organisations.
User testing is also defined in Rules on labelling of medicinal
products and patient information leaflet (Official Gazette Nr
54/06, in May 2006).
The above-described legislation applies to herbal medicinal
products as well as to traditional herbal medicinal products.

the manufacturer or marketing authorisation holder.

For traditional herbal medicinal products, and in conformity

The patient information leaflet should be based on the summary

leaflet should contain the statement that:

of product characteristics. According to the latest provisions,
applicants also need to follow the Quality Review of Docu-

with Directive 2004/24/EC, labelling and user package
(a) The product is a traditional herbal medicinal product for
use in specified indication(s) exclusively based upon long-

ments (QRD) recommendations from the EMEA.

standing use; and

All packs should have a patient information leaflet. The par-

care practitioner if the symptoms persist during the use of the

ticulars to be included on the label and in the leaflet should

SLO V EN I A

* The production of these 2 medicinal products has been permanently suspended and registrations will be withdrawn.

(b) The user should consult a doctor or a qualified health
medicinal product or if adverse effects not mentioned in the
package leaflet occur.
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Trade Name

In addition to the requirements mentioned above, any adver-

General rules governing the registration and use of trade-

to contain the following statement:

marks are laid down in the Law on Industrial Property No.
676/1992 and amendments No. 1222/1993.

tisement for a traditional herbal medicinal product is required
“Traditional herbal medicinal product for use in specified
indication(s) exclusively based upon long-standing use.”

Herbal medicinal products and traditional herbal medicinal
products are subject to the same rules as other medicines.

Distribution

The same name can no longer be used for a prescription and

Herbal medicines are classified into two groups according to

a non-prescription medicine in Slovenia.

their distribution channel:
• those which can be sold in pharmacies only

Advertising
The Rules on the advertising of medicinal products was published in Official Gazette Nr.105/087.
The EU’s provisions on pharmaceutical advertising laid down in
Title VIII of Directive 2001/83/EC as amended were implemented in Articles 85, 86, 87, 88 and 89 of the Medicinal
Products Act. These establish that marketing authorisation
holders may inform healthcare professionals of the properties
of their products by means of scientific books, professional

• those which can be sold in pharmacies and specialised
shops for medicinal products
The classification is decided during the marketing authorisation/registration procedure.
Under the Medicinal Products Act (Official Gazette Nr. 31/06
and 45/08) self-service is allowed only for herbal medicinal
products sold in pharmacies and in specialised shops. However, these medicines can be sold only to adults (18 years
old and over).

journals, magazines and other professional publications as
well as by way of direct advertising.
Only OTCs may be advertised to the general public. The
advertising and promotion of OTC medicines is allowed in
all media in Slovenia. However, medicines aimed for children
are exceptions to this rule.
Sampling to the general public is not permitted.
The following text should be included in all forms of public

Other information
Taxes
Each pharmaceutical company establishes its own discount
policy in agreement with each wholesaler. The wholesale
price is increased by an average margin of 2.5%-10% for
herbal medicines (= pharmacy price). This pharmacy price is
subject to a VAT rate of 8.5 % (= consumer price) introduced
in Slovenia on 1 January 2002.

advertising:
“Before using the medicine, read the patient information leaflet

Links

carefully and consult your doctor or your pharmacist”.

• Agency for Medicinal Products and Medical Devices:
http://www.jazmp.si/

Pharmaceutical inspectors supervise the steps of the implementation of an advertising campaign, including the compliance
with the advertising regulations.
Breaches of the advertising provisions of the Medicinal Products Act are punishable by a fine ranging from € 8,350 to
€ 125,225.
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• Ministry of Health:
http://www.mz.gov.si/
•M
 edicinal products database:
http://www.zdravila.net/

AESGP Member Association

Acknowledgements

The Slovenian Pharmaceutical Manufacturers Association

Barbara Razinger, Agency for Medicinal Products and Medi-

(SPMA)

cal Devices of the Republic of Slovenia / Alternate Member

Verovškova 57

of the European Medicines Agency’s Committee on Herbal

SI-1000 Ljubljana

Medicinal Products

Slovenia
Phone:

+386 1 / 534 83 93

Fax:

+386 1 / 568 35 17

E-mail:

info@zpzs-giz.si

1

	Medicinal Products Act (Official Gazette Nr. 31/06 on 24 March 2006)
http://www.uradni-list.si/_pdf/2006/Ur/u2006031.pdf

2

	Act on amending and supplementing the Medicinal Products Act (Official Gazette Nr. 45/08 on 9 May 2008)
http://www.uradni-list.si/1/objava.jsp?urlid=200845&stevilka=1989

3

	Official Gazette Nr. 103/08
http://www.uradni-list.si/files/RS_-2008-103-04369-OB~P001-0000.PDF

4

	Fees
http://www.jazmp.si/objave/FeesinRS.pdf & http://www.jazmp.si/objave/fees_in_Slovenia.pdf

5

	Medicinal Products Database
www.zdravila.net

6

	Rules on the labelling of medicinal products and patient information leaflet (Official Gazette Nr. 54/06)
http://www.uradni-list.si/_pdf/2006/Ur/u2006054.pdf

7

SLO V EN I A

References

Rules on the advertising of medicinal products (Official Gazette Nr.105/08)
http://www.uradni-list.si/1/objava.jsp?urlid=2008105&stevilka=4487

141
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

142
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

S PA I N
Area:

504 790

Inhabitants (2009):

km2

46.745.807

Population density (2009):

92.6

Gross Domestic Product (2008) (e):

e ur o

i n h a b ita n ts p e r k m 2

1 049.052

billion

Sources: Population: INE and BOE (Royal Decree 1918/2009 on official Spanish population data1). GDP: Eurostat 2010.

Legal framework

use. It includes the requirements to apply for a marketing
authorisation of a herbal medicinal product. It has been
abolished by Royal Decree 1345/2007.

Past
Before the transposition of Directive 2004/24/EC into national
law, the legal framework for herbal medicinal products was
defined by the following pieces of legislation, in chronological order:

• Ministerial Order SCO/190/20045, of 28 January 2004,
provides a list of plants whose purchase is prohibited due
to their toxic properties. As a consequence of this legal
act entering into force some products were withdrawn

• Ministerial Order of 3 October 1973 , setting up for the

from the Spanish market in 2004. These were deemed

special registration of herbal products. It was abolished

to be medicinal products placed on the market without

by Royal Decree 1345/2007 of 11 October 2007

the compulsory authorisation. The Spanish Association of

on marketing authorisation, registration and dispensing

foodstuffs and medicinal products appealed this legal text,

conditions for medicines:

as they believed there was no reason to limit the sales of

- Article 1 of the Ministerial Order of 1973 established
a special registration system (PM register) for herbal
products prepared from one or more plants, or from
their parts, pieces or powders.
- Article 2 indicated that all herbal products prepared as
extracts, tinctures, distilled liquids or galenical preparations should be classified as medicinal products. It
states that the legal status of the product depends on the
indication of use. The great majority of herbal products
were classified as non-prescription non-reimbursable
medicines permitted for advertising (EFP status).
- The Annex of the Ministerial Order of 3 October

some of the plants included in the Ministerial Order, and
alleged perceived irregularities in the process (the Ministry
of Health did not notify the European Commission of the
final draft Ministerial Order before its endorsement). The
Spanish Court judged in favour of the Spanish Association of foodstuffs and medicinal products and declared
the Ministerial Order null and void in 2005. The public

SPA I N

2

prosecutor made an appeal to the High Court, which
shared the view of the Spanish Association of foodstuffs
and medicinal products and confirmed the decision of
the Spanish Court in June 2008.

1973 provided a list of plants or plant parts permit-

Present

ted for use in foods. The list was updated in 1976

The Community Code transposition (Directive 2001/83/

and comprised 119 plants.

EC as amended and Directive 2004/27/EC) resulted in the
following legal acts constituting the current legal framework

• Article 42 of Law 25/1990 of 20 December 1990
3

for medicines in Spain:

on medicines (former Medicines Law) covered herbal
products and called for the Ministry of Health to publish a

• Article 51 of Law 29/20066 of 26 July 2006 on guar-

list of toxic plants whose purchase was prohibited (Article

antees and rational use of medicinal products and health

42.2). This legislation has also been abolished.

products, maintains the legal framework for herbal medicinal
products as laid down in the former Law 25/1990. It

• Royal Decree 767/1993, of 2 July 1993 , on the
4

states the following:

regulation of marketing authorisation, registration and
dispensing conditions of medicinal products for human
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“a) Plants and combinations thereof and any preparations

Royal Decree 109/201010, concerning the removal of the

obtained from plants in the form of extracts, lyophilisates,

obligation to print the acronym ‘EFP’ (Especialidades Farma-

distillates, tinctures, decoctions or any other galenic

ceúticas Publicitarias) on the outer packaging of medicines

preparations, which are presented as having therapeutic,

suitable to be advertised to general public, was finally adopted

diagnostic or preventive properties will be subject, as ap-

in early 2010.

propriate, to the rules relating to magistral formula, officinal
formula, or medicinal products, and in accordance with
the specific requirements laid down by legislation.
b) The Ministry of Health and Consumer Affairs shall establish a list of plants which can only be sold as medicinal
products or prohibited because of their toxicity.
c) Plants which are traditionally regarded as medicinal
products and which are offered for sale without reference to therapeutic, diagnostic or preventive properties
may be freely sold to the public, except with regard to
door-to-door selling which is prohibited.”
• Royal Decree 1345/20077 on marketing authorisation,
registration and dispensing conditions of medicinal products
for human use, published in November 2007.
A guidance document addressed to applicants of traditional
herbal medicinal products is available on the Spanish Medicines Agency’s website8. The document provides concrete
instructions for the preparation of the information to be included
in every module of the dossier in CTD format. It also sets up
the modalities for the transfer of herbal medicines currently in
the “special register” to the list of registered traditional herbal
medicinal products.
In December 2009, Law 25/20099 modifying several laws in
order to adapt them to Law on free access to services activities
(the so-called Omnibus Law) was published in the Spanish

C lassification
According to Law 29/2006 and Royal Decree 1345/2007,
herbal products may be classified in one of the following three
legal classes in Spain, depending on their composition and
therapeutic indications:
• Prescription herbal medicines;
• Non-prescription non-reimbursed medicines (can be
advertised to the general public):
-W
 ell-established used medicines based on bibliographical or mixed applications
- Traditional herbal medicinal products (MTP)
•H
 erbal products (without therapeutic indications).
Following the Court decision (cf. ‘Past’ section), the Ministry
of Health and Consumer Affairs shall establish a list of plants
whose use is restricted in herbal medicinal products or prohibited because of toxicity. The former list, SCO/190/2004,
is currently revoked.
In case of any doubt regarding the classification of an already
marketed product as herbal medicinal product or food supplement, the Spanish Medicines Agency is responsible for the
classification and will define the actions to be taken thereafter,
including potential product withdrawals.

Official Bulletin. This horizontal regulation modifies several

Transitional period

rules, including the current Medicines Law (Law 29/2006),

All herbal products on the market falling under the scope of

in order to transpose the “Services Directive”. This resulted in

Directive 2004/24/EC will have to comply with it by 30

two important changes in Law 29/2006:

April 2011. Companies have 3 years from the day following

• The category “advertisable medicines” mentioned in different articles of Law 29/2006 is now called “medicines
suitable to be advertised to the general public”. This
means that all non-prescription non-reimbursed medicines,
including traditional herbal medicinal products, will be
able to be advertised to the general public.
• Elimination of the fee linked to the application of a
marketing authorisation for an “advertisable medicine”.
This application fee was € 8,000. All applications of
medicinal products for human use, except for generics,
will have a fee of more than € 19,000.
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the publication of Royal Decree 1345/2007 in the Spanish
Official Journal to submit their application for registration/
authorisation, i.e. until 8 November 2010.
Applicants are currently in a transitional period for the adaptation of their products to the new legal framework. As the
“special register” category has been abolished, applicants
must adapt their products by submitting new applications under
the traditional herbal medicinal product or well-established
use categories. Most of the existing registered products will
be re-registered as traditional herbal medicinal products.

Plants traditionally considered as having medicinal proper-

The posology and dosage suggested by the applicant must

ties, but which are not classified as medicinal products by

correspond to those referred to in the literature. Any difference

the Spanish Medicines Agency (AEMPS), may still be sold

has to be justified in the expert report (module 2).

freely on the Spanish market provided that no reference to any
therapeutic, diagnostic or preventive properties is made.

References appearing in the monographs do not need to be
enclosed in the application, as these are already available to

For herbal medicinal products already on the market falling

the AEMPS. Should reference be made to them in the expert

under the scope of Directive 2004/24/EC, a new traditional

report, then they should be included in modules 4 and 5.

herbal medicinal product registration application should be
submitted with a complete dossier in CTD format, showing
that the criteria laid down in Royal Decree 1345/2007
for traditional herbal medicinal products are met. The application fee will be reduced by 95%, according to Article
109.4 of Law 29/2006 concerning fee reduction due to
new mandatory legislation.
In the case of herbal medicine applications submitted to the
AEMPS before the new legislation came into force and which
are still in the evaluation process, no fees will be charged,
but the applicant must adapt the dossier to the new legislation, presenting a new traditional herbal medicinal dossier
in CTD format.

Dossier

Evaluation process
Articles 50-54 of Royal Decree 1345/2007 set up the
general requirements and steps of the evaluation process of
a traditional herbal medicinal product application:
• Evaluation process timeline: 6 months maximum (Article
52.6);
• Registration procedure: a simplified registration, with
bibliographic references to demonstrate the traditional
use, scientific literature and an expert report to prove the
safety of the product;
• Possibility to go through a Mutual Recognition Procedure
or a Decentralised Procedure if the medicinal product
contains an ingredient that is in a Community monograph
or a list entry.

For the compilation of the application dossier, the applicants
are advised to follow the recommendations from different

The evaluations are carried out by a Medicinal Products

authority bodies laid down in:

Committee (CODEM) which meets monthly.

2. T he scientific recommendations included in the Notice
to Applicants Volume 2;
3. T he EMEA HMPC recommendations;
4. C
 ommunity Monographs on Herbal Substances;
5. The List of herbal substances, preparations and combinations thereof, as referred to in Article16f(1) of Directive
2004/24/EC;
6. Guidance for Registration of THMP prepared by
AEMPS.
Although it is a simplified application, the dossier submitted must
be complete, i.e. all 5 modules should be completed and submitted. At the time of validation, modules 1 and 2 are thoroughly

FEES11
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1. Directive 2004/27/EC;

• Bibliographic application for a marketing authorisation
for a herbal medicinal product (Article 10a of Directive
2001/83/EC as amended): € 8,105.12
• Application for registration of a traditional herbal medicinal
product: € 2,101.61
The fees for registration of traditional herbal medicinal products
are the same whether based on a Community monograph /
list entry or not.
The fees are the same for national and MRP/DCP procedures.

checked. It is also verified that the other modules are included
and contain appropriate information. Modules 4 and 5 should
contain copies of the bibliographical references referred to in
the expert report in module 2 and studies, if any.
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List of traditional herbal medicinal products registered
So far, 10 products have been registered as traditional herbal medicinal products in Spain. Only 9 have so far been published;
they are listed below.
Date of
THR grant

Product

Indication

Arnicamed
Arnica Montana extract
Flor de Loto

Traditional herbal medicinal product for the local symptomatic relief of muscular aches, pains and stiffness,
sprains, bruises and swelling after contusions, exclusively
based on long-standing use.

December
2009

Umkabo solución
Pelargonium sidoides extract
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product for relief of cold
based on its traditional use. It belongs to the therapeutic
group of medicines for cough and cold.

December
2009

Umkabo comprimidos recubiertos
Pelargonium sidoides extract
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product for relief of cold
based on its traditional use. It belongs to the therapeutic
group of medicines for cough and cold.

December
2009

Kaloba solución
Pelargonium sidoides extract
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product for relief of cold
based on its traditional use. It belongs to the therapeutic
group of medicines for cough and cold.

December
2009

Kaloba comprimidos recubiertos
Pelargonium sidoides extract
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product for relief of cold
based on its traditional use. It belongs to the therapeutic
group of medicines for cough and cold.

December
2009

Arkocápsulas Pasiflora 300mg
Passiflora incarnata, herba
Arkochim, Spain

Traditional herbal medicinal product to relieve moderated mental stress and to help sleep. Exclusively based
on its traditional use.

January
2010

Arkocápsulas Bardana 350mg
Arctium lappa L.
Arkochim, Spain

Traditional herbal medicinal product for:
• skin with excessive production of sebum such as
rash, eczema and/or acne
• T o purify the organism by urinary elimination
Exclusively based on its traditional use.

February
2010

Arkocápsulas Lúpulo 195mg
Humulus lupulus L.
Arkochim, Spain

Traditional herbal medicinal product to relieve moderated
mental stress symptoms and to help sleep.
Exclusively based on its traditional use.

February

Arkocápsulas Melisa 275mg
Melissa officinalis L., folium
Arkochim, Spain

Traditional herbal medicinal product to relieve moderated
mental stress symptoms and to help sleep.

February
2009

2010

For the symptomatic treatment of mild gastrointestinal
disturbances including flatulence and swelling.
Exclusively based on its traditional use.
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Product Information
Herbal medicinal products and traditional herbal medicinal
products are subject to the same requirements as any other

mary of product characteristics and patient information leaflet
of each product.
In accordance with Article 56a of Directive 2001/83/EC as

medicinal products.

amended, the name of the medicine needs to be expressed in

Traditional herbal medicinal products are subject to the following

in Braille when there are different pharmaceutical forms/dos-

Braille. Pharmaceutical form and dosage must be expressed

specific requirements in line with Directive 2004/24/EC:

ages for the same medicine. The applicant must submit the

The statement “Basado exclusivamente en su uso tradicional”

is approved by the Spanish Medicines Agency evaluators.

(“Exclusively based on its traditional use”) has to appear on
the labelling and package leaflet in the section correspond-

proposed name in Braille once the definitive product name
The approved name in Braille should be submitted together
with a certificate from the Spanish National Organisation for

ing to the indication.

the Blind (ONCE).

In addition, as required in Annex IV of Royal Decree

As a consequence of the requirements on patients’ consultation,

1345/2007, the acronym “MTP” (Medicamento Tradicional
a Base de Plantas = Traditional herbal medicinal product) has

laid down in Article 59(3) of Directive 2001/83/EC, the
applicant must justify the potential absence of the results of a

to be printed in a visible place on the outer packaging.

legibility test when they submit the traditional herbal medicinal

The information to be included in the leaflet must be in ac-

on the final leaflet and the test results need to be provided to

cordance with Annex V of Royal Decree 1345/2007, and
with Annex III of the EMEA QRD.

product application. The legibility test should be performed
the authorities before the marketing authorisation is granted.
A package information leaflet which has been tested can be
used for another identical medicine without being tested.

Non-prescription medicines, including herbal medicinal
as such are legally exempted from the requirement to have
a patient information leaflet if all the compulsory information
is mentioned on the pack. However this exemption is not
applicable in practice for herbal medicinal products and
traditional herbal medicinal products due to the extent of
information which needs to be included.
Annex IV of Royal Decree 1345/2007 sets up
a special provision for medicines: the inclusion
of a red triangle with a black car on the labels
of medicines, indicating that the medicine may
reduce the ability to drive or use machinery.
A red triangle with a cloud partially covering
a sun in black indicates that the medicine in
question may cause photosensitivity.
The above labelling requirements apply to herbal medicines as well as to traditional herbal medicines. The Spanish
Medicines Agency has created a commission to review all
the medicines already on the market (more than 10,000
products) and to assess the need to include these symbols,
based on the composition of active ingredients, in the sum-

Trade Name
Article 35 concerning the names of medicinal products of
Royal Decree 1345/2007 on marketing authorisation,
registration and dispensing conditions of medicinal products

SPA I N

products and traditional herbal medicinal products classified

for human use of 11 October 2007 states that “names of
medicinal products will in general not be allowed when (3(d))
it concerns ‘advertisable medicines’ and other medicines with
public advertising permission in case the name is equal to,
or may lead to confusion with, another medicinal product
subject to medical prescription or financed by public funds.”
This means that the same trade name cannot be used for
a prescription and a non-prescription medicine in case the
former is still eligible for reimbursement.
The evaluation of umbrella trade names in medicines with the
same legal status by AEMPS civil servants is carried out on
a case-by-case basis to ensure that the new trade name will
not lead to confusion with an existing name.
When transferring herbal medicines registered in Spain before
the entering into force of the Community Directive (products in
the so-called “special register”) to traditional herbal medicinal
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product status, an attempt will be made to preserve the brand

ficas basado exclusivamente en un uso de larga tradición”

names. Some of them will however have to be modified due

(traditional herbal medicinal product for use in specified

to the impossibility to accept certain particular brand names

indication(s) exclusively based upon long-standing use).

for medicinal products (in general because of the meaning
of the brand name).

The sanctions for companies breaching the advertising law
are laid down in Article 101 c) 16ª of Law 29/2006.

Advertising
All non-prescription non-reimbursed (traditional and wellestablished use) herbal medicinal products) comply with the
requirements of medicinal products permitted for advertising,
laid down in Article 25 of Royal Decree 1345/2007. Hence,

Infringement of the advertising law is considered a serious
violation, which can attract fines ranging from € 30,000 to
€ 90,000. In serious cases, the Ministry of Health even has
the option of withdrawing the marketing authorisation.

Distribution

advertising of these medicines addressed to general public
needs to be authorised by Health authorities prior to its diffusion.

Article 2.6 of Law 29/2006 states that medicinal products,

After applications have been assessed and accepted, Health

including herbal medicinal products and traditional herbal

Authorities grant a “CPS” number (Control Previo Sanitario) for

medicinal products, can only be sold in pharmacies.

each application. The criteria for the advertising assessment
must be in accordance with Article 78 of Law 29/2006.

Herbal products not registered as medicines can be sold

The CPS number is valid for 5 years.

through other distribution channels such as supermarkets and
herbalists’ shops, provided that the products are presented and

Anefp has been urging the government for a long time to

sold without any reference to therapeutic indications.

transfer control of medicines advertising to a self-regulatory
system of advertising control.
All audiovisual advertising (except reminder advertising) is
obliged to mention ‑ in a “blue screen” at the end of each
message ‑ a standard phrase in image and voiceover. The
Ministry of Communication confirmed in a 1997 Resolution

Other information
Taxes
A reduced VAT rate of 4% applies to all types of medicinal
products.

that this ‘blue screen’ should not be considered as advertising
as it contained only health information. The message included

Links

in the blue screen is:

•a
 nefp:
www.anefp.org
• Spanish Medicines Agency:
http://www.aemps.es/
•S
 panish medicines legislation:
http://www.aemps.es/actividad/legislacion/espana/
home.htm
•S
 panish OTC legislation:
http://www.aemps.es/actividad/legislacion/espana/
especialidades.htm
• Ministry of Health:
http://www.msps.es/

The English translation of this text is: “Read the instructions of
this medicine and consult your pharmacist”.

•H
 ealth legislation:
http://www.msps.es/profesionales/farmacia/
legislacion/home.htm

All advertisements for traditional herbal medicinal products
shall contain the statement: “Medicamento tradicional a base
de plantas para su uso en indicación o indicaciones especí-
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•O
 fficial Journal (BOE):
http://www.boe.es/g/es/

•S
 panish Food Safety Authority (AESAN):
http://www.aesan.msc.es/
• Portalfarma (Spanish General Council of Pharmacists
web site):
http://www.portalfarma.com/home.nsf
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S W E D EN
Area:

410 964

Inhabitants (2009):

km2

9 345 135

Population density (2009):

22.7

Gross Domestic Product (2009) (e):

S EK 3 1 5 4 . 6 3 0

billion

=

i n h a b ita n ts p e r k m 2

e ur o

328.086

billion

Sources: SCB / Eurostat 2010.

Legal framework

LVFS 2006:3 provides details around the requirements for marketing authorisation/registration of herbal medicinal products

Past
In Sweden, the term natural remedy is used to denote a medicinal product in which the active ingredient(s) derive(s) from
natural sources which have not been processed too highly and
consist of part of a plant or animal, bacterial culture, mineral,
salt or salt solution. Natural remedies may only be approved
as self-medication products in accordance with documented
national tradition or tradition of neighbouring countries. However, with the new legislation on herbal medicines coming into
force, the definition of a natural remedy has been affected
and as a consequence, all natural remedies of plant origin
can no longer be included in this definition. They are instead
referred to as herbal medicinal products.

and traditional herbal medicinal products.

C lassification
Herbal medicinal products must be approved by the Medical Products Agency (MPA) before they can be marketed in
Sweden.
There are two routes available to license herbal medicinal
products in Sweden:
• A marketing authorisation which can be obtained after
submission of a full application according to Medicines
Act SFS 1992:859 (Article 8(3) of Directive 2001/83/

The basic requirements for products in Section 4 of the Medicines Act (SFS 1992: 859), several regulations (LVFS) by the
Medical Product Agency (MPA), as well as regulations in the
pharmaceutical field are applicable to natural remedies. In
addition, guidance for applications for natural remedies is
given in LVFS 1995:18.
The concept of herbal medicinal product was introduced in
the Swedish medicinal products legislation already in October
2003 (LVFS 2003:71) and these applications required either
a full or a bibliographic application.

EC, as amended), or of a well-established use application
(according to Article 10a).
• A simplified registration procedure for traditional herbal
medicinal products, as provided in §2c in Medicines Act
SFS 1992:859 (Article 16a of Directive 2001/83/EC
as amended).
The Medical Products Agency has not issued any lists of plants
permitted only in medicinal products or prohibited for use
because of their toxic properties.

SWEDEN

The National Food Administration has published a list of
plants4 that are considered as unsuitable in food (including

Present

food supplements) based on toxicological evaluations. The list

Directive 2004/24/EC was transposed and implemented

is not a legally binding document.

into Swedish national law through the Code of Statute (LVFS
2006:32) coming into force on 2 May 2006.

For a few substances/herbals the Medical Products Agency
has published its opinion regarding the classifications of e.g.

New and revised Codes of Statutes (LVFS) issued by the Medical

fish oil, ginseng arctic root, schisandra, garlic and probiotics.

Products Agency (MPA) were finalised in September 2006 .

On its website these substances/herbals can be used both as

General information on herbal remedies and herbal products

food supplements it is not possible to make medicinal claims.

3

are published on the Medical Products Agency’s website.

food supplements and herbal medicines/natural remedies. For
Fish oil is considered as a medicinal product if the dosage
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is above 3g per day. Further information regarding this can

The quality requirements for herbal medicinal products and

be found in the document Common questions regarding

traditional herbal medicinal products are generally the same

classifications of products5.

as for conventional medicinal products.

In case of doubt on the classification of a product as herbal
medicinal product, traditional herbal medicinal product or
even food supplement the Medical Products Agency is the
determining authority.
Transitional period
As of 1 May 2006, natural remedies containing herbals
should (re)-apply for marketing authorisation/registration under
the current framework (either as traditional herbal medicinal
products or well-established use herbal medicinal products)
to the Swedish Medical Products Agency. The application

Efficacy and safety can be documented in two different ways.
A bibliographic application may be submitted if the use of the
product is well-established and documented. This means that
for products with a well-established use, full documentation
of the results of pharmacological and toxicological investigations or clinical trials may be replaced by data from published
scientific literature. If there is not enough bibliographic data
available, the efficacy and safety must be documented based
on the applicant’s own studies. The guidelines for clinical
trials for herbal medicines are the same as for conventional
medicinal products.

should have been submitted by 30 April 2008.

For traditional herbal medicinal product applications some

Products already existing on the market may continue to be

Agency’s website refers the applicants to the Notice to Ap-

sold until the evaluation process is finalised. All products under
the scope of Directive 2004/24/EC should comply with the
Directive by 30 April 2011 at the latest to be permitted to
remain on the Swedish market.

Dossier
General information on the content of the application dossier
is provided on the Medical Product Agency’s website. Reference is made to the guidance document LVFS 1995:18 for
natural remedies and to LVFS 2006:3 for traditional herbal
medicinal products.
Applications must be submitted in CTD format and the same
application form that is used for conventional medicinal products should be used for herbal medicines. It has to be clearly
indicated in the cover letter that the application concerns an
application for a herbal medicinal product.
The application should be submitted to the Medical Products
Agency with the documentation to which it refers. The application fee will be invoiced to the applicant. The application
and the enclosed documentation should be in either Swedish
or English.
The Medical Products Agency assesses the application with
regard to quality, safety and efficacy of the product. Normally a
maximum of three requests for supplementary documentation can
be sent to the applicant before a final decision is taken.
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guidance is provided in LVFS 2006:3. The Medical Product
plicants, Volume 2 (Eudralex) for further guidance.
LVFS 2006:3 states that if no Community monograph has
been established the applicant may refer to other appropriate
monographs, publications or information.

Evaluation process
The evaluation is made at the department of herbal medicinal
products of the Medical Product Agency.

FEES6
Full application (Art. 8.3 of Directive 2001/83/EC as
amended)
• National application: SEK 374,000 (approximately
€ 36,963)
• Mutual Recognition procedure where Sweden is acting as RMS or CMS: SEK 220,000 (approximately
€ 21,743)
• Decentralised procedure where Sweden is acting as CMS:
SEK 220,000 (approximately € 21,743)
• Decentralised procedure where Sweden is acting as RMS:
SEK 594,000 (approximately € 58,707)
•A
 nnual fee: SEK 83,600 (for medicinal products with a
complete application, authorised for less than 5 years)
(approximately € 8,262)

Well-established use / bibliographic application (Art. 10a
of Directive 2001/83/EC as amended):
• SEK 374,000 (approximately € 36,963)

procedure where Sweden is acting as CMS: SEK 66,000
(approximately € 6,523)
• Decentralised procedure when Sweden is acting as RMS:
SEK 110.000 (approximately € 10,872)

Traditional use application:

• Annual fee: SEK 44,000 per product (approximately

• National application, Mutual Recognition procedure where

€ 4,349)

Sweden is acting as RMS or CMS and Decentralised

List of traditional herbal medicinal products registered
As of end March 2010, 22 traditional herbal medicinal products have been registered in Sweden. These are listed in the table below
and published on the MPA website7.

Product

Indication

14/11/2008

Alpenkraft, syrup
Pinus mugo Turra, aetheroleum
Citrus limon (L.) Burman fil., aetheroleum
Illicium verum Hooker fil., aetheroleum
Foeniculum vulgare Miller var.
vulgare, aetheroleum
Eucalyptus globulus Labill.,
aetheroleum
Mentha x piperita L., aetheroleum
Thymus vulgaris L., herba
Tilia cordata Miller, flos
Pimpinella anisum L., fructus
Carum carvi L., fructus
Foeniculum vulgare Miller, fructus
Polygonum aviculare L., herba
Salus Haus GmbH & Co. KG, Germany

Traditional herbal medicinal product used for treatment
of symptoms of common cold and temporary cough.
The indications are based solely on experience and
use during a long period of time.

19/11/2008

Arctic Root, tablet
Rhodiola rosea L., radix et rhizoma
Bringwell AB, Sweden

Traditional herbal medicinal product used as an adaptogen in case of decreased performance such as
fatigue and sensation of weakness. The indications
are based solely on experience and use during a
long period of time.

27/11/2008

Chisan, oral suspension
Schisandra chinensis (Turcz.) Baill., fructus
Eleutherococcus senticosus (Rupr. et Maxim)
Maxim, radix
Rhodiola rosea L., radix et rhizoma
Bringwell AB, Sweden

Traditional herbal medicinal product used as an adaptogen in case of decreased performance such as
fatigue and sensation of weakness. The indications
are based solely on experience and use during a
long period of time.

09/12/2008

Chisandra, coated tablet
Schisandra chinensis (Turcz.) Baill., fructus
Eleutherococcus senticosus (Rupr. et Maxim)
Maxim, radix
Bringwell AB, Sweden

Traditional herbal medicinal product used as an adaptogen in case of decreased performance such as
fatigue and sensation of weakness. The indications
are based solely on experience and use during a
long period of time.

SWEDEN

Date of
THR grant
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Date of
THR grant

Product

Indication

09/12/2008

Femal Balans, film-coated tablet
Zea mays L., pollen et pistil
Secale cereale L., pollen
Dactylis glomerata L., pollen
Pinus sylvestris L., pollen
Natumin Pharma AB, Sweden

Traditional herbal medicinal product used for relief of
symptoms in connection with premenstrual syndrome
(PMS) and menopause disorders. The indications are
based solely on experience and use during a long
period of time.

11/05/2009

Kaloba, film-coated tablets
Pelargonium sidoides DC, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product used to relieve
symptoms of common cold such as cough, pain in the
throat and nasal catarrh. The indications are based
solely on experience and use during a long period
of time.

11/05/2009

Kaloba, oral drops, solution
Pelargonium sidoides DC, radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product used to relieve
symptoms of common cold such as cough, pain in the
throat and nasal catarrh. The indications are based
solely on experience and use during a long period
of time.

25/05/2009

Helaflex, film-coated tablets
Harpagophytum procumbens D.C., radix
Dr. Loges + Co. GmbH, Germany

Traditional herbal medicinal product used for relief of
pain and stiffness in cases of mild joint wear (osteoarthritis). The indications are based solely on experience
and use during a long period of time.

07/10/2009

Echinaforce, oral drops
Echinacea purpurea (L.) Moench, herba
Echinacea purpurea (L.) Moench, radix
Svenska Bioforce AB , Sweden

Traditional herbal medicinal product used for the relief
of cold symptoms. The indications are based solely on
experience and use during a long period of time

07/10/2009

Echinaforce, tablets
Echinacea purpurea (L.) Moench, herba
Echinacea purpurea (L.) Moench, radix
Svenska Bioforce AB , Sweden

Traditional herbal medicinal product used for the relief

Japol, oral drops
Mentha arvensis L. var.
piperascens Malinv. ex. Holmes, aetheroleum
(mint oil, partly dementholised)
Salus Haus GmbH & Co. KG, Germany

Traditional herbal medicinal product used for tempo-

Salva vid munsår, ointment
Echinacea purpurea (L.) Moench, herba
Madaus GmbH, Germany

Traditional herbal medicinal product used for treatments

07/10/2009

07/10/2009

of cold symptoms. The indications are based solely on
experience and use during a long period of time.

rary indigestion with symptoms like feeling bloated,
flatulence and stomach ache. The indications are
based solely on experience and use during a long
period of time.

of sores on the lips and other small, superficial wounds
such as chapping in the corner of the mouth or on the
fingertips. The indications are based solely on experience and use during a long period of time.

27/10/2009

Activeen, film-coated tablets
Dactylis glomerata L., pollen
Pinus sylvestris L., pollen
Secale cereale L., pollen
Zea mays L., pollen et pistil
Natumin Pharma AB, Sweden
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Traditional herbal medicinal product used as a tonic
in case of fatigue and sensation of weakness and by
loss of appetite. The indications are based solely on
experience and use during a long period of time.

Date of
THR grant
18/11/2009

Product

Indication

Arnika Weleda, ointment
Arnica Montana L., planta tota
Weleda AB, Sweden

Traditional herbal medicinal product used in anthroposohical medicine for the symptomatic relief of temporary
joint and muscular pain, sprains, stiffness bruises and
swellings after contusions. The indications are based
solely on experience and use during a long period
of time.

18/11/2009

Rysk rot Svenska Örtmedicinska Institutet, tablets
Eleutherococcus senticosus (Rupr. et Maxim)
Maxim, radix
Bringwell AB, Sweden

Traditional herbal medicinal product used as an adaptogen in case of decreased performance such as
fatigue and sensation of weakness. The indications
are based solely on experience and use during a
long period of time.

02/12/2009

Nosweat, hard capsules
Salvia officinalis L., folium
Hela Pharma AB, Sweden

Traditional herbal medicinal product used against
temporarily exaggerated sweating. The indications
are based solely on experience and use during a
long period of time.

11/12/2009

16/12/2009

16/12/2009

Echinatex, oral drops, solution
Echinacea purpurea (L.) Moench, planta tota
Macronova AB, Sweden

Traditional herbal medicinal product used for the relief

Echitonil, chewable tablets
Echinacea purpurea L. Moench, radix
Pharbio Medical International AB, Sweden

Traditional herbal medicinal product used for the relief

Johannesört Salus, herbal tea
Hypericum perforatum L., herba
Salus-Haus GmbH & Co. KG, Germany

Traditional herbal medicinal product used in case of

of cold symptoms. The indications are based solely on
experience and use during a long period of time.

of cold symptoms. The indications are based solely on
experience and use during a long period of time.

slight mood lowering and minor nervous tension. The
indications are based solely on experience and use
during a long period of time.

18/12/2009

14/01/2010

Johannesört Salus, herbal tea
Tea bag
Hypericum perforatum L., herba
Salus-Haus GmbH & Co. KG, Germany

Traditional herbal medicinal product used in case of

Kyolic, tablets
Allium sativum L., bulbus
Birger Ledin AB, Sweden

Traditional herbal medicinal product used for the relief

Vitango, film-coated tablets
Rhodiola rosea L., radix
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Traditional herbal medicinal product used for relief

slight mood lowering and minor nervous tension. The
indications are based solely on experience and use
during a long period of time.

SWEDEN

16/12/2009

of cold symptoms. The indications are based solely on
experience and use during a long period of time.

of mental and physical symptoms of stress such as
fatigue, weakness, irritability and mild anxiety. The
indications are based solely on experience and use
during a long period of time.
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Product Information

Trade Name

The provisions on labelling and patient information leaflets of

There are no official written rules governing the use of trade-

medicines, including herbal medicinal products and traditional

marks for medicines in Sweden.

herbal medicines are defined in LVFS 2005:11 .
8

If the same trademark is used for products within the same
In addition to and in accordance with Directive 2004/24/EC,

product group, prefixes or suffixes are used. It is not usually

LVFS 2006:3 16§ provides that for traditional herbal medicinal

allowed to use the same trademark for medicines from differ-

products, labels and package leaflets shall contain a statement

ent product groups or for different active ingredients, but it is

that the product is a traditional herbal medicinal product for

possible to use the same trademark for a prescription-only and

use in a particular indication(s) and that the indications are

a non-prescription medicine. This does not affect the capacity

based solely on the experience of long-term use, and that

of the latter group to be advertised to the general public.

the user should consult a doctor if symptoms persist during
the use of the product or if adverse effects not mentioned in

Medicines are not allowed to use the same trademark as other

the package leaflet occur.

products such as foodstuffs or parapharmaceuticals.

The provisions concerning the expression of the name in

The same rules apply to all medicinal products including

Braille on packs of medicines are laid down in Section 6 of

herbal medicinal products and traditional herbal medicinal

the LVFS 2005:11.

products.

As patients have the possibility of consulting the ‘Fass.se’

Advertising

website, there is no need to include a patient leaflet in Braille.
A Braille ordering system is available on the Medicines
Information Portal, Fass.se. Fass.se holds information on
all medicines approved in Sweden. To order a Braille leaflet the patient contacts a pharmacy or the pharmaceutical
company. Since information on herbal medicinal products
and traditional herbal medicinal products now is included
in the Fass.se, this possibility is available for these types of
medicinal products.
The patient consultation/user testing provisions apply to
applications for marketing authorisation submitted after 30
October 2005. Testing is recommended for significant changes
to existing leaflets. Testing should only be carried out in one
language, and the results should be presented in English. Since
herbal medicinal products and traditional herbal medicinal
products are considered as being medicinal products these
provisions are also applicable.
In Sweden the use of warning triangles ended 1 July 2005.
The triangle has been replaced by a general statement on
package leaflets drawing attention on the importance of being aware of possible influence of medicines on the ability
to drive or use machines.

The EU’s provisions on pharmaceutical advertising laid down
in Title VIII of Directive 2001/83/EC as amended have
been implemented in Sweden. OTC advertising is allowed
in all media.
According to the self-regulatory Code9 of the Swedish Pharmaceutical Industry Association, LIF, the rules are applicable to
any form of pharmaceutical advertising directed to the general
public in all Swedish media.
Svensk Egenvård (Swedish Self-Care Association) has a Council
for Market Supervision whose purpose is to monitor companies
producing health products (including herbal medicinal products,
traditional herbal medicinal products, natural remedies and
food supplements) and ensure that they comply with the agreed
guidelines on advertising. The association cooperates with the
Swedish Consumer Agency and the Medical Products Agency.
The Council for Market Supervision has also developed industry
standards for proper marketing. These have been published
and sanctions could include an administrative charge up to
SEK 50,000 (approximately € 4,960).
OTC advertising is controlled by LIF’s self-regulatory code, by
the National Board for Consumer Policies (Konsumentverket)
and by the regulatory authorities. Point-of-sale advertising has
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to be approved by Apoteket AB. All breaches of the self-

• The Medicines Portal Fass.se:

regulatory code are published and sanctions could include
an administrative charge up to SEK 500,000 (approximately
€ 49,620).

Distribution
In contrast to other medicines, herbal medicinal products are
not only allowed to be sold in pharmacies, but also by other
retailers such as health food shops and supermarkets.
At the moment it is unclear if the abolition of the Swedish
pharmacy monopoly will have an impact on the distribution
of herbal medicinal products. This remains a subject for
discussion. However, traditional herbal medicinal products
and natural remedies are not affected by the abolition of the
pharmacy monopoly and their sales outside pharmacies will
still be possible.

Other information

www.fass.se
•M
 edical Products Agency:
http://www.lakemedelsverket.se
•M
 inistry of Health and Social Affairs:
http://www.sweden.gov.se/sb/d/2061
• Legislation online:
http://www.notisum.se/
•A
 poteket AB:
www.apoteket.se
AESGP Member Association
LIF ‑ The Swedish Association of the Pharmaceutical Industry AB
Ringvägen 100
Box 17608
SE-118 92 Stockholm
Sweden
Phone:

+46 8 / 462 37 00

Fax:

+46 8 / 462 02 92

E-mail:

info@lif.se

Websites: http://www.lif.se / http://www.fass.se/

Taxes

Acknowledgements

A VAT rate of 25% applies to all non-prescription medicines.

Senia Johansson, Svensk Egenvård (Swedish Self-care As-

For prescription-only medicines the VAT rate is 0 %.

sociation)

Links
• LIF:
www.lif.se
• Svensk Egenvård:
http://www.svenskegenvard.se
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Legal framework
Legal basis
Medicines are regulated in Switzerland by the Federal Law on
Medicinal Products and Medical Devices, dated 15 December
2000, amended on 13 June 2008 (LPTh) and completed
by a series of Ordinances of the Federal Council and of the
Swiss Agency (Swissmedic) which provide further details on
the application of the Law.
Although the scope of the law is the handling of therapeutic
products (medicinal products and medical devices), there is
no reference to herbal medicines in the body of the Law, and
the definition of medicine covers products of herbal origin
only under the wording “product of biological origin”. The
only reference to herbal medicines is found in Article 14 of
the Law which refers to a simplified authorisation and to the

The most concrete information on herbal medicines is given
in the Instructions for the submission of marketing authorisation
applications for phytomedicines with human use of 1 October
2006 (Instructions sur les phytomédicaments).
The review of the Instructions on phytomedicines is planned to
take place in 2010 i.e. after the review of the actual Federal
Law on Medicinal Products and Medicinal Devices.
Definitions
Medicinal products are defined in the Federal Law as “products
of chemical or biological origin, which are intended to have,
or are presented as having, a medicinal effect on the human
or animal organism, in particular in the diagnosis, prevention
or treatment of diseases, injuries and handicaps”.
Herbal medicinal products are defined in the OAMédcophy

term “complementary medicinal products”.

as medicinal products that exclusively contain one or more

The Swiss Agency completed the law with the Ordinance

that cannot be classified within specially oriented therapies

of Swissmedic for Therapeutic Products on the simplified
authorisation of complementary and herbal medicinal products of 22 June 2006 (OAMédcophy)1, which specifically
addresses herbal medicines, also referred to as phytomedi-

herbal substances or preparations as active substances and
such as homeopathy or anthroposophic medicines.
The definitions of herbal substances and herbal preparations are
identical to those of Directive 2001/83/EC as amended.

cines. However, the ordinance mostly covers complementary
medicines, homeopathic, anthroposophic and traditional

Classification

Asian products. The term Phytomedicines is defined, but a

Phytomedicines may contain new active ingredients, i.e. sub-

not yet been included.
Ordinance of Swissmedic for Therapeutic Products on requirements concerning the Marketing Authorisation of medicines of
9 November 2001 and updated on 22 June 2006 (OEMéd)
provides information on the documentation to be provided
with the application, product information and labelling, and
variations.

stances or preparations which have not been used previously
in medicines authorised by Swissmedic.
They can be medicines:

s w itz e r l a n d

specific section on phytomedicines, although foreseen, has

• containing new active herbal ingredients which have been
obtained from plants never used in medicines approved
before by Swissmedic;
• containing new herbal preparations composed of known
substances (e.g. new extracts; “known” meaning that the
respective constituent is part of a medicinal product that
has already been approved by Swissmedic);
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• “sufficiently documented from a scientific point of view”, but

On the Swiss market, the majority of phytomedicines can be

which have not yet been authorised by Swissmedic.

considered as well-established products. Many older authorisations (e.g. before 2002 which is the year of the establishment

Phytomedicines can also contain well-known active ingredi-

of Swissmedic as the national medicines Agency) can best

ents, i.e. herbal substances or herbal preparations thereof,

be considered as traditional phytomedicines because no

which are present in equivalent medicines already authorised

own clinical data are included in the documentation. It has

by Swissmedic. This category essentially corresponds to the

to be noted that Swissmedic explicitly does not make a strict

well-established use category of Directive 2001/83/EC as

classification of phytomedicines as new, well-established and

amended.

traditional products as the EU Directives do.

Besides the therapeutic equivalence, the Swissmedic Instructions

The different classifications and sub-classifications outlined

on Phytomedicines explicitly give guidance on the demonstration

above demonstrate that there are many composite types of

of pharmaceutical equivalence as an alternative approach to

applications possible which all require their specific documenta-

the demonstration of therapeutic equivalence (part IV A1). A

tion – this is especially relevant for phytomedicines containing

pharmaceutical equivalent herbal medicinal product does not

more than one herbal substance. The Swissmedic’s evaluators

only have to be produced from the same plant, but the extract

define the (sub-)category of the phytomedicine and thus the

has to be essentially equivalent, which includes among other

necessary level of documentation, based on the Instructions

criteria, a comparable manufacturing procedure.

on Phytomedicines.

For standardised products, the content of markers must be identi-

Swissmedic, in cooperation with the Federal Office of Public

cal; for quantified products, the content of relevant markers has

Health, has developed a list2 on the classification of herbal

to be comparable. The indication and the dosage form have

substances/preparations in medicinal products or food. The

to be the same as the ones of the reference product.

classification is based on documented scientific evidence of
the toxic potential of the substance, the pharmacological effect

The third and last category is that of traditional phytomedicines

of the substance and its main area of use. The classification of

which have been in medical use for at least 30 years and of which

the herbal substances and preparations thereof apply exclu-

usage has been documented in occidental societies for at least

sively to products used orally. The list is not exhaustive and is

15 years. The other criteria to be fulfilled for this categorisation

a living document, updated with new scientific findings and

are similar to those of Directive 2004/24/EC, i.e.:

Swiss and European trends (e.g. case laws) within this area.

• indicated for the treatment of minor ailments which are

The list is accompanied by an explanatory document which

self-diagnosable, i.e. without the supervision of a medi-

provides background information and explains how the list

cal doctor;

should be interpreted.

• active herbal ingredients are listed in distribution categories D and E;
• oral, inhalatory and external use.

If there are any questions on the classification of a product as
food or medicine, the Federal Office of Public Health should
be consulted.

The Swissmedic Instruction on the submission of applications
for cough and throat lozenges of distribution channel E in the
notification procedure of 1 June 2007 describes simplified
procedures for this category of products. A list of acceptable
herbal substances, extracts and essential oils (including minimum
concentration limits to be considered as active) is given in
respective annexes. Specific guidelines on labelling, including
acceptable wording for the indications, are also included.

Dossier
Information on the content of the dossiers is provided in the
Instructions for the submission of marketing authorisation applications for phytomedicines with human use of 1 October
2006.
The dossier should preferably be submitted using the Common
Technical Document (CTD) format and should include the following documentation:
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Part II: Quality

Part IV: Efficacy

(Analytical, chemical and pharmaceutical documents)

(Clinical documentation)

The same quality requirements apply independently of the

If the composition of the medicinal product, its innocuousness,

type of application. General Pharmacopoeial monographs

its therapeutic effect and margin, its route of administration,

on quality are binding.

indication and dosage and the proposed length of treatment
so justify and permit, the trials on therapeutic efficacy and

(Toxicology and Pharmacology documentation)
The extent and nature of the requested documentation depend on
the composition, safety and innocuousness, use and therapeutic
margin, route of administration, and duration of use.
Active ingredients which have been used in other medicines, or
which can be used as food products according to the Law of
9 October 1992 and Ordinance of 1 March 1995 on food
products, are considered to be “toxicologically known”.
Pharmacodynamics, pharmacokinetics and non-clinical toxicology do not have to be documented for a product containing
active substances with a known toxicity. However, potential
interactions and/or their genotoxicity are not always known
and need to be documented and discussed. If epidemiological
data are not sufficient, in vitro tests must be documented with

safety may be replaced by:
• proof of the therapeutic equivalence between the medicinal product in question and a medicinal product that
has already been authorised;
• proof of the pharmaceutical equivalence between the
medicinal product in question and a medicinal product
that has already been authorised;
• treatment records;
• bibliographical documentation, as long as published scientific
literature provides sufficient proof and that the results apply
by analogy to the medicinal product in question
The Agency decides on a case-by-case basis which documents
among those cited above are relevant (OAMédcophy, Art. 7).
For new substances, i.e. if no equivalent medicinal product is
already on the market or if no bibliographic references with
clinical data on efficacy and safety can be found, the medicinal

e.g. AMES-test or chromosomes aberration tests.

product cannot be authorised as a traditional herbal medicine.

When there are a sufficient number of studies published on the

In any aspect, a substance not sufficiently substantiated by

toxicological and pharmacological properties, Part III can be
replaced by bibliographic documentation. If an established
monograph containing safety data exists for the active herbal
substance, reference to this monograph can be made. It is
however necessary to provide and discuss the literature references on which the monograph is based. Special emphasis
has to be put on the discussion of the applicability of the
monograph and the underlying literature references to the

Clinical trials or treatment records would then be necessary.
literature references has to be documented via clinical trials
results or new clinical data.
For every new medicinal product introduced in Switzerland,
proof of good tolerance / adequate safety must be submitted.
If no specific clinical study on efficacy has been performed,
the safety is normally proved by submission of 50 treatment
records. These treatment records are considered as clinical

medicinal product for which an application is submitted.

trials which demand the opinion of an ethics committee.

When a traditionally used phytomedicine has a well recorded

The efficacy and clinical safety can be justified by showing

history of use, Part III can be replaced by an overview of the
existing literature references documenting the safety of the

therapeutic or pharmaceutical equivalence between a product
for which authorisation is sought and a medicine already on

medicine accompanied by an expert report.

the market.

For “toxicologically new” substances it is necessary to present

For a fixed combination of active herbal ingredients, evidence

studies on pharmacokinetics, acute and chronic toxicity,
embryo toxicity, carcinogenic or mutagenic effects as well as
allergenic properties.

s w itz e r l a n d

Part III: Safety

needs to be provided that there is no interference between
the ingredients, e.g. by providing documentation on in vitro
trials, publications, etc. The combination has to be fully justified and discussed.
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The indication of phytomedicines, for which efficacy has

Chapters should not be introduced by titles but rather by

been demonstrated through bibliographic or traditional use

interrogative sentences such as “When should [Product X]

data, will generally be limited to the treatment or prevention

be avoided or be used with caution?”

of minor ailments or traditional use.
The requirements for herbal medicines are laid down in
The provision of non-clinical and clinical documentation can

Annex 5 of the OEMéd.

complete a registration application and can be subject to
data protection as was shown by the recent registration of
a medicine containing escholzia for which the clinical and
preclinical data protection period was set to 10 years by
Swissmedic.

evaluation

Trade name
The use of trademarks for medicines is governed by:
• The amended Swiss Law on Trademarks of April
19943
• The Swissmedic Guidelines on the Use of Umbrella
Brands issued in December 1997. These guidelines

Swissmedic reviews authorisation and registration applica-

stipulated that in case sufficient transparency is guaran-

tions.

teed for the consumer (different prefixes or suffixes and
packaging design are recommended) and no danger

The authorisation department in Swissmedic is organised

to health is caused as a result of risk of confusion with

around units specialised in different types of medicines. One

other medicines or a wrong application of a products’

recently founded unit is specialised in complementary and

effects and risks, umbrella brands are acceptable in the

herbal medicinal products.

following cases:
- Rx and OTC medicines of the same active ingredients

The main steps of the evaluation procedure are the following:
1. Formal review of the dossier and confirmation of
Swissmedic
2. First evaluation and list of questions
3. New evaluation and preliminary answer
4. Act of disposal

with a closely related but not identical spectrum of
indications
- Medicines with different composition of active ingredients but within a narrow spectrum of indications
- Medicines containing pure plant-derived ingredients as well as combination medicines which,
apart from regular plant-based ingredients, contain

A marketing authorisation is valid for five years from the date

ingredients which are entirely or partially obtained

of issuance and is renewable every 5 years.

by chemical synthesis on the basis of plant-derived
active ingredients.

The fees to be paid by the applicants for the (different) application procedure are:
• Authorisation of a new substance: CHF 6,000 (approximately € 4,086)
• Authorisation of a known substance: CHF 3,000 (approximately € 2,043)

In case an umbrella brand is used at the same time for an
Rx and an OTC product, the Authorities have warned that
the Federal Office for Social Insurance will delist (i.e. dereimburse) any product whose trade name is advertised to
the general public.

Product information

Advertising

Switzerland has very precise rules on the layout and contents

Swiss promotional practices and regulations are broadly similar

of the patient leaflet, which is compulsory for all medicines. The

to those of the EU. An Ordinance regulating pharmaceutical

leaflet should be in the three official languages (i.e. German,

advertising and promotion came into force at the beginning

French and Italian) and must be pre-vetted by Swissmedic.

of 2002, and its preamble explicitly stated that it was as

Its language should be patient-friendly, avoid scientific and

compatible as possible with the EU legislation in place.

foreign words and be printed in minimum 8-point characters.
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The general rules for advertising of medicinal products equally
apply to herbal medicinal products.
All non-prescription products may be advertised directly to the
public, in line with EU regulations. Reimbursable non-prescription
medicines may only be promoted at the point of sale.
Swissmedic must give advance approval for all advertising

Other information
Taxes
A Value Added Tax (VAT) of 2.4% is currently imposed on all
pharmaceutical products including herbal medicines.

via the broadcast media. Radio and television advertisements

Links

for non-prescription medicines must carry the following warn-

• Swiss Agency for Therapeutic Products (Swissmedic):

ing: “This is a medicine. Ask a specialist for advice and read
the pack label.”
With the exception of “sensitive” products such as analgesics,
laxatives, sleeping aids and appetite suppressants, advertising
via the print media is subject to industry self-regulation.

www.swissmedic.ch
• Swiss legislation:
http://www.admin.ch/ch/d/sr/sr.html (German)
http://www.admin.ch/ch/f/rs/rs.html (French)
http://ww.admin.ch/ch/i/rs/rs.html (Italian)
• Medicines legislation:

Promotion of prescription and non-prescription products is

http://www.admin.ch/ch/d/sr/81.html#812.2 (German)

governed by the Pharma Kodex4 (Pharmaceutical Code) is-

http://www.admin.ch/ch/f/rs/81.html#812.2 (French)

sued on 1 August 1991 and subsequently amended several

http://www.admin.ch/ch/i/rs/81.html#812 (Italian)

times. If the Code is breached, sanctions range from drawing
attention to non-conformity ‑ with the request for correction ‑ to
warnings and a request for change, to the introduction of
penalties.

http://www.bag.admin.ch/
• Swiss Association for Phytomedicine
www.smgp.ch

Distribution
The distribution channel determines the classification of medicinal products:
List A:

restricted prescription

List B:

prescription-only

List C:

non-prescription, pharmacy-only

List D:	non-prescription, available through pharmacies
and drugstores
List E:

• Ministry of Health:

no restriction as to sales outlet

Herbal medicinal products are most commonly found in List D
and can thereby be sold in pharmacies and drugstores. Herbal
medicinal products belonging to Category E can also be sold

AESGP Member Association
Schweizerischer Fachverband der Hersteller freiverkäuflicher
Heilmittel /
Association Suisse des Fabricants de Spécialités Grand
Public (ASSGP)
Effingerstrasse 14
Postfach 5208
CH-3001 Bern
Switzerland
Phone:

+41 31 / 381 89 80

Fax:

+41 31 / 381 90 01

E-mail:

infos@assgp.ch

Website: www.assgp.ch

found in List B. The toxicity of the substance and the indication

Acknowledgements

determine the classification of each product.

Mónica Mennet-von Eiff, ASSGP

s w itz e r l a n d

in supermarkets. Very rarely, herbal medicinal products are

Self-service for herbal medicinal products is allowed for those
listed in List E. Examples of products in this category are
cough sweets or teas.
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Legal framework

The Traditional Herbal Medicines Registration Scheme, required

Herbal medicines on the UK market may be:

2005. More information on the Scheme may be found on

• unlicensed herbal remedies
• licensed herbal medicines
• registered traditional herbal medicines
Past
Unlicensed herbal remedies
As per Section 12(2) of the UK Medicines Act 19681 of 25
October 1968, unlicensed herbal remedies are exempt from
a product licence or marketing authorisation and can be sold
as OTC- products. To be granted this exemption, products
must meet specific exemption conditions, e.g. they must be
made from simple processes only, make no medicinal claims
and have no brand names.
However, these herbal remedies are not required to meet
specific safety or quality standards or to be accompanied by
recommendations for use or safety warnings.
Licensed herbal medicines
Around 500 herbal medicines hold marketing authorisations
which were obtained in the 1980s for products which met
the safety, quality and efficacy requirements applicable at
that time.
Now, the MHRA intends to review existing marketing authorisation for herbal products, as a number of herbal products currently
having a marketing authorisation would more appropriately fall
within the category of traditional herbal registration.
Present

by Directive 2004/24/EC, was introduced on 30 October
the MHRA website3.
It is foreseen that the Traditional Herbal Medicines Registration
Scheme will ultimately replace Section 12(2) of the Medicines
Act and hence the unlicensed herbal remedies category will
disappear.
Transitional period
A transitional period runs until 30 April 2011, the date after
which products sold under Section 12(2) can no longer be
put on the market, nor distributed by wholesalers. They will
either have to go through the Traditional Herbal Medicines
Registration Scheme or obtain a marketing authorisation.
However, products already on the market (in retail) can still
be sold after 30 April 2011. Details about the transitional
period are gathered in the MHRA’s Consolidated Guidance
on Transitional arrangements for the Directive on traditional
herbal medicinal products (Directive 2004/24/EC, amending
Directive 2001/83/EC)4.
In early 2009, the MHRA started a review of herbal product
marketing authorisation. The review aims to ensure that herbal
products already authorised before the EU traditional herbal
medicinal product framework existed and having a traditional
indication, are re-classified as traditional herbal medicinal
products. The MHRA has published Guidance on arrangements
for the transfer of certain herbal products with a marketing
authorisation to traditional herbal registration status5 which
sets out MHRA expectations of companies, gives advice and

Registered traditional herbal medicines

provides a contact point for companies to raise any queries

Directive 2004/24/EC was transposed in Regulation 4(1)

and to submit their provisional plans under the review.

of The Medicines (Traditional Herbal Medicinal products for
Human Use) Regulations 20052 (SI 2005 No. 2750). The
requirements of the Directive have been faithfully transposed
into the Regulations.
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Dossier

The Committee may also advise on the safety, quality and ef-

A technical dossier covering the quality of herbal ingredients

authorisation, product licence or certificate of registration, or

and the finished herbal product shall be submitted. This quality dossier shall include details of all the necessary physicochemical, biological and microbiological tests in compliance

ficacy of herbal medicinal products which have a marketing
which are the subject of an application for such authorisation, licence or certificate, if Health Ministers or the licensing
authority request such advice or provide the Committee with

with European Guidelines.

information relating to that product.

Concerning safety, a bibliographic review of safety data is

Fees8 (as from 1 April 2010)

needed, together with an expert report. The expert (who can
be a registered doctor or pharmacist, a scientifically qualified
individual with relevant competence, e.g. a toxicologist, a
herbal practitioner member of a professional body working
towards the statutory regulation of the herbal medicine profession or a registered herbal practitioner) will need to comment
both on non-clinical and clinical safety aspects. In cases where
the bibliographic review or expert report does not provide
adequate evidence as to the product safety in normal conditions of use, the application may be refused.
Unless otherwise justified, an expert report needs to be submitted,
demonstrating that the herb has been used at the dosage in the
product in compliance with the requirements of the Directive.
The applicant must also take into account the substances
authorised or prohibited/restricted. They are available on
the MHRA website:
• List B: Consolidated list of substances which are present
in authorised medicines for general sale6 (including
herbal substances)
• List of herbal ingredients which are prohibited or restricted
in medicines7

• Standard registration application (i.e. any application for
the grant of a traditional herbal registration which is not a
complex registration application, a reduced application
category I, a reduced registration application category
II or a change of ownership application)
• 3 or fewer existing herbal active ingredients:
£ 2,619 (approximately € 2,940)
• more than 3 existing herbal active ingredients:
£ 3,928 (approximately € 4,409)
• Reduced registration application
- Category I (i.e. application other than a complex registration application for a traditional herbal registration
relating to a medicinal product which is presented in
the form of a herbal tea.)
• 3 or fewer existing herbal active ingredients:
£ 583 (approximately € 654)
• more than 3 existing herbal active ingredients:
£ 873 (approximately € 980)
- Category II (i.e. application, other than a complex
registration application, for a traditional herbal registration where the application falls within one of
the descriptions specified in sub-paragraphs (a) to
(d) as follows:
(a) the application relates to a medicinal prod-

Evaluation process
The MHRA’s Herbal Medicines Advisory Committee advises
on the safety and quality of herbal medicinal products eligible
for registration under the simplified traditional use registration
procedure established by Directive 2004/24/EC.
The role of the Committee primarily concerns issues relating to
safety and quality, since there is no requirement for efficacy to be
separately demonstrated in relation to registered traditional herbal
medicinal products or unlicensed products sold under Section 12
of the Medicines Act. However, efficacy is still relevant. Under
the Traditional Herbal Registration Scheme, the pharmacological
effects or efficacy of the medicinal product must be plausible
on the basis of long-standing use and experience.
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uct which is presented in the form of a herbal
tincture;
(b) the application relates to a medicinal product which
is presented in the form of an essential oil;
(c) the application relates to a medicinal product
which is presented in the form of a fatty oil; or
(d) the application relates to a medicinal product
which contains only herbal substances in a
capsule)
• 3 or fewer existing herbal active ingredients:
£ 873 (approximately € 980)
• more than 3 existing herbal active ingredients:
£ 1,310 (approximately € 1,470)

traditional herbal registration relating to a medicinal product
containing an active ingredient that has not previously been
included as an active ingredient in a medical product in
respect of which a marketing authorisation or a traditional
herbal registration has previously been granted)
• Single new herbal active ingredient: £ 5,237
(approximately € 5,878)

• Ancillary vitamins/minerals:

U n it e d K i n g d o m

• Complex registration application (i.e. application for a

• Existing sources plus CEP: £ 1,164 (approximately
€1,306)
• New sources (non-CEP): £ 2,328 (approximately
€ 2,613)
• New excipients: £ 7,767 (approximately € 8,718)
• New sources TSE risk excipients (non-CEP): £ 690
(approximately € 774)

• 2 or more active herbal ingredients: £ 7,857 (ap-

• Sterile products: £ 2,328 (approximately € 2,613)

proximately € 8,819)

List of traditional herbal medicinal products registered
As of 25 March 2010, 120 traditional herbal registration applications (among which 3 transfers from PL) have been received
by the MHRA. 56 products have so far been granted traditional herbal registration9. Out of these 56 products, 49 (listed below)
have been published on the MHRA website together with their Public Assessment Reports10.
Date of
THR grant

Product

Indication

Status

30/10/2006

Atrogel Arnica Gel
Arnica Montana L., flos Extract 500mg
Bioforce (UK) Ltd.

Arnica gel traditionally used for the symptomatic
relief of muscular aches, pains and stiffness,
sprains, bruises and swelling after contusions.

GSL

26/01/2007

Flexiherb® Film-coated Tablets
Harpagophytum procumbens D.C., radix
Extract 600mg
M H Pharma (UK) Ltd.

Relief of backache, rheumatic or muscular pain,
general aches and pains in the muscles and
joints.

GSL

03/04/2007

MigraHerb® Hard Capsules
Tanacetum parthenium L. Schultz Bip,
herba
100mg
M H Pharma (UK) Ltd.

Prevention of migraine headaches.

GSL

25/06/2007

MenoHerb® Film-coated Tablets
Cimicifuga racemosa (L.) Nutt.,
rhizoma et radix
Extract 6.5mg
M H Pharma (UK) Ltd.

Relief of symptoms of the menopause, such as
hot flushes, night sweats, and temporary changes
in mood (such as nervous irritability and restlessness).

GSL

10/09/2007

Prostasan® Saw Palmetto Capsules
Serenoa repens (Bartram) Small, fructus
(Sabal serrulata (Michaux) Nichols,
fructus)
Extract 320mg
Bioforce (UK) Ltd.

Relief of lower urinary tract symptoms in men who
have a confirmed diagnosis of benign prostatic
hypertrophy (BPH)

GSL

16/10/2007

PremHerb® Film-coated Tablets
Vitex Agnus castus L., fructus
Extract 4.0mg
M H Pharma (UK) Ltd.

Relief of the symptoms associated with premenstrual syndrome

GSL

19/12/2007

NiteHerb® Tablets
Valeriana officinalis L., radix
Extract 150mg
M H Pharma (UK) Ltd.

Temporary relief of sleep disturbances due to
symptoms of mild anxiety.

GSL
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Date of
THR grant

Product

Indication

Status

11/01/2008

Atrosan® Devil’s Claw Tablets
Harpagophytum procumbens D.C. and/
or H. zeyheri L. Decne., radix
Extract 480mg
Bioforce (UK) Ltd.

Relief of backache, rheumatic or muscular pain,
and general aches and pains in the muscles
and joints.

GSL

20/02/2008

HyperiCalm® Tablets
Hypericum perforatum L., herba
Extract 425mg
M H Pharma (UK) Ltd.

Relief of symptoms of slightly low mood and
mild anxiety.

GSL

20/02/2008

Venaforce® Horse Chestnut GR* Tablets
Aesculus hippocastanum L., semen
Extract 157.5-225.0mg
Bioforce (UK) Ltd.

Relief of symptoms associated with chronic venous
insufficiency and varicose veins, such as tired
heavy legs, pain, cramps and swelling.

GSL

03/03/2008

NiteHerb Plus® Tablets
Valeriana officinalis L., radix
Extract 125mg
M H Pharma (UK) Ltd.

Temporary relief of sleep disturbances due to
symptoms of mild anxiety.

GSL

26/03/2008

Kaloba® Oral Drops, solution
Pelargonium sidoides DC, radix
Extract 8.0g
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Relief of the symptoms of upper respiratory tract
infections including common cold, such as sore
throat, cough and blocked or runny nose.

GSL

30/04/2008

BOTANOVA® Film-coated Tablets
Hypericum perforatum L., herba
Extract 60mg
Valeriana officinalis L., radix
Extract 28mg
Passiflora incarnata L., herba
Extract 32mg
PASCOE pharmazeutische Präparate
GmbH, Germany

Relief of:
• slightly low mood and mild anxiety
• sleep disturbances due to symptoms of mild
anxiety

GSL

21/05/2008

Hyperiforce® St. John’s Wort tablets
Hypericum perforatum L., herba
Extract 40-73mg
Bioforce (UK) Ltd.

Relief of the symptoms of slightly low mood and
mild anxiety.

GSL

16/06/2008

ECHINAFLU soft capsules
Echinacea purpurea (L.) Moench, herba
Dried pressed juice 176mg
Swiss Caps GmbH, Germany

Relief of the symptoms of the common cold and
influenza type infections.

GSL

16/06/2008

ECHINAFLU effervescent tablets
Echinacea purpurea (L.) Moench, herba
Dried pressed juice 176mg
Swiss Caps GmbH, Germany

Relief of the symptoms of the common cold and
influenza type infections.

GSL

11/07/2008

Valdrian® capsules
Valeriana officinalis L., radix
400mg
Bio-Health Limited, UK

Temporary relief of symptoms of mild anxiety
and to aid sleep.

GSL
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Product

Indication

Status

24/07/2008

Vitano® Film-coated tablets
Rhodiola rosea L., rhizoma et radix
Extract 200mg
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Temporary relief of symptoms associated with stress
such as fatigue, exhaustion and mild anxiety.

GSL

31/07/2008

EchinEeze® Tablets
Echinacea purpurea (L.) Moench, radix
Extract 70mg
Natures Aid Health Products, UK

Relief of the symptoms of the common cold and
influenza type infections.

GSL

10/10/2008

Duchy Herbals Hyperi-lift Tincture
Hypericum perforatum L., herba
Tincture 1ml
A. Nelson & Co. Limited, UK

Relief of the symptoms of slightly low mood and
mild anxiety.

GSL

10/10/2008

Duchy Herbals Echina-Relief Tincture
Echinacea purpurea (L.) Moench, radix
Tincture 1ml
A. Nelson & Co. Limited, UK

Relief of the symptoms of the common cold and
influenza type infections.

GSL

16/12/2008

DiaSleep
Valeriana officinalis L., radix
Extract 150mg
Diapharm Regulatory Services GmbH,
Germany

Temporary relief of sleep disturbances due to
symptoms of mild anxiety

GSL

16/12/2008

DiaNight
Valeriana officinalis L., radix
Extract 150mg
Diapharm Regulatory Services GmbH,
Germany

Temporary relief of sleep disturbances due to
symptoms of mild anxiety

GSL

22/12/2008

DiaSleep Plus Tablets
Valeriana officinalis L., radix
Extract 125mg
Passiflora incarnata L., herba
Extract 250mg
Diapharm Regulatory Services GmbH,
Germany

Temporary relief of sleep disturbances due to
symptoms of mild anxiety

GSL

22/12/2008

DiaNight Plus Tablets
Valeriana officinalis L., radix
Extract 125mg
Passiflora incarnata L., herba
Extract 250mg
Diapharm Regulatory Services GmbH,
Germany

Temporary relief of sleep disturbances due to
symptoms of mild anxiety

GSL

19/02/2009

Digestherb hard capsules
Cynara scolymus L., folium
Extract 400mg
Schwabe Pharma (UK) Ltd.

Relief of digestive complaints, such as indigestion, upset stomach, nausea, feelings of fullness
and flatulence (wind), particularly caused, by
over indulgence of food and drink, based on
traditional use only

GSL

U n it e d K i n g d o m

Date of
THR grant
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Date of
THR grant

Product

Indication

Status

19/02/2009

Dormeasan Valerian-Hops oral drops
Valeriana officinalis L. radix
tincture 0.5 ml
Humulus lupulus L., flos
tincture 0.5 ml
Bioforce (UK) Ltd

Temporary relief of sleep disturbances caused
by the symptoms of mild anxiety based on traditional use only

GSL

27/02/2009

RelaxHerb coated Tablets
Passiflora incarnata L., herba
Extract 425mg
Schwabe Pharma (UK) Ltd

Temporary relief of symptoms associated with
stress such as mild anxiety based on traditional
use only

GSL

31/03/2009

Kaloba film-coated tablets
Pelargonium sidoides DC, radix
Extract 20mg
Dr. Willmar Schwabe GmbH & Co. KG,
Germany

Relief of the symptoms of upper respiratory tract
infections including the common cold, such as
sore throat, cough and blocked or runny nose,
based on traditional use only

GSL

15/04/2009

HARPADOL
Harpagophytum procumbens D.C. and/
or H. zeyheri L. Decne, radix
435mg
Laboratoires Arkopharma, France

Relief of backache, rheumatic or muscular pain
and general aches and pains in the muscles and
joints based on evidence of traditional use

GSL

15/05/2009

Ginkgoforce Ginkgo biloba Tablets
Ginkgo biloba L., folium
Extract 90mg
Bioforce (UK) Ltd

Relief of the symptoms of Raynaud’s syndrome
and tinnitus, based on traditional use only.

GSL

11/06/2009

Echinaforce Forte Cold & Flu Tablets
Echinacea purpurea (L.) Moench, herba
Extract 1,140 mg
Echinacea purpurea (L.) Moench, radix
Extract 60 mg
Bioforce (UK) Ltd

Relief of the symptoms of common cold and
influenza like infections based on a traditional
use only

GSL

23/06/2009

Peppermint Water BP 1973
Oral solution
Mentha x piperita L., folium
Viridian Pharma Ltd, UK

Symptomatic relief of minor digestive complaints
such as dyspepsia, flatulence and stomach cramps,
based on traditional use only

GSL

03/07/2009

DiaCimi Tablets
Cimicifuga racemosa L., rhizoma et radix
Extract 6.5mg
Diapharm Regulatory Services GmbH,
Germany

Relief of symptoms of the menopause, such as hot
flushes, night sweats and temporary changes in
mood (such as nervous irritability and restlessness)
based on traditional use only. As there is evidence
that black cohosh may have hormone-like effects,
it should only be used by women of childbearing
potential if contraception is used.

GSL

03/07/2009

DiaBlack Cohosh Tablets
Cimicifuga racemosa (L.) Nutt., rhizoma
et radix
Extract 6.5mg
Diapharm Regulatory Services GmbH,
Germany

Relief of symptoms of the menopause, such as hot
flushes, night sweats and temporary changes in
mood (such as nervous irritability and restlessness)
based on traditional use only. As there is evidence
that black cohosh may have hormone-like effects,
it should only be used by women of childbearing
potential if contraception is used.

GSL
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Product

Indication

Status

07/07/2009

DiaPassion Tablets
Passiflora incarnata L., herba
Extract 425mg
Diapharm Regulatory Services GmbH,
Germany

Temporary relief of symptoms associated with
stress such as mild anxiety based on traditional
use only

GSL

08/07/2009

MenoCool Film-coated Tablets
Cimicifuga racemosa (L.) Nutt., rhizoma
et radix
Extract 6.5mg
Diapharm Regulatory Services GmbH,
Germany

Relief of symptoms of the menopause, such as hot
flushes, night sweats and temporary changes in
mood (such as nervous irritability and restlessness)
based on traditional use only. As there is evidence
that black cohosh may have hormone-like effects,
it should only be used by women of childbearing
potential if contraception is used.

GSL

09/07/2009

DiaBackpain Tablets
Harpagophytum procumbens D.C., radix
Extract 600mg
Diapharm Regulatory Services GmbH,
Germany

Relief of backache, rheumatic or muscular pain
and general aches and pains in the muscles and
joints based on evidence of traditional use.

GSL

09/07/2009

DiaHarp Tablets
Harpagophytum procumbens D.C., radix
Extract 600mg
Diapharm Regulatory Services GmbH,
Germany

Relief of backache, rheumatic or muscular pain
and general aches and pains in the muscles and
joints based on evidence of traditional use.

GSL

27/07/2009

Mood Boost film-coated tablets
Hypericum perforatum L., herba
Extract 250mg
Bioplanta UK Ltd

Relief of the symptoms of slightly low mood and
mild anxiety, based on traditional use only.

GSL

27/07/2009

Karmamood film-coated tablets
Hypericum perforatum L., herba
Extract 250mg
Schwabe Pharma (UK) Ltd

Relief of the symptoms of slightly low mood and
mild anxiety, based on traditional use only.

GSL

27/07/2009

Lloydspharmacy St John’s wort film-coated
tablets
Hypericum perforatum L., herba
Extract 250mg
Schwabe Pharma (UK) Ltd

Relief of the symptoms of slightly low mood and
mild anxiety, based on traditional use only.

GSL

29/07/2009

DiaMigraine hard capsules
Tanacetum parthenium L. Schultz Bip,
herba
100mg
Diapharm Regulatory Services GmbH,
Germany

Prevention of migraine headaches based on
traditional use only.

GSL

29/07/2009

DiaFeverFew hard capsules
Tanacetum parthenium L. Schultz Bip,
herba
100mg
Diapharm Regulatory Services GmbH,
Germany

Prevention of migraine headaches based on
traditional use only.

GSL

U n it e d K i n g d o m

Date of
THR grant
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Date of
THR grant

Product

Indication

Status

04/08/2009

Kira® meno Film-coated Tablets
Cimicifuga racemosa (L.) Nutt., rhizoma
et radix
Extract 6.5 mg
Cassella-medicine GmbH & Co. KG,
Germany

Relief of symptoms of the menopause, such as hot
flushes, night sweats and temporary changes in
mood (such as nervous irritability and restlessness)
based on traditional use only. As there is evidence
that black cohosh may have hormone-like effects,
it should only be used by women of childbearing
potential if contraception is used.

GSL

03/09/2009

SALVIAN capsules
Salvia officinalis L., folium
300mg
Bio-Health Limited, UK

Relief of excessive sweating associated with
menopause, based on traditional use only.

GSL

07/10/2009

Kira Prem Film-coated Tablets
Vitex Agnus castus L., fructus
Extract 4mg
Cassella-medicine GmbH & Co. KG,
Germany

Relief of symptoms associated with premenstrual
syndrome, based on traditional use only.

GSL

21/12/2009

PASCOE Calm Tablets
Passiflora incarnate L., herba
Extract 425mg
PASCOE pharmazeutische Präparate
GmbH, Germany

Temporary relief of mild anxiety and to aid sleep,
based on traditional use only.

GSL

14/01/2010

Echinaforce Junior Cold & Flu Tablets
Echinacea purpurea (L.) Moench, herba
Extract 380mg
Echinacea purpurea (L.) Moench, radix
Extract 20mg
Bioforce (UK) Ltd

Relief of the symptoms of the common cold and
influenza type infections based on traditional
use only.

GSL

Product Information
Labelling and the user package leaflet should be in English
and meet the requirements of Articles 54 to 65 of Directive
2001/83/EC, as amended by Directive 2004/27/EC.
This includes the obligation to undergo patients’ consultation.
Compliance with the full requirements set out in these Articles

• The user should consult a doctor or a qualified health care
practitioner if the symptoms persist during the use of the
medicinal product or if adverse effects not mentioned in
the package leaflet occur
Further information may be found in the MHRA Guidance Note
25 – Best Practice Guidance on the labelling and packaging

is required.

of medicines11

Article 56a of Directive 2001/83/EC, as amended, requires

MHRA Traditional Herbal Registration
certification mark

certain information on the packaging and package leaflet to
be in Braille for the blind and partially sighted.
In addition, as provided for by Directive 2004/24/EC, the
labelling and package leaflet of a traditional herbal medicinal
product shall contain a statement to the effect that:
• The product is a traditional herbal medicinal product for
use in specified indication(s) based on traditional use
only; and
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The MHRA has developed the following
Traditional Herbal Registration certification
mark aimed at anyone placing herbal
medicines on the UK market and patients,
consumers, healthcare providers and
others providing advice to the public
about herbal medicines.

End 2009 the MHRA finalised an update of its Guideline for

that the herbal medicine has been registered with the MHRA

Naming of Medicinal Products and Braille Requirements for

under the Traditional Herbal Registration Scheme and meets

Name on Label (December 2009)14 to consolidate MHRA

the required standards relating to its quality, safety, evidence

policy on the acceptability of proposed names for medicinal

of traditional use and other criteria as set out under Directive

products. New requirements for Braille, generic names, invented

2004/24/EC. The certification mark has been designed as

names, and qualifiers / abbreviations were added during the

an additional visible symbol to help consumers more easily

update. The 2009 guideline incorporated the previous Guid-

distinguish those products benefiting from a THR from those

ance Note 29 – MHRA Naming Policy with respect to umbrella

which do not.

segments of product names15. Manufacturers must be prepared

U n it e d K i n g d o m

This certification mark is a type of trade mark which indicates

to demonstrate that any risks arising from inadvertent use are
Use of the certification mark is not compulsory. However, its

minimal. Experience shows that the MHRA is receptive to the

use is recommended by the MHRA. Guidance documents on

development of such line extensions if the proposed name is

the THR certification mark have been issued by the MHRA:

differentiated by the addition of an appropriate prefix or suffix

• The Traditional Herbal Registration (THR) certification
mark: Guidance for Business12
• The Traditional Herbal Registration (THR) certification
mark: Guidance for Consumers13

Trade Name
In the United Kingdom, the same trademark can be used
for a prescription and a non-prescription medicine, and the
non-prescription variant can be advertised to the general
public.
As a result of changes brought about by The Medicines for
Human Use and Medical Devices (Fees and Miscellaneous
Amendments) Regulations 2002 (SI 2002/542), it became
clear that it would no longer be possible to have more than one
legal supply status on a single marketing authorisation. One
effect of this change would be that Prescription-only-medicine
(POM), Pharmacy only (P), and General Sales List (GSL) versions
of the same product would require different brand names.
The MHRA therefore made it known that where a change in
legal supply status is due only to a difference in pack size of
the medicinal product but all other aspects of the marketing
authorisations are the same, the same brand name can be
used for the products. Where other changes to a product result
in a new marketing authorisation, a different brand name
would have to be given to the various products.
It is acceptable for a brand name used on a medicine to
also be used on a cosmetic or foodstuff as long as the name
does not carry or imply a medicinal use or pose a safety risk
to the public.

to the brand name and the active ingredients are displayed
prominently on the packaging.
The MHRA is willing to discuss names and packaging in advance
of an application and to advise on changes where necessary.
If a proposed brand extension is unacceptable, the MHRA will
provide the applicant with the reasons for refusal.

Advertising
The UK Regulations to implement the EU’s provisions on pharmaceutical advertising (now laid down in Title VIII of Directive
2001/83/EC as amended) came into force on 9 August
1994. The Regulations consist of three parts: The Medicines
(Advertising) Regulations 199416 (SI 1994 No. 1932), The
Medicines (Advertising) Amendment Regulations 199617 (SI
1996 No. 1552) and The Medicines (Monitoring of Advertising)
Regulation 199418 (SI 1994 No. 1933). The 2004 review
changes which, inter alia, removed the ban on advertisements
to the public for certain serious conditions, were implemented
through The Medicines (Advertising Amendments) Regulations
200519 (SI 2005 No. 2787).
All advertising must comply with the particulars set out in the
authorised Summary of Product Characteristics (SPC) for the
product, must encourage rational use of the product by presenting it objectively and without exaggerating its properties
and must not be misleading.
Advertisements to the public must include the name of the
product, the common name of the product where the product
contains only one active ingredient, at least one indication for
use (information necessary for correct use of the product) and
an invitation to “Always read the label” or equivalent.
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Further information about the legal requirements for medicines
advertising can be found in the MHRA Guidance Note 23,
‘Advertising and Promotion of Medicines in the UK’ - The Blue
Guide20 which explains the regulations and provides clarification on the Agency’s interpretation of them. This states that, in
addition to the general advertising requirements above and
in accordance with Directive 2004/24/EC, advertisement
for a traditionally used medicinal product shall contain the
following statement:
“Traditional herbal medicinal product for use in [specify one
or more therapeutic indications for the product consistent with
the terms of the traditional herbal registration for that product]
exclusively based on long-standing use as a traditional herbal
remedy.”
It is specified that the terms “as a traditional herbal remedy”
have been added to the above-referred statement to ensure
that consumers are not misled as to the length of time they
need to use the product, wording agreed with advertising
regulatory bodies and the industry’s Herbal Forum.
The MHRA has recently published a draft new guidance on
consumer advertising for registered traditional herbal medicinal
products. Following this publication it is asking for comments
from users on the perceived helpfulness of the guidance in
practice as well as on additional areas users might wish the
guideline to cover.
The advertising regulations recognise the role of the selfregulatory system. All advertising must comply with both
statutory requirements and self-regulatory Codes of Practice.
The Proprietary Association of Great Britain (PAGB) has published Medicines Advertising Codes for Traditional Herbal
Medicines21 with which all PAGB members must comply when
submitting advertisements for pre-publication assessment by
PAGB. It clarifies that claims in advertising shall be in line with
the approved indication of the medicinal product and shall
not mislead the consumer as to the efficacy of the product.
However, claims such as ‘clinically/medically/scientifically
proven’ or ‘effective in…’ are not acceptable for traditional
herbal medicinal products as their registration is based exclusively on traditional use.

Distribution
The distribution of medicines in the UK depends on their classification status.
Medicines are classified into three different categories:
• Prescription-only medicines (POM). They are set out
in the Medicines (Products Other than Veterinary Drugs)
(Prescription-Only) Order22 (SI 1997 No. 1830), which lists
all ingredients classified as prescription-only, in alphabetical order. The four columns next to the ingredient’s name
list the conditions under which this ingredient could be
supplied OTC. Ingredients omitted from the Order are
automatically classified as pharmacy medicines rather
than as GSL medicines. The Order recognises the status
of prescription-only medicines licensed under the EU
centralised procedure as POMs under UK law.
• General Sale List (GSL) Medicines. Medicines that contain
ingredients on the General Sale List (The Medicines (Products other than Veterinary Drugs) (General Sale List) Order,
1984 – SI 1984/769) may be sold from any lockable
shop. GSL may be appropriate for medicines “which can
with reasonable safety be sold or supplied otherwise than
by or under the supervision of a pharmacist” and “where
the hazard to health, the risk of misuse, or the need to
take special precautions in handling is small and where
wider sales would be a convenience for the purchaser”.
Products falling into this category include small packs of
analgesics containing aspirin / paracetamol (16 tablets),
most antacids, simple cough mixtures, antiseptics, throat
pastilles, etc. and most herbal products.
• Pharmacy (P) Medicines. Any medicine not a POM or
a GSL medicine is classified as a “pharmacy medicine”.
These medicines can be sold only from pharmacies, under
the supervision of the pharmacist.
Herbal products are distributed from pharmaceutical and nonpharmaceutical outlets, depending on their classification.
The application for a grant of a traditional herbal registration
shall indicate whether the herbal medicinal product is one
that should be available only from a pharmacy or on general
sale. In case the application is for general sale, the MHRA
shall assess the suitability of indication for GSL, taking into
account the hazard to health, the risk of misuse, the need to
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are convenient for the purchaser. When these four criteria are

• UK legislation:

U n it e d K i n g d o m

take special precautions in handling and whether wider sales

http://www.opsi.gov.uk/legislation/uk.htm

met, the product is declared suitable for GSL status.
AESGP Member Association
All medicinal products which have been granted a Traditional
Herbal Registration so far have all been accepted for GSL
status (cf. table above).

The Proprietary Association of Great Britain (PAGB)
Vernon House
Sicilian Avenue
London WC1A 2QH

Other information
Taxes
Medicines provided under the National Health Service are exempt
from VAT. Otherwise, all non-prescription medicines, vitamins and
herbals are taxed at the standard VAT rate of 17.5%.
Links

United Kingdom
Phone:

+44 20 / 7242 8331

Fax:

+44 20 / 7405 7719

E-mail:

info@pagb.co.uk

Website:

www.pagb.co.uk
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AUSTRALIA

AUSTRALIA
Area:

7 692 030

Inhabitants (2009):

km2

21 692 490

Population density (2009):

2.8

Gross Domestic Product (2009) (e):

AUD 1 395.062

billion

=

i n h a b ita n ts p e r k m 2

e ur o

786.961

billion

Sources: Eurostat 2010.

Legal framework
Legal basis
In Australia, medicinal products containing herbs, vitamins,
minerals, and nutritional supplements, homeopathic medicines
and certain aromatherapy products are referred to as complementary medicines. They are also sometimes called alternative
medicines, natural medicines or holistic medicines.
Therapeutic Goods Act
These are regulated as medicines under the Therapeutic
Goods Act 19891, which came into force in February 1991.
Complementary medicines include traditional medicines,
including traditional Chinese medicines, Ayurvedic medicines

In addition, Australian Regulatory Guidelines for Complementary
Medicines4 (ARGCM) have been developed to assist sponsors of complementary medicines in meeting their legislative
obligations. These guidelines have been developed by the
TGA, in consultation with the Australian Self-Medication
Industry (ASMI) and the Complementary Healthcare Council
of Australia (CHC), in August 2001.
Definitions
Until recently, the following definitions were in force in the
Act; however they have been repealed, are currently under
review and will soon be replaced by new definitions.
A complementary medicine is defined as a therapeutic good

and Australian indigenous medicines.

consisting wholly or principally of one or more designated

The Act includes requirements for all therapeutic goods as well

identity and a traditional use. Traditional use means use of

as specific requirements for different types of medicines, such
as advertising, labelling, and product appearance. While the
Act provides a substantially uniform national system of controls
over therapeutic goods, other Commonwealth and separate
State and Territory legislation may apply to certain therapeutic goods. The Therapeutic Goods Administration (TGA) is
responsible for administering the provisions of the Act.
The Therapeutic Goods Regulations 19902 (the Regulations)
complements the Act by indicating the types of active ingredients that may be used in complementary medicines.
All medical products that are imported into, supplied in, or
exported from Australia must be included in a specific database, the Australian Register of Therapeutic Goods3 (ARTG)
before they can be commercialised. Medical products cannot
be included in the ARTG unless an application is submitted
by a sponsor.

active ingredients, each of which has a clearly established
the designated active ingredient that is well documented, or
otherwise established, according to the accumulated experience of many traditional healthcare practitioners over an
extended period and accords with well-established procedures
of preparation, application and dosage.
Herbal medicines are those therapeutic goods which are or
contain herbal substances as the major active ingredient(s).
Herbal substance means all or part of a plant or substance
(other than a pure chemical or a substance of bacterial
origin):
(a) that is obtained only by drying, crushing, distilling, extracting, expressing, comminuting, mixing with an inert
diluent substance or another herbal substance or mixing
with water, ethanol, glycerol or aqueous ethanol; and
(b) that is not subjected to any other treatment or process
other than a treatment or process that is necessary for
its presentation in a pharmaceutical form.
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A ‘traditional medical system’ means a formalised set of

• Schedule 3. Pharmacist Only Medicine – Substances,

practices, historically evolved from deliberate behaviour to

the safe use of which requires professional advice but

enhance health and not explicitly derived from the conceptual

which should be available to the public from a pharmacist

framework of modern medicine.

without a prescription.
• Schedule 4. Prescription Only Medicine, or Prescription

A ‘traditional use’ means the use of a herb or herbal mixture

Animal Remedy – Substances, the use or supply of which

by practitioners of a traditional medical system where:

should be by or on the order of persons permitted by

• the use is well established and widely acknowledged, i.e.
the use represents the accumulated experience of many
practitioners over an extended period;
• the effective preparation, dosage, method of use and
indications are well-established
• the botanical identity of the herbal substance(s) is clearly
established.

State or Territory legislation to prescribe and should be
available from a pharmacist on prescription.
• Schedule 5. Caution – Substances with a low potential
for causing harm, the extent of which can be reduced
through the use of appropriate packaging with simple
warnings and safety directions on the label.
• Schedule 6. Poison
• Schedule 7. Dangerous Poison

Classification
Australia has a two-tiered regulatory system for medicines,
based on risk. All medicines are included on the Australian
Register of Therapeutic Goods (ARTG) as Listed (low risk) or
Registered medicines (higher risk).
Products are classified in one of the Standard for the Uniform
Scheduling of Drugs and Poisons (SUSDP)’s schedules at the
time of their Registration by the TGA. The TGA may seek
advice on the appropriate schedule for a product from one
or more of the TGA advisory committees.
A Registered medicine may be:
• a general sales medicine (unscheduled, i.e. not subject to
the conditions of a schedule or appendix of the SUSDP);
or may be included in one of the following schedules:
• over-the-counter (OTC) medicines (Schedule 2 or Schedule 3)
• prescription medicine (Schedule 4).
Registered complementary medicines are assessed individually
for quality, safety and efficacy by the TGA.
Schedules
The purpose of classification is to group drugs and poisons
into Schedules that require similar regulatory controls over their
availability. Medicines and poisons are classified according to
the Schedules in which they are included. A general description of the Schedule is as follows:
• Schedule 1. [This Schedule is intentionally blank.]
• Schedule 2. Pharmacy Medicine – Substances, the safe use
of which may require advice from a pharmacist and which
should be available from a pharmacy or, where a pharmacy
service is not available, from a licensed person.
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• Schedule 8. Controlled Drug
• Schedule 9. Prohibited Substance
Legislation on the scheduling of medicines – whilst co-ordinated
at the federal level – is governed separately in each State and
Territory (for each of the 6 states and 2 territories of Australia)
under their individual poisons legislation.
Listed complementary medicines are restricted to indication
and claims relating to health maintenance, health enhancement
or non serious, self-limiting conditions. Generally, they may not
refer to a serious form of a disease disorder or condition or
indicate they are for treatment or prevention. Although listed
medicines are not assessed individually by the TGA for efficacy,
sponsors must certify to the TGA they hold evidence to support
all indications and claims made for their products. This evidence
may be audited by the TGA. Medical products required to be
Listed are specified in Schedule 4 to the Therapeutic Goods
Regulation 1990. Most herbal medicines are Listed.
Therapeutic Goods exempt from the operation of Part 3-2
of the Act are still classified as medicines. They are listed in
Schedule 5 to the Therapeutic Good Regulation and include,
for example, certain very diluted homeopathic medicines,
some antiperspirant preparations, un-medicated anti-acne
preparations, medicated insect repellent, dandruff shampoos
and some sunscreens. They are still required to comply with
labelling standards and, in some cases, Good Manufacturing
Practice (GMP) requirements.

must be manufactured by licensed manufacturers in accordance

registered & listed medicines

indications for non-serious, self-limiting conditions. Most herbal

The TGA uses risk-based pre-market assessment procedures.
In determining risk and the evaluation process to be applied
to complementary medicines, a number of factors are taken
into consideration.
These include the toxicity of the ingredients (itself a complex
of factors); the dosage form of the medicine; the therapeutic
indication; the safety profile including interactions with other
medicines; and whether there may be adverse effects from
prolonged use or inappropriate self-medication.
Registered medicines are assessed to be of higher risk, are
individually evaluated for quality, safety and efficacy and are
included by the TGA on the ARTG as such. Efficacy is usually
assessed by examining data from controlled clinical trials.
However, where adequate information is available on each
active ingredient, and it is well described in standard textbooks/
guidelines, this may be used to support efficacy.
Requirements to register medicines are laid out in Part I –
Registration of complementary medicines of the Australian
Regulatory Guidelines for Complementary Medicines.
Sponsors of complementary medicines may apply for Registration of products, containing otherwise Listable substances,
that are for indications other than those permitted for Listed
Medicines.
In addition, complementary medicines must be Registered
if they:
• contain an ingredient or component that is subject to the
conditions of a Schedule (or relevant appendix) to the
Standard for the Uniform Scheduling of Drugs and Poisons
(SUSDP) and / or
• contain an ingredient or component that has been identified
as not suitable for use in Listed medicines (see Schedule
4, Part 4, Division 1 of the Therapeutic Goods Regulations 1990) and / or
•a
 re subsidised (reimbursed) under the Australian Pharmaceutical Benefits Scheme (PBS).
Listed medicines are low risk medicines and are included on
the ARTG via a low-cost and streamlined electronic application

AUSTRALIA

Licensing &
licensing requirements

with the principles of GMP and may carry indications only
for health maintenance and health enhancement or certain
medicines included on the ARTG are Listed medicines.
Medicinal products submitted for inclusion in the ARTG as
Listed goods are made eligible on the basis of an application
made via the Electronic Listing Facility5.
Sponsors of Listed medicines must provide certain product
information and a formal declaration that all the requirements,
as set out in subsection 26A(2) of the Act, have been met.
To be eligible as a Listed complementary medicine in the ARTG
for supply in Australia, the product must contain only ingredients
that have been approved for use in Listed complementary
medicines6 and that make only general and/or medium level
indications as defined in the Guidelines for Levels and Kinds
of Evidence to Support Indications and Claims7.
Any herbal ingredient that is currently included in a therapeutic
good included in the ARTG may be used in Listed medicines,
unless:
• it is subject to the conditions of a Schedule (or applicable
Appendix) to the SUSDP (the Poisons standard),
• it is included in Part 4 of Schedule 4 of the Regulations,
i.e. plant material from which herbal substances in listable
goods must not be derived (e.g. aristolochia, cannabis), or
which may be derived but under certain conditions or,
• it is otherwise restricted by Part 5 (Division 2) of Schedule
4 of the Regulations (i.e. in case of an association of a
herbal ingredient with a certain chemical substance listed
in this division, maximum amounts and daily doses of those
chemical substances must be respected).
Where a herbal ingredient:
• meets the current definition of herbal substance, as given
in Regulation 2, Part 1 of the Regulations
• is included in a medicine already included in the ARTG
for supply in Australia as an active ingredient
• is not subject to the conditions of a Schedule (or applicable
Appendix) to the SUSDP, or the restrictions outlined in Part
4 of Schedule 4 of the Regulations,
then the ingredient is generally considered eligible for inclusion
in Listed medicines without the need for further evaluation.

(ELF) and validation process. Listed medicines may only contain
ingredients that have been evaluated by the TGA to be low risk,
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Ingredients that are subject (either directly or because of one

of the product. Where appropriate it may be necessary to

or more components) to the conditions of a Schedule to the

state the country or region of origin of the ingredient, or give

SUSDP are not eligible for evaluation as complementary

other details such as time of harvesting and stage of growth,

medicine substances for use in Listed medicines. Sponsors will

which are pertinent to the quality of the ingredient.

need Registration or alternatively, sponsors may wish to make

If a herb is not included in the Herbal Substances AAN List,

a submission to the National Drugs and Poisons Schedule

applicants should propose a botanical name for it, using the

Committee (NDPSC) for reconsideration of the scheduling

application form included in the introduction to the List.

status of the ingredient or constituent.
If the herb is processed to produce a galenical form, the exSponsors who are uncertain whether or not a particular herbal

traction and any concentration processes should be described

ingredient meets the legal definition of a herbal substance, may

or a pharmacopoeial reference cited, indicating whether the

wish to supply details of the manufacturing process (preferably

extract or additives, such as calcium phosphate in dry extracts,

in the form of a flow diagram) outlining the various process-

are present in the final product formulation. Starting material

ing steps, solvents used and extraction ratios, to the Office

specifications should be provided or a reference cited for

of Complementary Medicines (OCM) for a determination.

each starting material. Where a pharmacopoeial reference

Where more than one solvent is used in an extraction step,

does not apply to an ingredient, the specification should give

the concentration of each solvent should be provided.

details of the test methods and test specifications.

Quality

Where a herbal ingredient is standardised in terms of a

The British Pharmacopoeia (BP) was, until 2009, the official
standard for regulatory purposes in Australia. From 1 July
2009, the European Pharmacopoeia (EP) and the United States
Pharmacopoeia-National Formulary became additional default
standards. These establish a number of general standards for
medicines and specific standards for certain active ingredients
and finished products. The default standards have regulatory
force in Australia, unless there is a specific Therapeutic Goods
Order (TGO) that overrides their requirements.
References are also made to the European Medicines Agency
(EMA) Guideline on quality of herbal medicinal products/
traditional herbal medicinal products8 and the Guideline on
specifications: test procedures and acceptance criteria for
herbal substances, herbal preparations and herbal medicinal
products/traditional herbal medicinal products9.
Information is required on the product and its active ingredients
and excipients. The data are evaluated to determine the quality of the product, including the identity and any impurities of
the ingredients.
Identity
Each herbal ingredient in the formulation should be characterised
by giving its Australian Approved Name (AAN) (refer to Section
3 Herbal Substances in the Therapeutic Goods Administration
(TGA) Approved Terminology for Medicines10). Sponsors should
ensure that they state the part of the plant used and its form,
i.e. whether it is a fresh or dried material, together with details
of any processing it undergoes before use in the manufacture
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component(s) and the statement of activity on the label is based
on this standardisation, sponsors should provide evidence of
how the standardisation is achieved.
Data on the nature or chemistry of the active component should
be provided. This may include citation of pharmacopoeial
monographs, photocopies from authoritative references, or
applicant’s own data.
A brief description of the manufacturing process should also
be provided.
The finished product specifications should be provided, defining the physical, chemical and microbiological characteristics
of the product and detailing quality-control test methods and
test specifications.
Stability
Stability data for the final product are required to determine a shelf
life over which the product’s quality is maintained. In addition, for
registered medicines, stability data should be provided for new
complementary medicine active ingredients to assist in identifying
any particular degradants that may be formed and that should
be monitored as part of the overall stability program.
The relevant parts of ARGCM Part III, Section 4.3 Stability
Testing, provide guidance on stability testing of complementary
medicine substances.11
The TGA has adopted a pragmatic approach (cf. section
5.2.10.7 of the ARGCM Part II12) for stability testing of complex

Products, Annex 7 - Manufacture of Herbal Medicinal Prod-

technical difficulties that may be associated with it. In the

ucts. From July 2010 this will be specified under Annex 7

case of non-standardised herbal products where there is no

of the PIC/S Code17.

AUSTRALIA

multi-ingredient complementary medicines, recognising the

identified active ingredient(s), it is deemed acceptable to
monitor physical changes as well as changes to the overall
chromatographic profile of the product. Sponsors are responsible
for determining the content of their finished product specification
which may be based on but not limited to those given in
official standards.
Where the active components of a traditional medicine
cannot be quantified, the applicant should state the basis for
establishing the shelf life, taking into account the physical and
microbiological stability of the product and its chemical stability
based on chromatographic profile. Physical characteristics
could include colour or odour changes, and precipitation.
Good manufacturing practices
Australian manufacturers of medicinal products are currently
required to comply with either the PIC/S Guide to Good
Manufacturing Practice for Medicinal Products, PE 009-813
or the Australian Code of Good Manufacturing Practice for
Medicinal Products, 200214. The PIC/S Guide was adopted in
July 2009 by the Therapeutic Goods (Manufacturing Principles)
Determination No. 1 of 2009/MP1/200915, which replaces
the Therapeutic Goods (Manufacturing Principles) Determination
No. 1 of 200716. The PIC/S guide will come into force and
replace the 2002 Code on 1 July 2010.
The Guide and the Australian Code apply to all medicines
manufactured in Australia, including herbal medicines.
Compliance with the Australian Code of GMP is ascertained
by carrying out pre-licensing audits and, thereafter, regular
on-site audits of manufacturers of medicinal products. The TGA
has 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.
The assessment also takes into account information about the
manufacturing processes and levels of good manufacturing
practice (GMP), where appropriate. Details of quality-control
measures are required to demonstrate that the product will
be produced to a consistent quality.
For traditional herbal medicinal products, appropriate testing
techniques are currently required in accordance with the Australian Code of Good Manufacturing Practice for Medicinal

Safety
Safety of a complementary medicine may be established
by detailed reference to the published literature and/or the
submission of original study data. Where there is sufficient
evidence based on human experience to support safety,
conventional studies involving animal and in vitro studies are
not necessary.
The safety of complementary medicine substances for use
in Listed medicines is established through an evaluation
process that aims to ensure that any substance approved
for use in Listed products is low risk. However, where risks
or potential risks are identified in association with the use
or uses of a particular substance (for example, in its use by
particular population subgroups, such as children or pregnant
women, or in its interactions with other medicines), certain
restrictions and/or controls may be imposed (such as the use
of label advisory information etc)18 to manage the risk, but
the substance may still be eligible, with restrictions, for use
in Listed medicines.
As herbal components are isolated and studied, and as the
methodology of toxicological studies improves, much more
information on the safety of herbs is becoming available.
However, long-term and safe therapeutic use of a herb or
formula will be taken into account in evaluating the safety
of a product.
Safety is dependent upon the formulation of the product
overall, its intended therapeutic purpose, dosage, method
(or route) of administration, duration of use, the patient group
(such as children, the elderly, and pregnant and lactating
women) and use under circumstances where it may interfere
with critical medication. It is important where traditional use
or a history of use is being used to support safety, that the
details of documented historical use (e.g. duration, dose etc.)
be consistent with the proposed use.
The applicant should provide details of any toxicological
studies and traditional records of harmful effects that are
reasonably available to establish the safety profile of the
herbal ingredients and the product formulation. Details should
be provided where the product is contraindicated for use in
particular patient groups.
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Information on the pharmacological activity of ingredients and

traditional use of that herb, evidence should be provided to

their components should be provided where available.

establish that the preparations are medicinally equivalent. If the
preparations are medicinally equivalent, clinical evidence of

Where the data documenting a tradition of use is insufficient, or

the efficacy of the ‘new’ preparation may not be required.

there are suspicions of effects that are difficult or impossible to

Preparations would be considered ‘medicinally equivalent’ if the

detect with population or clinical studies, the safety evaluation

preparations, when used in the recommended doses, have or

(unless otherwise justified) will need to be supported with other

would be reasonably likely to have, a comparable therapeutic

studies (e.g. single and repeat-dose toxicity, immunotoxicity,

effect on the body. To establish this, it should be shown that

reproduction, genotoxicity and carcinogenicity studies).

the preparations contain a similar range and concentration of
constituents, including any known active constituents.

Efficacy
The sponsor must provide evidence to support the product’s
efficacy before the product can be entered into the ARTG as
a Registered medicine. The TGA’s assessment of the sponsor’s
efficacy data includes a detailed evaluation of the proposed
indication(s) and any claims that the sponsor intends to make
in the product labelling to determine whether the data supplied
adequately support the requested indication(s) / claim(s).
Consistent with low risk, Listed complementary medicines
may only carry indications and claims for the symptomatic
relief of conditions (other than serious disease, disorders or
conditions), health maintenance, health enhancement and
risk reduction. The indications / claims on Listed medicines
are not subject to pre-market evaluation at the time of Listing.
However, the Act requires that, at the time of Listing, sponsors
certify that they hold the evidence to support indications and
claims made in relation to Listable goods. The evidence held
by sponsors must be sufficient to substantiate that the indications and claims are true, valid and not misleading.
The TGA Guidelines for levels and kinds of evidence to support
indications and claims19 are intended to assist sponsors in
determining the level of evidence required to support indications and claims made for complementary medicines.
In the case of a traditional herbal medicine, the traditional
use will be taken into account in establishing efficacy. Supporting evidence can constitute or include material from suitable
herbal reference books, provided that the information has not
been superseded by more recent research and study. In many
instances, the documentation associated with traditional use
may not be sufficient in itself to support efficacy for Registration purposes. Such data would need to be supplemented
with clinical evidence of efficacy.

For non-traditional use of herbs, therapeutic claims will need
to be supported by clinical evidence of efficacy from published or in-house, controlled clinical trials. Where non-herbal
ingredients are included in a product, a rationale for their
inclusion should be provided.
Many herbal products consist of a combination of herbal
ingredients, with the assumption that the ingredients contribute
an undefined range and balance of pharmacologically active
components to their overall therapeutic use.
Traditional formulations will normally be accepted unless
current adverse evidence exists.
New formulations will be assessed to ensure that the evidence
provided in the application demonstrates that:
• each herbal ingredient and any claimed active component(s)
contribute toward the intended therapeutic purpose (cf.
Guidelines for Levels and Kinds of Evidence to Support
Indications and Claims);
• the ingredients are chemically, pharmacologically and
therapeutically compatible and are in appropriate, effective dosages;
• no component adversely affects the safety of the product to
the point where the risk /benefit ratio is unacceptable.
The logic of the formulation in terms of the duration of effect
of the active components in the body in relation, for instance,
to the dosage regime, should be considered.
The rationality of multi-ingredient products should be considered
very carefully. Sponsors are therefore advised to consider the
validity and need for multi-ingredient formulations.

fees20
Evaluation fees are payable for all registration evaluations.
The fee payable depends on the number of pages of clinical

Where claims for a herb, prepared with a non-traditional

and toxicological data supplied. Hence the fee system is

method of harvesting and/or processing, are based on the

extremely detailed; we reproduce below the main and most
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and adjusted annually.

AUSTRALIA

relevant categories. Note that fees and charges are reviewed

• whether or not a complementary medicine should be
included in the Register;
• whether or not an ingredient or kind of ingredient should

Complementary medicines

be included in Schedule 14, or mentioned in Schedule 4
as the therapeutically active ingredient in a preparation

Registered medicines

mentioned in item 3 of Part 1 of that Schedule.

Registration of non-prescription (complementary) medicines
Application fee............................................... $ 1,230

The Committee must include at least 8, but no more than

Annual charge .............................................. $ 1,140

12 members. In appointing members, the Minister must take

Evaluation fees if the documentation does not contain clinical

into account candidates’ expertise and experience in the

or toxicological data – per submission................ $ 8,190

following fields:

Evaluation fees based on total page count(s) of clinical or

• complementary medicine practice;

toxicological data – per submission

• consumer representation;

• new product..........................$ 8,190 to $ 57,300

• general medical practice;

• new substance.......................$ 8,190 to $ 57,300

• herbal medicine;

•a
 ssessment of safety and efficacy..............$ 8,190 to

• naturopathy;

$57,300

• nutrition or nutritional medicine;

Listed medicines

• pharmacognosy;

Application fee.................................................. $ 640

• pharmacology;

Annual charge................................................... $ 810

• governmental regulation;

Evaluation fees based on total page count(s) of clinical or

• toxicology.

toxicological data – per submission
• New listable medicines substance... $ 8,190 to $ 57,300

At least 4 members of the Committee must have professional
clinical experience in a field mentioned in sub-regulation.

GMP
License application fee:....................................... $ 790

Committee members are appointed for a term up to 3 years,

GMP Audit fee (hourly rate per auditor).................. $ 520

renewable once.

Annual Licence charge (herbal products).............. $ 5,010
A decision made at a Committee meeting by a majority of the

evaluation
The Complementary Medicines Evaluation Committee21
(CMEC) at the Office of Complementary Medicines evaluates complementary healthcare products such as traditional
and herbal medicines.
The CMEC can evaluate and report to the Minister or Secretary
about any of the following:
• a complementary medicine;
• an ingredient in a complementary medicine;
• a kind of ingredient in a complementary medicine;
• therapeutic goods referred to the Committee, by the
Minister or the Secretary, for this regulation.
The matters to be included in a report include a recommendation about the following, as applicable:
• whether or not a complementary medicine should remain
in the Register;

votes of the members present and voting is a decision of the
Committee. The member presiding at a Committee meeting
has a deliberative vote and, in the event of an equality of
votes, also has a casting vote.
Applications for Listable products submitted to the TGA are
not assessed for safety as the ingredients permitted for use
in these medicines have already been evaluated. Listable
products are not assessed for efficacy prior to submission,
as the sponsors are required to hold sufficient evidence to
support the product’s indications and claims, and to produce
this evidence on request by the TGA.
Applications for listing (vitamin, mineral, herbal and homeopathic
complementary medicines) can be submitted electronically to
the TGA as part of a self-assessable system where the sponsor
makes a statutory declaration that they hold the evidence to
support all the product claims. The TGA takes a maximum of
4 weeks to process applications for listable medicines.
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Product information

by patients. The “Writing about Medicines for People ‑ Usability Guidelines for Consumer Medicine Information” is

Labelling is expected to comply with the requirements of:
• TGO 69 and TGO 69A – TGA labelling orders

22

(in-

cluding the use of English language and metric units on
labels, use of Australian Approved Names, excipients
that must be declared on labels, requirements for print
size, statement of active ingredients, batch numbers,
expiry dates, name and address of sponsor, dosage
form, directions for use, exemptions for small containers, expression of quantities of ingredients in labels, in
particular for herbal medicines).
• the Therapeutic Goods Regulations 1990 - relating to
restricted or prohibited representations
• the Therapeutic Goods Advertising Code23

recommended for guidance in drafting CMIs in the correct
format and language. These Usability Guidelines are available from the Communications Research Institute.
Logos and symbols are allowed provided they are appropriate
for the claimed therapeutic use of the product in the population
group for which it is intended.
Internet addresses are allowed on labels provided that the
information on the website is consistent with the information
included in the ARTG for that product.

Trade name

• the Standard for the Uniform Scheduling of Drugs and
Poisons24 (SUSDP) labelling requirements and any label-

The same brand name can be used for medicines from

ling requirements specified in the Required Advisory

the same product group, i.e. products that share the same

Statements for Medicine Labels

formulation but may have different strengths. Particularly in

25

(RASML).

the non-prescription arena, the same brand name can be
Labels of registered products should bear details of significant

used for related medicines in the same class under some

contraindications and drug interactions, additional warning

circumstances, e.g. cough mixtures and combinations where

statements where necessary and details of the maximum daily

the primary active ingredient remains the same.

dose to be administered.
A principle-based ‘umbrella branding’ guideline appears in the
Listed and Registered medicines are differentiated on the product

Australian Regulatory Guidelines for OTC Medicines (ARGOM)26,

label by the designation, ‘AUST L’ or ‘AUST R’ respectively,

but is currently under review. Unique branding is preferred.

followed by a unique number.
Medicines that contain a Schedule 3 (Pharmacist only medicine)
or Schedule 4 (Prescription only medicine) substance must have
a Product Information (PI) document and a Consumer Medicine
Information (CMI) document. The PI contains technical information intended for healthcare practitioners. The CMI contains
general information about the medicine, is intended for the
patient and is to be written in plain English. No promotional
material may be included in the PI or CMI.
The CMI must be made available to consumers at point
of supply, so is either available as a pack leaflet with the
medicine or distributed electronically via dispensing software.
Pharmacists are able to provide CMI printouts as part of the
counselling process. Pharmacists receive a small payment for
providing consumers with CMIs.
According to Schedules 12 and 13 of the Therapeutic Goods
Regulations, CMIs must be written in English, clearly legible
and written in a language style that will be easily understood
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Advertising
The advertising of therapeutic goods in Australia is subject
to the advertising requirements of the Act (which adopts the
Therapeutic Goods Advertising Code27 [TGAC]) and the
supporting Regulations, the Trade Practices Act 1974 and
other relevant laws.
All Schedule 2 (Pharmacy medicine) and general sale medicines can be advertised to the public. For S3 products, only
those listed in Appendix H of SUSDP can be advertised.
Most complementary medicines are unscheduled and Listed
and can be advertised.
The TGAC specifies the requirements for advertising of therapeutic goods to consumers. The objective of the TGAC is to
ensure that the marketing and advertising of therapeutic goods
to consumers is conducted in a socially responsible manner
that promotes the quality use of therapeutic goods and does
not mislead or deceive the consumer.

self-selection. Schedule 3 (Pharmacist Only) medicines must

appearing in mainstream media (e.g. newspapers, maga-

be stored ‘behind the counter’, and their sale legally requires

zines, television and radio) must be pre-approved prior to

personal intervention by a pharmacist.

AUSTRALIA

Advertisements to the general public for therapeutic goods

their publication or broadcast.
A comprehensive system of controls operates federally across

Complementary medicines are generally available for use

Australia to regulate the advertising of therapeutic goods. This

in self-medication by consumers and can be obtained from

system comprises three integrated levels of regulation ‑ govern-

retail outlets such as pharmacies, supermarkets and health

ment regulation, co-regulation and self regulation. The key

food stores.

components of the advertising controls are:

Distance selling is permissible via mail order organisations

• advertising codes
• advertising approval requirements
• complaint mechanisms
• self-monitoring activities.
ASMI and CHC are industry associations that have been
delegated with the authority to approve advertising by the
Commonwealth Department of Health and Ageing. Information on the approval process is provided in the document
Advertising Approval Process for medicines.28
The Complaints Resolution Panel (CRP) is the co-regulatory
mechanism to deal with complaints about advertising to
consumers in “specified media” which includes: TV, radio,
newspapers, magazines, cinema, outdoor billboards and
public transport. The CRP Secretariat administers the central complaint mailbox, enabling complainants to lodge a
complaint without needing to understand the complexities of
which authority or organisation has responsibility for dealing
with the complaint.
The ASMI complaints handling procedure is a self-regulatory
mechanism applying to ASMI Member companies and
any other party who agrees to participate in the process.

or network marketing. All goods sold must still comply with
requirements for medicines under the Therapeutic Goods Act
and Regulations.30
Currently, teleshopping is permitted as long as the products
comply with regulatory requirements. Importation, however,
of both prescription and non-prescription medicines that have
been sourced via the Internet is illegal unless the patient
is importing the product under the Personal Importation or
Special Access Schemes31 32 or the product is approved for
supply in Australia.
The sourcing of products via the Internet is currently being debated. Internet advertising of medicines is highly controversial,
as many of the items advertised on the Internet do not comply
with Australian regulatory requirements. A recent legislative
review has confirmed that Internet advertising is considered
“below the line” and hence does not require pre-clearance.
However for purposes of compliance under the legislation,
it is considered “above the line”, meaning it is subject to the
same mechanisms of review and penalties for non-compliance
as other mainstream forms of advertising.

Other information

It deals with complaints about advertisements directed to
healthcare professionals, and complaints about advertising
to consumers in below-the-line media, i.e. all media other
than “specified media”. This procedure is outlined in ASMI’s
Code of Practice.29

Distribution

Taxes
The vast majority of non-prescription medicines are fully
paid for by consumers. Only a limited number of OTCs are
government subsidised, e.g. analgesics for special population groups.
A Goods and Services Tax (GST) of 10% is applied only to

Non-prescription medicines in Schedule 2 (Pharmacy) and

listed medicines. It does not apply to scheduled medicines

Schedule 3 (Pharmacist Only) may only be sold in pharmacies

(S4, S3 and S2).

or other authorised, licensed dealers, e.g. a store which is
more than 25 kilometres from the nearest pharmacy. In general,
consumers may self-select Schedule 2 medicines in pharmacies, except in two States where they are not available for
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Links

WSMI MEMBER ASSOCIATION

• Therapeutic Goods Administration (TGA):

Australian Self-Medication Industry (ASMI)

http://www.tga.gov.au/
• Therapeutic Goods Advertising Code Council:
http://www.tgacc.com.au/
• Commonwealth Department of Health and Ageing:
http://www.health.gov.au/
• Legislation online:
http://www.comlaw.gov.au/
• Food Standards Australia New Zealand:
http://www.foodstandards.gov.au/

Suite 2202
Level 22, 141 Walker Street, North Sydney NSW 2060
P.O. Box 764, North Sydney NSW 2059
Australia
Phone:

+61 2 9922 5111

Fax:

+61 2 9959 3693

E-mail:

asmi@asmi.com.au

Website: http://www.asmi.com.au
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ca n a d a
Area:

9.094

Inhabitants (2009):
2.7
CAD 1 524.044

million

=

ca n a d a

33 873 400

Population density (2009):
Gross Domestic Product (2009):

million km2

i n h a b ita n ts p e r k m 2

e ur o

961.568

million

Sources: Statistics Canada.

Legal basis
In Canada, vitamins and minerals, herbal products and homeopathic medicines are known as “natural health products”
(NHP).
A survey1 conducted in Canada showed that 71% of Canadians were regularly taking NHPs. The most commonly used
types of NHPs were vitamins (57%), Echinacea (15%), herbal
remedies and fungal products (11%), glucosamine (8%),
homeopathic medicines (5%), natural organic products (5%)
and supplements (5%).
NHPs fall under the Natural Health Products Regulations
(NHPR) of the Food and Drugs Act2. These Regulations came
into effect on 1 January 2004 and apply to all NHPs as of this
date. The Regulations define what NHPs are and set out the
requirements for their sale, manufacture, packaging, labelling,
importation, distribution and storage.
Several guidance documents3 have been created to provide
industry with clear guidelines on how to comply with the
Regulations.
As of 1 January 2004, all new products (i.e. products not
previously on the market) that met the NHP definition had to
comply with the NHPR and with the full license application
process in order to be sold in Canada. For products that
already were on the market, Health Canada put into effect a
compliance policy4. Under this policy, a risk-based enforcement approach is taken whereby action is prioritised against
products that may pose an immediate health and safety risk
to consumers. The compliance policy applies a risk-based
approach to compliance through a product categorisation
strategy that includes priority deadlines for different classes of
products on the Canadian market before 2004 to submit a

license application. Therefore, all products on the Canadian
market when the NHPR came into force were expected to
have submitted a license application by June 2008. The
NHPR also set out a transitional period of 6 years, ending 31
December 2009, for products that were formerly classified
as drugs and bearing a Drug Identification Number (DIN) to
come into compliance with the NHPR and obtain a natural
health product license, which is either a Natural Product
Number (NPN) or a DIN-HM (for homeopathics).
However, the huge number of products on the market provoked a formidable backlog within Health Canada, which
it tackled through process reengineering, increase of human
resources, implementation of online information system, and
development of a world-class database.5
The NHP Regulations are administered by the Natural Health
Products Directorate (NHPD) within the Health Products and
Food Branch (HPFB) of the Canadian ministry of health, known
as Health Canada.
Note: At the time when the NHPR came into force, a commitment was made to undertake a review of the regulations
within the first three to five years of their implementation.
The Natural Health Products Regulatory Review (the
Review) was undertaken as part of the Health Products
and Food Branch’s (HPFB) Blueprint for Renewal initiative,

AUSTRIA

Legal framework

which aims at modernising the regulatory system for all
health products and food regulated by Health Canada.
This Review was launched in 2007 in consideration of
challenges and issues which have been identified in
the first three years of regulating NHPs. In November
2008, Health Canada published the Final Report on
the Regulatory Review6, which summarises the results of
the 2007 stakeholder consultation. Further to that report,
Health Canada committed to analyse the comments
received during the consultation and develop an action
plan to resolve the 50 policy issues that were identified.
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The Regulatory Review Action Plan7 will be segmented

-a
 drug that is prepared from any of the following

into four Phases, where Phase I will be completed in

micro-organisms, namely, an alga, a bacterium or

Fall 2010. The most prevalent comment raised by all

a fungus; and

stakeholder groups was the need to regulate NHPs

- any substance set out on Schedule D when it is

proportional to their level of risk. In response, Health

prepared in accordance with the practices of ho-

Canada developed a new Risk-Based Approach to
the regulation of NHPs8.

meopathic pharmacy
3. A
 substance regulated under the Tobacco Act
4. A substance set out in any of Schedules I to V of the

Definitions
Natural health product means a substance set out in Schedule
1 or a combination of substances in which all the medicinal
ingredients are substances set out in Schedule 1, a homeopathic
medicine or a traditional medicine, that is manufactured, sold
or represented for use in:
• the diagnosis, treatment, mitigation or prevention of
a disease, disorder or abnormal physical state or its
symptoms in humans;
• restoring or correcting organic functions in humans; or
•m
 odifying organic functions in humans, such as modifying
those functions in a manner that maintains or promotes
health.
However, a natural health product does not include a substance set out in Schedule 2, any combination of substances
that includes a substance set out in Schedule 2 or a homeopathic medicine or a traditional medicine that is or includes
a substance set out in Schedule 2.
Schedule 1 – included natural health product substances
1. A
 plant or a plant material, an alga, a bacterium, a
fungus or a non-human animal material
2. An extract or isolate of a substance described in item 1,
the primary molecular structure of which is identical to
that which it had prior to its extraction or isolation
3. A
 ny of the following vitamins: biotin, folate, niacin,
pantothenic acid, riboflavin, thiamine, vitamin A, vitamin
B6, vitamin B12, vitamin C, vitamin D, vitamin E
4. An amino acid
5. A
 n essential fatty acid
6. A synthetic duplicate of a substance listed in any of 2
to 5 above
7. A
 mineral
8. A
 probiotic
Schedule 2 - excluded natural health product substances
1. A
 radio-pharmaceutical substance (Schedule C to the
Act)
2. A biological substance set out in Schedule D to the Act,
except for the following:
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Controlled Drugs and Substances Act
5. A substance that is administered by puncturing the
dermis
6. An antibiotic prepared from an alga, a bacterium or a
fungus or a synthetic duplicate of that antibiotic
The following additional definitions of each of the substances
allowed as NHP are provided in the Overview of the Natural
Health Products Regulations Guidance Document9:
A plant is a member of the biological Kingdom Plantae, and
is either the whole plant or parts thereof. A plant consists of
complex multicellular eukaryotes that have a cell wall composed
primarily of cellulose. A plant usually produces its own food
by photosynthesis using chlorophylls a and b.
A plant material is material obtained from a plant, including pollens, nucleic materials, mitochondria, chlorophyll and
exudates such as resin.
An extract is a substance prepared by treating a plant or a
plant material, an alga, a bacterium, a fungus or a non-human
material with solvents to obtain the desired compounds.
An isolate is a purified constituent of a defined molecular
structure obtained from a plant or a plant material, an alga,
a bacterium, a fungus or a non-human animal material.
A synthetic duplicate of substance described in any of items
2 to 5 of Schedule I: A synthetic duplicate is a substance that
shares an identical chemical structure and pharmacological
properties with its natural counterpart. A semi-synthetic substance
may also be acceptable as a natural health product provided
it shares an identical chemical structure and pharmacological
properties with its natural counterpart. A semi-synthetic substance
is produced by a process that chemically changes a related
starting material that has been extracted or isolated from a
plant or a plant material, an alga, a fungus or a non-human
animal material. An example is ginsenosides (the starting
compound used is betulafolienetriol).

Classification

subject to one or more of the Natural Health Products Regula-

At the federal level, medicines are divided into prescription

tions, Food and Drug Regulations, Cosmetic Regulations, or

into the following national drug schedules:
• Schedule I

prescription drugs

• Schedule II

pharmacist assist (behind the counter)

• Schedule III

pharmacy self-selection

• Unscheduled general sale – all retail outlets
With the exception of homeopathic medicines, products with
ingredients that are required to be sold pursuant to a prescription (listed in Schedule F to the Food and Drug Regulations)
are not natural health products. In other terms, NHPs are not
subject to prescription. Please see the “Distribution” section
of this document for further information about the provincial

Medical Device Regulations, depending on the ingredients,
representation for use (primary purpose) and health claims of
that product. However, drug-natural health product combina-

ca n a d a

and non-prescription. The provinces adopt further subdivisions

tions are always regulated as drugs under the Food and Drugs
Act and Food and Drug Regulations.
NHPD classifies them on a case-by-case basis. NHPD is
participating in a broader Health Canada initiative with
respect to the classification of health products. The ongoing
consultation of the Classification of Products at the CosmeticDrug Interface determined in 2009 that aluminium-based
antiperspirants would be regulated as cosmetics instead of
NHPs, provided the claim and conditions of use met certain

classification of NHPs.

criteria11. This consultation considers the representation of the

Note: F ollowing the coming into force of the Natural Health

appropriate regulatory regime for the product class.

product, its composition and mode of action to determine the

Products Regulations in 2004, the Natural Health
Products Directorate (NHPD) identified naturally-sourced
substances on Schedule F that require assessment as to
whether or not they should continue to be sold pursuant
to a prescription under the Food and Drug Regulations
(i.e. continue to be listed in Schedule F).
The Schedule F entries for some naturally-sourced
substances mean that every health product containing
that Schedule F substance must be sold by prescription,
regardless of whether or not the Schedule F substance
is present as a natural constituent or added as a pure
single ingredient, and regardless of the dose and indication (unless exempted from the Schedule).
Following its review, in January 2010 Health Canada
proposed that the following 4 substances be removed
from Schedule F: Apiol oil, deanol and its salts and
derivatives, Centella asiatica extract and active principles
thereof and theobromine and its salts. Health Canada
also proposed modifying the Schedule F entries for the
additional 7 ingredients to permit their use under specific conditions in consumer health products: Dimethyl
sulfoxide, Levocarnitine, L-tryptophan, Dopamine, Gold
and its salts, Lovastatin, and Uracil10.
Such change to schedule F is conditional to formal
consultation process and final approval by the Minister
of Health and Treasury Board Ministers.
Hybrid natural health products are products that contain,
in addition to the natural health product, a drug, a food,
a cosmetic or a medical device. A hybrid product may be

Licensing &
licensing requirements
The NHPR requires an individual to obtain a product license
prior to selling an NHP in Canada. Part 1 (Product Licenses)
of the NHPR sets out Licensing requirements and responsibilities of the product license holder are laid out in Part I of
the Regulation and further explained in the Product License
Guidance Document12.
To obtain a product license, individuals must submit a product
license application to NHPD. The application must contain
sufficient data to allow NHPD to evaluate the safety, quality
and efficacy of the NHP when used according to the recommended conditions of use.
As a part of the Risk-Based Approach to Product Licensing,
NHPD developed the concept of pre-cleared information (PCI)
that consists of information on the safety, quality and efficacy
of certain ingredients that have already been reviewed and
accepted by NHPD. NHPD intends to publish PCI as they
are developed so that new applicants can attest to approved
information and improve the efficiency of product review.
Sources of PCI include NHPD monographs, labelling standards, abbreviated labelling standards, and portions of safety,
quality and efficacy data.
Before any NHP can be sold in Canada, it must be issued a
product identification number (NPN, DIN-HM for homeopath-
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ics) based on pre-cleared information and/or the submission

2. Labelling Standard applications

of other evidence for safety and health claims.

The labelling standard application stream is similar to the
compendial stream because product approvals are based

There are 7 different types of applications that may be made for a

on complete attestations to pre-cleared information in the

product license, each with its own submission requirements:

Compendium of Monographs. NHPD has developed 6 NHPD

• Compendial (may have a traditional or a non-traditional
claim)

labelling standards and 12 abbreviated labelling standards
applicable to this stream. Abbreviated labelling standards

• Labelling Standards

contain the basic information needed for product approval,

• Traditional

they are not intended to be a comprehensive review of the

• Non-traditional

medicinal ingredient. Unlike compendial applications, Label-

• Homeopathic

ling Standards are not subject to the 60-day disposition set

• Transitional DIN

out in the NHPR, although NHPD does strive to review these

• Amendments and Notifications

applications within 60 days.

1. Compendial applications

3. Traditional claim applications

Compendial applications are subject to a 60-day review.

NHPD considers a traditional claim to encompass products
that have been used within a cultural belief system or heal-

A compendial application must cite a monograph in NHPD’s

ing paradigm for at least 50 consecutive years. To make a

Compendium of Monographs13. The Compendium includes

traditional use claim, the method of preparation should be

both single ingredient and product monographs. Product

considered to be traditional and a minimum of two traditional

monographs were adapted from relevant TPD Category IV

references should be submitted supporting the recommended

Monographs and Labelling Standards that were reclassified

conditions of use or one acceptable Pharmacopoeial reference

as NHPs. NHPD also develops product monographs based

(e.g. Pharmacopoeia of the People’s Republic of China, or

on popular combinations of ingredients in the review queue.

State Drug Standard). When the application is for a com-

The monographs provide information regarding the minimum

bination product (i.e. more than one medicinal ingredient),

quality requirements, the acceptable non-medicinal ingredients

traditional evidence should be submitted to support the use

as well as support for the safety and the efficacy of the NHP.

of this combination or the use of all of the components of the

All items on the product license application need to parallel

formulation within a single healing paradigm.

the monograph content exactly, including: medicinal product
name, medicinal ingredient common name, source of the

Further guidance is provided on the Evidence for Safety

medicinal ingredient, route of administration, dose, duration

and Efficacy of Finished Natural Health Products guidance

of use for the product (if any) and subpopulation group.

document14.

If any information submitted differs from the monograph (other

4. Non-traditional claim applications

than recommended use or purpose and risk information),

For products for which applicants wish to make a non-traditional

the product will be evaluated through the non-compendial

claim, scientific evidence supporting the safety and efficacy

stream.

of the product according to the recommended conditions of
use must be submitted. In cases of combination products that

If a product contains multiple ingredients, the application will

contain medicinal ingredients that have NHPD Monographs,

only be considered to be compendial if the combination is

applicants may cite the relevant NHPD monograph to support

included within one monograph.

the safety and efficacy of that particular medicinal ingredient.
More information on the requirements for non-traditional ap-

Following the adoption of the Natural Health Products Regu-

plications can be found in the “Safety and Efficacy” section

lations, NHPD has so far released 112 single ingredient

of this document.

monographs, 21 product monographs adopted from TPD,
and 16 product monographs developed by NHPD. Some of
them make reference to the Community monographs issued
by the European Medicines Agency.
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5. Homeopathic applications

Quality

To be considered a Homeopathic Medicine, a product must

The regulatory requirements for the quality of the finished NHPs

• Manufactured from, or contain as medicinal ingredients,
only those substances referenced in a homeopathic
monograph in one of the following homeopathic pharmacopoeias, as they are amended from time to time:
- Homeopathic Pharmacopeia of the United States
(HPUS)
- Homöopathisches Arzneibuch (HAB) (German Homeopathic Pharmacopoeia (GHP))
- Pharmacopée française (French Pharmacopoeia)
(PhF)
- European Pharmacopoeia (Ph.Eur.)
- Encyclopedia of Homeopathic Pharmacopeia
(EHP)
• Prepared in accordance with the methods outlined in one
of the above-mentioned homeopathic pharmacopoeias,
as they are amended from time to time.
6. Transitional DIN Product applications
Transitional DIN products are NHPs that have previously been
issued a DIN (Drug Identification Number) by the TPD under
the Food and Drug Regulations but have since been reclassified as NHPs and thus must come into compliance with the
NHPR. Since these products have already been approved by
the TPD, complete Safety and Efficacy Summary Reports were
not required to obtain an NPN. The deadline for submitting
transitional DIN applications was 31 December 2009.
7. Amendments and Notifications
Changes can be made to NHP after it has received its licence.
Depending on the nature of the change, an amendment or a
notification may be required. Changes are only considered
to require a notification when there is no significant impact
on the safety, efficacy or quality of the product. A license
amendment would be required if the change impacts the
safety, efficacy or quality of the product whereby the change
may not be implemented until approval is obtained and the
product license is amended accordingly. More information
on amendments and notifications can be found in the PostLicensing guidance document15.

are set out in Sections 5 (License Application), 44 (Specifications), 98 (Medicinal Ingredient Representations) and 103
(Tablet Disintegration Times) of the Regulations.

ca n a d a

meet two criteria. It should be:

The Evidence for quality of finished natural health products
guidance16 provides further clarification as to the application
of these provisions.
All NHPs that are to be sold in Canada need a product
specification. The technical specifications submitted along
with the product license application should include:
• tests for identity, microbial and chemical purity, quantity
and potency, if applicable;
• test methods for identity, microbial and chemical purity,
quantity and potency; and
• tolerance limits for microbial and chemical purity, quantity
and potency.
Applicants should ensure that products are tested against the
product specification requirements prior to the release of the
product for sale. If a claim is made on the label of a product
for pharmacopoeial standard (e.g. USP grade), then applicants
should strictly meet all requirements of relevant monographs
including those requirements described in the general chapters,
as stipulated in the specified pharmacopoeia.
The United States Pharmacopeia (USP), the British Pharmacopoeia (BP) and the European Pharmacopoeia (Ph. Eur.) are
currently considered acceptable by NHPD. It is expected that
if a monograph is published in one of these pharmacopoeia,
the minimum specifications used for testing of the medicinal
ingredient and finished products will be in accordance with
the published monograph. The most recent version of the
pharmacopoeia should be used in all cases.
The two basic streams of product licence applications are:
Compendial Applications
When a reference is made to NHPD monographs in the applications, applicants are not required to fill out the Quality
Summary Report. In essence, applicants attest to meeting the
relevant finished product specifications, as listed in the Compendium of Monographs. Additional details are provided in
the guidance document Compendium of Monographs.17
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Non-Compendial Applications

product does not change with time, organoleptic tests, tests

Applicants can also attest to meeting the relevant monographs

for specific degradation products, microbial tests or other

and all other applicable requirements from one of the accept-

applicable tests. The appropriate use of tests to demonstrate

able pharmacopoeia listed above. Where there are phar-

stability should be justified by the applicant.

macopoeial monographs for active ingredients only and the

A commitment to perform all tests listed in the stability pro-

pharmacopoeia do not contain monographs for the finished

tocol after storage as labelled on the finished product and

product in the dosage form which is being applied for, the

to meet the specifications for the finished product at the end

applicant should attest to meeting the relevant finished product

of the shelf-life should be provided. The conclusions of the

specifications in the NHPD Compendium of Monographs. In

testing and the justification of the expiry period and storage

this case, the applicant should provide a signed attestation

conditions should be kept on file by the applicant and may

that includes a complete description of the monographs with

be requested by NHPD.

which they comply. In these cases, applicants do not need
to fill out the Quality Summary Report (QSR).

Good Manufacturing Practices
Part 3 (sections 43 to 62) of the Natural Health Products

In all other cases, applicants should complete the Quality

Regulations (the Regulations) sets out the good manufacturing

Summary Report. Applications may also be submitted in ICH

practices (GMPs) that manufacturers, packagers, labellers

Common Technical Document (CTD) format.

and importers must meet before the Natural Health Products
Directorate (NHPD) will issue a site license for each location

If an applicant proposes finished product specifications that

they intend to manufacture, package, label or import natural

are outside the minimum requirements outlined in the Evidence

health products (NHPs) for sale in Canada.

for quality of finished natural health products guidance, the

Prior to the sale of an NHP in Canada, the product license

applicant will be required to provide the proposed specifica-

holder is responsible for providing NHPD with information,

tions, rationale for not meeting NHPD requirements and submit

as defined in section 22 of the Regulations, concerning the

to NHPD additional scientific data to support the rationale.

manufacturer, packager, labeller or importer in Canada

For instance, when an applicant proposes to use a different

and their corresponding site license numbers. They are also

analytical method other than the one outlined in this guidance

responsible for providing evidence that imported NHPs will

document, or proposes a tolerance limit exceeding the one

be manufactured, packaged, labelled, imported, distributed

described, proper justification is required and a risk-benefit

and stored according to GMPs as set out in part 3 of the

analysis must also be provided. For any new method used,

Regulations or their equivalent.

the applicant should provide a detailed description of the
methods, or a reference to the method if published.

The Good Manufacturing Practices Guidance Document18

NHPD will then assess the data provided by the applicant to

provides details around the GMP requirement and is a tool for

determine whether the information is relevant and sufficient to

the Quality Assurance Person (QAP) to implement and maintain

support the quality of the NHP.

GMP and to fulfil their role in assuring the quality of an NHP
before it is made available for sale. It is the responsibility of

Stability testing

the manufacturer, packager, labeller or importer to ensure that

Stability testing of natural health products is required by

the QAP has the relevant training, experience and technical

Section 52 of the Regulations. Applicants should provide a

knowledge and the QAP is capable of carrying out all the

description of the tests which have been completed or will

necessary quality-related functions.

be performed in order to determine the shelf-life (i.e. the postapproval stability protocol for the product). These tests should

Considering the fact that Good Manufacturing Practices

be listed in the finished product specifications. If tests are only

(GMPs) are implemented during the processing of the finished

performed during stability testing, and not for release of the

product, manufacturing information is not required at the raw

finished product, then the tests should be marked as such, or

material stage or for the finished products containing a plant/

a separate specification for stability testing can be used.

plant material, an alga, a fungus, a bacterium or a non-human

Typical tests used to demonstrate that a product is stable

animal material. However, if required, NHPD may request

include chemical assays of medicinal ingredients, fingerprint

manufacturing details on a case-by-case basis to support the

chromatograms showing that the proportional content of the

quality of the raw materials and the final product.
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Safety & Efficacy

or system of medicine, that culture or healing paradigm of

Section 5 of the Natural Health Products Regulations (the

medicine should be specified in the claim.

application. The safety and efficacy evaluation of an NHP
includes an assessment of its recommended conditions of
use, its appropriateness for self-care and the existing totality

Non-traditional claims
The evidence requirements to support a non-traditional claim
are more rigorous than what is required to support a traditional

of evidence related to the NHP.

use claim. Applicants can use many types of evidence to sup-

Additional clarifications are provided to applicants in the

risk-reduction, and structure-function. The current standard of

Guidance on the Evidence for Safety and Efficacy of Finished
Natural Health Products .
19

Applicants must submit evidence from all relevant sources to
support the safety and efficacy of the NHP according to its
recommended conditions of use. That evidence must come
from human use; animal or in vitro experimental evidence
may be considered as additional, supporting information
but cannot be the basis for approval. The required evidence
will vary depending on the product and type of claim being
made. Applicants are encouraged to undertake a systematic,
well-constructed literature search to review the totality of evidence relevant to the product, including both favourable and
unfavourable data from published and unpublished literature
(e.g. an expert opinion report), regulatory authority reports,
and pre- and post-market experience, when applicable.
A referenced, critical analysis of all relevant information must
be included in the Evidence Summary Report and Safety Summary Report to reflect the totality of evidence related to the
safety and efficacy of the NHP. All conditions of use must be
supported by suitable references submitted to NHPD in full
text hard copy. When experience with human use provides
sufficient evidence to support safety and efficacy, animal or

port three general types of non-traditional claims: therapeutic,
evidence elucidates the relative strengths of the different sources
of evidence using the following level grading system:
Level I: Well-designed systematic reviews, and meta-analyses
of randomised controlled trials or other clinical
trials, or at least one well-designed randomised
controlled trial (preferable multi-centred)
Level II: Well-designed clinical trials without randomisation
and/or control groups
Level III: Well-designed, descriptive and observational
studies, such as correlational studies, cohort
studies and case-control studies
Level IV: Peer-reviewed published articles, conclusions of
other reputable regulatory agencies or previous
marketing experience, expert opinion reports,
referenced textbooks, web sites (if the information is peer-reviewed and there is a hard cover
version of the site, e.g. Natural Medicines Comprehensive Database)
Non-medicinal ingredients

in vitro studies are not required.

(also called ‘excipients’ in the EU)

Claims

includes approved non-medicinal ingredients information20

Products are divided into two categories according to whether

NHPD has developed an NHP Ingredients database that
(former List of Acceptable Non-Medicinal Ingredients) that are

the claim is traditional or non-traditional:

generally regarded to be of minimal toxicological concern.

Traditional Claims

dosage form and route of administration are listed. Respecting

NHPD requires a history of at least 50 consecutive years
of traditional use of a medicinal ingredient within a cultural
belief system or healing paradigm (e.g. TCM) for the product
to be considered traditional. This time span was chosen to
represent two generations, allowing possible reproductive
side effects to be identified. Claims for traditional use must
be prefaced with qualifiers such as “traditionally used …”.

ca n a d a

Regulations) outlines the requirements of a product licence

Where appropriate, certain limitations regarding quantity,
any specified limitations, non-medicinal ingredients found on
the acceptable list require no further assessment.
Non-medicinal ingredients found on the acceptable list but
used outside of any specified limitations, or non-medicinal
ingredients not found on the acceptable list, may be used
in NHPs provided that they meet the NHPD’s definition of a
non-medicinal ingredient.

If the claim uses terminology specific to a particular culture
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The applicant may be asked to provide the following informa-

Since Health Canada is required by legislation to tie fees

tion for any non-medicinal ingredient, including components of

to a service and meet a reasonable performance standard,

mixtures: its proper name, common name, source, purpose and

the Health Products and Food Branch (HPFB) agreed that it

quantity; previous evaluation results from specified jurisdictions

would be inappropriate to implement fees before the current

and their agencies to provide information on the conditions

submissions backlog is cleared. Accordingly, HPFB intends to

of use, restrictions, as well as approval and withdrawal

delay the implementation of fees for NHPs until the submissions

history, if applicable; reference to relevant sources, such as

backlog is cleared and further stakeholder consultation on

the United States Pharmacopeia, that can be cited to justify

the matter obtained. HPFB has consequently excluded NHPs

the use of the non-medicinal ingredient outside the specified

from any discussions in this proposal.

limitations; rationale for its use within the NHPD’s definition
of a non-medicinal ingredient (see above); references to
toxicological information.

evaluation
All NHPs in Canada are subject to a pre-market review. A

Combination of medicinal ingredients
In multiple ingredient NHPs, NHPD allows any combination
of the substances listed in Schedule 1 of the Regulations,
provided that there is no concern regarding safety and there
is a sound rationale for the combination.
If a product is associated with a particular healing paradigm,
the combination must be logically explainable within that
paradigm. When ingredients and their claims originate from
different healing paradigms, a rationale must be provided for
why that cross-paradigm combination is logical.
For each medicinal ingredient in the formulation, a clear
and logical rationale is required to support the claim being
made for the combination; the dosage of each individual
medicinal ingredient found in the multiple ingredient product;
its safety and efficacy in combination with the other medicinal
ingredient(s) under the recommended conditions of use; the
benefits outweighing the risks of the combination; and the
logic of a cross-paradigm combination (if applicable).
However, the rationale for the combination will not be required
when the product is identified as a ‘traditional formulation’ or
when adequate evidence is provided to support the safety
and efficacy of the finished product.

product license application must be submitted for each product
and, upon successful review, a marketing authorisation will be
issued in the form of a Product License with a product number
that is to appear on the main panel of the label.
NHPD formed a Program Advisory Committee (PAC) in 2009
which replaced the former Management Advisory Committee
and the Expert Advisory Committee (EAC)22. The PAC consists
of a group of stakeholders who provide advice to NHPD on
management issues and science related to the safety, quality
and efficacy of natural health products.
NHPD applies a similar process to managing product licensing applications, site licensing applications and clinical trials
applications. Generally, the assessment of new applications
follows a four-stage process:
Step 1 Verification – An NHP application file is created and
receipt of the application is acknowledged.
Step 2 Processing – The NHP file is reviewed for completeness or basic errors. If the file is incomplete,
it will not be processed. If complete, it will be
presented for assessment.

fees

Step 3 Assessment – The application submissions are

With the aim of having a financially-sustainable organisa-

evaluated, first for the completeness of supporting

tion, Health Canada had launched consultation on funding

documentation and then for any missing informa-

strategies in the framework of its revised Cost Recovery

21

tion. Applications are reviewed and an assessment

for the regulation, licensing, and post-market surveillance of

report is generated based on evidence provided.

health products.

Assessment reports are then reviewed and a final

During the course of the consultation process, many stakeholders

recommendation for approval or refusal of the

commented on the potential adverse impacts of the proposed
cost recovery framework. In particular, those in the NHP sector
were concerned about the additional burden fees would cause,
given the existing compliance costs they are experiencing as
a result of the recently introduced NHP regulations.
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application is made.
Step 4 Decision – NHPD confirms and formally issues
the decision to applicants.

However, the assessment process for new product license ap-

• The labels of an NHP must be easily legible to the consumer

plications differs for compendial applications. Compendial ap-

under normal or customary conditions of sale or use.

able to submit compendial applications electronically using the

• Information such as the product number (natural product

Online Solution23. Once a compendial submission is received

number - NPN, or drug identification number - DIN) and

by NHPD, it proceeds directly to assessment and a regulatory

lot number (preceded by “Lot number”, “Lot No.”, “Lot”

decision is made within 60 days. Health Canada is expanding

or “(L)”) are included in this list of information.

ca n a d a

plications are processed rapidly whereby applicants are now

the utility of the Online Solution in 2010 to electronically submit,
review and approve all non-compendial types of submissions.

• For NHPs with only one label, all requirements for inner
and outer labels outlined in the Regulations must be on

The Natural Health Products Directorate has not yet established

that label. If the immediate container of an NHP cannot

an average timeline for review. However, as per Section 6

accommodate an inner label that includes all informa-

of the Natural Health Products Regulations, single-ingredient

tion required by the Regulations, then small packaging

product license applications referencing a monograph as the

is permitted. For small packages having minimal space

sole source of evidence are subject to a 60-day disposition

for labelling, only a limited amount of information is

(i.e. will be processed within 60 days of receipt). The 60-day

required.

disposition came into effect on 1 July 2004.
• The Regulations require security packaging for NHPs

Product information
Part 5 of the NHPR covers labelling and packaging, small
package labelling, security packaging, etc. and is further
explicated in the Labelling guidance document24.
All NHPs are required to be labelled and packaged according

sold in packages so consumers know the product has
not been opened prior to purchase.
Child-resistant packaging and pertinent cautionary statements
may be required on the label of NHPs that contain ingredients
that may be harmful to a child.
When a product licence holder makes any representation on

to Part 5 of the NHPR before sale in Canada.

the label of a product regarding the release or availability of

All natural health products are subject to pre-market review –

ments for the bioavailability of this product must be met.

its medicinal ingredients to the body, then the relevant require-

including label review – to ensure that all consumer/patient
information is present.
Leaflets or package inserts are considered part of the labelling and are used if all required information does not fit on
the outer or inner packaging.

Trade name
It is possible to use umbrella branding for NHPs.
Health Canada at the end of 2005 released guidance entitled

Labelling statements are not regulated, but they must meet the

Drug Name Review: Look-alike Sound-alike (LA/SA) Health

intent of any wording specified in the monographs or terms

Product Names25. Although there is a phased implementation,

of marketing authorisation.

with the guidance being applied to prescription drugs for
human use from 1 January 2006, the guidance is intended

The inner and outer labels of an NHP must contain a list of

to apply to NHPs in the future. The Canadian association,

information that helps consumers make more informed choices

Consumer Health Products Canada in discussion with the

about products they take:

Health Products and Food Branch (HPFB) has agreed to an

• The content and format of the NHPs’ labels must comply
with requirements outlined in the Regulations. Required
information on the label, such as recommended conditions

Annex to the guideline which would set out the criteria for
assessment of new trade names by the authorities for consumer
health products and give guidance to sponsors.

of use, medicinal ingredients, non-medicinal ingredients,
source material and storage conditions must be displayed
in both official languages.
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Advertising

Distribution

NHP advertising to the general public is allowed in all media.

Each Canadian province has its own regulation; however,
significant progress has been achieved and 9 out of 10

Public advertising is statutorily controlled by Canada’s Food

provinces adopt the same conditions of sale for the same

and Drug Regulations. Interpretation of these regulatory require-

ingredients / products through the national drug schedules.

ments is provided in the Consumer Advertising Guidelines for

The current policy on NHPs is being reconsidered in 2010,

Marketed Health Products (for Nonprescription Drugs including

which excludes NHPs from the national drug schedules such

Natural Health Products) .

that NHPs can be sold at any retail outlet29.

The voluntary preclearance of broadcast and mass media

The distance selling of consumer health products is allowed in

print advertising for consumer health products for consumer

Canada, as is the purchase by teleshopping of these products.

audiences is conducted by preclearance agencies, which

There has so far been limited debate on this issue.

26

require an NPN or DIN-HM.
Health Canada has attestation criteria for organisations wishing to pre-clear advertising material directed to consumers
for NHP. Each agency is required to post on its website a
Statement of Qualifications describing how it meets all of
Health Canada’s criteria (however, Health Canada will not be
reviewing these statements). The agency then notifies Health
Canada that it has attested to the public that it meets all of

Other information
Taxes
Consumer health products are taxable, with approximately
13% added to the price. The taxes consist of a Good and
Services Tax (GST) of 5%, plus a provincial sales tax (varies
by province).

the department’s criteria, which then adds the agency’s name
to the List of Canadian Advertising Preclearance Agencies27

Links

posted on Health Canada’s website.

•	Health Canada:

The preclearance agencies have procedures to address complaints from consumers and from the trade. If the advertising
violates the Regulations and the advertiser refuses to discontinue the advertising, Health Canada (the Ministry of Health)
is asked to act under its responsibility in enforcing the Food
and Drug Regulations. Court action and fines are possible,

http://www.hc-sc.gc.ca/
•C
 anadian Gazette:
http://canadagazette.gc.ca/index-e.html
• Legislation online:
	http://laws.justice.gc.ca / http://www.lexadin.nl/wlg/
legis/nofr/oeur/lxwecan.htm

as is withdrawal of the marketing authorisation.
The preclearance of NHP advertising directed to health professionals is voluntary and conducted by the Pharmaceutical
Advertising Advisory Board28, an independent third-party
agency.
Non-therapeutic comparative advertising of NPR is permitted,
as is therapeutic comparative advertising.
Enforcement activity on the part of Canadian regulators
concerning advertising for products not registered as drugs

WSMI Member Association
Consumer Health Products (CHP) Canada
1111 Prince of Wales Drive, Suite 406
Ottawa, Ontario K2C 3T2
Canada
Phone:

+1 613 / 723 0777

Fax:

+1 613 / 723 0779
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info@chpcanada.ca

Website: www.chpcanada.ca

or consumer health products, but making health claims, is
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CHINA
Area:

9 596 960

Inhabitants (2009):

km2

1 334 740 000

Population density (2009):

139.1

Gross Domestic Product (2009) (e):

CNY 33 535.3

billion

=

i n h a b ita n ts p e r k m 2

e ur o

3 519.77

billion

Sources: Statistical Communiqué of the People’s Republic of China on the 2009 National Economic and Social Development,
National Bureau of Statistics of China, February 25, 2010.

Legal basis
The Drug Administration Law of the People’s Republic of China1
and Regulations for Implementation of the Drug Administration
Law of the People’s Republic of China2, which came into force
respectively in December 2001 and September 2002, constitute the backbone of China’s legal system of pharmaceutical
affairs administration.
The Law aims to “strengthen drug regulation, to ensure drug
quality and safety for human beings, and to protect the health
of people and their legitimate rights and interests in the use of
drugs”. All institutions and individuals engaged in research,
production, distribution, use or drug administration in the
People’s Republic of China should abide by it.
Requirements for clinical trial, production or import, drug approval, testing for drug registration within the territory of the
People’s Republic of China are laid down in the Provisions
for Drug Registration3.
The top regulatory agency is the Ministry of Health, which
has oversight over the State Food and Drug Administration
(SFDA).
Definitions
Drugs refer to articles intended for the regulation of the physiological functions of human beings and for use in the prevention, treatment and diagnosis of human diseases, for which
indications, usage and dosage have been established. They
include Chinese medicinal materials, prepared pieces of Chinese
crude drugs, Traditional Chinese Medicine drugs (TCM drugs),
chemical drugs substances and their preparations, antibiotics,
biochemical drugs, radioactive pharmaceuticals, serum, vaccines, blood products and diagnostic agents.

Chinese medicinal materials refer to any plant, animal or
mineral that could be used as raw materials for the production
of prepared pieces of Chinese crude drugs, TCM extracts,
Traditional Chinese Medicine drugs.

CHINA

Legal framework

Prepared pieces of Chinese medicinal materials refer to
Chinese medicinal materials after processing (e.g. cutting,
comminuting, etc).
TCM extracts refer to the materials which have been extracted
and purified from processed medicinal materials and are used
for the production of TCM drugs.
Traditional Chinese Medicine (TCM) generally refers to natural
medicinal substances or its preparations which have been
developed on the basis of Traditional Chinese Medical Theory.
They are produced by standard methods, widely used and
sold on the market as commodities. TCM usually comprise
Chinese Medicinal Materials, Chinese Herbal Pieces and
Traditional Chinese Medicine drugs (TCM drugs).
Natural medicines refer to (new) drugs composed of substances
or preparations of natural origin developed on the basis of
modern theory and technology.
Classification
1. Prescription vs. non-prescription drugs
Drugs are classified as “prescription drugs” or “non-prescription
drugs”.
Prescription drugs can only be dispensed upon receipt of a prescription by licensed doctors or licensed assistant doctors.
Non-prescription drugs can be purchased or used by consumers
upon their own judgment without the need for prescription by
licensed doctors or licensed assistant doctors. The SFDA under
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the State Council is the authority deciding on categorising a
drug as non-prescription.
The State also subdivides non-prescription drugs into Class
A drugs and Class B drugs according to the level of safety.
Class B non-prescription drugs are considered safer in use
than those belonging to Class A.
Among the non-prescription drugs category, there is a specific
subset (accounting for about 25% of all non-prescription drugs)
that could be both prescription drug and non-prescription drug
(such as most drugs to help digestion, antipyretic-analgesic
drugs). For drugs in this category, manufacturers should prepare two different sets of label and package leaflet for the
respective use and administration as prescription drug and
non-prescription drug. Package colour should be obviously
distinct as well.
The SFDA is in charge of the enacting of the Classification
administration measurements of prescription drugs and nonprescription drugs4, administers the list of non-prescription
drugs and carries out the appraisal of bidirectional conversion between prescription drugs and non-prescription drugs
(i.e. change of legal status or prescription to non-prescription
“switch”) since 2004. Except for the drugs belonging to certain
categories, prescription drug manufacturers could apply for the
conversion (i.e. “switch”) to non-prescription drug according
to the procedures required in the Notice of carrying out the
bidirectional conversion appraisal between prescription drugs
and non-prescription drugs5 issued by the SFDA.
Drug regulatory departments at all levels are responsible for
the implementation, supervision and administration of the
classification system of prescription drugs and non-prescription
drugs in their respective districts.
Meanwhile, on the basis of new information showing the existence of a safety risk and/or challenging the appropriateness
of the drug being classified as non-prescription, the SFDA can
“back-switch” a non-prescription drug to prescription status.
Such “new information” could come from inspection and
evaluation carried out by the SFDA or from the feedback of
drug administrative departments, the manufacturer or super-

2. Drugs categories
Marketing of a new drug or a drug following national drug
standards shall be subject to approval by the drug regulatory
department under the State Council, and a drug approval
number shall be issued for it.
TCM are administrated as drugs under the Law and the implementing regulations.
Complementary Regulations for the Traditional Chinese Medicines
Registration6 have also been developed to assist applicants of
TCM products in meeting their legislative obligations.
In addition, in order to encourage and promote the rapid
and sound development of TCM in China, the State Council7
promulgated The Regulation of the People’s Republic of China on
Traditional Chinese Medicines8 in 2003, which is addressed to
all institutions and individuals engaged in TCM-related medical
treatment, prevention, health protection, education, research,
foreign communication or administration. Moreover, in order to
protect the legitimate rights and interests of TCM manufacturing
companies (beside that provided by patent protection), the State
also issued a classification protection system for traditional Chinese
medicines which have a reliable quality and excellent curative
effects according to the Regulations on Protection of Traditional
Chinese Medicines9 effective since January 2003.
Chinese medicinal materials and prepared pieces of Chinese
crude drugs figuring on a list, prepared by the drug regulatory
department and the administrative department for traditional
Chinese medicines, require an approval number and are
hence subject to approval (cf. Article 31 of the Law). Those
non-listed do not require an approval number.

Licensing &
licensing requirements
General Information
Operations such as clinical trial, manufacturing or import,
assessment, testing for drug registration taking place within
the territory of the People’s Republic of China should be in
compliance with the Provisions for Drug Registration issued by

visory institutions.

the SFDA and in effect since October 2007.

For TCM drugs, request to change the legal status from pre-

In all cases, the applicant needs to provide sufficient and reli-

scription to non-prescription is conditioned by the providing
of evidence of pharmaceutical research, safety and efficacy
studies.

204
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

able research data to prove the safety, efficacy and quality
of the drug. The applicant is liable for the authenticity of all
dossiers submitted.

Application dossiers contain four parts:

6. Compound preparation of TCM or Natural medicines

• Part I: general data and administrative documents

that has not been marketed within the territory of the

• Part II: Chemical, pharmaceutical and biological data

People’s Republic of China.

• Part III: Pharmacological and toxicological data
• Part IV: Clinical data

7. Marketed TCM or Natural medicines with a different

route of administration.
8. Marketed TCM or Natural medicines with a different

There are various types of drug applications, namely:
• New drugs application;

dosage form.
9. Generic TCM / natural medicines drugs.

• Generic drugs application;
• Import drugs application and their supplementary applications;
• Re-registration applications.
Each category has its own set of requirements which are

Categories 1-6 are considered “new drug” and the application
dossiers have to include pre-clinical test and clinical study results.
In addition to the approval number, a new drug certificate will
be granted when the application is approved successfully.

Drug Registration.

CHINA

explicated in Chapter 4 to Chapter 9 of the Provisions for
Drug application for category 9 does not require the provision
of clinical trial results. An approval number will be granted
Application for non-prescription drugs

when the application is approved.

The Provisions for Drug Registration states that medicinal
products to which any of the following three situations applies

Even though drugs of categories 7-8 may seem similar to

could be registered as OTCs:

category 9, the application process is almost the same as a

• T he manufacture and importation of OTCs which have
national drug standard.

new drug application with a dossier requiring pre-clinical test
and clinical trial results, when needed. However, contrary to

• Reformulated OTCs (the active ingredient is approved

drug categories 1-6, when the registration application is ap-

as OTC by the SFDA) while its indication, dosage and

proved, only an approval number will be granted for drugs

application remains unchanged.

of categories 7-8.

• Combination formula that consists of OTC active ingredients approved by the SFDA.

Detailed requirements to register TCM and Natural medicines
are laid down in Appendix I of the Provisions for Drug Regis-

Registration of TCM and Natural Medicines

tration - Categories and corresponding requirements for the

The Provisions for Drug Registration divides the registration of

registration of TCM and Natural medicines and Complementary

TCM and Natural medicines into 9 categories as follows:

Regulations for Traditional Chinese Medicines Registration.

1. Active ingredients or preparations thereof which are

In addition, due to the frequently reported side effect of injectable

extracted from plant, animal, mineral or other substances

TCM or natural medicines in recent years, and in order to better

and have not yet been marketed in the territory of

ensure their quality, safety and efficacy, the SFDA has issued

the People’s Republic of China. Content of the active

additional requirements in 2007. Compared with registration

ingredient should account for more than 90% of the

of drug in other dosage forms, the requirements of TCM or

whole extraction.

natural medicine injection registration are much stricter.

2. New discovered medicinal materials or preparations

thereof.
3. New substitute of Chinese medicinal materials.
4. New medicinal components or preparations thereof.
5. Active parts or preparations thereof extracted from plant,

animal, mineral or other substances, which have not been
marketed within the territory of the People’s Republic of
China. Content of the active part should account for
more than 60% of the whole extraction.

Quality
As general requirements, drugs shall meet the national drug
standards. National drug standards refer to the Pharmacopoeia
of the People’s Republic of China, drug registration specifications published by the SFDA, including technical requirements
such as specifications, testing methods and manufacturing
processes, etc. Prepared pieces of Chinese crude drugs shall
be processed in conformity with the national drug standards.
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Those not covered by the national drug standards shall be

treatment of medical substances, extraction, purification, etc.)

produced according to the procedures formulated by the

and processing parameters are required to ensure consistency

drug regulatory department of the people’s government of the

with the reference drug and the quality controllability should

province, autonomous regions or municipality directly under

be equal to or better than the reference drug. If there is no

the Central Government (Articles 10 and 32 of the Law and

sufficient evidence to certify the consistence, a comparison

Article 136 of the Provisions for Drug Registration).

study should be carried out. Clinical study with no less than
100 samples or bioequivalence study on human beings is

When submitting a TCM or Natural medicine application,

required as well.

information is required on the composition of the formulation, the
origin of the medical substance (including Chinese Medicinal

GMP

Materials, prepared pieces of Chinese crude drugs, TCM

Drugs used for clinical trials shall be manufactured in facilities

extracts, and active ingredients) and identification.

complying with the Good Manufacturing Practice for Pharmaceutical Products10 (GMP). The manufacturing process shall strictly

The “origin of the medicinal material” refers to the family

meet GMP requirements. Production of traditional medicinal

genus, the scientific name of the animal/plant, from which

materials should meet the requirements of Good Agricultural

the medicinal material is collected and which part of the

Practice for Traditional Medicinal Materials (draft).

animal/plant is used. Other details such as the country or

The production of a drug for importation to the People’s Re-

region of origin of the material as well as the time of harvest-

public of China shall comply with the GMP requirements of

ing should also be provided if it is pertinent to the quality of

the country/region where the drug manufacturer is located

the material.

and those of the People’s Republic of China.

Identification criteria for the medical material should abide

Safety & efficacy

by the legal standards. Drug legal standard refers to national
drug standard and the local codes of province, autonomous
region or municipality in China. If the product used certain
material with no legal standard available, the applicant
should establish the quality standard for the material and
carry out the identification according to the quality standard
established.
In addition, the quality standard of excipients, manufacturing
process including the pre-treatment of medicinal materials
(including the processing of medical materials), extraction,
separation, purification and preparation and key process
parameters should be described in detail.
Quality standard of the finished product should be provided,
defining the main items that should be tested or identified
with a specific test method and the expected result. Control
methods should be established as well.
Stability data for the final product are required. In addition,
details of packaging materials and containers in direct contact
with the drug and its suitable storage conditions should be
provided in the application.
For the registration of generic drugs, composition, sources
of medicinal materials, manufacturing process (including pre-
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The Provisions for Drug Registration requires Good Laboratory
Practice for Non-Clinical Laboratory Studies11 to be followed
in non-clinical studies.
Application should contain toxicity studies data (i.e. pharmacology research, acute toxicity test and long term toxicity test)
and clinical study information to demonstrate the safety of the
product. According to the specific registration category and
its detailed requirements, additional toxicity study data may
be required such as genetic toxicity test, reproduction toxicity
test, carcinogenic test and safety study data including allergy
test, haemolytic test, local irritation test, dependence test,
etc. In addition, history of use, if any, will also be taken into
account in the assessment of safety.
The various registration requirements are as follows for the
respective categories below:
• Chinese Medical materials and natural medicines: historical data or recent study results.
• TCM preparations and natural medicines: origin and
rationale for the formulation, review of related studies,
production and clinical usage in China and abroad, as
well as an analysis of its innovation, feasibility, appropriateness of the dosage form, clinical use, etc.
• TCM: related traditional medical theory evidence and
ancient literature.

with traditional Chinese medical theory. Any clinical use in
history, the presence of any side effect reports and related

fees13
The currency is the Chinese Renminbi (RMB or CNY).

study progress should be documented.

Note: primary and secondary evaluations are explained in

If there is any toxic medical material or ingredients in the

the next section (“evaluation”)

formulation, data or results of its production process, quality
standard research, pharmacology research and toxicity study
should be provided into the safety assessment.
Any related rewards, patents or papers published should
also be provided in the application, as they will contribute
favourably to the assessment of drug safety.
Pre-marketing data will not be the end of the overall assessment
of drug safety. The Provisions for Drug Registration established
the system of New Drug Observation Period and Drug reregistration management to keep tracing and evaluating the
safety of the marketed drugs.
Drug clinical trials shall be in compliance with the Good

Category 1
• Effective ingredients or preparations thereof extracted
from plant, animal, mineral or other substances, which
has not been marketed within the territory of the People’s
Republic of China
• New discovered medicinal materials or its preparations
• New substitute of Chinese medicinal materials
• Approval of Clinical trial (CT)
- Primary evaluation:

RMB 2,500

- Secondary evaluation:

RMB 3,500

• Approval for production
- Primary evaluation:

RMB 4,300

- Secondary evaluation:

RMB 25,000

Category 2

Clinical Practice .

• New medicinal parts or preparations thereof of medicinal

Clinical study information includes the clinical study scheme,

• Effective parts or preparations thereof extracted from

12

materials

study process and the result.

plant, animal, mineral or other substances, which has

Characteristics of test group, results of pharmacology and

Republic of China

toxicity test, side-effect in the clinical study, the interaction with
other drugs, effects on special patient group and the potential
high-risk group should be described by the applicant and all
these factors will be taken into account in the assessment of
drug safety.
For the TCM compound preparations originating from ancient

not been marketed within the territory of the People’s
• Approval of CT
- Primary evaluation:

RMB 2,500

- Secondary evaluation:

RMB 3,500

• Approval for production
- Primary evaluation:

RMB 4,300

- Secondary evaluation:

RMB 25,000

Category 3

classic and famous prescription, whose efficacy has been

• Compound preparation of TCM or Natural medicines that

demonstrated by long-term use in history, clinical studies and

has not been marketed within the territory of the People’s

animal tests are not absolutely necessary. For the drug registra-

Republic of China

tion of such category, according to related regulations, it is
possible for the applicant to only provide non-clinical safety
studies and apply for production directly after approval from
the SFDA.
For the registration application to change the dosage form or
administration route of a marketed drug, sufficient evidence
is required to certify the rationality of such change and its

CHINA

Formulation of preparation of TCM should be in compliance

• Approval of CT
- Primary evaluation:

RMB 2,500

- Secondary evaluation:

RMB 3,500

• Approval for production
- Primary evaluation:

RMB 3,500

- Secondary evaluation:

RMB 20,000

Category 4

advantage in clinical use over the old one. New techniques
shall be employed to improve the drug quality and safety.
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• Preparation that changes the dosage form of marketed

regions or municipalities directly under the Central Govern-

TCM or Natural medicines
• Preparation that changes route of administration of mar-

ment are responsible for conducting on-site inspections of the
drug research and development conditions and raw data and

keted TCM or Natural medicines

making preliminary review of the submitted dossiers.

• Approval of CT
- Primary evaluation:

The Drug regulatory departments of provinces, autonomous

RMB 2,000
Drug testing institutes are responsible for conducting sample

• Approval for production
- Primary evaluation:

RMB 3,500

- Secondary evaluation:

RMB 20,000

testing according to the verified specifications.
2. Evaluation steps of a new drug

Generic drugs

• A prospective pharmaceutical product manufacturer must

• Approval for production
- Primary evaluation:

RMB 1,500

- Secondary evaluation:

RMB 1,500

evaluation
1. Role of the SFDA and other bodies
in the evaluation
The SFDA is in charge of drug registration nationwide and
is responsible for reviewing and approving clinical trial applications, drug production and importation. It is in charge of
reviewing the application files and issues the approval decision
based on the general opinion provided by the experts.
• The SFDA Centre for Drug Evaluation is responsible for the
coordination of the pharmaceutical, medical and other
technical experts in charge of the evaluation of the submitted dossiers. The technical review is organised under the
format of an evaluation meeting. Before every evaluation
meeting, participating experts are selected by the Centre
for Drug Evaluation of the State Food and Drug Administration from the expert pool in a random manner and the
final list approved by the drug registration department of
the SFDA.
All members of the expert pool are authorities from medical, research, testing fields and are selected by the SFDA
according to established rules of procedure. Expert pool
members must change every 5 years.
• The SFDA Centre for Drug Certification is responsible
for organising on-site inspections of large-scale samples
production, verifying the applicability of the manufacturing processes.

first obtain a manufacturer’s license by demonstrating
that it has appropriate facilities, levels of staff and other
arrangements for quality control.
• After completing the pre-clinical study, the applicant submits
the clinical trial application to the drug regulatory department for approval. The drug regulatory department and
the SFDA will carry out the necessary evaluation before
a clinical trial approval certificate can be issued.
• After completing the drug clinical trials, the applicant
should submit the product application to the drug regulatory
department for approval. The drug regulatory departments
and the SFDA will conduct the necessary evaluation before
an approval number can be issued.
At each stage (clinical trial and production), a primary evaluation is performed by the drug regulatory department of the
province, autonomous region or municipality directly under
the Central Government where the applicant is located. The
secondary evaluation is conducted by the SFDA.
3. Timeline
The detailed timeline is listed in Chapter 12 of the Provisions
for Drug Registration.
• T he following timeline refers to the maximum time for acceptance, review and approval of a drug registration. If
there is a need for a time extension in a particular situation,
the request shall be justified and brought to the State Food
and Drug Administration for approval, and the applicant
shall be informed thereof.
• The drug regulatory department of a province, autonomous
region or municipality directly under the Central Government
shall complete the check of drug development conditions
and raw data, the review of application dossiers, sampling,
the notice to drug testing institutes for conducting testing
for drug registration, the submission of review opinions,

208
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

inspection report and application dossiers to the State

- Chemical drug substances and their preparations and

Food and Drug Administration and the notice to the ap-

biological products not yet approved for marketing

plicant of the review opinions within 30 days starting

in China or abroad;

• The time for the testing of the drug for registration by the
Drug Testing Institutes shall be kept in accordance with
the following provisions:
- s ample testing: 30 days; sample testing and specifications verification: 60 days; and
- sample testing of a controlled drug or vaccine: 60
days; sample testing and specifications verification:
90 days.
• The time for technical review shall be kept in accordance
with the following provisions:
- new drug application for clinical trial: 90 days;
any drug permitted to enter the special review and
approval procedures: 80 days;
- new drug application for production: 150 days;
any drug permitted to enter the special review and
approval procedures: 120 days;
- the application for changing the dosage form of a marketed drug or for a generic drug: 160 days; and
- supplementary application subject to technical review: 40 days.
• The State Food and Drug Administration shall conduct
the review and issue the approval decision within 20
days; where a decision cannot be made within 20
days, another ten days may be granted by the Head
of the SFDA and the applicant shall be informed of the
reason of the time extension. The SFDA shall issue and
deliver the relevant administrative licensing certificates
within 10 days from the date of the adoption of the
approval decision.
4. Special review and approval in the process of
drug registration
In order to encourage the research and development
on new drugs, applicants may apply for special review
and approval in the process of drug registration, if the
product meets the following criteria:
- Active ingredients and their pharmaceutical preparations made from any plant, animals, minerals and
other raw material, including newly-discovered crude
herb medicines and their preparations, provided they
have not previously been marketed in China and

- New drugs for the treatment of diseases such as
AIDS, malignant tumours and rare diseases, etc. with
significant clinical advantage; and
- New drugs for the treatment of diseases for which
effective therapeutic cures are not available.
The Centre for Drug Evaluation of the State Food and Drug
Administration shall organise expert meetings to discuss
and determine whether the drug applied for is eligible for
the “special review and approval” procedure. Specified
measures for special review and approval are listed in the
Special Review and Approval Procedure for Drug Registra-

CHINA

from the date an application is accepted.

tion of the State Food and Drug Administration14.

Product information
The requirements for labelling and package leaflet of drugs
are laid down in the:
• Drug Administration Law of the People’s Republic of
China
• Regulations for Implementation of the Drug Administration
Law of the People’s Republic of China
• P rovisions for Drug Insert Sheets and Labels15
For TCM and Natural Medicines, labelling and package
leaflet should also abide by the:
• Requirements of package leaflet content of prescription
TCM and Natural Medicines
• Requirements of package leaflet content of non-prescription
TCM and Natural Medicines
Drug package leaflet and labels shall be reviewed and approved by the State Food and Drug Administration. Drug
package leaflets and labels shall be written in standardised
Chinese characters as published by the National Language
Commission. The versions in other languages shall comply
with the Chinese version.
The package leaflet shall express the significant scientific data,
conclusions and information concerning drug safety and efficacy in order to direct the safe and rational use of drugs. The
package leaflet shall also provide full information on adverse
drug reactions and indicate the adverse reactions in detail.
All active ingredients or medicinal ingredients of TCM in the

any other country;
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formula shall be listed on the package leaflet. The ingredients

On the label of prepared pieces of a Chinese crude drug,

or excipients which may cause severe adverse reactions shall

the name of the drug, the specifications, place of origin or

be specified. In the case of injectables and non-prescription

production, the name of the manufacturer, product batch

drugs, all excipients shall be listed as well.

number and production date shall be indicated. If the given
drug is approved, the approval number should be indicated

Disease names, pharmaceutical terms, drug names, the names

on the label.

and results of clinical testing on the drug package leaflet shall
be expressed in professional terms published or standardised

In case a drug has different drug strengths or packaging

by the State. The units of measurement shall conform to the

specifications, the respective labels shall be clearly distinguish-

national standards.

able from one another, or its specifications shall be clearly

The package leaflet of a non-prescription drug shall be written

indicated.

intelligibly and be user-friendly to allow for patients to identify,
select and use the drug on their own.

Where a drug produced by a manufacturer is administrated as
both prescription drug and non-prescription drug, packaging

Drug labels refer to the information printed or pasted on drug

colours shall be different for the use as prescription drug and

packaging, including inner labels and outer labels. Inner labels

non-prescription drug respectively.

refer to those that appear on the immediate packaging; outer
labels are those on the secondary packaging.
The inner label shall bear: the invented name of the drug,
indications or functions, strength, dose and usage, production
date, batch number, expiry date and manufacturer.
If there is not enough space in the package to include all the
information mentioned above, the adopted name in China,
strength, batch number and expiry date shall be indicated
at least.
The outer label of a drug shall indicate such information as the
invented name in China, ingredients, description, indications
or functions, strength, dose and usage, adverse reactions,
contraindications, precautions, storage, production date, batch
number, expiry date, approval number and manufacturer.
Where indications or functions, dose and usage, adverse
reactions, contraindications and precautions cannot be fully
noted, the main information and a statement “See drug package leaflet for details” shall be indicated.
Specified marks shall be printed on the label of narcotic
drugs, psychotropic substances, toxic drugs for medical use,
radioactive pharmaceuticals, drugs for topical use and nonprescription drugs.
The following text must be indicated in bold letters, at the top
of the label of non-prescription medicines: “Please read the
leaflet carefully; purchase and use on the advice or under
the direction of a pharmacist”.

Trade name
Manufactures may apply for a trademark for a medicinal
product when applying for its registration. Article 33 of the
Drug Administration Law of the People’s Republic of China
(amended) states that medicinal products must comply with
the national drug standard.
Paragraph 2 of the Implementing Detailed Trademark Rules
states that medicines must use a registered trademark and that
this registered trademark should not be the same as a general
name listed in the national Chinese Pharmacopoeia.
A medicine is not allowed to use the same name as a medicine
that has already been approved.
Order 24 issued by the State and implemented on 1 June
2007 stated that the brand name on medicine packs cannot
be larger than 25% of the INN name.
According to the Drug Administration Law of the People’s
Republic of China TCM (including Chinese Medicinal Materials, TCM extracts, TCM drugs, prepared pieces of Chinese
crude drugs) have no trade names, but adopted names called
“Chinese Approved Drug Names” (CADM).
The CADM of TCM (including Chinese Medicinal Materials,
TCM extracts, TCM drugs, prepared pieces of Chinese crude
drugs) shall be in compliance with the regulations listed in the
Chinese Approved Drug Names Nomenclature principals16 and
Nomenclature principals for TCM drug17 issued by the SFDA.
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Advertising

The SFDA shall guide and supervise the examination conducted

Drug advertising refers to any advertisement published through

in accordance with the law, the examination authorities

(functions) or other relevant contents and which have to be
examined and approved by the appropriate authorities.
Drug advertising shall be in compliance with the following
laws, regulations and related provisions:
• Advertisement Law;
• Drug Administration Law;
• Regulations for Implementation of Drug Administration
Law;
• Criteria for Examining and Publishing Drug Advertisement18;
• Other provisions of the State on advertisement regulation.
The content of the medicine advertisement shall be truthful and
lawful, and consistent with the leaflet approved by the drug
regulatory department under the State Council. Any false

that have violated the Provisions. The system for advertising
control is laid down in the SFDA Notification on Establishing
the System of Reviewing the advertisement of Drug, Medical
Device and Health Food19.
Where only the names of non-prescription drugs (including
adopted names and trade names) are publicised or only the
names of prescription drugs (including adopted names and
trade names) are publicised in professional medical or pharmaceutical journals, the examination is not required.

Distribution
The Implementing Provision stipulates that, “A pharmaceutical
wholesaler / retailer shall be licensed and granted a Drug
Distribution Certification by the local drug regulatory department under the State Council.

content shall not be permitted (Article 61 of the Law).

Any drug retailer distributing prescription drugs or Class A

Prescription drugs can only be advertised in professional

other pharmaceutical technicians whose qualifications are

medical or pharmaceutical journals authorised conjointly by
the Minister of Health of the People’s Republic of China and
the SFDA. Advertising of prescription drugs in mass media
or any advertising campaign targeted at the general public
in other manner is forbidden. Free donation of medical or
pharmaceutical journals to the general public is also not allowed for prescription drugs. Advertisement of prescription
drugs should display the mention “Only intended to medical

non-prescription drugs shall have licensed pharmacists or
legally recognised.
Any retailer distributing Class B non-prescription drugs
shall have pharmacy staff members who have passed the
necessary examination from either the local drug regulatory
institution of the municipality or from the local drug regulatory
institution at County level. Ordinary chain supermarkets can
distribute Class B non-prescription medicines. However, only

or pharmaceutical professionals”.

the headquarters of the chain is allowed to stock and deliver

Non-prescription drugs can be advertised in mass media.

medicines independently.

The advertisement of non-prescription drugs should display
the special OTC mark and the mention “Please purchase and
use according to the instruction in package leaflet or under

the medicines, with branch outlets not being allowed to stock

The headquarters of the chain should have storage conditions
that comply with regulations and the size of the business. It

the direction of pharmacist”.

should also employ more than two pharmaceutical experts

The drug regulatory departments of the provinces, autonomous

who are responsible for the quality control in the purchasing

regions or municipalities directly under the Central Government
are the authorities responsible for approving drug advertisements within their administrative regions.
The administrative departments for industry and commerce
at or above County level are the supervisory and control
authorities for drug advertisements.

CHINA

various media or forms containing drug name, indications

by drug advertisement examination authorities and sanction,

with qualifications higher than those of ordinary pharmacists,
and daily quality management of the medicines.
Ordinary distributors may distribute Class B non-prescription
medicines in the regions lacking pharmaceutical retail outlets
and in those where arrangements are not appropriate. However, they should be inspected, approved and registered by
the regulatory department. Distributors meeting the criteria
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will be issued a certificate allowing them to distribute Class B

Links

non-prescription medicines, according to Paragraph 10 of the

• State Food and Drug Administration (SFDA):

Distributing Management Tentative Regulation for Prescription
and Non-prescription Drugs.
The China Nonprescription Medicines Association (CNMA)

http://www.sfda.gov.cn/WS01/CL0001/ (Chinese) /
http://eng.sfda.gov.cn/eng/ (English)
•C
 hina Laws and Regulations of Food, Drugs and Cosmetics:
http://www.chinafdc-law.com/

is making efforts to promote Good Pharmacy Practice in order
to improve the quality of medicine distribution.
The distance selling and teleshopping of non-prescription
medicines are not allowed in China but there are 12 online
drugstores in China.

Other information

WSMI Member Association
China Nonprescription Medicines Association (CNMA)
Room 301, E Unit
3rd Building
Helicon Garden (Hongjialiyuan)
Haidan District
Beijing 100088
People’s Republic of China

Taxes

Phone:

+86 10 / 8205 0626 – 8205 0562

According to the Provisional Regulations of the People’s Repub-

Fax:

+86 10 / 8205 9450

E-mail:

csmi@selfmed.cn

lic of China on Value-Added Tax20 issued by State Council,
value-added tax rate for Chinese medicinal materials and

Websites: 	www.cnma.org.cn (Chinese) /
http://www2.ey99.com/cnma/en/index.asp

prepared pieces of Chinese crude drugs is 13%, VAT rate

(English)

for TCM drugs is 17%.
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INDIA
Area:

2 973 190

Inhabitants (2009):

km2

1 207 497 000

Population density (2009):

406

Gross Domestic Product (2009) (e):

INR 56 764.66

billion

=

i n h a b ita n ts p e r k m 2

e ur o

842.69

billion

Sources: Eurostat 2010.

Legal framework

• the Medicinal and Toilet Preparations (excise duties)

India has a federal form of government and the medical

• the Drugs and Magic Remedies (objectionable advertise-

authorities. The principal national drug authority based in
New Delhi is the Central Drug Standards Control Organisation (CDSCO). CDSCO is controlled by the Drug Controller
General of India (DCGI). There are also 35 state-level Food
and Drug Administrations, one per each India’s State and

ments), Act 1954
• the Narcotic Drugs and Psychotropic Substances Act,
1985, and
• the Drugs (prices control) Order 1995 (under the Essential
Commodities Act)

Union Territory.

The legislations apply to the whole of India and to all catego-

The DCGI registers all imported drugs, new drugs, biological

and homeopathy), whether imported or manufactured in

and drugs in selected categories. It also has responsibility for

ries of medicines (e.g. allopathic, Ayurvedic, Siddha, Unani
India. The legislation is enforced by the Central Government

medical devices, clinical trials and quality standards.

in New Delhi, which is responsible for its overall supervision.

The state-FDAs register all other products, accredit manufac-

& Family Welfare, whilst the 5th Act is implemented by the

turing plants and conduct the bulk of quality monitoring and

The First four Acts are implemented by the Ministry of Health
Finance Ministry and the last one by the Ministry of Chemi-

inspections.

cal & Fertilizers.

An Ayurvedic, Siddha and Unani Drugs Consultative Com-

Definitions

mittee is appointed by the Central government to advise

Drug includes

the Central Government, the State Governments and the
Ayurvedic, Siddha and Unani Drugs Technical Advisory
Board on any matter for the purpose of securing uniformity
throughout India in the administration of this Act insofar as it
relates to Ayurvedic, Siddha or Unani drugs. This Committee is composed of two persons nominated by the Central
Government as representatives of that Government and one
representative of each State.

I ND I A

regulatory structure is divided between national and state

Act 1956,

• all medicines for internal or external use in human beings
or animals and all substances intended to be used for
or in the diagnosis, treatment, mitigation or prevention
of any disease or disorder in human beings or animals,
including preparations applied on human body for the
purpose of repelling insects like mosquitoes;
• such substances (other than food) intended to affect the
structure or any function of the human body or intended
to be used for the destruction of vermin or insects which

Legal basis

cause disease in human beings or animals, as may be

All regulatory aspects related to the manufacture, sale, import,

specified from time to time by the Central Government

export and clinical research of drugs and cosmetics are
covered under the following Acts and Rules:
• the Drug and Cosmetic Act, 1940 (D and C Act)1;
• the Pharmacy Act, 1948

by notification in the Official Gazette;
• all substances intended for use as components of a drug
including empty gelatin capsules; and
• such devices intended for internal or external use in the
diagnosis, treatment, mitigation or prevention of disease
or disorder in human beings or animals, as may be
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specified from time to time by the Central Government

Classification

by notification in the Official Gazette, after consultation

The D & C Act 1940 has listed drugs in schedules. Prescription-

with the Board.
Ayurvedic, Siddha or Unani drug includes all medicines
intended for internal or external use for or in the diagnosis,
treatment, mitigation or prevention of disease or disorder in
human beings or animals, and manufactured exclusively in
accordance with the formulae described in the authoritative
books of Ayurvedic, Siddha and Unani Tibb systems of medicine, specified in the First Schedule.
•Ayurveda, first described in Vedic religious scriptures dating
from 6000 B.C. is considered the traditional medicine of
India. Central to Ayurvedic philosophy is the belief that
optimal health consists of physical, mental and spiritual
harmony. The pathway to harmony depends on the individual’s predominant dosha, or constitution. Ayurvedic
practitioners interview new patients in great detail about
their personal as well as medical history. The four pillars
of Ayurvedic health maintenance are: (1) cleansing and
detoxification, (2) palliation, (3) rejuvenation, and (4)
mental and spiritual hygiene. Diet is an important concern
in Ayurveda, but specific dietary recommendations depend
on the individual’s primary constitution, and vary according
to the season. Treatment may include dietary modification,
herbal preparations, massage, yoga, meditation, and
pranayama, or breathing exercises.
• Siddha medicine is one of the most ancient medical systems
of India. Siddha is the mother medicine of ancient Tamils/
Dravidians of peninsular South India. The word ‘Siddha’
means established truth. The persons who were associated
with establishing such a Siddha school of thought were
known as Siddhars. They recorded their mystic findings
in medicine, yoga, and astrology in Tamil. Fundamental
Principles of Siddha include theories of Five Elements
(Aimpootham), and Three Forces/ Faults (Mukkuttram). The
Eight Methods of Examination (Envakai Thervukal) are used
to determine diagnosis, etiology, treatment and prognosis.
Siddha is based on herbal and herbo-mineral treatments.
Lifestyle modifications including diet are important.

only medicines are listed in Schedules H and X. Drugs listed in
Schedule G (mostly antihistamines) do not need a prescription
for purchase but require the following mandatory text on the
label “caution: it is dangerous to take this preparation except
under medical supervision”. Drugs falling in the above three
schedules are currently not advertised to the public under
voluntary commitment by the pharmaceutical industry.
Contrary to allopathic and homeopathic medicines, Ayurvedic,
Siddha and Unani drugs do not require a license prior to marketing. No Ayurvedic, Siddha and Unani drugs are included
in Schedule H or X.
All medicinal products not included in the list of ‘prescriptiononly drugs’ are considered as non-prescription drugs (OTCs) in
India, though the term OTC drug has no legal recognition.
Medicines registered as Ayurvedic, Siddha or Unani Medicines
are also regulated by the D & C Act and D & C Rules. Ayurvedic
drugs are manufactured for sale under a manufacturing licence
issued by the Ayurvedic State Licensing Authorities.
No drugs are allowed to be sold as “herbal medicines”, as there
is no such provision in the existing legislation in India. Drugs of
herbal origin can be sold in the name of “Ayurvedic/Siddha/
Unani”, if they are manufactured as per the conditions prescribed
by the law and have a manufacturing licence for Ayurvedic/
Siddha/Unani. But presently, this is an important issue which is
under serious consideration of the concerned authority.
Some of the largest OTC brands in India (e.g. Vicks VapoRub,
Amrutanjan Pain Balm, Zandu Pain Balm, Iodex Pain Balm,
Moov Pain Cream, Itch Guard Cream, Eno Fruit Salt antacid,
Vicks Cough Drops, Halls Lozenges, Dabur’s Pudina Hara
etc.), are registered as ‘Ayurvedic Medicines’ because of
their herbal-based active ingredients.

Licensing &
licensing requirements
Quality

• Unani is a traditional healing system prevalent in India

Medicines registered as Ayurvedic, Siddha or Unani Medicines

according to which the body comprises four basic elements

are subject to quality requirements and need to be manufactured

—earth, air, water, and fire— and four humors —blood,

according to GMP standards as stipulated in Schedule T.

phlegm, yellow bile and black bile. An equilibrium in the

Drugs included in Ayurvedic pharmacopoeia have to fulfil

humors indicates good health while a disturbance in this

the standards for identity, purity and strength as given in the

equilibrium results in disease.

editions of Ayurvedic Pharmacopoeia of India in force for
the time being.
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For preparations (Asavas and Arishtas), the upper limit of

Its competent technical staff to direct and supervise the manu-

alcohol as self-generated alcohol should not exceed 12%

facture of Ayurvedic, Siddha or Unani drugs shall also have

v/v excepting those that are otherwise notified by the Central

the respective qualifications.

Government from time to time.

The licensee shall maintain proper records of the details of
manufacture and of the tests, if any, carried out by him or

Note: Asavas and Aristas are medicinal preparations

by any other person on his behalf, of the raw materials and

made by soaking the drugs, either in powder form or in

finished products and allow an Inspector appointed under the

the form of decoction (Kasaya), in a solution of sugar or

Act to inspect the premises, to take samples of the raw mate-

jaggery, as the case may be, for a specified period of

rial as well as finished products and to inspect the records

time, during which it undergoes a process of fermentation

maintained under these rules.

generating alcohol, thus facilitating the extraction of the
active principles contained in the drugs. The alcohol,

The licensee shall maintain an Inspection Book to enable an

so generated, also serves as a preservative. (Ref. The

Inspector to record his impressions and the defects noticed.

Ayurvedic Formulary of India Part-I, First Edition, Govt.
of India, 1978)

In accordance with rules 71, 74, 76 and 78, licensees of
“Good manufacturing practices” as laid down in Schedule

laid down in the Second Schedule of the D & C Act and in

M. The first part of Schedule M (Part I) lays down the gen-

Schedule V of the D & C rules. Patent or proprietary medicines

eral requirements and is complemented by specific parts

(other than homeopathic medicines) must have the formula

for respectively sterile products, oral solid dosage forms,

of list of ingredients displayed on the label of the container.

oral liquids, topical products, metered-dose inhalers, active

They also need to meet the identity, purity and strength require-

pharmaceutical ingredients. Part II lays down the require-

ments specified in the Indian Pharmacopoeia or in an official

ments for plant and equipments. Schedule M1 is applicable

Pharmacopoeia of any other country.

to homeopathic medicines.

GMP

Safety & Efficacy

In order to obtain a certificate of ‘Good Manufacturing Practices’

Medicines registered as Ayurvedic, Siddha or Unani Medicines

for Ayurveda-Siddha-Unani drugs, the applicant shall file an

do not have to comply with any specific safety and efficacy

application providing the information on existing infrastructure

requirement. Safety and efficacy are based on traditional and

of the manufacturing unit, and the licensing authority shall,

historical use as documented in the Ayurvedic and Siddha

after verification of the requirements as per Schedule T, issue

systems listed in the First Schedule of the D & C Act.

I ND I A

modern medicines have to comply with the requirements of
So called “modern medicines” must comply with the standards

the certificate within a period of 3 months.
The manufacture of Ayurvedic (including Siddha) or Unani

Medicinal products count as ‘new drugs’ in India if they fall

drugs shall be conducted under the direction and supervision

into one of the following categories:

of competent technical staff consisting of at least one person,

• drugs not previously available on the market in India

who is a whole time employee and who

• drugs with new therapeutic indications or dosages that

• possesses qualifications in Ayurveda or Ayurvedic Pharmacy, Siddha or Unani system of medicine; or
• has a diploma in Ayurveda, Siddha or Unani medicine;
or
• is graduated in Pharmacy or Pharmaceutical Chemistry

have not been marketed in India
• new fixed-dose combinations of two or more drugs
• any drug which was first approved in India less than
four years ago, unless it is included in the Indian pharmacopoeia.

or Chemistry or Botany; or
• is a Vaid or Hakim having experience of at least four
years; or
• is an Ayurvedic or Unani Pharmacist with at least 8
years experience

Safety and efficacy requirements for ‘new drugs’ are laid down
in Schedule Y of the D & C Rules.
Schedule Y covers information that needs to figure in the application for permission to import or manufacture new drugs
for sale or to perform clinical trials.
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A guidance document on the requirements for permission of

This includes:

new drugs approval is available to aid applicants . The format

• proper (generic) and trade (brand) name

is that of the ICH Common Technical Document.

• net contents and content of active ingredients,

2

• name and address of manufacturer including manufacturThe regulatory scheme which would need to be applied to
be able to market a new occidental herbal-based medicine
in India (i.e. scheme applying to Ayurvedic, Siddha or Unani
medicines or new drug application) would be decided on a

ing licence number,
• distinctive batch number, manufacturing and expiry date
etc.
• Maximum Retail Price (inclusive of all taxes)

case-by-case basis by the DCGI.

fees
A fee of Rs. 60 is required for obtaining a manufacturing
licence for sale for any Ayurvedic (including Siddha) or Unani
Drugs.
A new drug registration carries a fee of 50,000 rupees.

The labelling provisions of Ayurvedic, Siddha and Unani
medicines are covered by Rule 161 ‘Labelling, packing and
limit of alcohol’.
All the ingredients used in the manufacture of the preparation
together with the quantity of each of the ingredients incorporated therein and a reference to the method of preparation
thereof as detailed in the reference books specified in the First
Schedule to the Act shall be listed.
If the list of ingredients contained in the medicine is large and

evaluation

cannot be accommodated on the label, the same may be

No pre-marketing evaluation is taking place for Ayurvedic,

be made to this effect on the label.

printed separately and enclosed with packing and reference

Unani and Siddha medicines.

The container of a medicine for internal use shall, if it is made

For new drugs, there is no fixed timeframe in the legislation but

clearly with the words ‘Caution: To be taken under medical

a typical range is about 12-18 months. In case of a new drug
application, the DCGI would evaluate the application according
to a procedure similar to that of a modern medicine.

Product information
Rule 96 of the D & C Rules (‘Manner of Labelling’) mandates
the minimum information which needs to be put on the label
of all medicines other than Ayurvedic, Siddha and Unani
medicines.

up from a substance specified in Schedule E (1), be labelled
supervision’ both in English and Hindi language. This is simply
a word of caution to the patient as the medicine is legally
available without any prescription.
In addition, the following particulars shall be either printed or
written in indelible ink and shall appear in a clear manner
on the label of the immediate and secondary pack of the
medicine:
• Name of the drug. For this purpose the name shall be
the same as mentioned in the reference books included
in the First Schedule of the Act.
• A correct statement on the net content in terms of weight,
measure or number as the case may be.
• The name and address of the manufacturer
• The number of the licence under which the drug is manufactured, the figure representing the manufacturing license
number being preceded by the words “manufacturing
license number” or “Mfg. Lic. No.” or “M.L”.
• Batch number
• The date of manufacture
• The words “Ayurvedic medicine” or “Siddha medicine”
or “Unani medicine” as the case may be.
• The words “For external use only” if the medicine is for
external application
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Trade name

Ayurvedic, Siddha and Unani medicines and preparations
can be advertised on TV in India.

Trade names are regulated by the Trade and Merchandise Marks
Act (TMMA). The TMMA provides for registration of trademarks
for a period of seven years at a time, renewable after each
period. For any item, trademarks should not be objectionable
from a religious or social point of view. They should not contravene the Emblems and Names (Prevention of Improper Use)
Act, 1950. They should also not yet be registered or applied
to be registered in India. The trademark can be registered even
if the item is not produced or sold in India at present. This Act
has been replaced by the Trademarks Act, 1999.
A foreign trademark can be used without any restriction. Foreign

Distribution
Drug products can only be sold through retail pharmacies and
licensed stores. Ayurvedic, Unani and Siddha medicines can
be sold freely by non-chemists.
Distance selling and teleshopping of non-prescription medicines
is not permitted in India.

Other information

companies can license their trademark to their local subsidiaries or joint ventures. The Indian Copyright Act3 also provides

Taxes

protection for unique logos and designs on packaging.

The tax structure is quite complicated. In general 4% VAT is
applicable for all formulated medicines. Products containing

Look-alike copies of popular non-prescription drugs are a major

alcohol generally have to pay excise duties, although provisions

issue because the licence to manufacture and sell drugs is issued

specific to Union territories and States may apply.

by state-level FDAs who do not independently verify whether
drug. However, the Indian courts are known to provide quick
and corrective action against a look-alike product, although
the burden of search and taking the pass off manufacturer to
court falls on the individual affected company.
There is no special provision for Ayurvedic, Siddha or Unani
medicines; their names are usually those described in histori-

Links

I ND I A

they issue a manufacturing and selling licence to a look-alike

•M
 inistry of Health and Family Welfare:
http://mohfw.nic.in/
•D
 irector General of Health Services:
http://mohfw.nic.in/ph/tdghs.htm
• Central Drugs Standard Control Organization (CDSCO)/
Drugs Controller General of India:
http://cdsco.nic.in/index.html

cal reference books.

• Medicines laws:

Advertising

•D
 epartment of Chemicals (Ministry of Chemical & Fertilizers):
http://chemicals.nic.in/

The Drug & Magic Remedies (Objectionable Advertisement)

•N
 ational Pharmaceutical Pricing Authority (NPPA):
http://nppaindia.nic.in/index1.html

http://cdsco.nic.in

Act & Rules mentions a list of ailments for which no advertising
is permitted. It also prohibits false or misleading advertisements
which, directly or indirectly, give false impressions regarding the
true character of the drug, make false claims, or are otherwise
false or misleading in any particular respect. The DCGI’s office ‑ in collaboration with the Organisation of Pharmaceutical
Producers of India (OPPI) ‑ has released a Voluntary Code on
OTC Advertising which is being followed by all OPPI member

• Department of Ayurveda, Yoga & Naturopathy, Unani,
Siddha and Homeopathy
http://indianmedicine.nic.in/html/ayurveda/afmain.htm
•D
 epartment of Pharmaceuticals:
http://pharmaceuticals.gov.in/
•C
 ontroller General of Patents, Designs and Trademarks:
http://www.patentoffice.nic.in/tmr_new/default.htm

companies. There is also an OPPI Code of Pharmaceutical
Marketing Practices, January 20074, based on the IFPMA
code. Based on the DCGI code, the Advertising Standards
Council of India (ASCI) has brought out a code of advertising
for pharmaceutical products.
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WSMI Member Association
Organisation of Pharmaceutical Producers of India (OPPI)
Peninsula Chambers, Ground Floor, Ganpatrao Kadam Marg,
Lower Parel
Mumbai 400 013
India
Phone:

+91 22 / 2491 8123 – 2491 2486 – 6662

7007
Fax:

+91 22 / 2491 5168

E-mail: indiaoppi@vsnl.com
Website: www.indiaoppi.com
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J A PA N
Area:

377 873

Inhabitants (2009):

127 714 200

Population density (2009):
Gross Domestic Product (2009) (e):

km2

338
JPY 478 697.7

billion

=

i n h a b ita n ts p e r k m 2

e ur o

3 672.78

billion

Sources: Eurostat 2010.

Legal basis
The Pharmaceutical Affairs Law (PAL), promulgated on 10 August 1960 as Law Nr. 145, is the core legislation for control
of pharmaceuticals (1: Drugs, 2: Quasi-drugs, 3: Cosmetics,
and 4: Medical Devices) and its objectives are to ensure their
Quality, Efficacy, and Safety.
The PAL is supplemented by Cabinet Ordinances, Ministerial
Reinforcement Regulations, and Notifications issued by the
Director-General of the Pharmaceutical and Food Safety Bureau
or by the Directors of the various Divisions in charge in the
Ministry of Health, Labour and Welfare (MHLW).
The PAL underwent major changes with two series of bills, one
passed in 2002 and implemented in 2005 and a more recent
one concerning the pharmaceutical retailing system passed in
June 2006 with a full implementation from 2009 onwards.
The amendments concerned two entirely different areas,
namely:
• The product registration procedures in terms of approval
(“Shonin” in Japanese) and license (“Kyoka”) and
• the pharmaceutical retailing system.
1. The product registration process in terms of approval
and license
Under the PAL, an approval is an official confirmation that the
drug to be manufactured or imported is both effective and
safe. An approval shall be granted to each person or juridical
person intending to manufacture or import the drug.
Under the PAL, a license is granted based on the official findings that the applicant satisfies the requirements set forth under
the PAL with regard to personal requirements of the applicant
(namely, the applicant is not a legally incompetent person, not
addicted to narcotics, etc.) and with regard to the conformity

of the manufacturing facilities and/or equipment to the standards so that the approved drug can be duly manufactured
or imported in accordance with the details specified in the
approval. A license shall be granted to each manufacturing
plant or business office.
Those who are granted a license are then fully responsible
for ensuring quality control, post-marketing surveillance and
quality control of the products entrusted to the third party (parties). This responsibility also covers the compliance with Good
Vigilance Practice (GVP)1 and Good Clinical Practice (GCP)2
(Article 12). Only those who are granted a license to do business can then be involved in manufacturing and marketing
(“Seizo-hanbai”) of either Drugs, Quasi-drugs, Cosmetics (only
for those based on substances designated by the Minister) or
Medical Devices.
Those who intend to do manufacturing and marketing (“Seizohanbai”) shall obtain approval for the drug, quasi-drug, cosmetic
or medical device they intend to market (Article 14).

J A PA N

Legal framework

2. The pharmaceutical retailing system
There are a total of 5 types of pharmaceutical retailing business licenses (Article 25)
• Pharmacy (“Yakkyoku” in Japanese), where filing of
prescriptions and dispensing of pharmaceuticals of
all kinds is allowed. A pharmacist must supervise the
premises or store. A dispensary must be established in
the premises or store.
• First class license (“Ippan-hanbai-gyo”). It is subject to the
licensing standards for pharmacies and requirements, but
filing of prescriptions and dispensing of pharmaceuticals
is not permitted. Other than the above restrictions, it can
deal with any of the drugs handled by pharmacies. A
pharmacist must supervise the store.
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• The second class license (“Yakushusho-hanbai-gyo”). The

The main characteristics of “kampo-yaku” are as follows:

store, without a pharmacist, can be managed by any-

• they are combinations of sho-yaku (natural or crude drug

body who has passed the Yakushusho Qualification Test

materials which are defined in the Japanese pharma-

administered by the prefectural governments. Dispensing

copoeia as material of either herbal, animal (i.e. either

of medicines is not permitted. There are specific drugs,

mammals, reptiles, insects, and secretions therefrom) or

designated by the MHLW, whose sale is not permitted.
• The license for household distribution (“Haichi-hanbaigyo”) applies to the household distribution, but is not a
peddlery. Both the drugs categories that can be handled

mineral origin
• they are used for internal treatment
• they are usually taken orally.

and the business area covered are restricted. The drugs

Classification

categories allowed to be sold are specified by the pre-

Medicinal products can be classified as follows based on the

fectural governments.

regulatory provisions in the PAL:

• The third class license (“Tokurei-habai-gyo”) applies to

• Prescription drugs: Drugs intended for use by a physician

remote areas where there are no pharmacies or drugstores

or a dentist or under the prescription or instructions of a

available nearby. Under such circumstances, the prefec-

physician or a dentist.

tural governors can issue a license, on an exceptional
basis, to an individual who is neither a pharmacist nor
Yakushusho. Only drugs specified by the prefectural
governors can be sold.
definitions
Medicinal products/drugs (“Iyakuhin”) are defined in Article

• Non-prescription (OTC) drugs (“ippan-yo-iyakuhin”): For
the first time in the history of the pharmaceutical administration, Article 25, Item 1 defines non-prescription medicines
both as the medicines indicated for minor ailments and
medicines intended for use at the choice of the users
based on the information provided by pharmacists and
other medical professionals.

2, Paragraph 1 of the PAL:
The term ‘drugs’ refers to:

Non-prescription (OTC) medicines are since the revision of the

(1) substances listed in the Japanese Pharmacopoeia (JP);

PAL classified into the following three categories in accordance

(2) substances (other than quasi-drugs) which are intended

with the degrees of risk associated with the use/application

for use in the diagnosis, cure or prevention of diseases in hu-

thereof (Article 36, Item 3). The type of information provided to

mans or animals, and which are not equipment or instruments

the purchasers also varies in accordance with the category:

(including dental materials, medical supplies, and sanitary
materials); and
(3) substances (other than quasi-drugs or cosmetics) which are
intended to affect the structure or functions of the body of humans
or animals and which are not equipment or instruments.
Kampo is an original method of medical treatment in Japan
which is rooted in ancient Chinese tradition. ‘Kampo’ comes
from the words ‘kam’ (kan/han) meaning ‘Ancient China/
Chinese’ and ‘po’ (ho) ‘medicine’ or ‘way of treatment’. Kampo
medicine encompasses both the physical and surgical therapy
(including acupuncture, moxibustion and health maintenance
regimen) and the pharmaceutical/medicinal products. The
physiotherapy is referred as “Kampo-Igaku” and the pharmacological side is referred as ““Kampo-Yaku” (i.e. medicinal
products) or “Kampu-Seizai” (i.e. preparations).

• Category 1 Medicines: medicines with adverse drug
reactions that may possibly disturb the users’ daily life.
These medicines are specifically designated by the Minister as their use entail specific precaution. They are only
sold in pharmacies.
The information necessary for the proper use of the medicines
needs to be provided in writing. At the same time, any request
for consultation by the purchasers must be accepted and
executed to ensure the proper use of the medicines.
• Category 2 Medicines: medicines with adverse drug
reactions that may possibly disturb the users’ daily life.
Medicines in this category are also specifically designated
by the Minister (excluding Category 1 Medicines). They
can be sold by pharmacists or Toroku-hanbaisha (registered retail persons).
Pharmacists and/or Toroku-hanbaisha are obligated to make
every effort to provide the information necessary for the
proper use of the medicines. At the same time, any request
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executed to ensure the proper use of the medicines.
• Category 3 Medicines: medicines other than medicines
in categories 1 and 2. They can be sold either by pharmacists or “Toroku-hanbaisha”.
Any request for consultation by the purchasers must be
accepted and executed to ensure the proper use of the
medicines.
Note: Toroku-hanbaisha is a newly established qualification given to those who have passed the examinations conducted by the prefectural governors.
‘Kampo’ are classified as medicines when they meet the terms
described in the articles of the PAL.
Kampo medicines can be subject to prescription (“iryoyokampo-yaku”) or not (“ippan-yo kampo-yaku”).
Only extracts or extracted preparations can be approved
with the prescription status. Since 2006, approximately 150
formulations of prescription kampo medicines are listed in
the Drug Tariff (“yakka”) under the National Health Insurance
Reimbursement System (NHIRS) hence reimbursed.
There are about 210 formulations of non-prescription kampo
medicines routinely available in pharmacies and drugstores.
Under the revised PAL, non-prescription kampo medicines are
newly classified as “category 2 medicines”.
Borderline medicines and foodstuff
The principal guidance on the classification of products as foodstuffs or pharmaceuticals was mentioned in the Director-General’s
Notice Yakuhatsu Nr. 476, issued on 1 June 1971, which was
amended on 27 March 2001. The ‘Basic nature of ingredients’
previously grouped products into six sub-categories but this was
simplified in 2001 to only two categories, namely: (1) Ingredients
exclusively used as drugs and (2) ingredients recognised as foods
as long as no therapeutic claims are made.

Notification Yakushin Nr. 804, Annex (25 June 1980) shall be
applied mutatis mutandis to non-prescription Kampo medicines.
Also notification Iyakuhatsu Nr. 481 (8 April 1999), annexed
table 2(2)-6 shall be applied to the application dossier conforming to the 210 formulations. The application falling outside
the 210 formulations are required to provide additional data
specific in the annexed table (3) of the Notification.
With regard to western herbal medicines, notification Yakushokushinsa Nr. 0322001 issued on 22 March 2007 specifies
“the procedures for filing a manufacturing and marketing (“seizohanbai”) licensing application for herbal medicinal products
widely available as non-prescription medicines overseas”3.
Applications using the CTD became obligatory for new products
applications filed on or after 1 July 2003. The submission of files
in eCTD format is accepted by PMDA since 1 April 2005.
It takes about one year for the MHLW to review the application and about one year for the applicant to respond to
inquiries, etc., hence approval are usually granted after a
maximum period of 2 years. An applicant has to withdraw
its application in case the time needed to respond to enquiries from the authorities or to conduct additional studies takes
more than 2 years.
The data required for a product registration application of
medicines, which apply without differentiation to chemical/
Synthetic Medicines, Kampo-yaku, prescription and nonprescription medicines, are as follows:
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for consultation by the purchasers must be accepted and

• Data on origin, details of discovery, use in foreign countries, etc.
• Data on physical and chemical properties specifications,
test methods, etc.
• Data on stability (long-term storage test, severe test and
acceleration tests)
• Data on pharmacological action (effectiveness, pharmacology)
•D
 ata on absorption, distribution, metabolism and excre-

Licensing &
licensing requirements

• Data on acute toxicity, sub-acute toxicity, chronic toxicity,

Notifications Yakushin Nr. 804, Annex (25 June 1980) and

•D
 ata on results of clinical trials

tion
teratogenicity and other toxicity

Yakushin Nr. 666 (8 April 1999) are the major bases to
which applicants have to conform when they file application
dossiers for product registration (approval) for prescription
kampo medicines.
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Quality

Safety & Efficacy

Identification

Notification Yakushoku Nr. 1020001 (20 October 2008)

Since 1992, because many kampo medicines formulas are

specifies respectively in the annexed Table 2-(1) for Prescrip-

covered under the national health insurance plan, NHIRS,

tion medicines and Table 2-(2) for Non-prescription medicines

Japanese manufacturers of kampo medicines have had to

which data need to be attached to an application dossier for

conform to the same standards of quality as those followed

the drug intended to be granted an approval.

by other pharmaceutical companies. Absolute standardisation
of formulas may not be an attainable goal given the chemical

fees5

complexity of a single formula. The standards required are

Since additional expenses are required for reduction of the

to use chemical “markers” which are pharmacologically key
active components, to establish the grade or quality.
In addition to rigorous qualitative analysis, the herbs also
undergo tests for any possible contaminants from agricultural
pesticides or environmental pollutants, especially heavy metals. Microbial tests for bacteria, yeast and mould are also
carried out.
Regulation of quality standards of those herbal products was
established in JP for more than 90% of them.

review period, a major increase in application fees for all
new drugs was implemented on 1 April 2007.
• Prescription Kampo medicines:
-H
 andling charge for MHLW

¥ 28,100

- Evaluation, qualification
research fees for PMDA		

¥ 626,100

• Non-prescription Kampo medicines:
- Handling charge for MHLW

¥ 21,200

- Evaluation fee for PMDA

¥ 110,300

Stability
Standard methods for long-term stability studies, stress stability
studies and accelerated stability studies for bulk drugs and

evaluation

preparations are specified in the Guidelines for Stability Tests

The Ministry of Health, Labour and Welfare (MHLW) is in

Attached to Approval Applications to Manufacture or Import

charge of pharmaceutical regulatory affairs in Japan (veterinary

Drugs (Notification Nr. 165 of the Pharmaceutical Affairs

drugs are under the jurisdiction of the Ministry of Agriculture,

Bureau (PAB) and Notification Nr. 43 of the Pharmaceuticals

Forestry and Fisheries).

and Cosmetics Division, PAB dated 15 February 1991).
The Pharmaceutical and Food Safety Bureau (PFSB) undertakes
GMP

the main duties and functions of the Ministry: it handles clinical

All medicines need to comply with the Regulations for Manu-

studies, approval reviews and post-marketing safety measures,

facturing Control and Quality Control of Drugs (MHW (former

i.e. approvals and licensing.

MHLW) “GMP” Ordinance Nr. 31 issued in 1980) and revised
by Ordinance Nr. 179 (24 December 2004)4. The ordinance

The Health Policy Bureau handles promotion of R&D, produc-

specifies standards for structures and equipment required for

tion, distribution policies and drug pricing, i.e. functions related

the product concerned as well as standards for manufacturing

to pharmaceutical companies.

control and quality control for each manufactured product.
The quality assurance officer oversees compliance with good

The Pharmaceuticals and Medical Devices Evaluation Center

quality practices (GQPs) which includes GMP compliance for

(PMDA)6, which is part of the National Institute of Health

all manufacturing sites where the product is produced.

Sciences, was established to strengthen the approval review

In addition, since 1987, Self-imposed Regulations (SIR) were

process on 1 July 1997. The role of PMDA is to provide

established by manufacturers of prescription Kampo medicines.

consultations concerning the clinical trials of new drugs and

A Notification, Yakukan Nr. 72, was then issued to order all

medical devices and to conduct approval reviews and surveys

those concerned to comply with SIR as of 1 August 1988 in

of the reliability of application data. PMDA consists of 16

addition to the normal GMP rules cited above.

offices and 2 groups, among which the Office of OTC and
Generic Drugs is included.
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When application dossiers for new drugs are received by

Article 51 of the PAL states that: “When the immediate contain-

PMDA, a validation of the data received and a detailed re-

ers or wrappers are packaged for retail and if the information

view are undertaken by the PMDA’s review team which then

is not easily legible through the outer containers or wrappers,

prepares an evaluation report.

the same information shall be also indicated on the outer
containers or wrappers”.

The review process consists of expert meetings of review team
members and experts to discuss important issues. A general

Package Inserts must contain indications, dosage/administration

review conference attended by review team members, experts

and precautions for use and handling. All ingredients used as

and representatives of the applicant is held after the expert

excipients must be included in Package Inserts of both prescrip-

meetings.

tion and non-prescription drugs. Notification YAKUHATSU Nr.
607 (25 April 1997) refers to the requirements applicable to

(1) Interview (presentation, inquiries and replies)
(2) Team review
(3) Inquiries and replies
(4) First Review report
(5) Expert meeting (includes at least three clinical specialists
as experts)
(6) General review conference (main agenda items and
names of participating experts made available 2 weeks
prior to conference; presentation)
(7) Follow-up expert meeting
(8) Second Review report
(9) Report to the Evaluation and Licensing Division, PFSB
After a separate GMP compliance inspection, the Minister
grants approval of Seizo-shonin (manufacturing/marketing)
to the new drug. Information concerning new drug approval

prescription medicines.
In line with a report published by a ‘Working Group for the
Improvement of Package Inserts’ as part of a Welfare Science
Study Programme, the MHW’s Director-General of Pharmaceutical Affairs Bureau issued two Notifications in August 1999:
• Iyakuhatsu Nr. 983 ‘Guidelines for Precautions for Use
of Non-prescription Medicines’ and
• Iyakuhatsu Nr. 984 ‘Guidelines for Package Inserts for
Non-prescription Medicines’.
These guidelines aimed to ensure that user-friendly terms are
used, that the important instructions and warnings for the correct
use of the drugs are included after the product’s brand name
on the Package Inserts, and that the following data are clearly
written and easily legible on the outer container or wrapper
(usually transparent wrapping):

prepared from the reviewed data is placed on the PMDA

• Information on persons who should not take/use the drug

website so that accurate information concerning the quality,

• Information on areas on which the drug should not be

efficacy and safety obtained during the approval review process is supplied to medical institutions, etc.
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The evaluation process followed by PMDA is as follows:

applied/used
• Information on a person’s capability to operate machinery
and/or drive a motor vehicle after taking the drug.

When active ingredients, dosage, administration route and
indications are the same as those of already approved drugs,
a review by PMDA is undertaken including evaluation on drug
equivalence and compliance, and an approval is granted.

Product information
The PAL stipulates that certain information (such as the manufacturer’s or seller’s name and address, name of the product,
product number, indications, ingredients, expiration, etc.) must
be printed directly on the immediate container or wrapper of
the product.
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Trade name

The same trademark for a medicine and for another product

Trademarks fall under the jurisdiction of the Patent Office. The

or persons. This means that no medicine manufacturer will be

use of trademarks for pharmaceuticals is, therefore, governed
by the Patent Office under the Trade Mark Law, Law Nr. 127

category should, however, belong to entirely different parties
allowed to apply for registration of his/her trademark for both
medicines and other products.

of 13 April 1959, as amended. In principle, the brand name
of a medicine can be freely chosen, but in order to protect
public health and hygiene, approvals may not be granted for
some names partly listed below:
• False or exaggerated names
• Names showing incorrect composition
• Names using part of the indications
• Names employing unapproved indications
• Names lacking dignity
• Names inconsistent with dose forms
• Names being same as those of medicines already approved
• Names being same as the registered trade marks of
other firms.
In principle, the same trademark can be used for medicines
from the same product group. However, as for medicines
which are not completely identical (namely, those with slightly
different active ingredients, quantities, indications or effects,
etc.),

xxx-A, xxx

-B, etc. (xxx being the trademark in question)

need to be used in order to differentiate medicine A from

Advertising
Advertising must not exceed the scope of the pharmaceutical’s
indications or the medical device’s prescribed use. Both false
and exaggerated advertising are prohibited.
The advertising of prescription medicines aimed to the general
public other than health professionals is prohibited. In other
words, the advertising of prescription medicines through the
mass media such as newspapers and TV is not allowed.
All classes of non-prescription medicines (none of which are ever
reimbursed) can be ‘freely’ advertised in Japan as any other
consumer goods because non-prescription medicine advertising is regarded as an important vehicle of information to the
general public. This ‘freedom’ for non-prescription medicine
advertising is, of course, subject to strict compliance with the
regulatory and voluntary controls described below.
Non-prescription medicine advertising control in Japan can be
characterised by two aspects. Firstly, in the legal framework,

medicine B.

all control is post-publication or post-broadcast. Secondly, it is

The use of the same trademark for medicines from different

strictly observed by the industry and other parties involved.

product groups would definitely lead to misuse or confusion

characterised by a voluntary code that is well established and

on the side of the users; therefore, it cannot be allowed.

The contents of medicine advertisements must not be false or

The same trademark is acceptable for Rx and OTC forms of

and the ‘Standards for Appropriate Advertisements of Pharma-

the same product in case xxx (for either Rx or OTC) and xxx-A
(for either OTC or Rx) are used.

exaggerated and conform to both the regulations in the PAL
ceuticals’ (SAAP) prepared by the then MHW in 1980.
PAL regulations concerning medicine advertising are spelled

There may be cases where the same trademark is used for

out in the following three articles:

a medicine and for another product. This can only happen

Article 66

provided the trademark applied for the medicine has cleared
the conditions set by the MHLW and the same trademark has
been granted registration in a category other than pharmaceuticals by the Patent Office based on the judgement of the
Patent Office that coexistence of the same trademark in the
two different categories will not cause any undue confusion or
disadvantage to the interested parties and/or persons.

1. No person shall, explicitly or implicitly, advertise, describe or
circulate false or exaggerated statements regarding the name,
manufacturing process, indications, effects, or properties of
medicines, quasi-drugs, cosmetics or medical devices.
2. It shall be construed as falling under the preceding paragraph
to advertise, describe or circulate such statements as lead
to the false impression that a physician or other person has
certified the indications or effects, or properties of medicines,
quasi-drugs, cosmetics or medical devices.
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3. Statements or diagrams suggesting criminal abortion or

the judgements each manufacturer or each sponsor receives,

any obscene statements or diagrams shall not be used

he/she has to take the necessary action such as immediate

in connection with medicines, quasi-drugs, cosmetics or

suspension or modifications, or to file a report if he/she wants

medical devices.

to contest the judgement by giving reasons together with sup-

1. Among the drugs intended for the treatment of cancer
and other specific diseases designated by cabinet order,
cabinet order shall specify the drugs whose use not under
the supervision of physicians or dentists would be extremely
hazardous and the advertisements of such drugs shall be
restricted to healthcare professionals rather than to ordinary
people for ensuring proper use of the drugs in question.
2. The Minister, when he/she wants to ask for a cabinet meeting related to the enactment, amendment or abrogation
of a cabinet order which designates the specific diseases
under the preceding paragraph, shall, in advance, hear
the opinions of Central Pharmaceutical Affairs Council
(CPAC).
Article 68
No person shall advertise the name, manufacturing process,
indications and effects or properties of either medicines or
medical devices which have not yet been approved.
In line with the spirits of both PAL and SAAP, the Federation of
Pharmaceutical Manufacturers’ Associations of Japan (FPMAJ)
and the Japan Self-Medication Industry (JSMI) jointly issued the
‘Voluntary Code for OTC Medicine Advertising’ for the first time
in 1955 which has been in operation since then. Although
voluntary, the Code has been accepted by the MHLW as one
of the most appropriate advertising standards for the industry
to observe. Therefore, the Code is regarded as the basic
advertising policy of the competent authorities. In accordance
with the minor revision of the Code, the “Guideline for Sales
Promotion Tools presenting efficacy of OTC medicines” was
slightly revised in 2008.
A self-regulatory control body, called the ‘Advertising Review
Board’ (ARB), which is part of JSMI, consists of four independent experts representing consumers and professionals as well
as several JSMI representatives in order to ensure fair and
unbiased review of the medicine advertisements. ARB holds
meetings every two months to thoroughly post-review all the
OTC medicine advertisements carried in the major media
channels: television, radio, newspapers and magazines.
At each meeting, judgements based on PAL, SAAP and the
Code are issued and reported to the MHLW as well as to
all JSMI members and non-members alike. Depending upon

porting data or materials.
Judgements range from ‘violation’ to ‘minor modification’ to
mere ‘guidance.’
The ‘Post-Review Committee,’ consisting of officials from both
the MHLW and MHLW-designated prefectural governments,
meets three times per year. Besides the sanctions applied by
ARB, the competent authorities may, in extremely serious cases
of clear violation of the PAL, order the suspension of business
operations for a certain period of time.
There is no mandatory text to be specifically included in advertising depending on the kind of media channel. In other words, all
the media channels are subject to compliance with exactly the
same regulations and requirements. However, the Code, from
time to time, stipulates the specific addition of: “Read carefully
the ‘Precautions for Use’ before taking this medicine”.
With regard to advertising to health professionals, there are
no special rules for non-prescription or Kampo medicines. All
non-prescription medicine advertisements are subject to exactly
the same regulations and requirements as specified in PAL,
SAAP and the Code regardless of the targeted audience.
Comparative advertising for pharmaceuticals is not allowed.
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Article 67

The comparison with a company’s own pharmaceuticals is,
however, permissible.

Distribution
There are a total of 5 types of pharmaceutical retailing business for prescription and non-prescription drugs (cf. “Legal
basis” section of the present chapter): pharmacy, Ippanhanbai-gyo, Yakushusho-hanbai-gyo, Haichi-hanbai-gyo and
Tokurei-habai-gyo.
Pharmacists and registered seller (“Toroku-hanbaisha”) in pharmacies and drugstores should be clearly distinguished from other
non-qualified employees by e.g. wearing uniforms in different
colours or name tags. Persons having a pharmacy license or
a first class license are allowed, with some restrictions, to run
mail order business for certain non-prescription medicines. The
latter however does not include any Kampo medicines.
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Non-prescription medicines should be displayed in accordance with their classifications. Category I medicines should
be stored behind the counter.
The particulars regulating the displays for each Category are
expected to be specified in a specific MHLW Ordinance.
It is also stipulated that “non-prescription medicines shall be
displayed, in compliance with the MHLW Ordinance, by sepa-

Other information
Taxes
The same consumption tax of 5% is levied on both OTC and
prescription medicines.

rating from each other Category 1, Category 2 or Category 3

Links

non-prescription medicines”. The prefectural governors, in

• Ministry of Health, Labour and Welfare:

compliance with the MHLW Ordinance, shall conduct inspections to ascertain whether those to be engaged in selling drugs
have the appropriate qualifications to do the job.

http://www.mhlw.go.jp
• Pharmaceuticals and Medical Devices Agency (PMDA):
http://www.pmda.go.jp. (in Japanese) /
http://www.pmda.go.jp/english/index.html (in English)

In the latest round of deregulation taking effect in mid 2004,

• Pharmaceutical

administration and regulations in Japan:

the Japanese regulatory authorities changed the classification

http://www.nihs.go.jp/kanren/iyaku.html (Japanese)

of certain OTC products to ‘quasi-drug’ status, allowing their

http://www.jpma.or.jp/english/parj/pdf/2009.pdf

sale in 24-hour convenience stores, supermarkets, and many

(English)

ordinary outlets. This change in classification did not include
any Kampo medicines. The measure was expected to result
in wider access to those medicines once retailed at only
pharmacies and drugstores by the general public.
The teleshopping of non-prescription medicines is allowed
within the same scope as distance selling (mail order).
There is no special or divergent disposition concerning distribution of Kampo medicines.

WSMI Member Association
Japan Self-Medication Industry (JSMI)
Kyodo Building, 3rd Floor
13-4, Nihombashi-Kodemmacho
Chuo-ku, Tokyo 103-0001
Japan
Phone:

+81 3 / 3667 9481

Fax:

+81 3 / 3667 9483

E-mail:

director@jsmi.jp

Website:	http://www.jsmi.jp/ (in Japanese)/
http://www.jsmi.jp/english/ (in English)
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U N I T E D S TAT E S OF A ME R I C A
Area:

9 629 091

Inhabitants (2009):

307 199 900

Population density (2009):
Gross Domestic Product (2009) (e):

km2

31.9
USD 14 162.26

billion

=

e ur o

i n h a b ita n ts p e r k m 2

10 153.744

billion

Sources: Eurostat 2010.

Legal framework

Definitions
Drug is defined as follows in the FD&C Act:

Legal basis

(A) articles recognised in the official United States Pharmaco-

The Federal Food, Drug, and Cosmetic Act (FD&C Act)1 is

poeia, official Homoeopathic Pharmacopoeia of the United

U.S. Food and Drug Administration (FDA)2 to regulate food,
drugs, and cosmetics. Recently, it was amended by the Food
and Drug Administration Amendments Act of 2007 (FDAAA)3
which, among other things, reauthorised the Best Pharmaceuticals for Children Act (BPCA) and the Pediatric Research
Equity Act (PREA) and expanded the Prescription Drug User

States, or official National Formulary, or any supplement to
any of them; and (B) articles intended for use in the diagnosis,
cure, mitigation, treatment, or prevention of disease in man
or other animals; and (C) articles (other than food) intended
to affect the structure or any function of the body of man or
other animals; and (D) articles intended for use as a component of any article specified in clause (A), (B), or (C). A food

Fee Act (PDUFA).

or dietary supplement for which a claim, subject to sections

The FDA issues FDA regulations regrouped in Title 21 of the

(5)(D), is made in accordance with the requirements of section

Code of Federal Regulations (CFR)4 and guidance documents
which describe the Agency’s current thinking on a regulatory
issue. Whilst regulations are binding, guidance documents

403(r)(1)(B) and 403(r)(3) or sections 403(r)(1)(B) and 403(r)
403(r) is not a drug solely because the label or the labelling
contains such a claim. A food, dietary ingredient, or dietary
supplement for which a truthful and not misleading statement

are not.

is made in accordance with section 403(r)(6) is not a drug

The U.S. FDA is an agency within the U.S. Department of

contains such a statement.

Health and Human Services, one of the United States federal
executive departments, responsible for protecting and promoting public health through the regulation and supervision of
prescription and over-the-counter pharmaceutical drugs, food
safety, dietary supplements, vaccines, biopharmaceuticals,
blood transfusions, medical devices, electromagnetic radiation
emitting devices, veterinary products, cosmetics, and tobacco
products. It consists of six product centres (of which the Center
for Drug Evaluation and Research (CDER) which regulates
prescription and over-the-counter medicines), one research
centre, and two offices.

U N I T ED S TAT ES OF A ME R I C A

a set of laws enacted by Congress giving authority to the

under clause (C) solely because the label or the labelling

New drug is defined as follows in the FD&C Act:
(1) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition
of which is such that such drug is not generally recognised,
among experts qualified by scientific training and experience
to evaluate the safety and effectiveness of drugs, as safe and
effective for use under the condition prescribed, recommended,
or suggested in the labelling thereof, except that such a drug
not so recognised shall not be deemed to be a “new drug” if
at any time prior to the enactment of this Act [enacted June 25,
1938] it was subject to the Food and Drugs Act of June 30,
1906, as amended, and if at such time its labelling contained the same representations concerning the conditions
of its use; or
(2) Any drug (except a new animal drug or an animal feed
bearing or containing a new animal drug) the composition
of which is such that such drug, as a result of investigations
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to determine its safety and effectiveness for use under such

• because of its toxicity or other potentiality for harmful

conditions, has become so recognised, but which has not,

effect, or the method of use, or the collateral measures

otherwise than in such investigations, been used to a material

necessary to its use, is not safe for use except under the

extent or for a material time under such conditions.

supervision of a practitioner licensed by law to administer
such drug; or

Botanical; Botanical Product: A finished, labelled product that

• is limited by an approved application under section 505

contains vegetable matter, which may include plant materials

[the section describing the approval process for new drugs]

(see below), algae, macroscopic fungi, or combinations of

to use under professional supervision of a practitioner

these. Depending in part on its intended use, a botanical

licensed by law to administer such drug …”.

product may be a food, drug, medical device, or cosmetic.
Fermentation products and highly purified or chemically modi-

A botanical product may be a food (including a dietary

fied botanical substances are not considered botanical drug

supplement), a drug (including a biological drug), a medical

products.

device, or a cosmetic under the Act. Whether an article is a
drug, medical device, or cosmetic under the Act turns on its

Botanical Drug Product; Botanical Drug: A botanical product

“intended use” (21 U.S.C. 312(g)(1)(B) and (C), (h)(2) and

that is intended for use as a drug; a drug product that is prepared

(3), (i)).

from a botanical drug substance. Botanical drug products are

If a botanical product is intended for use in diagnosing, miti-

available in a variety of dosage forms, such as solutions (e.g.

gating, treating, or curing disease, it is a drug under section

teas), powders, tablets, capsules, elixirs, and topicals.

201(g)(1)(B) of the Act and is subject to regulation as such.

Botanical Drug Substance: A drug substance derived from one

If a botanical product is intended to prevent disease, it is usu-

or more plants, algae, or macroscopic fungi. It is prepared

ally a drug. However, under the Dietary Supplement Health

from botanical raw materials by one or more of the following

and Education Act of 1994 (DSHEA), an orally ingested

processes: pulverisation, decoction, expression, aqueous ex-

product that meets the definition of a “dietary supplement”

traction, ethanolic extraction, or other similar process. It may

under section 201(ff) of the Act may be lawfully marketed

be available in a variety of physical forms, such as powder,

with a statement that (1) claims a benefit related to a classical

paste, concentrated liquid, juice, gum, syrup, or oil. A botani-

nutrient deficiency disease (and discloses the prevalence of the

cal drug substance can be made from one or more botanical

disease in the United States), (2) describes how the product

raw materials (see Single-Herb and Multi-Herb Botanical Drug

is intended to affect the structure or function of the human

Substance or Product). A botanical drug substance does not

body, (3) characterises the documented mechanism by which

include a highly purified or chemically modified substance

the product acts to maintain such structure or function, or (4)

derived from natural sources.

describes general well-being from consumption of the product
(section 403(r)(6)(A) of the Act).

Botanical Ingredient: A component of a botanical drug substance
or product that originates from a botanical raw material.

If the intended use of a botanical product is to affect the
structure or function of the human body, it may be regulated

Classification
The U.S. classifies medicines as either prescription or nonprescription. As with the EU’s classification provisions, prescription
medicines are specifically defined and non-prescription medicines
are those which are not limited to prescription status.
The U.S. Food, Drug, and Cosmetic Act (section 503(b)(1)
(21 U.S.C. 353(b)(1)) limits to prescription status: “a drug
intended for use by man which –

either as a dietary supplement or as a drug, depending on
the circumstances.
Some botanical drugs, including elm bark (oral health care,
demulcents), pyrethrum extract (pediculicide, non-aerosol
combination), and psyllium (laxative) are included in the overthe-counter (OTC) drug monographs. The great majority of
botanical products are legally available in the United States
as dietary supplements.
Veregen™ was approved by the FDA in October 2006 for
the topical treatment of genital wart caused by human papil-
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loma virus (HPV) and it is currently the only approved botanical

For a botanical drug substance to be included in an OTC

prescription drug through the IND/NDA (Investigational New

drug monograph, there must be published data establishing

Drug/New Drug Application) processes since the publication

general recognition of safety and effectiveness, usually includ-

of the botanical guidance. The drug substance in Veregen™

ing results of adequate and well-controlled clinical studies.

is Kunecatechins, which is a partially purified fraction of the

Requirements related to safety, effectiveness, and labelling

water extract of green tea leaves from Camellia sinensis (L.)

for drugs to be included in an OTC drug monograph are

O Kuntze, and is a mixture of catechins and other green tea

set forth in 21 CFR Part 330.

components.

5

There should be publicly available quality standards for

Licensing &
licensing requirements

such a botanical drug substance in the drug section (i.e.
not in the National Formulary or other non-drug sections)
of the United States Pharmacopeia (USP). In the absence
of a USP drug monograph, the petitioner should include

General
A botanical drug product may be marketed in the United States
under (1) an OTC drug monograph or, (2) an approved NDA
(or even an abridged new drug application – ANDA).

suitable quality standards for the botanical drug substance
in its citizen petition and simultaneously propose adoption
of those standards in the USP.
If requirements are fulfilled and FDA believes the request should

1. OTC monograph

be granted, the Agency could issue a notice of proposed
rulemaking (proposed rule) that states the proposed action and

When a final OTC drug monograph is published for a
specific use of a botanical drug, any person may market
a product containing the same substance and for the same
use, provided the labelling and other active ingredients (if
present) are in accord with all relevant monographs and
other applicable regulations. Any pharmaceutical company
can market products containing category I (generally recognised as safe and effective – GRASE) botanical ingredients
according to OTC monographs .
6

Code of Federal Regulations (CFR) Part 3307 is GRASE
and is not misbranded if it meets the conditions of 330.1
and each of the conditions contained in the specific final
monograph.

explains the reason for the action. FDA would then receive
comments to the proposed rule, review these comments and
publish a final rule that would amend the monograph or withdraw the proposed rule. All steps in the petition process are
open to the public, and petitions do not require payment of a
monetary fee to FDA. Although response letters are generally
sent to the sponsor of a petition within 180 days, the public
rulemaking process to amend the monograph for an OTC drug
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• Existing OTC Monograph

product historically has taken more time than a final decision
on an NDA. After a condition has been incorporated into the
final monograph for an OTC drug product (or in a notice of
enforcement policy under 21 CFR 330.14(h) if a finalisation
of the monograph is not imminent), it can be marketed by any
interested party without prior approval by FDA.

Marketing pre-clearance of OTC drug products by the FDA
is not required if the standards of the applicable monograph

Currently, there are several botanical drugs, including cas-

are met.

cara, psyllium, and senna, that are included in the OTC
drug review.

• Inclusion in an OTC Monograph
A botanical product that has been marketed in the United

Conditions covered by existing proposed or final OTC

States for a material time and to a material extent for a

drug monographs are handled through the submission of a

specific OTC drug indication may be eligible for inclusion

citizen petition as described in § 10.30 (21 CFR 10.30).

in an OTC drug monograph.

To request that a new condition be considered for inclusion
in the OTC drug monograph system, a time and extent application (TEA) has to be submitted.

Citizen petition:
A request to amend an OTC drug monograph to include a

Note: A condition refers to an active ingredient or

botanical substance must be submitted by citizen petition in

botanical drug substance (or combination of both),

accordance with §§ 10.30 and 330.10(a)(12).

dosage form, dosage strength, or route of administra-

8
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tion marketed for a specific over-the-counter use. This

After reviewing the data, if appropriate, FDA would publish

includes conditions regulated as cosmetic products or

a proposed rule and then a final rule incorporating the new

dietary supplements in a foreign country(ies) that would

condition. Similar to a petition, FDA would typically respond

be regulated as OTC drugs in the United States.

to a TEA within 180 days, and a monetary fee would not
be required.

Time and extent application:
The final regulations (21CFR 330.14) for criteria and

After a condition has been incorporated into a final mono-

procedures for a Time and Extent Application (TEA) were

graph (or in a notice of enforcement policy under 21 CFR

published in the Federal Register on January 23, 2002. A

330.14(h), if a finalisation of the monograph is not imminent),

copy of the Final Rule and the draft Guidance for Industry

the condition could be marketed by any interested party

for TEA applications10 is available as well.

without prior approval by FDA. For marketing to occur, §

9

330.14(i) requires that the active ingredient or botanical
A TEA would only be submitted for conditions that the ap-

drug substance be recognised in the U.S. Pharmacopeia-

plicant believes have been marketed OTC to a material

National Formulary (USP-NF).

extent and for a material time as follows:
• conditions initially marketed (under an NDA) in the

2. New drug application (NDA)

United States after the OTC drug review began in

Under current regulations, if there is no marketing history in

1972 – previously, companies were required to submit

the United States or a foreign country for a botanical drug

an NDA if their OTC drug products were initially

product, if available evidence of safety and effectiveness

marketed in the United States after the beginning

does not warrant inclusion of the product in an OTC drug

of the OTC drug review in 1972.

monograph, or if the proposed indication would not be

• conditions marketed only outside the United States
(and that would be regulated as OTC drugs in the
United States) -- Previously, if an OTC drug condition
had been marketed solely in a foreign country, a
firm was required to submit a new drug application
(NDA) before the condition could be marketed in
the United States.
• conditions not generally recognised as safe and
effective (i.e. non-monograph) in the original OTC
drug review but conditions for which additional data
and information are being presented.
Under § 330.14(b), the conditions must be marketed for
OTC purchase by consumers and for at least 5 continuous
years in the same country in sufficient quantity (although
more than one country may be appropriate depending on
the extent of marketing).
The TEA is the first step in a two-step process. If a condition
is determined to be eligible for inclusion in the monograph
system, the TEA would be placed on public display and a
notice of eligibility would be published in the Federal Register.
This notice would request data that demonstrate general
recognition of safety and efficacy for the condition.
The second step of the process, requiring demonstration of
general safety and effectiveness, follows.
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appropriate for non-prescription use, the manufacturer must
submit an NDA to obtain FDA approval to market the product
for the proposed use (sections 201(p) and 505 of the Act).
An NDA for a botanical drug could seek approval for either
prescription or OTC use, depending on the indication and
characteristics of the product and whether it is safe for use
outside of the supervision of a practitioner licensed by law
to administer it. If existing information on the safety and
effectiveness of a botanical drug product is insufficient to
support an NDA, new clinical studies are recommended to
be conducted to demonstrate safety and effectiveness.
When a product is approved under an NDA, the approval
is specific to the drug product that is the subject of the application (the applicant’s drug product), and the applicant
may be eligible for marketing exclusivity for either 5 years
(if it is a new chemical entity) or 3 years from the time of
approval, even in the absence of patent protection. A new
botanical drug (containing multiple chemical constituents)
may qualify as a “new chemical entity” under § 314.108(a).
If a product qualifies as a new chemical entity, during the
period of exclusivity, FDA will not approve, or in some cases
even review, certain competitor products unless the second
sponsor conducts all studies necessary to demonstrate the
safety and effectiveness of its product and submits a 505(b)
(1) application. Therefore, if a person wishing to market a
botanical drug product that is not included in an existing

OTC drug monograph desires marketing exclusivity for the

on a combination of tests and controls to ensure the identity,

product, the person should seek approval of an NDA rather

purity, quality, strength, potency, and consistency of botanical

than petition the Agency to amend a monograph.

drugs. These tests and controls include (1) multiple tests for
drug substance and drug product (e.g. spectroscopic and/or

An applicant can also submit an NDA for a new OTC drug

chromatographic fingerprints, chemical assay of characteristic

condition (21 CFR part 314) or to request approval of an OTC

markers, and biological assay), (2) raw material and proc-

drug product that deviates in any respect from a monograph

ess controls (e.g. strict quality controls for the botanical raw

that has become final (see 21 CFR 330.11).

materials and adequate in-process controls), and (3) process
validation (especially for the drug substance).

An NDA seeks approval of a specific product that is formulated and labelled as it is to be marketed. Benefits of this

Starting materials of botanical origin that are used to produce

approach include (1) confidentiality during the approval

a botanical drug substance should also be evaluated for

process; (2) a period of marketing exclusivity upon approval

quality. The use of appropriate starting materials and the drug

if certain conditions are met; and (3) historically, less time

substance manufacturer’s ability to control the source depend

for review of the application from submission to a final

on appropriate specifications (tests, analytical procedures,

decision, compared to other routes of approval (i.e. citizen

and acceptance criteria). In addition to establishing specifica-

petitions and TEAs). However, as described in Part 314, an

tions, manufacturers are encouraged to apply the principles

NDA (1) generally requires a fee, (2) is approved only for

outlined in FDA’s botanical guidance and by following good

a specific product (including formulation and labelling), (3)

agricultural and good collection practice for starting materials

has reporting requirements subsequent to approval, and (4)

of herbal origin (e.g. European Medicines Agency GACP

requires prior approval for most subsequent labelling and

guidance – ref. EMEA/HMPC/246816/2005) in order to

formulation changes to the product.

achieve adequate quality control of starting materials. Upon
receipt of the starting materials at a processing facility, it is the

Licensing requirements

responsibility of the drug substance manufacturer to determine

Requirements related to safety, effectiveness, and labelling

accomplished by examining and/or testing to ensure that the

forth in 21 CFR Part 330.
An NDA must contain substantial evidence of effectiveness
derived from adequate and well-controlled clinical studies,
evidence of safety, and adequate chemistry, manufacturing
and control (CMC) information. The format of an NDA submission and the requirements for its various sections are set
forth in Part 314 and discussed in several CDER guidance
documents11. The guidance for industry on botanical drug
products provides specific recommendations tailored to this
category of drug products12.

acceptance criteria are met and by documenting the quality
control for the processing of the starting materials.
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for drugs to be included in an OTC drug monograph are set

the suitability of these raw materials before use. This can be

Pharmacopoeial chapters
The USP-NF is a combination of two official compendia, the
United States Pharmacopeia (USP) and the National Formulary (NF). USP includes quality monographs for botanicals in
two sections: in the drugs section, for which compliance with
USP monographs is mandatory; in the dietary supplements
section, where compliance is voluntary. NF includes botanical
monographs that are considered excipients. Currently, USP has
quality monographs for about 60 botanical drug monographs
and about 112 botanical dietary supplement monographs.

Quality
Given their specific characteristics, the CMC documentation
that should be provided for botanical drugs will often differ
from that of synthetic or highly purified drugs, whose active
constituents can be more readily chemically identified and
quantified.
Because of the complex nature of a typical botanical drug and
the lack of knowledge of its active constituent(s), FDA may rely

USP monographs include the name of the ingredient or preparation, the definition, identification tests, packaging, storage,
and labelling requirements, limits for contaminants (such as
aflatoxins, elemental impurities, microbial limits, pesticides,
and organic solvents) and the specifications for content of
active or marker principles. The specification consists of a
series of tests, procedures for the tests, and acceptance criteria. These tests and procedures require the use of official USP
Reference Standards. The botanical ingredients and products
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will have the stipulated strength, quality, and purity if they
conform to the requirements of the monograph and relevant
USP General Chapters. Tests and procedures referred to in
multiple monographs are described in detail in the USP-NF
General Chapters.
GMP
FDA regulations on current good manufacturing practices
(CGMPs) apply to all OTC drug monograph products, including
any listed botanical drug products (see § 330.1(a)).
The manufacturing, processing, and controls (receipt, identification, storage, handling, sampling, testing, and approval
or rejection of components, drug products, and container
closures) for botanical drug products must be in conformance
with CGMP as set forth in 21 CFR Parts 210 and 211. In
addition, the manufacturing, processing, and controls for the
botanical drug substance (starting from the botanical raw
material) should be in conformance with CGMP because
these elements can affect the quality, safety, and efficacy of
the drug product. A satisfactory inspection is necessary for
NDA approval.
Safety & Efficacy

fees13
The Prescription Drug User Fee Act (PDUFA)14, enacted in
1992 and renewed in 1997 (PDUFA II) and 2002 (PDUFA III)
authorises FDA to collect fees from companies that produce
certain human drug and biological products. PDUFA established three types of user fees - application fees, establishment
fees, and product fees. Since the passage of PDUFA, user
fees have played an important role in expediting the drug
approval process.
Application fee means approval of a new drug (NDA, ANDA,
and certain Biological License Applications (BLAs)).
Prescription drug product fees are assessed annually on products for each person who is the applicant in a human drug
application or had a human drug application or supplement
pending after September 1, 1992. A number of exceptions
apply nonetheless.
• Application
- Requiring clinical data

$1,405,500

- Not requiring clinical data

$ 702,750

-S
 upplements requiring clinical data $ 702,750
• Products

$

79,720

The standards for the safety and efficacy required for marketing

There are no fees for medicinal products marketed on the

approval of a botanical drug are the same as those required

basis of OTC monographs as there is no pre-marketing review

for a conventional chemical drug for the same indication.

by the FDA.

If available information is insufficient to support an NDA for

evaluation

a botanical drug, the sponsor will need to develop further
data. An IND is required under section 505(i) of the Act and
21 CFR Part 312 (unless exempt under § 312.2(b)) when a
botanical product is studied in the United States for a drug use
(see section 201(g) of the Act), even if such study is intended
solely for research purposes. Under § 312.22, an IND must
contain sufficient information to demonstrate that the drug product
is safe for testing in humans and that the clinical protocol is
properly designed for its intended objectives. Guidance on
data to be provided is given in the Guidance document for
botanical drug products.

No evaluation takes place if the botanical drug product follows
an existing monograph.
In case of an NDA, the appropriate therapeutic review division within CDER will take the lead of the evaluation of the
drug product.
The CDER Botanical Review Team (BRT) will participate in all
phases of review, meetings and decision-making processes
as well as for all botanical pre-Investigational New Drug
(IND) applications and INDs. The involvement of the BRT in
the review process is explained in details in the Manual of
Policies and Procedure (MaPP) 6007.1 Review of Botanical
Drug Products15.
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Product information

•Contain a summary of essential scientific information for

The final rule on labelling requirements for OTC medicines

•Be informative and accurate

of April 16, 199916 established a standardised format and
standardised content requirements for the labelling of OTC drug
products. The rule is intended to assist consumers in reading
and understanding OTC drug product labelling.
All OTC drug products are required to carry the new, easyto-read format and the revised content.
The rule requires the following labelling outline:
•the heading “Drug Facts”
•active ingredient(s) (in each dosage unit)
•purpose
•uses
•warnings – do not use …, ask a doctor before use if you
have …, ask a doctor or pharmacist before use if you
are …, when using this product …, stop use and ask a
doctor if …
•a warning to ask a health professional before use if
pregnant or breast-feeding
•warnings to keep out of reach of children and to get

the safe and effective use of the drug
•Use language that is not promotional in tone, false, or
misleading
•Not make claims or suggest uses for drugs when there is
not sufficient evidence of safety and a substantial evidence
of effectiveness
•Contain information based whenever possible on data
derived from human experience
On January 24, 2006, the “Final Rule: Requirements on the
Content and Format of Labeling for Human Prescription Drug
and Biological Products”17 was issued. They are also explicated
in a guidance document for industry.18
Changes include:
•A “Highlights” section which provides the overview of a
drug’s benefits and risks for healthcare professionals. A
Contents section to serve as a navigational tool,
•Reordered and reorganised frequently referenced sections,
•Format changes that make the labelling easier to read,
and
•Consolidated safety information.

medical help or contact a Poison Control Center right

•other information
•inactive ingredients
•space for companies to voluntarily ask for questions, with
a telephone number.
The rule spells out very detailed format requirements.
Ordinarily, leaflets (usually called ‘inserts’ in the U.S.) are not
required, although some products subject to new drug applications include a required insert, and other products choose
to include an insert.
For (botanical) prescription drugs, the term “labelling” is generally defined by section 321(m) of the U.S. Code as “all
labels and other written, printed, or graphic matter (1) upon
any article or any of its containers or wrappers, or (2) accompanying such article.”
The requirements for prescription drug labelling as defined in

Trade name
In general, there are no special rules for the use of trademarks
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away in case of overdose
•directions

for botanical medicines beyond those that apply to product
trademarks as a whole. However, a product name evaluation
is included as a part of the labelling review for new drug applications. FDA pays special attention to names which may
be a source of name-related medication errors.

Advertising
The advertising of non-prescription botanical medicines and
dietary supplements in the U.S. falls under the jurisdiction of
the Federal Trade Commission (FTC)19 – a government agency
whose responsibilities include monitoring advertising and acting on deceptive or unfair practices.
FTC’s authority translates into three basic regulatory standards
that apply to all consumer product advertising:

the Federal Regulations (21 CFR 201.56) are as follows:

237
Legal and Regulatory Framework for Herbal Medicines - AESGP © - April 2010

• Advertising claims must be substantiated – that is, the

cally integrated by individual companies in their clearance

advertiser must have a “reasonable basis” for believing

procedures. The code includes a provision asking that ads

the claim is true before the ad runs. As a general rule, a

urge viewers to read and follow label directions. The code

claim must be supported by the level of substantiation it

also includes a reference to the NAD.

communicates to the consumer.
• Advertisements may not be deceptive. Deceptive con-

The advertising of prescription medicines falls under the jurisdic-

duct is a material representation, omission, or practice

tion of FDA. Since 1997, direct to consumer (DTC) ads have

likely to mislead a consumer acting reasonably under

been permitted. In 1999, the FDA finalised guidance to allow

the circumstances.

the advertiser to include a “major statement” relating to side

• Advertisements may not be unfair. This is a more subjec-

effects and contraindications and if they include “adequate

tive standard and, as such, has been difficult to apply.

provision” to get approved package labelling to consumers.

Unfairness is defined as an act or practice that is likely to

“Adequate provision” tools can include a toll-free telephone

cause substantial injury to consumers and that is neither

number for consumers to call for the labelling, reference to

reasonably avoidable by consumers nor outweighed by

print ads running at the same time that include the information,

benefits to consumers or business.

distributing information through a range of accessible locations,
or a website address with the information.

In addition to the FTC Act20 at the federal level, many ‑ if not
most ‑ individual states have their own version of the FTC

Under the FDA Amendments Act of 200723, the FDA now

Act, which allows state consumer protection authorities to act

has the authority to require the submission of prescription DTC

against deceptive or unfair advertising.

ads prior to dissemination of the ad, and to require specific
disclosures in prescription DTC ads. The 2007 law also clari-

OTC and dietary supplement advertising to the public is

fies that the “major statement” must be presented in a “clear,

allowed in all media. The ads do not have mandatory text.

conspicuous, and neutral manner.”

Comparative advertising is allowed and, indeed, encourages competition that provides consumers with information
about products. OTC and dietary supplement advertising is
not subject to preclearance by FTC. Rather, FTC exercises
post-publication control.
In addition to government post-publication oversight of advertising, there are a number of self-regulatory advertising systems.
The major broadcast television networks maintain their own
clearance departments, which must be satisfied with an ad
before the network will accept it. Networks particularly look

Distribution
Under Federal law, non-prescription medicines and dietary supplements may be sold in any and all retail outlets in the U.S. –
pharmacies, mass merchandisers, food stores, or others.
Mail order sales, Internet sales, and teleshopping of OTC medicines and dietary supplements are permitted in the U.S.

for documentation to support claims.

Other information

The National Advertising Division (NAD) of the Council of

Taxes

Better Business Bureau investigates complaints based on the

State sales taxes vary. Roughly a third of the states exempt

21

truth and accuracy of an advertisement. The ad in question
goes through a multi-step procedure including the advertiser,
and concludes with a final case decision that is published in
a case reporter. The decision could report that the ad was
substantiated, modified, or discontinued; or that the case was
referred to a government agency.
The Consumer Healthcare Products Association (CHPA) has
a Code of Advertising Practices22 which includes a series of
points to help guide OTC medicine advertisers and it is typi-
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medicines, including OTCs, from their state sales tax.

Links

WSMI Member Association

•U
 S Department of Health and Human Services:
http://www.hhs.gov/

Consumer Healthcare Products Association (CHPA)

• Food and Drug Administration (FDA):
http://www.fda.gov

Washington, D.C. 20006, USA
Phone:

+1 202 / 429 9260

• Federal legislation and regulations:
http://www.gpoaccess.gov/

Fax:

+1 202 / 223 6835

• Code of Federal Regulations Title 21:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/

E-mail:

info@chpa-info.org

Website: www.chpa-info.org

cfCFR/CFRSearch.cfm
•U
 S Pharmacopeia (USP):
http://www.usp.org/
• National institute of health – national center for complementary and alternative medicines:
http://nccam.nih.gov/

900 19th Street, N.W.
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Annex I – HMPC Community Monographs
Final Community Monographs
• Aesculus hippocastanum L., semen – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hippocastani_semen/22531908en.pdf
• Aloe barbadensis Miller and Aloe (various species, mainly Aloe ferox Miller) – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/aloe/7631006enfin.pdf
• Althaea officinalis L., radix – 14/05/2008
http://www.ema.europa.eu/pdfs/human/hmpc/althaea_radix/9871708en.pdf
• Artemisia absinthium L., herba – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/absinthii_herba/23446308en.pdf
• Avena sativa L., fructus – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/avena_fructus/36860007enfin.pdf
• Avena sativa L., herba – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/avena_herba/20296607enfin.pdf
• Betula pendula Roth; Betula pubescens Ehrh., folium – 08/04/2008
http://www.ema.europa.eu/pdfs/human/hmpc/betulae_folium/26001906enfin.pdf
• Calendula officinalis L., flos – 08/05/2008
http://www.ema.europa.eu/pdfs/human/hmpc/calendula_officinalis_flos/17928107enfin.pdf
• Cassia senna L. (C. acutifolia Delile) and Cassia angustifolia Vahl, folium – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/sennae_folium/5186906enfin.pdf
• Cassia senna L. (C. acutifolia Delile) and Cassia angustifolia Vahl, fructus – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/sennae_fructus/5187106enfin.pdf
• Centaurium erythraea Rafn., herba – 12/03/2009
http://www.ema.europa.eu/pdfs/human/hmpc/centaurii_herba/10553608enfin.pdf
• Curcumae longae L., rhizoma – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/curcuma_longa/45684508en.pdf
• Echinacea pallida Nutt., radix – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/echinaceae_pallidae_radix/33235008en.pdf
• Echinacea purpurea L. Moench, herba recens – 08/05/2008
http://www.ema.europa.eu/pdfs/human/hmpc/echinaceae_purpureae_herba/10494506enfin.pdf
• Eleutherococcus senticosus (Rupr. et Maxim.) Maxim., radix – 08/05/2008
http://www.ema.europa.eu/pdfs/human/hmpc/eleutherococci_radix/24456906enfin.pdf
• Equisetum arvense L., herba – 03/07/2008
http://www.ema.europa.eu/pdfs/human/hmpc/equiseti_herba/39489407enfin.pdf
• Foeniculum vulgare Miller subsp. vulgare var. dulce (Miller) Thellung, fructus – 06/08/2007
http://www.ema.europa.eu/pdfs/human/hmpc/foeniculi_dulcis_fructus/26329306enfin.pdf
• Foeniculum vulgare Miller subsp. vulgare var. vulgare, Aetheroleum – 05/07/2007
http://www.ema.europa.eu/pdfs/human/hmpc/foeniculi_amari_fructus_aetheroleum/26329206enfin.pdf
• Foeniculum vulgare Miller subsp. vulgare var. vulgare, fructus – 06/08/2007
http://www.ema.europa.eu/pdfs/human/hmpc/foeniculi_amari_fructus/13742806enfin.pdf
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• Gentiana lutea L., radix – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/gentianae_radix/57832408en.pdf
• Hamamelis virginiana L., cortex – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hamamelidis_cortex/11458308en.pdf
• Hamamelis virginiana L., folium et cortex aut ramunculus destillatum – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hamamelidis_folium_et_cortex/11458408en.pdf
• Hamamelis virginiana L., folium – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hamamelis_folium/11458608en.pdf
• Harpagophytum procumbens DC. and/or Harpagophytum zeyheri Decne, radix – 06/11/2008
http://www.ema.europa.eu/pdfs/human/hmpc/harpagophyti_radix/25132306enfin.pdf
• Humulus lupulus L., flos – 11/07/2008
http://www.ema.europa.eu/pdfs/human/hmpc/humulus_lupulus/51361706enfin.pdf
• Hypericum perforatum L., herba – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hypericum_perforatum/10130408en.pdf
• Linum usitatissimum L., semen – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/lini_semen/34084905en.pdf
• Melilotus officinalis (L.) Lam., herba – 03/07/2008
http://www.ema.europa.eu/pdfs/human/hmpc/meliloti_herba/35417707enfin.pdf
• Melissa officinalis L., folium – 31/10/2007
http://www.ema.europa.eu/pdfs/human/hmpc/melissae_folium/534107enfin.pdf
• Mentha x piperita L., aetheroleum – 31/10/2007
http://www.ema.europa.eu/pdfs/human/hmpc/menthae_piperitae_aetheroleum/34946606enfin.pdf
• Mentha x piperita L., folium – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/menthae_piperitae_folium/19390907enfin.pdf
• Passiflora incarnata L., herba – 07/09/2007
http://www.ema.europa.eu/pdfs/human/hmpc/passiflorae_herba/23096206enfin.pdf
• Peumus boldus Molina, folium – 14/01/2009
http://www.ema.europa.eu/pdfs/human/hmpc/boldi_folium/59164807enfin.pdf
• Pimpinella anisum L., aetheroleum – 05/07/2007
http://www.ema.europa.eu/pdfs/human/hmpc/anisi_aetheroleum/26327306enfin.pdf
• Pimpinella anisum L., fructus – 05/07/2007
http://www.ema.europa.eu/pdfs/human/hmpc/anisi_fructus/13742306enfin.pdf
• Plantago afra L. (Plantago psyllium L.) or Plantago indica L. (Plantago arenaria Waldstein and Kitaibel), semen –
26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/psyllii_semen/34086505enfin.pdf
• Plantago ovata Forssk. (P. ispaghula Roxb.), semen – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/plantagini_ovatae_semen/34086105enfin.pdf
• Plantago ovata Forssk. (P. ispaghula Roxb.), seminis tegumentum – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/plantaginis_ovatae_seminis_tegumentum/34085705enfin.pdf
• Polypodium vulgare L., rhizoma– 06/11/2008
http://www.ema.europa.eu/pdfs/human/hmpc/polypodii_rhizoma/60066807enfin.pdf
• Primula veris L. and/or Primula elatior (L.) Hill, flos – 07/09/2007
http://www.ema.europa.eu/pdfs/human/hmpc/primulae_flos/6468407enfin.pdf
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• Primula veris L. and/or Primula elatior (L.) Hill, radix – 07/09/2007
http://www.ema.europa.eu/pdfs/human/hmpc/primulae_radix/14337006enfin.pdf
• Rhamnus frangula L. (Frangula alnus Miller), cortex – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/frangulae_cortex/7630706enfin.pdf
• Rhamnus purshianus D.C. (Frangula purshiana (D.C.) A. Gray ex J.C. Cooper), cortex – 07/09/2007
http://www.ema.europa.eu/pdfs/human/hmpc/rhamni_purshianae_cortex/51357906enfin.pdf
• Rheum palmatum L. and Rheum officinale Baillon, radix – 31/10/2007
http://www.ema.europa.eu/pdfs/human/hmpc/rhei_radix/18962407enfin.pdf
• Ruscus aculeatus L., rhizoma – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/ruscui_aculeati_rhizoma/26193807enfin.pdf
• Salix [various species including S. purpurea L., S. daphnoides Vill., S. fragilis L.], cortex – 14/01/2009
http://www.ema.europa.eu/pdfs/human/hmpc/salicis_cortex/29533807enfin.pdf
• Salvia officinalis L., folium – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/salviae_folium/33165308en.pdf
• Sambucus nigra L., flos – 03/07/2008
http://www.ema.europa.eu/pdfs/human/hmpc/sambuci_flos/28316607enfin.pdf
• Solidago virgaurea L., herba – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/solidaginis_virgaureae_herba/28575807enfin.pdf
• Thymus vulgaris L. or Thymus zygis L., herba – 31/10/2007
http://www.ema.europa.eu/pdfs/human/hmpc/thymi_herba/23411306enfin.pdf
• Urtica dioica L., Urtica urens L., herba – 04/09/2008
http://www.ema.europa.eu/pdfs/human/hmpc/urticae_herba/17026106enfin.pdf
• Valeriana officinalis L., radix – 26/10/2006
http://www.ema.europa.eu/pdfs/human/hmpc/valerianae_radix/34071905fin.pdf
• Verbascum thapsus L., V. densiflorum Bertol. (V. thapsiforme Schrad), and V. phlomoides L., flos – 03/07/2008
http://www.ema.europa.eu/pdfs/human/hmpc/verbasci_flos/39521307enfin.pdf

Draft Community Monographs:
• Arctium lappa L., radix – 14/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/arctii_radix/24676309endraft.pdf
• Cimicifuga racemosa (L.) Nutt., rhizoma – 17/09/2009
http://www.ema.europa.eu/pdfs/human/hmpc/cimicifugae_rhizoma/60071707en.pdf
• Echinacea purpurea L. Moench, radix – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/echinaceae_purpureae_radix/57778408en.pdf
• Hedera helix L., folium – 14/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/hedera_helix/28943009endraft.pdf
• Ilex paraguariensis St. Hil., folium – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/mate_folium/58053908en.pdf
• Juniperus communis L., pseudo-fructus – 14/01/2009
http://www.ema.europa.eu/pdfs/human/hmpc/juniperi_psuedo-fructus/44192908en.pdf
• Orthosiphon stamineus Benth., folium – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/orthosiphoni_staminei_folium/28149609en.pdf
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• Quercus robur L., Quercus petraea (Matt.) Liebl. and Quercus pubescens Willd., cortex – 14/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/quercus/320309endraft.pdf
• Ribes nigrum L., folium – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/ribis_nigri_folium/14298609en.pdf
• Rosmarinus officinalis L., aetheroleum – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/rosmarini_aeteroleum/23545309en.pdf
• Rosmarinus officinalis L., folium – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/rosmarini_folium/1363309en.pdf
• Taraxacum officinale Weber ex Wigg., folium – 14/01/2009
http://www.ema.europa.eu/pdfs/human/hmpc/taraxaci_folium/57963608en.pdf
• Taraxacum officinale Weber ex Wigg., radix cum herba – 14/01/2009
http://www.ema.europa.eu/pdfs/human/hmpc/taraxaci_radix_cum_herba/21289508en.pdf
• Thymus vulgaris L. and Thymus zygis Loefl. ex. L., aetheroleum – 14/05/2009
http://www.ema.europa.eu/pdfs/human/hmpc/thymi_aetheroleum/13190109en.pdf
• Urtica dioica L., Urtica urens L., folium – 08/05/2008
http://www.ema.europa.eu/pdfs/human/hmpc/urticae_folium/50801507en.pdf
• Valeriana officinalis L., radix and Humulus lupulus L., flos – 14/05/2009
http://www.ema.europa.eu/pdfs/human/hmpc/Valerianae_radix_Lupuli_flos/58555807en.pdf
• Vitex agnus castus L., fructus – 17/09/2009
http://www.ema.europa.eu/pdfs/human/hmpc/agni_casti_fructus/14400609en.pdf
• Vitis vinifera L. var. tinctoria, folium – 13/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/vitis_viniferea_folium/1663509en.pdf

Public Statements on Community Monographs:
• Centella asiatica (L.) Urban, herba – 17/09/2009
http://www.ema.europa.eu/pdfs/human/hmpc/centella_asiatica/57966309en.pdf
• Euphrasia officinalis L. And Euphrasia rostkoviana Hayne, herba – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/euphrasiae_herba/72746509en.pdf
• Salvia officinalis L., aetheroleum – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/salviae_aetheroleum/4184309en.pdf
• Urtica dioica L., Urtica urens L., their hybrids or their mixtures, radix – 16/07/2009
http://www.ema.europa.eu/pdfs/human/hmpc/urticae_radix/44403509en.pdf
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Annex II – Community List Entries
Final – in the Community List:
• Calendula officinalis L., flos
Endorsed by Commission decision of 28 July 2009 and published in the Official Journal of 16 January 2010
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:011:0012:0018:EN:PDF
• Echinacea purpurea L. Moench, herba recens,
Endorsed by Commission decision of 9 December 2009 and published in the Official Journal of 19 January 2010
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:012:0014:0020:EN:PDF
• Eleutherococcus senticosus (Rupr. et Maxim.) Maxim., radix
Endorsed by Commission decision of 9 December 2009 and published in the Official Journal of 19 January 2010
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:012:0014:0020:EN:PDF
• Foeniculum vulgare Miller subsp. vulgare var. dulce (Miller) Thellung, fructus
Endorsed by Commission decision of 21 November 2008 and published in the Official Journal of 6 December 2008
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:328:0042:0048:EN:PDF
• Foeniculum vulgare Miller subsp. vulgare var. vulgare, fructus
Endorsed by Commission decision of 21 November 2008 and published in the Official Journal of 6 December 2008
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2008:328:0042:0048:EN:PDF
• Mentha x piperita L., aetheroleum
Endorsed by Commission decision of 25 March 2010 and published in the Official Journal of 26 March 2010
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:080:0052:0054:EN:PDF
• Pimpinella anisum L., fructus,
Endorsed by Commission decision of 28 July 2009 and published in the Official Journal of 16 January 2010
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:011:0012:0018:EN:PDF

Draft:
• Hamamelis virginiana L., folium et cortex aut ramunuclus destillatum – 12/11/2009
http://www.ema.europa.eu/pdfs/human/hmpc/hamamelidis_destillatum/70456209en.pdf
• Linum usitatissimum L., semen – 24/10/2005 (genotoxicity data lacking)
http://www.ema.europa.eu/pdfs/human/hmpc/lini_semen/34085405en.pdf
• Thymus vulgaris L. and Thymus zygis Loefl. ex. L., aetheroleum – 14/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/thymus_vulgaris/25552709en.pdf
• Valeriana officinalis L., radix – 24/10/2005 (genotoxicity data lacking)
http://www.ema.europa.eu/pdfs/human/hmpc/valerianae_radix/34077905en.pdf
• Vitis vinifera var. tinctoria, folium – 14/01/2010
http://www.ema.europa.eu/pdfs/human/hmpc/vitis_viniferea_folium/581610en.pdf
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