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DISCLAIMER:

THIS TEXT IS AN INFORMAL COMPILATION OF NATIONAL
LEGAL PROVISIONS TO CLARIFY THE IMPLEMENTATION
STATUS OF ARTICLE 16 OF DIRECTIVE 2001/83/EC. ONLY THE
VERSIONS AS PUBLISHED IN THE OFFICIAL NATIONAL
JOURNALS OF THE MEMBER STATES ARE BINDING.

ECHAMP
CANNOT BE HELD LEGALLY RESPOSIBLE FOR THE CONTENT
OF THIS PUBLICATION. THE USE OF THIS DOCUMENT IS AT
YOUR OWN RESPONSIBILITY. REFERENCE TO THIS
DOCUMENT MAY BE MADE ON THE CONDITION THAT IT IS
CITED PROPERLY AND REFERRED TO AS FOLLOWS:

“ECHAMP, The implementation status of Article 16 of Directive 2001/83/EC (Interim
Report May 2007), ECHAMP Office Brussels, 8 May 2008.”
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Introduction

In the EU the rules for the authorisation of homeopathic medicinal products, which are
not eligible for the special simplified registration procedure as laid down in Directive
2001/83/EC, can be found in Article 16 of the mentioned Directive:

Article 16

1. Homeopathic medicinal products other than those referred to in
Article 14(1) shall be authorized and labelled in accordance with
Articles 8, 10, 10a, 10b, 10c and 11.

2. A Member State may introduce or retain in its territory specific
rules for the pre-clinical tests and clinical trials of homeopathic
medicinal products other than those referred to in Article 14(1) in
accordance with the principles and characteristics of homeopathy as
practised in that Member State. In this case, the Member State
concerned shall notify the Commission of the specific rules in force.

3. Title IX shall apply to homeopathic medicinal products, with the
exception of those referred to in Article 14(1).

Accordingly, Member States have two options. They can either choose to apply the
standard rules for authorisation of homeopathic medicinal products in conformity with
Article 16(1), or they can adopt an authorisation regime under Article 16(2) which
contains tailor made rules for pre-clinical tests and clinical trials “in accordance with the
principles and characteristics of homeopathy as practised in that Member State ™.

As there existed no clear information on how Member States have implemented Article
16 of Directive 2001/83/EC until date, ECHAMP intends to bring clarification with The
implementation status of Article 16 of Directive 2001/83/EC. It contains a compilation of
the national rules in the 25 Member States that implement Article 16, including an
English translation of the legal provisions. It is intended to serve as a reference document
for competent authorities and stakeholders active in the field of homeopathic and
anthroposophic medicinal products.

Three categories have been distinguished in order to facilitate the understanding of the
current legal situation: 1) Member States with an implementation of Article 16(2), 2)
Member States with an option to implement Article 16(2) provided for by National
Royal/Ministerial Decree/Regulation, without having realised this yet, 3) Member States
with an implementation of Article 16(1). Per category the Member States are placed in
alphabethical order.
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1) Article 16(2) Implemented

Austria

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(2) implemented

§ 9b Arzneimittelgesetz (Medicinal Products Law),
BGBI. Nr. 185/1983, as amended by BGBI. I Nr.
107/2005.

§ 9b (Zulassungsunterlagen)

(1) Einem Antrag auf Zulassung einer
homdopathischen Arzneispezialitit miissen
Unterlagen gemidBl § 9a Abs. 1 Z 18 bis 20 nicht
beigefiigt werden. Weiters sind Unterlagen gemiB §
9a Abs. 2 nicht beizufiigen, jedoch

1. Unterlagen, die fiir die toxikologische
Beurteilung der Arzneispezialitit von Bedeutung
sind, und

2. Unterlagen iiber die spezifische homdopathische
oder zutreffendenfalls iiber die spezifische
anthroposophische Wirksamkeit anzuschlieen.

(2) Fiir homdopathische Arzneispezialititen, die
durch Verdiinnung von nur einem Stoff hergestellt
werden, ist fiir den Stoff und seine Verdiinnungen
ein einziger Antrag ausreichend.

§ 9b (Required Documents for Authorisation)

(1) An application for the authorisation of a
homeopathic medicinal products does not need to
contain the documents required in § 9a, section 1,
points 18 to 20 [documentation on pharmacological
and toxicological tests and clinial trials].
Furthermore, the documents required in § 9a,
section 2, need not to be attached; however,

1. Documents which are of importance for the
toxicological evaluation of the medicinal product,
and
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Belgium
Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

2. Documents regarding the specific homeopathic or
in case applicable the specific anthroposophic
effectiveness should be attached to the application.

(2) For homeopathic medicinal products, which are
manufactured by dilution of only one material, a
single request is sufficient for the [starting] material
and its dilutions.

Article 16(2) implemented

Artikel 28bis, § 6, Koninklijk Besluit Betreffende
de Registratie van Geneesmiddelen (Royal Decree
on the Registration and Authorisation of Medicinal
Products), B.S. 10 July 1969, as amended by K.B.
23 June 1999.

Artikel 28bis, § 6

Voor de andere homeopathische geneesmiddelen
dan deze bedoeld in § 2 van dit artikel, bepaalt de
Minister die de Volksgezondheid onder zijn
bevoegdheid heeft, op advies van de Commissie
bedoeld in § 4, bijzondere voorschriften voor de
farmacologische, toxicologische en klinische
beproeving overeenkomstig de principes, de
bijzonderheden en de tradities van de
homeopathische geneeskunde.

Article 28bis, § 6

For homoeopathic medicinal products other then
those mentioned in § 2 of this Article [Special
simplified registration], the minister competent for
public health stipulates, on the advice of the
Commission as mentioned in § 4 [special
commission for homeopathic medicinal products],
special requirements for the pharmacological,
toxicological tests and clinical trials in accordance
with the principles, characteristics and the traditions
of homoeopathic medicine.
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Bulgaria
Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(2) implemented

UYn. 36, 3AKOH 3A JIEKAPCTBEHUTE
MMPOAYKTU B XYMAHHATA MEJJULIMHA
(2007) (Law on Medicinal Products for Human
Use)

Y. 36.

(1) 3a xoMeonaTUYHM JIEKAPCTBEHU MTPOYKTH,
pa3MYHM OT MTOcoYeHUTE B wi. 35, ain. 1, ce
npuiarar pasmnopeaoure Ha wi. 27 - 32.

(2) 3a xoMeonaTHYHU JIEKAPCTBEHU MPOAYKTHU TIO
an. 1 auuero no 4n. 26, an. 1 He mpeAcTaBs
pe3yNTaTH OT NMPEAKINHIYHU U KIMHUYHA
W3MUTBAHUS, KOTaTO MOXeE J1a JIOKaxe ¢
Ooubnuorpadcku TaHHU OT HAyYHATa JIUTEpaTypa,
Yye XOMEeONaTuyHaTa yrnorpeda Ha JIEKapCTBEHUS
MPOJYKT WIH XOMEOTIATUYHUTE U3TOYHHIIH, KOUTO
BIIM3aT B ChCTaBa My, ca C YCTAaHOBEHA
0€30MacHOCT.

(3) B ciyuaure 1o an. 2 ot Oubnuorpadcekure
JaHHU TpsiOBa Jia ca yCTAaHOBCHH:

1. XOMEOmaTHUHUAT XapaKTep Ha H3IIO0JI3BAHUTE
CYpPOBUHH U TAXHATa TPAJUIMOHHA yHOoTpeda mpu
3asBEHOTO MOKa3aHUE,;

2. 0e3BpeTHOCTTa Ha XOMEONaTUYHUS JIEKAPCTBEH
MPOIYKT MO OTHOIIICHUE HA CTETICHTa Ha
pa3pekIaHe Ha BCSKA OT ChbCTABKHTE.

Article 36

(1) For homeopathic pharmaceutical products, other
than those mentioned in Article 35, first paragraph,
the rules of Articles 27-32 apply.

(2) For homeopathic pharmaceutical products
described in the first paragraph data on preclinical
tests and clinical trials do not have to be submitted
in accordance with Article 26, first paragraph, if
bibliographic data in the form of scholarly literature
can establish that the homeopathic use of the
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Finland

Implementation Status:

Reference to legislation:

Text Legal Provision:

pharmaceutical product or the homeopathic source
material(s) used is/are safe.

(3) In the cases mentioned in paragraph 2 the
following data must be submitted:

1. Proof of the homeopathic character of the stocks
and their traditional use;

2. The innocuousness of the homeopathic
pharmaceutical product on the basis of the
individual characteristics of the ingredients used.

Article 16(2) implemented

Section 3.8.1, Foreskrift 4/2005, Ansokan om och
uppritthallande av  forséljningstillstand  {or
lakemedelspreparat och registrering (Administrative
Regulation 4/2005, Applying for and Maintaining a
Marketing Authorisation and Registration for a
Medicinal Product) of 7-11-2005

3.8.1 Homeopatiska och antroposofiska preparat
som kréver forsdljningstillstand

(Artikel 16 1 direktiv 2001/83/EG; artikel 19 i
direktiv 2001/82/EQG)

Ansokan om forséljningstillstdnd méste goras dé ett
homeopatiskt eller antroposofiskt preparat inte
uppfyller alla registreringskriterier enligt 22 a § i
lakemedelslagen.

Till ans6kan om forsédljningstillstdnd skall alltid den
administrativa delen, sammanfattningarna eller
expertrapporterna, kvalitetsdokumentationen,
behdvlig dokumentation for att garantera sékerheten
samt en utredning om preparatets homeopatiska
karaktir baserat pa tillrdcklig litteratur bifogas 1
fullstandig form.

Vid ansokan om medicinsk indikation for ett
homeopatiskt eller antroposofiskt ldkemedel, skall
ansOkningsdokumentationen inldmnas i fullstindig
form (se kapitel 3.1).

The implementation status of Article 16 of Directive 2001/83/EC 8
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English Translation:

France

Implementation Status:

Reference to legislation:

Text Legal Provision:

3.8.1 Homeopathic and  anthroposophic
preparations requiring marketing authorisations
(Article 16 of Directive 2001/83/EC; Article 19 of
Directive 2001/82/EC)

An application for a marketing authorisation must
be made for those homeopathic and anthroposophic
preparations that do not meet the criteria for
registration in section 22a of the Medicines Act.

An administrative section, summaries or expert
reports,  quality = documentation,  sufficient
documentation to guarantee safety and a report on
the homeopathic nature of the product based on
sufficient literature must be appended to the
application for a marketing authorisation.

If an application is made for a therapeutic indication
for a homeopathic or anthroposophic preparation,
the application documentation must be submitted in
full (see Chapter 3.1).

Article 16(2) implemented

Article L5121-20(16°), Article R5121-29(4°), and
Article R5121-31 of the consolidated version of the
Code de la Santé Publique (Public Health Code).

Article L5121-20

Les modalités d'application du présent chapitre sont
déterminées par décret en Conseil d'Etat, et
notamment:

(..)

16° Les regles particulieres applicables aux essais
pharmacologiques, toxicologiques et cliniques des
médicaments homéopathiques faisant l'objet d'une
autorisation de mise sur le marché, en prenant en
compte la spécificité du médicament
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homéopathique et un usage généralement li¢ a la
tradition;

(...
Article R5121-29

Par dérogation aux dispositions des articles R.
5121-21 etR. 5121-25:

(..)

4° Pour un médicament homéopathique soumis a
autorisation de mise sur le marché, compte tenu de
la spécificité de ce médicament, le demandeur est
dispensé de produire tout ou partie des résultats des
essais  pharmacologiques, toxicologiques et
cliniques lorsqu'il peut démontrer par référence
détaillée a la littérature publiée et reconnue dans la
tradition de la médecine homéopathique pratiquée
en France que lusage homéopathique du
médicament ou des souches homéopathiques le
composant est bien établi et présente toutes
garanties d'innocuité.

Article R5121-31

Pour l'application du 4° de l'article R. 5121-29,
lorsqu'il est fait référence a la littérature publiée et
reconnue dans la tradition de la médecine
homéopathique pratiquée en France, des experts
justifient, sur la base de la documentation fournie :

1° Le -caractere homéopathique des souches
utilisées et leur utilisation traditionnelle dans
l'indication revendiquée ;

2° L'innocuit¢é du médicament homéopathique,
notamment au regard du degré de dilution de
chacun de ses composants ;

3° La voie d'administration, pour les médicaments
homéopathiques injectables.

English Translation: Article L5121-20

The implementation status of Article 16 of Directive 2001/83/EC 10
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The modalities for the application of the present
chapter are determined by decree of the Conseil
d'Etat [Council of State], and in particular:

(..)

Specific rules applicable to the pharmacological,
toxicological and clinical essays of the homeopathic
medicinal products which have to the object of a
marketing authorization, taking into account the
specificity of the homeopathic medicinal product
and a use generally linked to tradition;

(..)

Article R5121-29
In derogation of the requirements laid down in
articles R. 5121-21 and R. 5121-25:

(..)

4° For a homeopathic medicinal product subjected
to a marketing authorization, taking into account the
specificity of this medicinal product, the applicant is
exempted from producing in whole or in part, the
results of the pharmacological, toxicological and
clinical tests when it can be shown by detailed
reference to the literature published and recognized
in the tradition of the homeopathic medicine
practised in France that the homeopathic use of the
medicinal product or the homeopathic stocks of
which it is composed, is well established and gives
full guarantee of harmlessness.

Article R5121-31

For the application of point 4° of article R. 5121-29,
when reference is made to the literature published
and recognized in the tradition of the homeopathic
medicine practised in France, experts determine, on
the basis of provided documentation:

1° The homeopathic character of the stocks used
and their traditional use in the asserted indication;

2° The harmlessness of the homeopathic medicinal
product, in particular with regard to the extent of
dilution of each of its components;

The implementation status of Article 16 of Directive 2001/83/EC 11
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Germany
Implementation Status:

Reference to legislation:

Text Legal Provision:

3° The route of administration, for the injectable
homeopathic medicinal products.

Article 16(2) implemented

§ 22(3) of the Arzneimittelgesetz (Medicines Law),
in  conjunction with Section 5 of the
Arzneimittelpriifrichtlinien, 20-05-1995, and § 5 of
the Bekanntmachung iiber die Zulassung,
Nachzulassung und Registrierung von
Arzneimitteln, 18-11-1998.

§ 22 Zulassungsunterlagen

(..)

(2) Es sind ferner vorzulegen:

()

2. die Ergebnisse der pharmakologischen und
toxikologischen Versuche,

3. die Ergebnisse der klinischen Priifungen
oder sonstigen &rztlichen, zahnérztlichen
oder tierdrztlichen Erprobung,

(..)

(3) An Stelle der Ergebnisse nach Absatz 2 Nr.
2 und 3 kann anderes wissenschaftliches
Erkenntnismaterial vorgelegt werden, und zwar

1. bei einem Arzneimittel, dessen Wirkstoffe

seit mindestens zehn Jahren in der Européischen
Union allgemein medizinisch oder tiermedizinisch
verwendet wurden, deren Wirkungen und
Nebenwirkungen  bekannt und aus dem
wissenschaftlichen Erkenntnismaterial ersichtlich
sind,

The implementation status of Article 16 of Directive 2001/83/EC 12
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2. bei einem Arzneimittel, das in seiner
Zusammensetzung bereits einem Arzneimittel nach
Nummer 1 vergleichbar ist,

3. bei ecinem Arzneimittel, das eine neue
Kombination bekannter Bestandteile ist, fir diese
Bestandteile; es kann jedoch auch fiir die
Kombination als solche anderes wissenschaftliches
Erkenntnismaterial vorgelegt werden, wenn die
Wirksamkeit und Unbedenklichkeit des
Arzneimittels nach Zusammensetzung, Dosierung,
Darreichungsform und Anwendungsgebieten auf
Grund dieser Unterlagen bestimmbar sind.

Zu beriicksichtigen sind ferner die medizinischen
Erfahrungen der jeweiligen Therapierichtungen.

Arzneimittelpriifrichtlinien nach § 26 AMG,
Fiinfter =~ Abschnitt  (Bekanntmachung  der
Neufassung der Allgemeinen Verwaltungsvorschrift
zur Anwendung der Arzneimittelpriifrichtlinien,
BAnz. Nr. 96a vom 20. Mai 1995): Abweichende
Anforderungen an die Unterlagen

(..

3. Anforderungen an die Unterlagen fiir
Arzneimittel der homoopathischen und
anthroposophischen Therapierichtungen Bei
Arzneimitteln der homoopathischen und
anthroposophischen Therapierichtungen ist das
wissenschaftliche Erkenntnismaterial entsprechend
dem Selbstverstindnis und der Eigenerfahrung der
jeweiligen Therapierichtung zu bewerten. Dies ist in
der Formulierung der  Anwendungsgebiete
erkennbar zu machen.

Bekanntmachung iiber die Zulassung,
Nachzulassung und Registrierung von
Arzneimitteln

(Empfehlungen der Kommission D  des
Arzneimittelgesetzes nach § 25 Abs. 6 und Abs. 7
zur Planung und Durchfiihrung homdopathischer
Arzneimittelpriifungen).

(..)

The implementation status of Article 16 of Directive 2001/83/EC 13
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English Translation:

5. Unterschiedliche = Voraussetzungen  fiir
Homdopathische Arzneimittelpriifungen

Das vorliegende wissenschaftliche
Erkenntnismaterial und die Monographien der
Kommission D miissen berticksichtigt sein.

a) Bei Homdoopathischen Arzneimittelpriifungen mit
Ausgangsstoffen, Urtinkturen und tiefen Potenzen
mul  eine dem  jeweiligen Stand der
wissenschaftlichen  Erkenntnisse entsprechende
pharmakologisch-toxikologische Priifung
sichergestellt sein. Bei bekannten Priifsubstanzen
kann auf anderes wissenschaftliches
Erkenntnismaterial (§ 22 Abs. 3 AMG in
Verbindung mit den Arzneimittelpriifrichtlinien
nach § 26 AMG) Bezug genommen werden;

(..)

§ 22 (Required Documents for Authorisation)

(..)

(2) furthermore are to be submitted:

(..)

2. the results of the pharmacological and
toxicological tests,

3. the results of the clinical trials or other medical,
dental or veterinary testing,

(..)

(3) With regard to the results in accordance with
Section 2 NR. 2 and 3, other scientific proof can be
submitted,

1. for a medicinal product, whose active substances
were used for at least ten years in the European
union generally medically or animal-medically,
whose admits effects and side effects and are shown
by scientific studies,

The implementation status of Article 16 of Directive 2001/83/EC 14
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2. for a medicinal product, which is by its
composition comparable to a medicinal product
mentioned under number 1,

3. for a medicinal product, which is a new
combination of well-known components, for these
components; however such other scientific proof
can be submitted also for the combination as, if the
effectiveness and safety of the medicament are
qualifiable on the basis of the submitted documents
on composition, dosage, pharmaceutical form and
areas of application.

In addition, medical experiences of the respective
therapy directions are to be considered.

Guidelines on Medicinal Products' testing on the
basis of § 26 AMG, fifth section (proclamation of
the revised version of the general administrative
regulation for the application of the Guidelines on
Medicinal Products' testing, BAnz. No. 96a of 20
May 1995): Deviating requirements for the
documents to be submitted

(..)

3. Requirements regarding the documents for
medicinal products used by homoeopathic and
anthroposophic therapies

For medicinal products used by homoeopathic and
anthroposophic therapies the scientific literature is
to be evaluated according to the self understanding
and own experience of the respective therapy. This
should be reflected in the formulation of the areas
of application.

Proclamation on the authorisation,
'Nachzulassung' and registration of medicinal
products (recommendations of the Commission D
of the Medicines Law in conformity with § 25
Sections 6 and 7 for the planning and execution of
homeopathic medicinal products testing).

(..)
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Ireland

Implementation Status:

Reference to legislation:

Text Legal Provision:

5. Special conditions for Homeopathic medicinal
products’ testing

Available scientific literature and the Monographs
of the Commission D must be considered.

a) For homeopathic medicinal products' testing of
raw materials, mother tinctures and low potencies, it
must be guaranteed that the pharmacological and
toxicological testing is done accordance with the
current state scientific knowledge.

For well-known test substances other scientific
literature may be considered (§ 22, Section 3
Medicines Law in conjunction with the Guidelines
on Medicinal Products' testing according to § 26
Medicines Law);

(..)

Article 16(2) implemented

Regulation 11, S.I. No. 540 of 2007 Medicinal
Products (Control of Placing on the Market)
Regulations 2007

Regulation 11,

(1) Notwithstanding the provisions of Regulations 9
and 10 insofar as those provisions relate to the
requirements for pre-clinical tests and clinical trials,
the Board may grant a marketing authorisation in
respect of a homeopathic medicinal product other
than a product referred to in Article 14.1 of the
2001 Directive.

(2) For the purposes of obtaining an authorisation in
accordance with this Regulation and subject to
paragraph (3), the applicant shall demonstrate to the
satisfaction of the Board —

(a) that the product is a homeopathic medicinal
product which conforms with the principles and
characteristics of homeopathy as practised in the
State;
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ECHAMP Interim Report May 2008



(b) that the indication sought is appropriate to such
a homeopathic medicinal product;

(c) that any such indication shall be suitable for use
without the intervention of a registered medical
practitioner for diagnostic purposes or for
prescription or for the monitoring of treatment;

(d) that the efficacy of the product shall be
established on the basis of evidence that the
particular class of homeopathic medicinal product
has been in use in the State as a homeopathic
treatment for the indication sought; and

(e) that the safety of the homeopathic medicinal
product has been established in the manner set out
in paragraph (3).

(3) For the purpose of this Regulation and subject to
subparagraph (4), the safety of the homeopathic
medicinal product shall be demonstrated -

(a) by reference to relevant published literature or
original data having regard to the proposed route of
administration and the dilution involved; or

(b) in the case of stocks derived from substances
commonly used in food, by means of a statement
setting out the homeopathic nature of the product
and the absence of any change to the route of
exposure for the substance concerned; or

(c) in the case of an active principle used in
allopathic medicinal products, by establishing that
the dilution of the stocks is at least 1 in 10,000 of
the mother tincture or not more than one hundredth
of the smallest dose of the said active principle as
used in allopathy; or

(d) by establishing that the medicinal product
contains not more than one part per 10,000 of the
mother tincture.

(4) In regard to the active principles referred to in
subparagraphs (3)(c) and (d), the Board may refuse
to grant an authorisation where it is satisfied that the
active principle concerned is toxic and as such
would present concerns in regard to the safety of the
product. For the purposes of this subparagraph, the
Board may publish and update from time to time a
list of the substances that it considers to be in this
category.
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Latvia

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(2) implemented

§ 29.1 jo. § 4 of Noteikumi nr. 381 Zalu
registrésanas noteikumi (Regulation No. 381 on
the  Registration of Medicinal  Products)
(Consolidated Version)

§ 4. Homeopatiskajam zalém, kuras registré péc
vienkarSotas  registracijas  procediiras,  nav
nepiecieSama terapeitiskas iedarbibas pieradiSana.
VienkarSotai registracijas procediirai var paklaut ari
tas antropozofiskas zales, kas iegiitas, pamatojoties
uz homeopatisko zalu izgatavoSanas metodem.

§ 29. Registracijas pieprasijuma (registracijas
dokumentacija) ieklauj visu informaciju, kas
attiecas uz konkréto zalu novertésanu, neatkarigi no
ta, vai ta ir 14 labveliga vai nelabvéliga, ipasi
uzsverot informaciju par nepabeigtiem un/vai
partrauktiem  farmakotoksikologiskiem  un/vai
kliniskiem testiem vai izpéti, ka arT noradot
pabeigtu  klmisko izpéti par terapeitiskajam
indikacijam, uz kuram neattiecas zalu registracijas
pieprasijums.

Homeopatiskajam zalém:

§ 29.1 kuras neattiecas uz So noteikumu 4.punkta
minétajam zalém, toksikologiskas un
farmakologiskas parbaudes un kliniskas izpétes
prasibas isteno, pemot veéra Latvija praktizetas
homeopatijas principus un iezimes;

(..)

Regulation No. 381

§ 4. Homeopathic medicinal products registered in
accordance with a simplified registration procedure
do not require proof of therapeutic effect. Such
anthroposophical medicinal products as have been
obtained on the basis of methods for the
manufacture of homeopathic medicinal products
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The Netherlands

Implementation Status:

Reference to legislation:

Text Legal Provision:

may also be subjected to the simplified registration
procedure.

§ 29. Registration request  (registration
documentation) shall include all information
regarding tests on the relevant medicinal product,
without reference if it is advantaged or
disadvantaged, especially accenting the information
regarding incomplete and/or suspended
pharmacological, toxicological tests and/or clinical
trials, as well as indicating completed clinical trials
regarding therapeutic indications that are not subject
of the registration request of the medicinal product.

For homeopathic medicinal products:

§ 29.1 which are not related to medicinal products
stated in Paragraph 4 of these Regulations, the
requirements for toxicological and pharmacological
tests and clinical trials shall be realized, taking in
account principles and features of the Latvian
homeopathic practice;

(..)

Article 16(2) implemented

Artikelen 3.11 to 3.13 of Regeling van de
Minister van Volksgezondheid, Welzijn en Sport
van 25 juni 2007, nr. GMT/MVG 2780607,
houdende uitvoering van bepalingen van de
Geneesmiddelenwet (Regeling
Geneesmiddelenwet) (Regulation Medicinal
Products) jo. Artikel 42(3) and (4) Wet van 8
februari 2007 tot vaststelling van een nieuwe
Geneesmiddelenwet (Law on Medicinal Products
2007)

Artikel 3.11

Een beschrijving van de preklinische en klinische
proeven als bedoeld in artikel 3.7, eerste lid, onder
J, tweede en derde gedachtestreepje,en onder I, hoeft
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niet te worden overgelegd indien de aanvraag
betrekking heeft op:

a. een homeopathisch geneesmiddel als bedoeld in
artikel 42, vierde lid, van de wet, dat noch op de
verpakking noch in de bijsluiter een therapeutische
indicatie vermeldt;

b. een homeopathisch geneesmiddel dat op de
verpakking of in de bijsluiter een therapeutische
indicatie vermeldt, indien door de aanvrager van de
handelsvergunning  wordt voldaan aan de
voorwaarden en de procedure van artikel 3.12,
eerste, tweede en derde lid, en het College nog niet
heeft beslist over de therapeutische werking van het
desbetreffende geneesmiddel.

Artikel 3.12

1. Degene die voor de inwerkingtreding van de wet
homeopathische geneesmiddelen als bedoeld in
artikel 42, vierde lid, van de wet, in de handel
bracht met vermelding van een therapeutische
indicatie en die voornemens is deze indicatie te
handhaven na de inwerkingtreding van de wet,
meldt dit voornemen binnen zes maanden na de
inwerkingtreding van de wet aan het College en
geeft daarbij aan op welke wijze hij de
therapeutische werking, bedoeld in artikel 45, eerste
lid, onder b, van de wet, zal aantonen en welke
preklinische en klinische gegevens hij als
onderbouwing zal overleggen.

2. Indien bij de melding, bedoeld in het eerste lid,
klinische gegevens worden aangekondigd die naar
het oordeel van het College redelijkerwijs niet
kunnen leiden tot het bewijs van de gestelde
therapeutische werking, meldt het College zulks aan
de betrokkene en beslist het College dat het
geneesmiddel niet de gestelde werking heetft.

3. De preklinische en klinische gegevens worden
door de betrokkene binnen achttien maanden na de
inwerkingtreding van de wet overgelegd aan het
College. Het College kan deze termijn één maal
verlengen met ten hoogste een jaar indien dit naar
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het oordeel van het College kan leiden tot het
bewijs van de gestelde therapeutische werking.

4. Het College beslist na ontvangst van de
desbetreffende preklinische en klinische gegevens
of het desbetreffende homeopathische geneesmiddel
de opgegeven therapeutische werking bezit.

5. Indien het College op de voet van het tweede of
het vierde lid beslist dat het desbetreffende
homeopathische geneesmiddel niet de gestelde
werking heeft, is artikel 51, eerste lid, aanhef en
onder b, van de wet van toepassing tenzij het
homeopathisch geneesmiddel geen therapeutische
indicatie meer vermeldt op de verpakking en in de
bijsluiter.

Artikel 3.13

Onverminderd de artikelen 3.7 en 3.11, aanhef en
onder a, worden bij de aanvraag om een
handelsvergunning  voor een reeks van
homeopathische geneesmiddelen als bedoeld in
artikel 42, derde lid, van de wet, die van dezelfde
homeopathische grondstoffen zijn afgeleid, de
volgende gegevens en bescheiden overgelegd:

a. de wetenschappelijke benaming of een andere in
een farmacopee voorkomende benaming van de
homeopathische grondstoffen, onder vermelding
van de verschillende toedieningswijzen,
farmaceutische vormen en verdunningsgraden;

b. een dossier waarin wordt beschreven hoe de
homeopathische grondstoffen worden verkregen en
gecontroleerd en waarin het homeopathische
karakter door bibliografie wordt aangetoond;

c. het fabricage- en controledossier voor elke
farmaceutische vorm en een beschrijving van de
verdunnings- en potentiéringsmethoden;

d. een kopie van de voor hetzelfde geneesmiddel in
andere lidstaten verkregen vergunning of andere
vorm van toestemming om het geneesmiddel in de
handel te brengen;
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English Translation:

e. gegevens betreffende de houdbaarheid van het
geneesmiddel.

Article 42(3) and (4)

3. De aanvrager is niet gehouden preklinische en
klinische gegevens over te leggen indien de
aanvraag betrekking heeft op homeopathische
geneesmiddelen die voldoen aan de volgende
voorwaarden:

a. het middel is voor oraal of uitwendig gebruik
bestemd;

b. noch in of op de verpakking ervan noch in de
bijsluiter wordt melding gemaakt van enige
therapeutische indicatie;

c. de verdunningsgraad is zodanig dat het middel
gegarandeerd onschadelijk is en in elk geval niet
meer bevat dan één deel per 10 000 van de
oertinctuur dan wel één honderdste van de kleinste
in de allopathische geneeskunde gebruikte dosis
werkzame stoffen die in een UR-geneesmiddel
aanwezig is.

4. Onverminderd het tweede lid, kunnen bij
ministeri€le regeling ten aanzien van andere
homeopathische geneesmiddelen dan die bedoeld in
het derde lid, bijzondere voorschriften worden
gegeven met betrekking tot het overleggen van
preklinische en klinische gegevens en bescheiden.

Article 3.11

A description of the preclinical and clinical tests as
described in Article 3.7, first paragraph, under j,
second and third indent, and under 1, does not have
to be submitted provided that the application
concerns:

a. a homeopathic medicinal product as described in
Article 42, fourth paragraph of the Law [on
Medicinal Products] which does neither bear a
therapeutic indication on the package nor on the
leaflet.

The implementation status of Article 16 of Directive 2001/83/EC 22

ECHAMP Interim Report May 2008



b. a homeopathic medicinal product with a an
therapeutic indication on the package or leaflet,
provided that the applicant for a marketing
authorization complies with the requirements and
procedure in Article 3.12, first, second and third
paragraphs, and the [Medicines] Agency has not yet
delivered a decision on the therapeutic effect of the
medicinal product in question.

Article 3.12

1. Who marketed a homeopathic medicinal product
as described in Article 42, fourth paragraph of the
Law with a therapeutic indication before the Law
[on Medicinal Products] came into force, and who
plans to maintain this indication under the new
Law, will notify the [Medicines] Agency within six
months after the Law gained legal force and will
indicate how the therapeutic effectiveness, as
described in Article 45, first paragraph, under b of
the Law, will be proven and which preclinical and
clinical data will be used as reference material.

2. If the notification mentioned in paragraph one
refers to clinical data which according to the
[Medicines] Agency cannot reasonably be expected
to proof the therapeutic indication used, the Agency
will inform the applicant thereof and it will render a
decision that the medicinal product does not have
the effect claimed.

3. The applicant will submit the preclinical and
clinical data to the [Medicines] Agency within 18
months after the new Law [on Medicinal Products]
came into force. The Agency can extend this term
once with a maximum of one year if this according
to the Agency could lead to proof of the claimed
therapeutic effect.

4. The [Medicines] Agency will decide after receipt
of the preclinical and clinical data whether the
homeopathic medicinal product in question has the
claimed therapeutic effect.

5. If the [Medicines] Agency renders the decision
on the basis of the second or fourth paragraph that
the homeopathic medicinal product in question does
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not have the effect claimed, Article 51, first
paragraph, opening words and under b, of the Law
[on Medicinal Products] applies, unless the
indication on the outer packaging or package leaflet
of the homeopathic medicinal product does no
longer appear.

Article 3.13

Notwithstanding Articles 3.7 and 3.11, opening
words and under a, the following information and
documentation will be required in an application for
a marketing authorisation of a series of
homeopathic medicinal products as described in
Article 42, third paragraph of the Law [on
Medicinal Products], which are derived from the
same homeopathic substance(s):

a. Scientific name or other name given in a
pharmacopoeia of the homeopathic stock or stocks,
together with a statement of the various routes of
administration, pharmaceutical forms and degree of
dilution to be registered;

b. dossier describing how the homeopathic stock or
stocks is/are obtained and controlled, and justifying
its/their homeopathic use, on the basis of an
adequate bibliography;

c. manufacturing and control file for each
pharmaceutical form and a description of the
method of dilution and potentization,

d. copies of any registrations or authorizations
obtained for the same medicinal product in other
Member States,

e. data concerning the stability of the medicinal
product.

Article 42(3) and (4)

3. The applicant is not required to submit preclinical
and clinical data if the application concerns
homeopathic medicinal products which comply
with the following requirements:
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Poland

Implementation Status:

Reference to legislation:

Text Legal Provision:

a. the product is intended for oral or external
administration.

b. no specific therapeutic indication appears on the
inner or outer packaging nor on the package leaflet
of the medicinal product

c. there is a sufficient degree of dilution to
guarantee the safety of the medicinal product and it
does not contain in any case more than one part per
10 000 of the mother tincture or one hundredth of
the smallest dose of active substances used in
allopathic medicine in prescription only medicinal
products.

4. Notwithstanding the second paragraph, for
homeopathic medicinal products others than those
mentioned in the third paragraph, special
requirements with respect to the submission of
information and documentation on preclinical and
clinical data can be established by ministerial
decree.

Article 16(2) implemented

§ 41., § 51, § 52., and § 53. Rozporzadzenie
Ministra Zdrowia z dnia 11 sierpnia 2005 r. w
sprawie okreslenia grup produktéow leczniczych
oraz wymagan dotyczacych dokumentacji
wynikéw badan tych produktéw (Dz. U. Nr 160,
poz. 1358) jo. Art. 21.1., Prawo farmaceutyczne,
(Pharmaceutical Act of 6 September 2001,
Consolidated Version), Dz. U. 2001 r. Nr 126 poz.
1381, Dz. U. 2004 r. Nr 53 poz. 533.

§ 41.

Do grupy produktow leczniczych homeopatycznych
innych niz te, o ktérych mowa w art. 21 ust. 1
ustawy, naleza w szczegolno$ci produkty lecznicze
homeopatyczne, ktéore w oznakowaniu i w ulotce
zawieraja wskazania do stosowania, w tym
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produkty lecznicze homeopatyczne weterynaryjne,

zwane dalej "produktami leczniczymi
homeopatycznymi".
§ 51.

Dokumentacje¢ toksykologiczna i farmakologiczna
wynikow badan surowcéw homeopatycznych,
roztworow  macierzystych  oraz  produktow
leczniczych wykonanych z surowcow, ktore sa
znane 1 stosowane oraz s3 opisane w literaturze
homeopatycznej, w szczegolnosci: Materia Medica-
Boericke, Clarke, Kent, Leeser, Mezger, Staufer,
Voisin, Charette, 1 posiadaja monografi¢ w
uznanych farmakopeach homeopatycznych,
przygotowuje si¢ na podstawie literatury fachowe;.

§ 52.
1. Dokumentacj¢ badan klinicznych dotyczaca
SUTOWCOW homeopatycznych, rozZtworow

macierzystych  oraz  produktéw  leczniczych
wykonanych z surowcow, ktoére sa znane i
stosowane oraz sa opisane w literaturze
homeopatycznej, w szczegolnosci wymienionej w §
51, 1 posiadaja monografi¢ w uznanych
farmakopeach homeopatycznych, przygotowuje si¢
na podstawie literatury fachowe;j.

2. Dokumentacja badan klinicznych moze zawieraé
publikowane 1 niepublikowane doswiadczenia
kliniczne, takie jak proby patogenetyczne
(Homeopatyczne Badanie Leku), zbior
pojedynczych przypadkéw pozwalajacy na oceng
naukowa  lub  naukowo  udokumentowany
eksperyment medyczny. Badanie kliniczne i
doswiadczenia  kliniczne  ocenia  si¢  przy
wspotudziale lekarza z  udokumentowanym
doswiadczeniem homeopatycznym.

§ 53.

Dokumentacja ~ wynikéw  badan  produktu
leczniczego homeopatycznego zawiera raporty
ekspertow dotyczace wynikow badan jakosciowych,
farmakologicznych i1  toksykologicznych oraz
klinicznych.

Art. 21.
1. Produkty homeopatyczne, ktore:
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English Translation:

1) sa podawane doustnie lub zewngtrznie,

2) w oznakowaniu i ulotce nie zawieraja wskazan
do stosowania,

3) charakteryzuja si¢ odpowiednim stopniem
rozcienczenia, gwarantujacym  bezpieczenstwo
stosowania; to jest nie zawieraja wigcej niz 1/10
000 czegsci roztworu macierzystego lub nie wigcej
niz 1/100 najmniejszej dawki substancji czynnej
zawarte] w produkcie leczniczym wydawanym na
podstawie recepty

- podlegaja uproszczonej procedurze dopuszczenia
do obrotu.

(..))

§ 41.

The group of homeopathic medicinal products other
than those mentioned in Article 21, clause 1 of the
Act [read Pharmaceutical Act] comprises especially
homeopathic products whose labelling and leaflets
contain indications for use, including veterinary
homeopathic medicinal products, hereinafter
referred to as “homeopathic medicinal products”.

§ 51.

Toxicological and pharmacological documentation
of results of tests of homeopathic raw materials,
stock solutions and medicinal products made of raw
materials that are known, used and described in
homeopathic literature, especially in: Materia
Medica-Boericke, Clarke, Kent, Leeser, Mezger,
Staufer, Voisin, Charette and have a monograph in
recognised homeopathic  pharmacopoeias, is
prepared on the basis of professional literature.

§ 52.

1. Documentation of clinical studies concerning
homeopathic raw materials, stock solutions and
medicinal products made of raw materials that are
known, used and described in homeopathic
literature, especially literature mentioned in § 51
and have a monograph in recognised homeopathic
pharmacopoeias is prepared on the basis of
professional literature.
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Portugal
Implementation Status:

Reference to legislation:

2. Documentation of clinical studies may contain
both  published and unpublished clinical
experiments such as pathogenic tests (Homeopathic
Drug Testing), a collection of single cases enabling
a scientific evaluation or scientifically documented
medical experiment. A doctor with documented
homeopathic experience takes part in a clinical
study and clinical experiments.

§ 53.

Documentation of results of tests of homeopathic
medicinal product contains reports of experts
concerning results of quality, pharmacological,
toxicological and clinical investigations.

Article 21

1. Homeopathic products:

1) that are administered orally or externally,

2) whose labelling or leaflet does not contain
therapeutic indications,

3) that are characterised by a sufficient degree of
dilution to guarantee safety of use, which means

that they do not contain more than 1/10,000 part of
the mother solution or more than 1/100 of the
smallest dose of the active substance contained in a
medicinal product dispensed on the basis of a
prescription

- shall be placed under a simplified marketing
procedure.

Article 16(2) implemented

Artigo 3.°, Decreto-Lei n.® 94/95, Regime juridico
da introdu¢do no mercado, do fabrico, da
comercializagdo, da rotulagem e da publicidade dos
produtos homeopaticos para uso humano (Decree
on the Authroisation and Registration of
Homeopathic Medicinal Products), in combination
with Instrucdes aos Requerentes, Apresentagdo do
Pedido de Autorizacdo de Introdu¢do no Mercado
de Medicamentos Homeopaticos (Notice to
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Text Legal Provision:

applicants for the authorisation of homeopathic
medicinal products).

Artigo 3.° Medicamentos homeopaticos

1 - Entende-se por medicamento homeopatico
qualquer produto homeopatico que possua
propriedades curativas ou preventivas das doencas
do homem e dos seus sintomas, com vista a
estabelecer um diagndstico médico ou a restaurar,
corrigir ou modificar as suas fungdes organicas.

2 - Ao processo de introdu¢do no mercado, ao
fabrico, comercializagdo ¢ direc¢do técnica, a
rotulagem, folheto informativo e a publicidade dos
medicamentos homeopaticos ¢ aplicavel, com as
necessarias adaptagdes, o regime juridico previsto
para os medicamentos de uso humano, constante do
Decreto-Lei n.° 72/91, de 8 de Fevereiro, e dos
Decretos-Leis n.os 100/94 ¢ 101/94, ambos de 19 de
Abril.

Instrugdes aos Requerentes

Apresentacio do Pedido de Autorizacao de
Introduc¢io no Mercado de Medicamentos
Homeopaticos

(..)

Para os medicamentos homeopaticos, o referido
Decreto-Lei, preconiza um regime semelhante ao
existente para os medicamentos, ou seja, ao
processo de introdu¢do no mercado, fabrico,
comercializagdo, direccdo técnica, rotulagem,
folheto  informativo e  publicidade  dos
medicamentos homeopaticos ¢ aplicavel, com as
necessarias adaptacdes, o regime juridico previsto
para os medicamentos de uso humano, constante do
Decreto-Lei n.° 72/91, de 8 de Fevereiro, € os
Decretos-Leis n.os 100/94 ¢ 101/94, ambos de 19 de
Abril.

Este documento tem como objectivo, estabelecer o
plano de apresentagdo da documentacdo quimica,
farmacéutica e bioldgica, da documentagdo
toxicologica e farmacoldgica e da documentagdo
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clinica, tendo em conta as particularidades dos
medicamentos homeopaticos.

(..)

PARTE I-C: RELATORIOS DE PERITO

1) Sobre documentacdo quimica e farmacéutica.

2)  Sobre documentagdo  toxicologica e
farmacologica.

3) Sobre documentagao clinica.

Os relatorios de peritos apresentados devem
justificar:

* O caracter homeopatico dos stocks utilizados, ¢
sua utilizagdo tradicional para a indicagdo
reivindicada;

* A inocuidade do medicamento homeopatico, tendo
em atencao o grau de dilui¢do de cada um dos seus
compostos. O relatorio toxicologico deve ser
assinado por um perito em toxicologia;

* A escolha da via de administracdo, para os
medicamentos homeopaticos injectaveis.

(..)

PARTE III: DOCUMENTACAO
TOXICOLOGICA E FARMACOLOGICA

A avaliagdo toxicoldgica versa sobre trés pontos:

* A(s) preparagao(des) homeopatica(s) utilizada(s)
como substancia(s) activa(s);

* Os excipientes: solventes, aromas, agentes
conservantes, etc.;

* O produto acabado.

1. As preparacées homeopaticas

A) Preparacfes homeopéticas provenientes de
substancias cuja toxicidade é conhecida e

para as quais as doses sem efeitos toxicos podem
ser determinadas.

Se os dados provém da literatura publicada, esses
dados devem ser fornecidos, com fotocopia
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English Translation:

dos artigos citados. Os dados numéricos devem ser
expressos em unidades internacionais.

B) PreparacGes homeopaticas provenientes de
substancias para as quais ndo se dispdem de
estudos especificos

Para todas as dilui¢des inferiores a SCH de
substancias que nao possuem uma estrutura

quimica conhecida, ou que facam parte de uma
familia quimica de risco, uma avaliagdo

genotoxica € necessdria: um ensaio de mutagenese e
um ensaio de clastogenese.

Para todas as concentragoes inferiores a 2CH, ¢
necessario ter em conta a nota explicativa

ICH Q3B: Impurity in new drug products
(CPMP/ICH/282/95).

(..)

PARTE IV: DOCUMENTACAO CLINICA
Referéncias bibliograficas fornecidas com vista a
demonstrar a utilizagdo  homeopatica  bem
estabelecida do medicamento, ou dos stocks
utilizados para a sua preparacdo, ¢ demonstrar as
indicacdes reivindicadas, devendo ser seleccionadas
e classificadas de forma logica.

Estas referéncias devem limitar-se as referéncias
reconhecidas na tradi¢do da medicina homeopatica
(ndo podem ser referencias de fitoterapia,
oligoterapia, etc.) devendo estar em portugués,
inglés ou frangés.

Article 3 ‘Medicamentos homeopaticos’

1 - Any homeopathic medicinal product which
possesss curativas or preventive properties for
illnesses and their symptoms in humans, by means
of establishing a medical diagnosis or by restoring,
correcting or modifying their organic functions, is
qualified as 'medicamento homeopatico'.

2 - In the process of introduction in the market, the
production, marketing and technical qualification,
the labelling, informative brochure and the
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advertising of 'medicamentos homeopaticos', the
legal regime on medicines for human use as laid
down in Decree n.° 72/91, 8 of February, and the
Decrees n.° 100/94 and n.° 101/94, both of 19 of
April, is applicable with the necessary adaptations.

Notice to Applicants

Procedure for the application for an
Authorization to market 'Medicamentos
Homeopaticos'

(..)

For medicamentos homeopaticos, referred to in the
Decree, a regime applies which is similar to the
existing one for medicines, or either, the legal
regime on medicines for human use as laid down in
Decree n.° 72/91, 8 of February, and the Decrees n.°
100/94 and n.° 101/94, both of 19 of April, on
marketing, production, commercialization, technical
qualification, labelling, package leaflet and
advertising is applicable to medicamentos
homeopaticos, with the necessary adaptations.

This document has as its objective, to establish
guidelines on presentation of the chemical,
pharmaceutical, biological, toxicological,
pharmacological, and the clinical documentation,
taking into account the particularitities of
medicamentos homeopaticos.

(..)

PART I-C: EXPERT REPORTS

1) Chemical and pharmaceutical documentation.

2) Toxicological and pharmacological
documentation.

3) Clinical documentation.

The presented expert reports must justify:

e The homeopathic caracter of stock(s) used,
and its traditional use for the demanded
indication;
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e The safety of the homeopathic medicinal
product, taking into account the degree of
dilution of each one of its active principles.
The toxicolégico report must be signed by
an expert in toxicology;

e The choice of the route of administration,
for injectable homeopathic medicinal
products.

(..)

PART III: TOXICOLOGICAL and
PHARMACOLOGICAL DOCUMENTATION

The toxicological evaluation is directed at three
issues:

e The homeopathic preparations used as active
principles;

e The excipientes: solvent, aromas,
conservative agents, etc.;

e The finished product.

1. The homeopathic preparations

A) Homeopathic preparations derived from
substances whose toxicity is known and for which
the doses without toxic effects can be determined.

If the data comes from published literature, this data
must be supplied accompagnied by a photocopy of
the cited articles. The numerical data must be
submitted in conformity with international
standards.

B) Homeopathic preparations derived from
substances for which no use is made of specific
studies.

For all dilutions lower than SCH of substances that
do not possess a known chemical structure, or that
they are part of a chemical family that presents
risks, a genotoxic evaluation is necessary: an essay
on mutagenic effects and an essay clastogenic
effects.
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Spain
Implementation Status:

Reference to legislation:

Text Legal Provision:

For all concentrations lower than 2CH, it is
necessary to take into account Explanatory Note
ICH Q3B: Impurity in new drug products
(CPMP/ICH/282/95).

PART IV: CLINICAL DOCUMENTATION
Bibliographical references should be supplied in
order to demonstrate the well established
homeopathic use of the medicinal product, or the
stock(s) used for its preparation, and to demonstrate
the claimed indication, whose selection and
classification must be presented in a logical form.

These references must be limited to those
recognized in the tradition of homeopathic medicine
(these do not include references of a
fytotherapeutic, oligotherpapeutic, or any other
nature), having to be in Portuguese, English or
French.

Article 16(2) implemented

Articulo 55, Real Decreto 1345/2007, de 11 de
octubre, por el que se regula el procedimiento de
autorizacion, registro y condiciones de dispensacion
de los medicamentos de uso humano fabricados
industrialmente [19249].

Articulo 55, Clases de medicamentos homeopaticos.

Los medicamentos homeopaticos podran ser:

a) Con indicacion terapéutica aprobada, cuyo
procedimiento de autorizacion y registro, seguira el
establecido en el capitulo II, teniendo en cuenta su
naturaleza homeopatica.

b) Sin indicaciones terapéuticas aprobadas, cuyo
procedimiento de autorizacion y registro, serd el
simplificado especial de medicamentos
homeopaticos, creado a tal efecto por la Agencia
Espafiola de Medicamentos y Productos Sanitarios,
siempre y cuando cumplan con los requisitos
establecidos para ese procedimiento. En caso
contrario, deberdn seguir el procedimiento
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United Kingdom

Implementation Status:

Reference to legislation:

Text Legal Provision:

establecido en el capitulo II, teniendo en cuenta su
naturaleza homeopatica.

English Translation: Article 55, Categories of
homeopathic medicinal products.

Homeopathic medicinal products can be:

a) With approved therapeutic indication, the
authorisation and registration procedure for which is
laid down in Chapter II, taking account of its
homeopathic nature.

b) Without approved therapeutic indications, the
authorisation and registration procedure for which is
the special simplified registration procedure, created
by the Spanish Agency of Medicines and Sanitary
Products, on the condition that they fulfill the
requirements established for that procedure. If this
is not the case, they will have to follow the
procedure laid down in Chapter II, taking account
of their homeopathic nature.

Article 16(2) implemented

Statutory Instrument 2006 No. 1952

MEDICINES

The Medicines for Human Use (National Rules for
Homoeopathic Products) Regulations 2006

APPLICATION FOR GRANT OF
MARKETING AUTHORIZATION FOR
NATIONAL HOMOEOPATHIC PRODUCT

PART 1

GENERAL

1.—(1) An application for the grant of a United
Kingdom marketing authorization for a national
homoeopathic product is not required to be
made in accordance with, and the applicant for
such an authorization is not required to comply
with—

(a) the second and third indents of Article 8.3(i)
of the 2001 Directive (the requirement to submit
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the results of pre-clinical tests and clinical
trials); and

(b) the provisions of Part I of Annex I to that
Directive set out in paragraph 2(1).

(2) But the applicant must submit with his
application particulars and documents relating
to—

(a) the safety of the medicinal product to which
the application relates, in accordance

with Part 2 of this Schedule; and

(b) the efficacy of that product, in accordance
with Part 3 of this Schedule.

(3) The last sub-paragraph of Article 8.3 of the
2001 Directive applies to an application referred
to in sub-paragraph (1) as if the reference to the
results of pre-clinical tests and clinical trials
referred to in point (i) of Article 8.3 were a
reference to the safety and efficacy data
provided pursuant to Parts 2 and 3.

2.—

(1) The provisions of Part I of Annex I to the
2001 Directive referred to in paragraph

1(1) are—

(a) sections 2.4 to 2.7 (non-clinical and clinical
overview and non-clinical and clinical
summaries);

(b) section 4 (Module 4: non-clinical reports);
and

(c) section 5 (Module 5: clinical study reports).

(2) The applicant must submit—

(a) the particulars and documents required by
Part 2 of this Schedule in place of

Module 4 of the particulars and documents
accompanying his application, and

(b) the particulars and documents required by
Part 3 of this Schedule in place of Module 5 of
the particulars and documents accompanying his
application.

(3) References in Annex I to the 2001 Directive,
in provisions other than those referred to
in sub-paragraph (1), to—

The implementation status of Article 16 of Directive 2001/83/EC 36

ECHAMP Interim Report May 2008



(a) non-clinical reports, non-clinical
documentation and non-clinical data, and

(b) clinical study reports, clinical documentation
and clinical data, shall apply in relation to such
an application as if they were references to the
particulars and documents referred to in sub-
paragraphs (2)(a) and (b), respectively.

(4) An application for the grant of a United
Kingdom marketing authorization for a national
homoeopathic product is not required to be
made in accordance with, and the applicant for
such an authorization is not required to comply
with, the guidance referred to in paragraph (1)
of Annex I (in the section headed “Introduction
and general principles”), insofar as that
guidance relates to the requirement to submit
the results of pre-clinical tests and clinical trials.

PART 2
SAFETY DATA

3.—(1) Subject to paragraph 4, the applicant
must submit data as to the safety of the
medicinal product.

(2) The data submitted by the applicant—

(a) must include data which provides
information about the following aspects of the
safety of the product—

(i) pharmacology,

(ii) pharmacokinetics, and

(iii) toxicology, including—

(aa) toxicity,

(bb) genotoxicity,

(cc) reproductive and developmental toxicity,
and

(dd) local tolerance, of the medicinal product;
and

(b) subject to sub-paragraph (4), must be
scientific data.

(3) For the purposes of sub-paragraph (2)(b),
“scientific data” means—

(a) study reports in relation to the product which
is the subject of the application,
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(b) published scientific literature, or a
combination of both.

(4) In relation to any aspect of safety of the
product, the applicant may submit data other
than scientific data if the conditions in sub-
paragraph (5) are satisfied.

(5) The conditions are that—

(a) the applicant has made reasonable attempts
to obtain scientific data in relation to that aspect;
and

(b) having made those attempts—

(i) he is satisfied that no scientific data is
available as to that aspect of safety, or

(ii) he considers that such scientific data as is
available may be inadequate to demonstrate an
acceptable level of safety in relation to that
aspect.

(6) The applicant must include with his data—
(a) a table of contents;

(b) an evaluation of the scientific data, including
an explanation as to how the data demonstrates
an acceptable level of safety; and

(c) where the applicant is submitting data other
than scientific data—

(i) a statement that he has met the conditions of
sub-paragraph (5); and

(ii) an explanation as to why an acceptable level
of safety can be demonstrated, notwithstanding
the lack of scientific data.

4.—(1) The applicant is not required to submit
data as to the safety of the product if—

(a) sub-paragraph (2), (3) or (4) applies; and

(b) the application is accompanied by a written
statement that the product satisfies the
conditions set out in that sub-paragraph.

(2) This sub-paragraph applies if the product—
(a) is derived from a homoeopathic stock which
is commonly present in food; and

(b) is intended to be administered orally,

and for these purposes “food” has the meaning
given to it by Regulation EC No. 178/2002
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of the European Parliament and of the Council
laying down the general principles and
requirements of food law, establishing the Food
Safety Authority and laying down

procedures in matters of food safety(a).

(3) This sub-paragraph applies if—

(a) the national homoeopathic product is derived
from a homoeopathic stock from

which a medicinal product which has a
marketing authorization, certificate of
registration, traditional herbal registration or
product licence is derived;

(b) that medicinal product is within a
description, or falls within a class, specified in

an order under section 51 of the Act; and

(c¢) the national homoeopathic product has the
same route of administration and the

same degree of dilution as that medicinal
product.

(4) This sub-paragraph applies if the product is
derived from a homoeopathic stock

which—

(a) is diluted to at least 1 in 1024 of the stock,
and

(b) is not a material of biological origin.

PART 3
EFFICACY DATA

5. The applicant must submit data as to the
efficacy of the medicinal product.

6. The data must consist of at least one of the
following types of data—

(a) study reports in relation to the product which
is the subject of the application,

(b) published scientific literature, or

(c) the results of investigations, commonly
known as homoeopathic provings, which

consist of the administration of a substance to a
human subject in order to ascertain the
symptoms produced by that substance.

7. The applicant must include with his data—
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(a) a table of contents, and

(b) an evaluation of the data, including an
explanation as to how the data establishes that
the product has a recognised level of efficacy in
the therapeutic indication for

which authorization is sought.”.
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2) Article 16(1) implemented; option to implement Article 16(2)
provided for by National Royal/Ministerial Decree/Regulation

Cyprus

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

ApBpo 17(2) & (3), Nopog 70(I)/2001 (As amended
by N. 75(1)/2006)

(2) opoTOONTIKG PAPUOKEVTIKA TPOIOVTA TOL OEV
TANPOLV TIC TPOVTOBECES TOL AVAPEPOVTOL GTO
eddopo (1), ovvavror va eEaocparilovv ddewn
KUKAOQOpiag cOLPOVA pE TIG SUTAEES TV ApOpmV
10, 10A, 10B, 10T xou 11.

(3) O Yrmovpyog, petd amd cvotacn tov ZvUBovALo
Goppdrkwv, OOvoaton, pe Adtoyud TOoL OV
onuooteveton  omv  Emionun  Eenuepida g
Anpoxpatiog, vo kafopioetl E10KES S1UTAEELS Y1l TIC
TPOKMVIKEG Kol KAWVIKEG  OOKIES Yoo To
opoToONTIKE — QOPUAKEVLTIKE — TPoidvTé oL
avapépovtal 6to €0deo (1), Tic omoieg kotvomotel
otV Emtpomnn.

(2) homeopathic pharmaceutical products that do
not fulfil the conditions that are mentioned in the
section (1), can apply for a marketing authorisation
in accordance with the provisions of articles 10,
10A, 10B, 10C and 11.

(3) The Minister may by Decree that is published in
the Official State Gazette, after the consulting the
Council of Medicines, determine special provisions
on the preclinical tests and clinical trials for
homeopathic pharmaceutical products that are
reported in the section (1), which he communicates
to the Committee.



Denmark

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

§ 34. Lov om leegemidler (Medicines Law), nr 1180
of 12/12/2005, in conjunction with § 3.
Bekendtgerelse om homeopatiske leegemidler m.v.
(Decree on Medicinal Products) nr 1232 of
12/12/2005.

§ 34. Indenrigs- og sundhedsministeren fastsetter
regler om:

(..)

2) Serlige betingelser for udstedelse af
markedsferingstilladelse til

a) naturlegemidler,

b) vitamin- og mineralpraparater og

c¢) homgopatiske leegemidler.

3) Serlige betingelser for registrering af
homeopatiske  legemidler og  traditionelle
planteleegemidler.

()

§ 3. Denne bekendtgorelse gelder ikke
homgopatiske leegemidler, som er godkendt ved en
markedsferingstilladelse, jf. § 8 1 lov om
legemidler. For disse laegemidler gealder de
almindelige regler for legemidler og indehavere af
markedsferingstilladelse.

§ 34. The minister for interior and health will adopt
rules on:

(..))

2) Specific requirements for the authorisation of
a) natural medicinal products

b) vitamine- and mineralsupplements

c¢) homeopathic medicinal products
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Estonia

Implementation Status:

Reference to legislation:

Text Legal Provision:

3) Specific requirements for the registration of
homeopathic medicinal products and traditional
herbal medicinal products.

(..)

This decree does not apply to homeopathic
medicinal products that need a marketing
authorisation in accordance with § 8 of the law on
medicinal products. For these medicinal products
the same rules are applicable as those for [regular]
medicinal products and the application for a
marketing authorisation.

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

§ 15. Ravimiseadus (Medicinal Products Act), 16
December 2004 in conjunction with § 3. méirus nr
52, Sotsiaalministri of 29 March 2005,
Homoopaatiliste preparaatide miiligiloa taotlemise
tingimused ja kord (Conditions and Procedure for
Application for Marketing Authorisation for
Homeopathic Medicinal Products)

§15. Vabariigi Valitsuse, sotsiaalministri ja
pOllumajandusministri tilesanded

(..)

(5) Sotsiaalminister kehtestab lisaks kéesolevas
seaduses nimetatud digusaktidele midrusega:

(..)

3)  homoopaatiliste  preparaatide = miiiigiloa
taotlemise tingimused ja korra;

(..)

§ 3. Homoopaatiliste preparaatide miitigiloa
taotlemine
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English Translation:

(..)

(6) Kui homoopaatilisele preparaadile taotletakse
néidustust, tegemist on muude manustamisviisidega

kui suukaudne ja valispidine ning
pollumajandusloomadele mdeldud homdopaatilise
veterinaarpreparaadi puhul laienevad

homoopaatilisele preparaadile miiiligiloa taotlemisel
ravimitele sédtestatud nduded efektiivsuse ja ohutuse
0sas.

§ 15. Duties of Government of Republic, Minister

of Social Affairs and Minister of Agriculture

(...
(5) In addition to legislation specified in this
Act, the Minister of Social Affairs shall establish

the following by a regulation:

(..)

3) the conditions and procedure for application
for marketing authorisation in respect of
homeopathic preparations;

(..)

§ 3. Application for marketing authorisation for
homeopathic medicinal products

(..)

(6) The requirements regarding the therapeutic
effect and safety of medicinal products extend to
homeopathic medicinal products upon application
for marketing authorisation if a therapeutic
indication is also applied for, the homeopathic
medicinal product is to be administered in any other
manner than orally or externally, or the
homeopathic medicinal product is intended to be
used on farm animals.
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Greece

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

Article 20, Decision Nr. AYI3(a)/83657,
Evapuoévion g eAnvikng vopobesiog mpog tnv
OVTIOTOYN KOWOTIKN] GTOV TOUEN TNG TOPOYMYNS
Kol TNG KVKAOQOPiog Qapuakmv mov mpoopilovral
yw avBpomivny ypnomn, (on the harmonisation of
Greek legislation in the field of production and the
circulation of medicines that is intended for human
use).

I. H éykpion kot mn  €mONUOVON  TOV
OLOOTTAONTIKOV  QUPUAK®V  €KTOG EKEIVOV OV
avagépovtar oto apBpol8 mapdypopog 1 NG
TOPOVGAG Ymovpytkng andpaong,
TPOAYLOTOTOLEITAL GVUP®VA peE To apBpa 9 kan 11,
12,13, 14 ko 15.

2. O E.O.®. dvvator va gwodyel 1 va dotnpel og
oYL €0KO0VE KOVOVEG Y10 TIG TPOKMVIKES OOKIUES
Kol KMVIKEG  UEAETEC  TOV  OUOOTOONTIK®OV
QOPUAK®OV, EKTOC OO EKEIVOL TOV AVAPEPOVTOAL GTO
apBpo 18 mapdypapog 1, cOpemva pe Tig apyés Ko
TG W1TEPOTNTES TNG OHOLOTOONTIKNG OV aoKeiTON
o yopa. Xmv zepintwon avt, o E.O0.0.
kowomolel omv  Evponraiky Emitponr] tovg
OYETIKOVG €101K0VE KOVOVESG TTOL £QapUOLEL.

(..)

Article 20

1. The approval and the labelling of homeopathic
medicines, except those that are reported in Article
18 paragraph 1 [Special Simplified Registration
Procedure (SSRP)] of the present Ministerial
decision, are realised according to articles 9 and 11,
12, 13, 14 and 15 [Regular Authorisation
Procedure].

2. The National Organisation of Medicines may put
in force or maintain special rules for preclinical
tests and clinical studies of homeopathic medicines,
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Hungary

Implementation Status:

Reference to legislation:

Text Legal Provision:

apart from those that are mentioned in article 18
paragraph 1 [SSRP], according to the principles and
the particularities of homeopathy that are practised
in the country. In this case, the National
Organisation of Medicines communicates the
special rules that apply to the FEuropean
Commission.

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

§ 5 jo. § 32(5) jo. § 33(b) and (c) of 2005. évi
XCV. torvény az emberi alkalmazasra keriild
gyogyszerekrél ¢és egyéb, a gydgyszerpiacot
szabalyozo torvények modositasardl (Medicines Act
2005) jo. 1. szamu melléklet of 52/2005. (XI. 18.)
EiiM rendelethez (Annex 1 of Decree 52/2005 On
the registration and authorization to place medicinal
products for human use on the market).

5.§
(..)

(2) Az OGYI a gyogyszer forgalomba hozatali
engedélyét akkor adja ki, ha annak

a) mindsége, mennyiségi Osszetétele - ideértve a
gyartas koriilményeit is - ismert €s meghatarozott,
tovabba

b) terapids hatdsossaga - az egyszerlsitett eljarassal
torzskonyvezhetd homeopatias gyogyszerek
kivételével - klinikailag is bizonyitott, valamint

c) elény/kockazat aranya kedvezd.

(..)
32.§
(..)

(5) Felhatalmazast kap az egészségiligyi miniszter,
hogy
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a) a gyogyszerek forgalomba-hozatali engedély
kiadasaval kapcsolatos eljaras részletes szabalyait,
az engedélyezés feltételeit, tovabba a forgalombol
valo kivonas rendjét,

(..)

33.§

Ez a torvény a torvény végrehajtasara a 32. § (5)
bekezdésében  adott  felhatalmazas  alapjan
megalkotott miniszteri rendeletekkel egyiitt a
kovetkezd unios jogi aktusoknak valé megfelelést
szolgalja:

b) az Eurépai Parlament és a Tanacs 2001/83/EK
iranyelve (2001. november 6.) az emberi
felhasznalasra  szant  gyogyszerek  kozdsségi
kodexérol;

c) az Eurdpai Parlament és a Tanacs 2004/27/EK
iranyelve  (2004. marcius 31.) az emberi
felhasznalasra szant  gyogyszerek  kozodsségi
kodexérol sz616 2001/83/EK irdnyelv
modositasarol;

1. szamu melléklet az 52/2005. (XI. 18.) EiiM
rendelethez

A forgalomba hozatali engedély iranti kérelem
formai és tartalmi kovetelményei: analitikali,
Sfarmako-toxikologiai és klinikai kdvetelmények és
eljarasok a gyogyszerek vizsgalatara

BEVEZETES ES ALTALANOS ALAPELVEK

(11) A elény/kockazat arany kiértékelésének
ellenérzésére minden 0j informdcidt, melyet az
eredeti kérelem nem tartalmazott, valamint minden
gyogyszer-mellékhatasra vonatkozd informaciot az
OGYI-hoz be kell nyGjtani. Miutan a készitmény
engedélyezésre keriilt, a dosszi¢ adataiban
bekovetkez6 minden erre vonatkozd valtozast be
kell az OGYI-hoz jelenteni.

Ez a melléklet négy kiilonboz6 részre tagolodik:
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(..)

- A 3. rész a bioldgiai gyodgyszerekre (plazma-
alapadatok: Plazma Master File, vakcina-antigén-
alapadatok: Vakcina Antigen Master File),
radioaktiv gyogyszerekre, homeopatias
gyogyszerekre, novényi eredetli gyogyszerekre és a
ritka  betegségek  gyogyszereire  vonatkozo
kérelemmel kapcsolatos kiilonleges
kovetelményekkel foglalkozik.

(...)
3. HOMEOPATIAS GYOGYSZEREK

Ez a pont felsorolja azokat a kiilonleges
rendelkezéseket a 3. €s 4. fejezet alkalmazasaval
kapcsolatban, melyeket a homeopatias
gyogyszereknél kell alkalmazni.

3. fejezet

A 3. fejezet rendelkezései alkalmazanddok a 9. § (1)
bekezdés szerint benytjtott dokumentumokra, a
homeopatias gyogyszerek egyszerisitett eljarasara,
valamint a 9. § (2) bekezdés altal szabalyozott
egyéb homeopatids gyogyszerek engedélyezésével
kapcsolatos dokumentumokra, a kdvetkezo
modositasokkal.

a) Terminologia

A forgalomba hozatali engedély iranti kérelem
dosszi¢jaban leirt hasonszenvi torzsoldat latin
nevének dsszhangban kell lennie az Eurdpai
Gyogyszerkonyv latin cimeivel, vagy ennek
hianyéaban egy tagallam hivatalos
gyogyszerkonyvével. Ahol fontos, az egyes
tagallamokban hasznalt hagyoményos neve(ke)t is
fel kell tiintetni.

b) A kiindulési anyagok ellendrzése

A kiindulési anyagokra - azaz minden felhasznalt
anyagra a nyersanyagoktol kezdve, a
koztitermékeken at a végso higitasig, mely
belekeriil a késztermékbe - vonatkoz adatokat és
dokumentumokat, melyeket a kérelemhez csatoltak,
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ki kell egésziteni a hasonszenvi torzsoldatra
vonatkoz6 adatokkal.

Az éltaldnos mindségi kovetelményeket kell
alkalmazni minden kiindulasi és nyersanyagra
csakligy, mint a gyartasi folyamat koztes 1épéseire,
egészen a végso higitasig, mely belekeriil a
késztermékbe. Ha lehetséges, tartalmi
meghatérozast kell végezni, ha toxikus dsszetevo
van jelen a készitményben €s a nagyfoku higitas
miatt a végso higitds mindségének ellendrzése nem
lehetséges. A gyartasi folyamat minden 1épését a
kiindulasi anyagoktol a késztermékbe keriil6 végsod
higitasig részletesen le kell irni.

Abban az esetben, ha higitasokat is alkalmaztak, a
higitéasi Iépéseket az Eurdpai Gyodgyszerkonyvben,
vagy ennek hidnydban egy tagallam hivatalos
nemzeti gyogyszerkonyvében taldlhatd, megfeleld
cikkelyei szerint kell elvégezni.

c) A készterméken végzett ellen6rzo vizsgalatok
Az éltalanos mindségi kdvetelmények vonatkoznak
a homeopatias késztermékekre is, barmilyen kivételt
a kérelmezdnek megfeleléen igazolnia kell.
Minden toxikolégiailag fontos alkotorész
azonositasat és vizsgalatat el kell végezni. Ha
igazolhatd, hogy minden toxikologiailag fontos
alkotorész azonositasa és vizsgalata nem végezheto
el pl. a késztermékben el6forduld nagy higitas
miatt, akkor a mindséget a gyartasi és higitasi
eljaras teljes validalasaval kell igazolni.

d) Stabilitasi vizsgalatok

Igazolni kell a késztermék stabilitasat. A
hasonszenvi torzsoldatok stabilitasi adatai altalaban
atvihetdek a beldliik késziilt dilaciokra/trituraciokra.
Ha a hatéanyagra vonatkozoan sem azonositas, sem
vizsgalat nem végezhet6 el a higitasi fok miatt,
akkor a gyogyszerforma stabilitasi adatait kell
figyelembe venni.

4. fejezet

A 4. fejezet eloirasait kell alkalmazni a homeopatias
gyogyszerek egyszerusitett eljardsa soran a 9. § (1)
bekezdés értelmében, a kovetkezo feltételekkel:
Minden hianyz6 informaciét indokolni kell, példaul
indokolni kell, hogy néhany vizsgalat hianya
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English Translation:

ellenére miért allapithaté meg mégis a megfeleld
biztonsagi szint.

§5
(..)

(2) NIP shall issue the marketing authorization for
the medicine if

a) its quality, quantitative composition — including
the circumstances of manufacture — is known and
defined, and

b) its therapeutic effect — with the exception of
homeopathic medicines subject to simplified
registration — has been clinically proven , and

c) its risk-benefit ratio is positive.

(..)
§ 32
(..)

(5) Health minister shall be authorized to regulate

a) the detailed rules of the procedure to issue a
marketing authorization, the conditions thereof and
the order of market recall,

(..)
§33

This law together with the implementing ministerial
decrees created on the basis of the authority granted
in Section (5) of Article 32 of this law intends to
ensure compliance with the following European
Union acts:

(..)

b) Directive 2001/83/EC of the FEuropean
Parliament and of the Council of 6 November 2001
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on the Community code relating to medicinal
products for human use;

c) Directive 2004/27/EC of the European
Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community
code relating to medicinal products for human use;

(...)
Annex 1 of Decree 52/2005

Annex No 1 to Decree No 52/2005 (18 December)
of the Minister of Health

Formal and content related requirements of
application for market authorisation: analytical,
pharmaco-toxicological and clinical requirements
and procedures for examination of drugs

(..)

(11) For checking the evaluation of benefit/risk
ratio, all new information, not included in the
original application, and all information pertaining
to side effects of the drug shall be submitted to
OGYI. After the pharmaceutical product was
granted marketing authorisation, all changes
pertaining to the data submitted in the dossier shall
be reported to OGYL.

This Annex consists of four parts:

(..)

- Part 3 deals with special requirements pertaining
to applications related to biological drugs (plasma
base data: Plasma Master File, vaccine antigen base
data: Vaccine Antigen Master File), radioactive
drugs, homeopathic drugs, drugs of herbal origin
and drugs for rare diseases.

(..)
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3. HOMEOPATHIC DRUGS

This point lists the special provisions with respect to
the application of Chapters 3 and 4 that have to be
applied for homeopathic drugs.

Chapter 3

Provisions of Chapter 3 shall be applied with the
following modifications for documents submitted
according to subsection (1) of Section 9, the
simplified procedure for homeopathic drugs and
documents related to marketing authorisation of
other homeopathic drugs regulated by subsection
(2) of Section 9.

a) Terminology

The Latin name of homeopathic strain described in
the dossier of application for marketing
authorisation shall be in harmony with the Latin
titles of the European Pharmacopoeia or, in lack of
such, with the official Pharmacopoeia of a Member
State. Where it is important, traditional name
(names) used in individual member states shall also
be indicated.

b) Control of precursor substances

Data and documents pertaining to precursor
substances, that is all substances used from raw
materials through intermediate substances to the
final dilution that is included in the finished
product, enclosed with the application shall be
supplemented with data pertaining to the
homeopathic strain.

General quality requirements shall be applied for all
precursor substances and raw materials similarly as
for intermediate stages of the manufacturing process
up to the final dilution that is included in the final
product. If possible, content analysis shall be made
if there is a toxic component in the medicinal
product and quality control of the final dilution is
not possible because of the high dilution. Every step
of the manufacturing process from precursor
substances to the final dilution included in the final
product shall be described in detail.

In the event dilutions are used, dilution steps shall
be carried out in line with pertaining articles of the
European Pharmacopoeia or, in lack of such, the
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pertaining article of the official national
Pharmacopoeia of a Member State.

¢) Quality control tests carried out with the finished
product

General quality requirements shall pertain also to
homeopathic finished products and any exception
shall be appropriately justified by the applicant.
Identification and test of every toxicologically
important component shall be carried out. If it is
justifiable that identification and test of every
toxicologically important component cannot be
carried out, e.g. due to high dilution of the finished
product, quality shall be certified by full validation
of the manufacturing and dilution procedures.

d) Stability tests

Stability of the finished product shall be verified.
Stability data of homeopathic strain solutions are
usually transferable to dilutions/triturations made
from such strains. If neither identification nor
examination can be made with respect to the active
substance due to the level of dilution, then stability
data of the pharmaceutical form shall be taken into
consideration.

Chapter 4

Provisions of Chapter 4 shall be applied in the
course of simplified procedures of homeopathic
drugs, in line with subsection (1) of Section 9, with
the conditions specified below:

All missing information shall be justified, e.g.: it
shall be justified why the appropriate level of safety
could be established in spite of the lack of some
tests.
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Italy

Implementation Status:

Reference to legislation:

Text Legal Provision:

English Translation:

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

Articolo 18, decreto Legislativo n. 219 del 24
aprile 2006 codifica la materia prevedendo
specifiche norme in ordine all'immissione in
commercio dei medicinali per uso umano, ai
medicinali omeopatici e di origine vegetale, al
regime autorizzatorio, all'importazione, nonché le
linee guida di buona fabbricazione, etichettatura e
fogli illustrativi, Ingrosso, pubblicita,
farmacovigilanza e sanzioni previste in caso di
violazione di tali norme (Legislative Decree on
Medicinal Products).

Art. 18. Medicinali omeopatici a cui non si applica
la procedura semplificata di registrazione

1. I medicinali omeopatici diversi da quelli a cui si
riferisce l'articolo 16, comma 1, devono essere
autorizzati ed etichettati conformemente agli articoli
8,10,11,12,13 ¢ 14.

(..)

Per tali prodotti possono essere previste, con
decreto del Ministro della salute, su proposta
dell'AIFA, norme specifiche relative alle prove
precliniche e alle sperimentazioni cliniche, in
coerenza con i principi e le caratteristiche della
medicina omeopatica praticata in Italia.

(..)

Article 18. Homeopathic medicinal products to
which the special simplified registration procedure
does not apply.

1. Homeopatic medicinal products other than those
referred to in Article 16, paragraph 1, have to be
authorised and labelled in conformity with Articles
8,10, 11,12, 13 and 14.



Lithuania

Implementation Status:

Reference to legislation:

Text Legal Provision:

(..)

For these products specific norms kan be foreaseen
with regard to preclinical tests and clinical trials, in
accordance with the the principles and
characteristics of homeopathy practicesed in Itally,
by a decree of the Minister of Health, on the prosal
of the AIFA [Medicines Agency].

(..)

Article 16(1) implemented; option to implement
Article 16(2) provided for in the National
Legislation

§ 6, Lietuvos Respublikos sveikatos apsaugos
ministro 2002 m. birzelio 27 d. i{sakymo Nr. 309
(Ministerial  Order Nr. 309) Papildomi
Homeopatiniy Preparaty Registravimo
Reikalavimai jo. 3 straipsnis., [statymas skelbtas:
Zin., 1996, Nr. 116-2701; Straipsnio pakeitimai:

Nr. IX-2166, 2004-04-22, Zin., 2004, Nr. 68-2373
(Consolidated Version Medicines Act 1997).

§6

Homeopatiniai  preparatai registruojami  pagal
Bendrasias vaistiniy ~ preparaty  registravimo
taisykles ar Siame skyriuje nustatyta supaprastinta
registravimo procediira.

3 straipsnis. Valstybinis vaisty registravimas

(..))

4. Vaistus (iSskyrus veterinarinius), radioaktyvius
vaistus, homeopatinius preparatus, tradicinés
medicinos preparatus, medicininius bioproduktus
(toksinus, serumus, diagnostinius alergenus,
diagnostinius antigenus, diagnostinius serumus,
vakcinas), biotechnologinius produktus, kraujo
preparatus, gydomosios kosmetikos priemones bei
specialios paskirties maisto produktus registruoja
Valstybiné¢ vaisty kontrolés tarnyba. Vaisty
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English Translation:

Slovak Republic

Implementation Status:

Reference to legislation:

registravimo taisykles tvirtina Sveikatos apsaugos
ministerija.

(..)

§6
(..)

Article 3

(..)

4. Registration of medicines (except veterinary
medicines), radioactive medicines, homeopathic
preparations, preparations of traditional medicine,
medicinal bioproducts (toxins, serums, diagnostic
allergens, diagnostic antigenes, diagnostic serums
and vaccines), biotechnological products, blood
preparations, medicated cosmetics and special
purpose food products shall be effected and the
Medicines Registration Regulations shall be
approved by the State Medicines Control Agency.

(..)

Article 16(1) implemented; it remains unclear
whether an option to implement Article 16(2) is
available, or if such implementation has taken
place.

§ 60 Posobnost’ ministerstva zdravotnictva, Zakon
¢. 140-1998, Formulare a pokyny - Sekcia
registracie (SUKL): POZIADAVKY NA
REGISTRACIU HOMEOPATICKYCH
LIEKOV, D. OSTATNE HOMEOPATICKE
LIEKY (Application forms and instructions -
Department of Registration of the Medicines
Agency: Requirements for the registration of
homeopathic medicinal products)
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Text Legal Provision:
§ 60 Posobnost’ Ministerstva zdravotnictva

Ministerstvo  zdravotnictva v ramci  svojej
pOsobnosti

(..)

b) vydava rozhodnutie o registracii liekov,

(..)

D. OSTATNE HOMEOPATICKE LIEKY
Homeopaticky lieck podliecha poziadavkam na
registraciu ako novy liek v plnom rozsahu a je
posudzovany podl'a zakona (zakon ¢. 140/1998 Z.z.
o lieckoch a zdravotnickych pomockach v zneni
zékona C¢. 488/2001 Z.z.) vratane posudenia
predklinickych a klinickych udajov ak:

a) obsahuje zdkladnu tinktiru v koncentracii vyssej
ako 1/10 000

b) obsahuje lieCivo v davke vyssej ako 1/100
najmensej davky pouzivané v alopatickej medicine
¢) uvadza terapeutickt indikaciu

English Translation: § 60 Competences of the Minister of Health

The Minister of Health within the framework of his
competences

(..)

Shall adopt rules on the registration of medicinal
products,

(..)

D. OTHER HOMEOPATHIC MEDICAMENTS
Homeopathic medicinal products are subject to the
requirements of an authorisation to the full extent
and will be assessed in accordance with the rules of
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Slovenia

Implementation Status:

Reference to legislation:

Text Legal Provision:

the law (law NR. 140/1998 Slg. on Medicinal
Products and Medical Devices, as amended by law
NR. 488/2001 Slg.) inclusding the evaluation of
pre-clinical and clinical data if:

a) it contains mother tincture in concentration
higher than 1/10 000

b) contains an active principle in a dose which is
higher than 1/100 of the smallest dose, which is
used in allopathic medicine

¢) a therapeutic indication is given

Article 16(1) implemented; it remains unclear
whether an option to implement Article 16(2) is
available, or if such implementation has taken
place.

§ 14 Zakon o Zdravilih (Uradni list RS §t. 31-06)
(Medicinal Products Act) jo. 9. ¢len Pravilnik o
homeopatskih izdelkih (Uradni list RS, §t. 101/99,
70/00, 7/02, 13/02-ZKrmi, 67/02 in 47/04-ZdZPZ)

14. ¢len (homeopatska zdravila)

(1) Za homeopatska zdravila je treba pridobiti
dovoljenje za promet v skladu s 23. ¢lenom tega
zakona.

(2) Ne glede na dolocbo prejSnjega odstavka se za
homeopatska zdravila, ki so namenjena za zunanjo
ali peroralno uporabo, uporablja poenostavljeni
postopek pridobitve dovoljenja za promet (postopek
registracije), ¢e izpolnjujejo naslednje zahteve:

1.na ovojnini in v navodilih za uporabo nimajo
navedenih zdravilnih u¢inkov oziroma terapevtskih
indikacij ali informacij, ki se na te nanasajo;
2.imajo  zadostno  stopnjo razredCitve, da
zagotavljajo varnost, kakor to dolo¢ajo predpisi.

(3) Vse dolocbe tega zakona veljajo tudi za
homeopatska zdravila, ¢e ta zakon ne doloca
drugace.

(4) NatancnejSo  opredelitev,  oznacevanje,
oglasevanje in pogoje izdaje dovoljenja za promet
in poenostavljenega postopka registracije za
homeopatska zdravila predpise pristojni minister.
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V. DOVOLJENJE ZA PROMET
7. ¢len

Homeopatski izdelki se lahko dajo v promet le na
podlagi dovoljenja Agencije.

Ne glede na prejsnji odstavek dovoljenje za promet
s homeopatskim izdelkom ni potrebno:

— za magistralne homeopatske pripravke;

— za galenske homeopatske izdelke.

Lekarne morajo o wvrsti in sestavi galenskih
homeopatskih  izdelkov, ki jih nameravajo
izdelovati, obvestiti Agencijo. Agencija doloc¢i
nacin izdajanja galenskih homeopatskih izdelkov.

8. ¢len

Dolo¢be zakona in na njegovi podlagi izdanih
predpisov se nanasajo tudi na dovoljenje za promet
s homeopatskimi izdelki, kolikor ta pravilnik ne
doloca drugace.

VI. DOVOLJENJE ZA PROMET PO
POENOSTAVLJENEM POSTOPKU

Pridobitev dovoljenja za promet

9. ¢len

Ne glede na prejsnji ¢len se po poenostavljenem
postopku lahko pridobi dovoljenje za promet za
homeopatske izdelke, ki izpolnjujejo naslednje
pogoje:

— so le za peroralno ali zunanjo uporabo;

— na ovojnini in v navodilih za uporabo ne smejo
imeti navedenih zdravilnih ucinkov oziroma
terapevtskih indikacij ali informacij, ki se na te
nanasajo;

— 1majo zadostno stopnjo razredCitve, da
zagotavljajo varnost: ne smejo vsebovati vec kot 1
del mati¢ne tinkture na 10 000 delov topila ali
nosilca ali ve¢ kot 1/100 najmanjSega odmerka, ki
se uporablja v alopatiji za zdravila, ki se izdajajo le
na recept.
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English Translation:

V postopku pridobitve dovoljenja za promet
Agencija  odobri  tudi nacin izdajanja
homeopatskega izdelka.

Vloga za poenostavljen postopek pridobitve
dovoljenja za promet se lahko nanaSa na vec
razli¢nih stopenj razred¢itev in farmacevtskih oblik,
ki so pripravljene iz istih homeopatskih surovin.

Article 14 (homeopathic medicine)

(1) It is necessary to obtain marketing authorization
for homeopathic medicines in line with Article 23
of this Act.

(2) Notwithstanding the provision of the previous
paragraph, homeopathic medicines intended for
external or peroral use may use the simplified
procedure to obtain marketing authorization
(registration procedure) if they fulfill the following
requirements:

1. They do not have any statements of medicinal
effects or therapeutic indications, or any
information related to these, on the packaging and
instructions for use;

2. They have an appropriate level of dilution to
ensure safety, as defined by regulations.

(3) All provisions in this Act also apply to
homeopathic medicines, where the Act does not
specify otherwise.

(..)
V. MARKETING AUTHORIZATION

Article 7

Homeopathic products may only be sold on the
basis of a permit issued by the Agency.
Notwithstanding the previous paragraph, a permit to
sell homeopathic products is not required for:

— Compounded homeopathic preparations;

— Compounding laboratory homeopathic products.
Pharmacies must notify the Agency of the types and
ingredients of compounding laboratory
homeopathic products they intend to produce. The
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Agency approves the production method for
compounding laboratory homeopathic products.

Article 8
The provisions of the Act and regulations based on
it are also valid for the sale of homeopathic
products, where these Rules do not specify
otherwise.

VI. MARKETING AUTHORIZATION USING
THE SIMPLIFIED PROCEDURE

Obtaining Marketing Authorization

Article 9

Notwithstanding the previous Article, marketing
authorization for homeopathic products may be
obtained through a simplified procedure if the
following terms are met:

— They are only for peroral or external use;

— On the packaging and in the instructions for use

they may not make statements of medicinal
effects or therapeutic indications, or state any
information related to these;
— They must have a degree of dilution that
guarantees safety: they may not contain more than
one part of mother tincture to 10,000 parts of
solution or carrier, or more than 1/100 of the
smallest dose that is used in allopathic medicines
that are issued only by prescription.

In the procedure of obtaining marketing
authorization, the Agency must also approve the
production method.

Application for the simplified procedure to obtain
marketing authorization may relate to many
different degrees of dilution and pharmaceutical
forms that are prepared with the same homeopathic
raw materials.

(..)
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3) Article 16(1) Implemented; Article 16(2) not Implemented

Czech Republic

Implementation Status:

Reference to legislation:

Text Legal Provision:

Article 16(1) implemented

§ 24a, o IéCivech a 0 zméndch a doplnéni nékterych
souvisejicich zakont (consolidated version of the
Act on Pharmaceuticals), Zakon c. 79/1997.

§ 24a Humanni homeopatické pripravky

(1) Zjednodusenému postupu registrace, v ramci
kterého se nevyzaduje diikaz 1écebné ucinnosti,
podléhaji pouze humanni homeopatické piipravky
splnujici vSechny nasledujici podminky

a) jsou podavany usty nebo zevng,

b) v oznaceni na obalu humanniho homeopatického
pripravku ani v jakékoli informaci, kteréd se ho tyka,
neni uvedena zadna specificka 1é¢ebna indikace,

¢) fedénim Ize za podminek stanovenych vyhlaSkou
zaru¢it bezpecnost humanniho homeopatického
ptipravku.

(2) Zadost o zjednoduSeny postup registrace se
muze vztahovat 1 na vice humannich
homeopatickych piipravki odvozenych fedénim od
téze zakladni homeopatické latky nebo smési latek a
ligicich se pouze stupném fedéni. Zadost se
predklada pro kazdou Iékovou formu jednotlive.

(3) Zadost musi obsahovat nalezitosti a
dokumentaci stanovené vyhldskou, dokladajici
zejména farmaceutickou jakost a homogenitu mezi
jednotlivymi Sarzemi humanniho homeopatického
pripravku. V zadosti a dokumentaci se uplatni
ustanoveni § 24 odst. 5 pfiméfené povaze
humanniho homeopatického piipravku. S zadosti se
nepfedkladd navrh souhrnu tdaji o pfipravku a
vysledky klinickych hodnoceni.

(4) V ptfipad¢ humannich homeopatickych
pripravki registrovanych zjednoduSenym postupem
podle odstavce 1 musi byt kromé udajli stanovenych
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English Translation:

vyhlaskou uvedena na obalu informace ,U
ptipravku nebyl pozadovéan diikaz G¢innosti; stejna
informace musi byt uvedena v piibalové informaci.

(5) V ptipadé¢ huménnich homeopatickych
pripravka registrovanych zjednoduSenym postupem
podle odstavce 1 se ustanoveni § 52 az 52c¢
nepouziji.

Section 24a Homeopathic products for human
use

(1) Only homeopathic medicinal products which
satisfy all of the following conditions may be
subject to a simplified marketing authorisation
procedure which does not require a proof of
therapeutic efficacy:

a) They are administered orally or externally;

b) No specific therapeutic indication appears on the
labelling of the homeopathic product for human use
or in any information relating thereto;

c¢) Under the conditions laid down by a decree, the
safety of the homeopathic product for human use
can be guaranteed by means of dilution.

(2) An application for a simplified marketing
authorisation procedure may cover a series of
homeopathic products for human use derived by
dilution from the same homeopathic stock or
combination of stocks varying only in the degree of
dilution. For each pharmaceutical form a separate
application shall be submitted.

(3) The application must contain particulars and
documentation laid down by a decree, to
demonstrate, in particular, the pharmaceutical
quality and the batch-to-batch homogeneity of the
homeopathic product for human use. The provisions
of Section 24, paragraph 5 shall apply to the
application and documentation adequately to the
nature of the homeopathic product for human use.
The application shall not be accompanied by the
summary of product characteristics and by the
results of clinical trials.
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Special remark:

Luxembourg
Implementation Status:

Reference to legislation:

Text Legal Provision:

(4) Where human homeopathic products authorised
by simplified marketing authorisation procedure as
per paragraph 1 are concerned, the labelling must,
apart from data provided for by a decree, show the
information “A proof of efficacy has not been
required for the product”; the same information
must be contained in the package leaflet.

(5) Where homeopathic products for human use
authorised by simplified marketing authorisation
procedure as per paragraph 1 are concerned,
provisions of Sections 52 to 52c shall not apply.

Although a specific reference is not made in the
Czech legislation to the authorisation of
homeopathic medicinal products, it can a contrario
be derived that homeopathic medicinal products
which do not comply with the requirements for a
special simplified registration, must be authorised
according to the general rules for conventional
medicinal products, as laid down in Article 16(1).

Article 16(1) implemented

Articles 46 and 50 jo. Article 48, Code de la Santé
2003, Volume 1, Médicaments - B. Reglements
d’exécution (Health Code 2003, Volume 1,
Medicines — B. executive orders).

Art. 46

Sauf les dérogations et spécifications énoncées au
présent chapitre, les dispositions des chapitres 1, 2,
3, 4 et 7 du present réglement s’appliquent aux
médicaments homéopathiques.

(..)

Art. 48

1. Par dérogation aux dispositions du chapitre ler
du  présent reglement les  medicaments
homéopathiques qui satisfont a toutes les conditions
énumérées ci-aprés peuvent faire 1’objet d’une
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English Translation:

procédure d’autorisation de mise sur le marché
simplifiée spéciale:

— voie d’administration orale ou externe;

— absence d’indication thérapeutique particuliére sur
I’étiquette ou dans toute information relative au
médicament;

— degré de dilution garantissant 1’innocuit¢ du
meédicament; en particulier, le médicament ne peut
contenir ni plus d’une partie par 10.000 de la
teinture-mere, ni plus d’1/100éme de la plus petite
dose utilisée éventuellement en allopathie pour les
principes actifs dont la présence dans un
médicament allopathique entraine 1’obligation de
présenter une prescription médicale.

(..))

3. Les criteres et régles de procédure du chapitre ler
du présent réglement sont applicables par analogie a
la procedure d’autorisation de mise sur le marché
simplifiée spéciale des medicaments
homéopathiques, a I’exception de la preuve de
I’effet thérapeutique.

Art. 50

Les médicaments homéopathiques autres que ceux
visés a Darticle 48 ci-dessus sont autorisés et
étiquetés conformément aux chapitres 1 et 2 du
présent reglement, y compris les dispositions
relatives a la preuve de I’effet thérapeutique.

Article 46

With the exception of the stated exemptions and
specifications in the present chapter, the provisions
of chapters 1, 2, 3, 4 and 7 of the present order shall
apply to homeopathic medcininal products.

(..))

Article 48

1. In derogation of the provisions in the 1st chapter
of this order the homeopathic medicinal products
which satisfy all the conditions enumerated
hereafter may be subjected to a simplified special
marketing authorization procedure:
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Special remark:

Malta

Implementation Status:

Reference to legislation:

Text Legal Provision:

- the route of administration is oral or external;

- a particular therapeutic indication on the label or
in any information relating to the medicinal product
is absent;

- a degree of dilution guaranteeing the harmlessness
of the drug; in particular, the drug may neither
contain more than one part per 10.000 of the
mother tincture, nor more than 1/100 of the smallest
dose possibly used in allopathy for which the
presence of the active principles in an allopathic
drug entails the obligation to present a medical
prescription.

(..

3. The criteria and rules of procedure in the 1st
chapter of this order are mutatis mutandis applicable
to the special simplified marketing authorization
procedure for homeopathic medicinal products, with
the exception of the proof of therapeutic effect.

Art. 50

Homeopathic medicinal products other than those
mentioned in article 48 above are authorized and
labelled in accordance with chapters 1 and 2 of this
order, including the provisions relating to the proof
of therapeutic effect.

In practice, Luxembourg accepts applications for
homeopathic medicinal products which can prove a
current marketing authorisation in other Member
States.

Article 16(1) implemented.
Article 11, Medicines Act 2003 (Chapter 458),

Medicines (Marketing Authorisation) Regulations
2007 (L.N. 324)

Article 11

Homeopathic medicinal products, other than those
referred to in regulation 10 (3), shall be authorised
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Special remark:

Romania

Implementation Status:

Reference to legislation:

Text Legal Provision:

and labelled in accordance with regulations 5, 7 and
8.

The Article refers to the general authorisation
procedures laid down in regulations 5,7 and 8.

Article 16(1) implemented

Article 713 jo. Articles 711(1) and 702, Legea nr.
95/2006 privind reforma in domeniul sanatatii,
publicata in Monitorul Oficial al Romaniei,
Partea I nr. 372 din 28/04/2006

Article 713(1), Medicamentele homeopate, altele
decat cele prevazute la Article 711 alin. (1), sunt
autorizate §i etichetate conform prevederilor Article
702 si 704 - 708.

Article 711(1), Pot face obiectul unei proceduri
speciale de autorizare simplificatd numai
medicamentele homeopate care satisfac toate
conditiile urmatoare:

- cale de administrare orala sau externa;

- absenta unor indicatii terapeutice specifice pe
eticheta produsului sau in orice informatie legata de
produsul respectiv;

- existenta unui grad suficient de dilutie pentru a
garanta siguranta medicamentului; in particular,
medicamentul nu poate contine nici mai mult de o
parte la 10.000 din tinctura-mama, nici mai mult de
1% din cea mai mica doza folosita in alopatie pentru
substantele active a caror prezenta intr-un
medicament alopat necesita prezentarea unei
prescriptii medicale.

La momentul autorizarii, Agentia Nationala a
Medicamentului stabileste clasificarea privind
modul de eliberare a medicamentului.
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Article 702,

(1) In vederea obtinerii unei autorizatii de punere pe
piata pentru un medicament, trebuie depusa o cerere
la Agentia Nationald a Medicamentului.

(2) Sunt exceptate de la prevederile alin. (1)
medicamentele care trebuie sa fie autorizate de
Agentia Europeana a Medicamentelor prin
procedura centralizata.

(3) O autorizatie de punere pe piata nu poate fi
eliberata decat unui solicitant stabilit in Roménia
sau intr-un stat membru al Uniunii Europene.

(4) Cererea de autorizare de punere pe piata trebuie
sa fie insotita de urmatoarele informatii si
documente, care trebuie sa fie transmise in
conformitate cu Normele si protocoalele analitice,
farmacotoxicologice si clinice referitoare la testarea
medicamentelor, aprobate prin ordin al ministrului
sanatatii publice:

(..)

English Translation: Article 713(1), Homeopathic medicinal products
other than those referred to in Article 711,
paragraph (1), shall be authorized and labelled in
accordance with Article 702 and Articles 704 to
708.

Article 711(1), Only homeopathic medicinal
products which satisfy all of the following
conditions may be subject to a special, simplified
authorization procedure:

1. they are administered orally or externally;
2. no specific therapeutic indication appears on
the labelling of the medicinal product or in any
information relating thereto;

3. there is a sufficient degree of dilution to
guarantee the safety of the medicinal product; in
particular, the medicinal product may not contain
either more than one part per 10 000 of the mother
tincture or more than 1/100th of the smallest dose
used in allopathy with regard to active substances
whose presence in an allopathic medicinal product
results in the obligation to submit a doctor's
prescription.
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Sweden

Implementation Status:

Reference to legislation:

Text Legal Provision:

At the time of authorization, the National Medicines
Agency shall determine the classification for the
dispensing of the medicinal product.

Article 702,

(1) In order to obtain an authorization to place a
medicinal product on the market an application shall
be made to the National Medicines Agency.

(2) Provisions of paragraph (1) shall not apply to
medicinal products to be authorized through
centralised procedure by the European Medicines
Agency.

(3) A marketing authorization may only be granted
to an applicant established in Romania or a Member
State.

(4) The marketing authorisation application shall be
accompanied by the following particulars and
documents, submitted in accordance with analytical,
pharmacotoxicological and clinical standards and
protocols in respect of the testing of medicinal
products approved by order of the minister of public
health:

(..

Article 16(1) implemented

§ 2b, Likemedelslag (1992:859); Lag (2006:253)
(Medicinal Products Act) jo. Allmédnna rad till 1
kap., Foreskrifter om andring I
Likemedelsverkets foreskrifter och allménna
rad (LVFS 1997:9) om registrering av vissa
homeopatika (LVFS  2003:2) (Instructions
regarding amendments to the Medical Products
Agency’s provisions and guidelines (LVFS 1997:9)
on the registration of certain homeopathic products)

§ 2b Ett ldkemedel som beretts enligt en erkind
homeopatisk metod och som inte pastds ha viss
terapeutisk effekt och som é&r avsett att intas genom
munnen eller avsett for yttre bruk skall pa ansdkan
registreras enligt bestimmelserna i denna lag, om
graden av utspddning garanterar att likemedlet ar
oskadligt. Det skall sdrskilt beaktas att likemedlet
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English Translation:

inte far innehdlla mer &n en tiotusendel av
modertinkturen eller, i friga om humanldkemedel,
mer @n en hundradel av den lagsta anvinda dos av
en sadan aktiv substans som i likemedel medfor
receptbeldggning. Homeopatiskt ldkemedel avsett
for djur far registreras oberoende av det sitt pa
vilket det ges om detta beskrivs i Europeiska
farmakopén eller i1 annan inom Europeiska
ekonomiska samarbetsomrddet officiellt anvind
farmakopé.

(..

Allménna rad till 1 kap.:

2 § liakemedelslagen (1992:859) [now § 2b
(Consolidated Version May 2006)] anges de
grundldggande kriterier som skall vara uppfyllda for
att ett homeopatikum skall kunna registreras:

(..)

Samtliga dessa kriterier maste vara uppfyllda for att
en produkt skall kunna registreras. Homeopatika
avsedda for livsmedelsproducerande djur kan dock
ej egistreras.

(..))

§2b

A product prepared according to a recognised
homeopathic method, with no claim to a specific
therapeutic effect, intended for oral or external
administration and with sufficient dilution to
guarantee its safety. However, it must not contain
more than one part per ten thousand of the mother
tincture or a maximum of one hundredth of any
active principle which in medicines would be
classed as prescription only.

(..)

Guidelines relating to Part 1:

The fundamental criteria which must be fulfilled for
registration of a homeopathic product

are stated in § 2 of the Medicinal Products Act
(1992:859):
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Special remark:

(..

All these criteria must be fulfilled for a product to
be registered.

(..)

Although a specific reference is not made in the
Swedish legislation to the authorisation of
homeopathic medicinal products, it can a contrario
be derived that homeopathic medicinal products
which do not comply with the requirements for a
special simplified registration, must be authorised
according to the general rules for conventional
medicinal products, as laid down in Article 16(1).
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