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EXPLANATORY MEMORANDUM AND REPORT TO THE COUNCIL

! GENERAL CONSIDERATIONS

1 Commlssion proposals for three of the leglslative measurss
identified In the 1985 White Paper as being necessary for the
completion of the Internal Market In the pharmaceutical sector
remaln outstanding. The first of these three proposals, "the
complietion of work eliminating obstacles to the free clrculation of

pharmaceut |cal products", relates to the wholesale distribution of
mediclnal products.

In additlon, the White Paper refers to two further measures which

were Initlally scheduled for presentation to the Councl! In 1980,
namely:

- harmonization of conditions of distributton to patients;

- Information of doctors and patients.

2 Following the entry into force of the Single European Act, and In
particular the Introduction of the Cooperatlon Procedure with the
European Parliament, It has become apparant that the presentation of
these proposals In 1990 will allow very {ittle time for thelr
discussion by the European Parllament and the Counci! and thelir
lmpjementatlon by Member States before 1 January 1993. For this

reason the Commission has decided that all outstanding White Paper
proposais should be submltted to the Councll.

The references to the three proposals on the rational use of

medicines were dellberately Included at the end of the White Paper
_programme In order to enabie the services of the Commisslon to take
Into account the progress achieved during the eartier stages of the
Implementation of .the White Paper programme. This lnc[udés not only

the removal of technlcal barriers to the free movement of medicinal

products resulting from different national requirements on the

provislon of Informatlon on or In the packaging of medicinal
products, but also the removal of physlical barrlers to the free
movement of persons who may wish to take thelr medlication with them
or obtaln certain medicatlion from other Member States and other

aspects connected with the realizatlon of a "Cltizens’ Europe"“.
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I CONTROLS ON THE WHOLESALE DISTRIBUTION

4 Tradlitlonally, the distribution systems for pharmaceuticals within
Member States have been organised aiong national lines wlth
relatively simple structures; manufacturers, wholesalers, retallers.
Cross frontler distribution systems have been rare. As the Communlty
further progresses towards the reallzatlion of the internal market,
thils slituation Is llkely to change; Indeed It |s already beginning
to do so. Flirst there Is the phenomen of paralle! Imports. Secondly,
It Is possible that after 1992, transfrontier distribution systems
will emerge. In cases 87 and 88/85, Legla et al. v; Luxembourg,
Judgement of 27 May 1986, the Court of Justice ruled that a Member
State may not prevent a wholesaler established In another Member

State from directly supplylng pharmacies In Its terrlitory.

5 The development of such arrangements may present several problems
for the Member States. First, they will inevitably make the
operatlon of the traditlonal supervision of the distribution system
and the operation of the batch recail system more difflcult. Second,
1t may be difflcutt for the authorlties, or customers, to check on
the status of suppliers from other Member States. Third, such new
arrangements may threaten securlity of supply and the capaclity of

the distributlion system to supply medicinal products rapidly to
patients.

6 Fol}owlng the Commisslion‘s recent proposals to Introduce certain
controls on dlistribution Into the directives relating to veterinary
mediclnal products (COM (88) 779), It |s therefore necessary to
Introduce further controls In relation to the distribution of

mediclinal products for human use.
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In principle, there should be only three types of person involved in
the distributlon of medicinal products; manufacturers, wholesalers,
aﬁd retallers. Any person who deals in a medicinal product within
the territory of the. Communlty, but does not manufacture It and who
s not permltted io sell 1t to the public should be assimilated to a
wholesaler. This would cover paraliel Importers, and other
intermedlate dealers, Including persons holding medlclnél products
In stock for export. In additlon, of course, wholesalers who

under take any manufacturing operation, including re-packaging,
require a manufacturling authorization In accordance with Directive
75/318/EEC.

A sbeclflc authorlzatlon for wholesalers should be introduced Into
the legislation, to be required In each Member State In which the
wholesaler has storage facllitles. The granting of such an
authorization should be dependant upon the wholesaler having
sulfable premises, to be verified by Inspection, having avallable
the services of ‘a quallfled person and maintaining adequate
dlstrlbutlon’records. The record-keeplng requirement may also.be
necessary for manufacturers, and to the extent necessary, for retall

pharmacists.
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111  “HARMONIZATION OF CONDITIONS OF DISTRIBUTION TO PATIENTS"

9

10

Medliclines for self-medication are soid primarily with the intention
that they be used by consumers on their own responsibility when they
conslder such use approprliate. The package size, labelling and
teaflet wlll generally be chosen with this purpose In view, and In
many countrles these medicines, which are aiso often referred to as
over the counter mediclnes (QTCs), may also be promoted to the
general publlc. Nevertheless, there is a large group of products
which can only be obtained on prescription from a health

professlonal.

In the opinion of the Commlisslon, persons moving wlithin the
Community have a right to bring with them reasonabie quantities of
medicinal products lawfully obtalned for thelr own personal use. A
recent judgement of the Court of Justice suggests that thls right
may exist not only In the case of medlicinatl products whlich are
carried with a person, but aiso that ln certaln clrcumstances a

person may be able to Import by post reasonable quantities of a

~mediclnal product which Is obtained iawfully In another Member State

11

for his perscnal use (Case 215/87, Schumacher, judgement of 7 March
1989).

In order to facllltate the exerclse of these rights and to provlide
member States with a guarantee against any abuse, the Commlssion
conﬁjders that urgent conslderation should be given to the
harmonlzation of the criteria to be used In future In order to
class!fy medlicines as prescription only (legal status for the supply
of mediclinal products).

Reference should be made, In thils aspect, to the United Natlons

Convent lons on narcotlic and psychotroplc drugs.

In addition; medicines which should only be avallable on
prescription are.tﬁe subjJect of a Councli of Europe Resolution AP
(88) 2, which Is already accepted by 10 Member States; Belglum,
Denmark,‘SpaIn, Germany, France, lreland, italy, Luxembourg, the
Nether lands and the Unlted Kingdom.
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The following crlterfé, whoch would appear to cover those most
commonty used by the Member States when they authorlze the marketling

of products, are proposed for consideratlion:

- the nature of the product, Including its toxiclty, the
indlications for which It Is presented, precautlons, warnings and
contra-indications, tolerance and dependancy, Inter-actlions and
potentialization.

- the need for cllinlcal dlagnoslis

- the need for speclal instructlon for the patlent

- parenteral use

—~ the novelty of the product.

INFORMAT ION FOR PATI!ENTS

13

14

Before discussing In detall the varlous measures proposed under this
headlng, It [s maybe useful to consider briefly the role of the
Community In respect of the regulation of the provision of
information about medicinal products. [t Is clear that differences
in the requlrements on the Information included with a medlicinai
product (iabels, package Inserts) may create a barrier to the free
movement of the mediclnal products concerned. As a result of the
consultations whilch have been held so far, the Commlssion has come
to the concluslon that, as a general principle, the 1nf6rmatlon
prqvided on or In the packaging of a medicinal product In its finat
sales presentatlon shouid be exclusively addressed to the user of
the product. The Incluslion of Informatlon Intended excluslvely for

the doctor no longer appears appropriate.

Howevar, the role of the Communi{ty on the Information about
medicines Is not limited to informatlion which Is actually Inciuded
wlth the medicinal product. Since the adoption of the misleading
advertising-directive (Dlrective 84/450/EEC, 0.J. N° } 250, 19.9.84,
p. 17) It has been recognised that the Community has a role In
ensuring that the deceptive advertisling of products does affect the
economic behaviour of the persons to whom it is addressed In a
manner which may be harmful to the economic interests of a

competitor.
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In an area as complex‘és the contro!l of the provision of Informatlon
about medicinal products, it Is difflcult to draw rigld distinctlons
between economic and public health consideratlons. The questlon of

pharmaceutical advertising {s under consl!deration In the services of

the Commisslon.

As far as factual informatlion about medicinal products is concerned,
a speclal working party on patient information, comprising
representatives from the industry, consumer groups, the pharmacist
and mediclal professlions, has been considering the complex Issue of
the provislon of package Inserts. Four meetings of the group took
place several suggestions for the amendement of Articles 6 and 7 of
Directive 75/319/EEC resuiting from the concluslons of that group,
sllightly amended to take account of further discussions with Member

States, are set out In the proposal.

In additlon, It appears also necessary to amend the detailled

requlrements for the labelling of medicinal products.

i1t Is envisaged that the requirements for patient package contained
in the directlve should remain general! In scope, and that the
Commisslon wlll Issue further notes for guldance on the detalled
preparatlon of such leaflets, possibly distingulshing between

prescription only maedliclnes and over-the-counter products (0OTC).



\'

CONCLUS IONS

16

17

These three proposals have been the subject of several successlive
rounds of consultatlons, since July 1989, wlith the natlonal
dlrectors for pharmacy wlthin the pharmaceutical Committee (July and
October 1989}, with European associatlons representing the interest
of pharmaceutlical Industry, consumer organizations and the medical
and pharmaceutical professlon. The obJectives and content of these
proposals relating to the natlonal use of medicinal products seen

globaly acceptable to the interested partles.

In accordance with the provislons of Articles 8A and 8C of the
Treaty establishing the European Economlc Community, the Commlssion
requests the Member States to take the measures necessary to comply

wlth this package of proposals by 1 January 1992.

The Commission has taken Into account the requlrements of Article 8C
of the Treaty and has concliuded that no special provision seems to

be Justified at this stage.

The Commission has also studied the question of the high levels of
health, safety, environmental and consumer protection equlired by the
terms of Article 100‘A, paragraph 3. It has done so followling
consultatlon of the Industrlal and soclal! partners conberned, and in
the tlght of an analysls of the current technlical capabllities of
the Eurcpean Industry. The proposals take full account of these
coﬁglderatlons In the 1ight of the overall obJectlves of this

provision of the Treaty.
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Proposal for a
COUNCIL DIRECTIVE

on the wholesale distribution of mediclnal products for human use

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economlc
Community, and in particular Article 100a thereof,

Having regard to the proposal from the Commission(1),
In cooperation with the European Parliament(2),
Having regard to the opinlon of the Economic and Soclal Committee(3),

Whereas it Is lmportaht to adopt measures with the alm of progressively
establishing the internal market over a period expiring on

31 December 1992; whereas the internal market Is to comprise an area
without internal frontlers in which the free movement of goods, persons,

services and capital is ensured;

Whereas the wholesale distribution of medicinal products for human use
Is at present subject to different provisions In the varlous Member
States; whereas many operations Involving the wholesale distribution of

medicinal products may cover simultaneously several Member States;

(1)
(2)
(3)
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Whereas It Is necessary to exercise control over the entire chain of
distribution of medicinal products, from thelr manufacture or Import
into the Community through to supply to the publilic, so as to guarantee
that such products are stored, transported and handled in suitable
conditions; Whereas the requirements which must be adopted for this
purpose will conslderably facillite the wlthdrawal of defective products
from the market and allow more effective efforts against counterfeit

products;

Whereas any person involved In the wholiesale distribution of medicinal
products shouid be in possession of a speclial authorlization; whereas
pharmacists and perscns authorized to supply medicinal products directly
to the public, and who conflne themselves to this activity, should be
exempt from obtalning this authorization; Whereas It |s always necessary
In order to control the complete chaln of distribution of medicinal
products, that pharmacists and persons authorized to deiiver medicinal

products to the public keep records showing entry transactions.

Whereas authorization must be subject to certain essential conditions
and it is the responsibility of the Member State concerned to ensure
that such conditions are met; whereas all Member States must recognize
authorizations granted by other Member States,

HAS ADOPTED THiIS DIRECTIVE:
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Article 1

1. This Dlrectlve covers the wholesale distribution of medicinal

products for human use in the Community.

2. For the purposes of thls Directive, the definition of "medicinal
product" set out In Article 1 of Council Directive 65/65/Ec(1)
shall apply. |In addition "wholesale distribution of medicinal
products” shall mean all actlvities consisting of procuring, holding,
supplying, importing or exporting medicinal products.

Article 2

Member States shall take all appropriate action to ensure that only
medicinal products in respect of which a marketing authorizatlon has
been granted in accordance with Community law shall be distributed on

their territory.
Article 3

1. Member States shall take all appropriate measures to ensure that the
distribution of medicinal products Is subject to the possession of an
authorlzatlion to engage In activity as a wholesaler in medicinal
products. '

2. Pharmaclsts and persons expressly authorized to supply medicinal
products to the publlc shall be exempt from obtalning the
authorisatlon referred to in paragraph 1, provided that they do not
engage, principally or secondarliy, In any activity as wholesaler of
medicinal products.

(1) 0J No 22, ©.2.1965, p. 369/65.
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3. The possesslion of an authorisation to carry out the activity of a
wholesaler of medicinal products shall! not dispense from the
oblligation to possess a manufacturing -authorisation or an
authorisation for Iimportation from third countries In accordance
with Article 16 of Councll Directive 75/319/EEC(4), and to comply
with the conditlons set out in that respect, even when the

manufacturing activity Is secondary.

4. All Member States shall draw up a list of the persons which it has
“authorized to engage In the actlviti of wholesaler In medicinal
‘products. It shall send this list, and detalls of any changes to It,

to the other Member States and to the Commission.

5. Checks on the persons. and establishments authorized to engage In the
activity of wholesaler In medicinal products and the Inspection of
their premises shall be carried out under the responsibility of the
Member State which granted the authorization.

6. The Member State which granted the -authorization referred to In
paragraph 1 shall . suspend or revoke this authorization |if the
conditions of authorlzation cease to be met. It shall forthwith
inform the other Member States and the Commission thersof.

7. If a Member State considers that, In respect of a person holding an
authorization granted by another Member State under the terms of
paragraph 1, the conditlions of authorization are not or are no ilonger
met, it shall Immediately Inform the Commission and the other ‘Member
State Involved. The latter shall take the measures necessary and
inform the Commission and the first Member State of the decisions

taken and the reasons for these decisions.

(4) OJ No L 147, 9.6.1975, p. 13.
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Article 4

1. Member States shall ensure that the time taken for the procedure for
granting the authorization referred to In Article 3(1) does not
exceed 90 dayskfrom the day on which the competent authority of the
Member State concerned recelves the appllication.

2. All declisions to refuse, suspend or revoke the authorization referred
to In Article 3(1) shall state In detail the reasons on which they
are based. A declislon shall be notlifled to the party concerned who
shall at the same time be informed of the remedies available to him
under the laws In force and of the time Iimit allowed for the

exercise of such remedies.

Article 5

In order to obtain the authorlization referred to In Article 3(1),
appilicants must fuifi! the following minimum requlirements:

(a) they must have suitable and adequate premises, such as to ensure
good conservatlion of the medicinal products warehoused;

(b) they must have a2 qualifled personne! meeting the conditions provided
tfor by the legisiation of the Member State concerned;

(¢c) they must undertake to fulfll the obligations incumbent on them
under the terms of Article 6.
Articile 6

Holders of the authorization referred to In Article 3(1) shail be
required:

(a) to make the premises referred to in Article 5(a) accesslble at all

times to the persons responsible for inspecting them;



(¢)

(d)

(e)

()

(9)
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(b) to obtain mediclinal products only from persons who are
themselves in possession of the authorlization referred to In
Article 3(1) or who are exempt from obtaining this authorization

under the terms of Articlte 3(2);

to supply medicinal products only to persons who are themseives In

- possession of the authorlzation referred to in Article 3(1) or who

are exempt from obtalning this authorization under the terms of
Article 3(2);

to have an emergency plan which allows participation in any action
of withdrawal from the market ordered by the competent authorities
or initiated by the manufacturer of the medicinal product concerned;

to keep detalled records, possibly computerised, stating for each
transaction In medicinal products recelved or dispatched, the
following Information:

- date,

-~ name of the medicinal product,

product lon batch number,

quantity received or supplied,
name and address of the suppllier or consignee;

when the delivery Is destined for a retaller, the production batch

number Is not requlired;

to carry out, at least once a year, an exact check on the records
referred to under (e), comparing the list of products recsived and
dispatched with the products iIn stock and Indicating any
discrepancies In a report; ) ’

to keep the records referred to under (e) and the reports referred
to under (f) avaliable to the competent authoritles, for Inspection
purposes, for a perliod of three years;
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Article 7

With regard to the supply of medicinal products to pharmaclists and
persons'authorlzed to supply medicinal products to the publlic, Member
States shaii not impose upon the holder of an authorization referred to
In Article 3(1), which has been granted by another Member State, any
obligation stricter than those they Impose on persons which they have

themselves authorized to carry out equivalent activitles.

Article 8

1. All pharmacists, as well as all persons authorized to supply
medicinal products to the public, shall be required to keep accurate
records, possibly computerised, giving the following detalis at least
for each transaction of medicinal products received:

. = date .
_hame and pharma;eutlcal form of the medicinal product,

quantity recelved,

name and address of the suppiler.

2. The records referred to in paragraph 1 shall be kept avallable to the
competent authorities, for Inspectlion purposes, for a perlod of three

years.
Article 9
This - Directlive shall not prevent the application of stricter

requirements laid down by Member States In respect of the supply of
medicinal products to the public on thelr territory.
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. Article 10
If approprlate, the Commission shall publish guidelines on good
distributlon practices. In that case the pharmaceutical committee

inst1tuted by Council Decislon 75/320/EEC(5) shall be consulted.

Article 11
Member States shall take the measures necessary to comply with this
Directive before 1 January 1992. They shall forthwith Inform the

Commission thereof.

The provislons adopted pursuant to the first paragraph shall make
express reference to this Directive.

Article 12

This Directive Is addressed to the Member States.

Done ai Brussels For the Counclil

(5) 0J No L 147, 9.6.1975, p. 23.
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Proposai for a
COUNCIL DIRECTIVE

concerning the legal status for the supply
of medicinal products for human use

THE COUNCIL OF THE EUROPEAN COMMUNITIES

Having regard to the Treaty establlshlng'the European Economlc Community
and in particular Articlie 100a thereof,

Having regard to the proposail from the Commission(1),
in cooperatlion with the European Pariiament(2),
Having regard to the opinion of the Economlc and Soclal Committee(3),

Whereas measures aimed at progressively establishing the Internal market
during the period up to 31 December 1992 need to be taken; whereas the
internal market Is to comprise an area without Internal frontiers In
which the free movement of goods, persons, services and capital is

ensured;

Whereas the conditions for supply of medicines for human use to the
publi¢c vary appreciably from one Member State to the another; whereas
medicines on free sale in certaln Member States can only be obtalned

only on medical prescription in other Member States;

1)
(2)
(3)
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Whereas under the terms of Councl| Directive X (4) | the
advertising and promotion to the general pubiic of medicinal products
which are only avallable on prescription Is prohibited; whereas, in view
of the development of means of communicatlion, the conditions of delivery
of medicina! products to the public should be harmonized;

Whereas, moreover, persons moving around within the Community have the
right to carry a reasonable quantity of medicinal products legitimately
obtalned for their personal use; whereas it must also be possible. for a
person established In one Member State to receive from another Member
State a réasonable quant ity of medicinai produbts Intended for his
personal use; whereas it Is important therefore to harmonlze the

conditions of dellvery of medicinai products to the publlic;

Whereas, in addition, under the new system of reglstration of mediclinal
products In the Community, certain medicinal products will be the
subject of a Community marketing authorization; In this context, the
tegal status for the supply of mediclinal products covered by a Community
marketing authorization needs to be fixed; whereas, It Is Important to
flx the crlterla on basls of which Community decisions will be taken;

Whereas It is therefore abproprlate, In a first stage, to harmonize the
baslc principies applicable to the legal status for the supply of .
medicinal products in the Community or in the Member State concernad,
while taking as a starting point the the principles already established
on this subject by the Counci! of Europe as well as the work of
harmonisation completed within the framework of the United Nations,

concerning narcotics and psychotropics,

HAS ADOPTED THIS DIRECTIVE:

(4)
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Article 1

1. This Directive concerns the legal status for the supply of medicinal

products for human use In the Communlity.

2. For the purpose of this Councl!| Dlrective, the definltion of .
“medicinal product” In Article 1 of Councl!| Directive 65/65/EEc(1)
shall apply.

In addition,

- "legal status for supply” shall mean : the conditlions under which a
medicinal product may be supp!led to the public,

- "medicai prescription" shatl mean : any prescription emanating from
a doctor qualified to prescribe medicinal products in the Community
or from a health professional qualiflied to prescribe medicinal
products under the terms of the legislation of the Member State

where the medicinal product Is dellvered.
Article 2

Medlcinal products which may only be avallable on medical prescription
shall be classifled, at the time of granting the authorization for

marketing, In one of the followlng categorles :

a) medliclinal products on prescription, which may be renewed during a
per lod of six months from the date of the prescription, unless
otherwlise specifled; '

b) medicinal products on prescription, which may not be renewed
without the prescriber’'s express consent;

c) medicinal products on speclal prescription, containing a substance
classifled as a psychotropic or a narcotlc substance within the
meaning of the International conventlons In force (conventions of
the Unlted Nations of 1961 and 1971);

d) medicinal products on restricted prescrlbtlon, reserved
~ for use in hospitals,

- to certaln speclalists.

{1) 0J No 22, 9.2.1965, p. 369/65.
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Article 3

. When a marketing authorization is granted, the competent authority

shall specify the legal status for the supply of the medicinal

product : '

- medicinal product not subject to medica! prescription,

- medicinal product subject to medical prescription, mentlioning onhe
of the categories referred to in Article 2.

To this end, the criteria lald down In Article 4 shall apply.

. All medical products containing a new chemlcal entity shall be
subject to medical prescription, and classed in one of the categories
referred to In Article 2.

. The competent authority shall publlsh at least annualily the list of
mediclinal products subject to medical prescription, specifying the
category of classification.

. bn the occaslon of the S5-yearly renewal of the markeilng
auihorlsatlon or when new scientiflc elements are communicated to
them, the competent authorlities shall examlne and, as approprlate, -
may amend the legal status for the supply of a medicinal products, by
applying the criterla llisted in Articie 4.

Article 4

. Medicinal prodﬂcts which contain substances which are likely to
present a direct or indirect danger to human health, even under
normal conditlons of use, shall not be supplied to the public without
medical prescription. The following criteria shall be taken Into
consideration in this respsct
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c)

d)

e)

f)

g)

h)
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a) potentlal rlsks appearing during the preciinical and clinlcal

tests and trlals,

novelty of the active princliple, as stated in Article 3,

paragraph 2,
possibility of serious side effects in normal'condltlons of use

serious risks assoclated with contra-Indications and precautions

for use

Indications requiring a medical dlaghosls or special medical

supervislion

harmfulness of constituents under normal conditions of use, taking
Into account posology, pack slze or possible excessively extended

treatment;

parenteral administration, except when very long term illness
requires an active particlipation by the patient In the treatment

(for example: diabetes)

Important risk of abuse, addiction or misuse for criminal

purposes,

. Moreover, medical products which may be available without

prescriptlon shall show a substantial safety in use in the treatment

of minor ailments or symptoms, usually capable of rapid and

spontaneous relief, which are easily ldentifiable by users and do not

Justify a medical consultation.
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Article §

1. Within two years of adoptlion of this Directive, the Member States
shal) communicate to the Commission and to the other Member States,
the list of medicines which are avallableldnly on medical
prescription on thelr territory, mentioning the category of

classification.

2. Each year, Member States shall communicate to the Commission and to
the other Member States the changes that have been made to the 1ist
referred to in paragraph 1.

3. Within four years of adoptlon of this Directive, the Commission shail
submit a report to the Councl| on the application of thls Directive.

This report will be accompanied, if necessary, by appropriate

proposals.
Article 6
Member States shall take the measures necessary to comply with this
Directive before 1 January 1992. They shall forthwith inform the

Commission thereof.

The provisions adopted pursuant to the first paragraph shall make
express reference to this Directive.

Articie 7

This Directive s adressed to the Member States.

Done at Brussels For the Counc!|
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Proposal for a
COUNCIL DIRECTIVE

on the labellling of medicinal products for human use
and on package leaflets

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic Community

and In particular Articlie 100a thereof,

Having regard to the proposal from the Commission(1),

In cooperation with the European Parllament(2),

Having regard to the opinion of the Economic and Social Committee(3),

Whereas measures aimed at progressively establishing the Internal market
during the period up to 31 December 1992 need to be taken; whereas the
internal market is to comprise an area wlithout internal frontiers in
which the free movement of goods, persons, services and capital Is

ensured;

Wheréas Councli! Directive 65/65/EEC of 26 January 1965 on the
approximation of provisions laid down by law, regulation or
administrative action relating to medicinal products(4), as iast
amended by Directive 89/341/EEC(5), establishes a list of

(1)
(2)
(3)
(4) OJ No 22, 9.2.1965, p. 369/65.
(5) 0J No L 142, 25.5.1989, p. 11.
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partliculars to be given on the immediate packaging and ‘the outer
packaging of mediclnal products for human use; wherseas this list should
be supplemented and detalls glven of how labelling Is to be presented;

Whereas the Second Counclil Directive 75/319/EEC of 20 May 1975 on the
approximation of provisions laid down by law, regulation or
administrative action relating to proprietary mediclnal products(s), as
fast amended by Directlive 89/341/EEC, establishes a non-inclusive |ist
of particulars to be Included In package Insert Ieaflets; whereas this
Ilst should be suppliemented and details glven of how such leaflets are
to be presented;

Whereas the provisions on labelllng and on package insert leaflets

should be united In a single legislative text;

Whereas the provislons governing the iInformation suppllied to users
should provide a high degree of consumer protection, In order that
medicinal products be used correctly on the basis of complete and

comprehensive informatlion; |

Whereas the marketing of mediclinal products whose labellling and package
leaflets comply with the provisions of this Directive should not be
prohiblted or impeded on grounds connected with the labelling or package
leaflet,

HAS ADOPTED THIS DIRECTIVE:

(6) OJ No L 147, 9.6.1975, p. 13.
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Chapter |
Scope and definitions

Article 1

1. This Directive deals with the labelling of medicinal products for

human use and leaflets inserted In packages of such products.

2. For the purposes of this Directive, the definition of "medicinal

product” laid down in Article 1 of Dlrective 65/65/EEC shall apply.
in addition to thls,

"name of the medicinal product® shall mean the name glven to a
medicinal produci, which may be an Invented name, a common name
together with a trademark or the name of the manufacturer, or a
sclentific name together with a trade mark or the name of the
manufacturer;

"common name“ shall mean the international non-proprietary name
recommended by the Worid Health Organization, or, if one does not
exlst, the usual common name;

“immediate packaging” shall mean the contalner or other form of
packaging immediately Iin contact with the medicinal product;
"outer packagling" shall mean the packaging into which is placed the
immediate packaging;

"package leaflet™ shall mean a leaflet containing information for
the user which accompanies the medicinal product to which it

refers.

Article 2

No part of thils Directive shall be taken to authorize the marketing of a

medicinal product for which an authorization in accordance with

Community legislation has not been Issued.
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-Chapter 11 , _
Labelling of medicinal products

Artlcle 3
The followling partliculars shall appear on the outer packaglng of
medicinal products or, where there Is no outer packaging, on the

immediate packagling.

a) the name of the medicinal product, Including or followed by the

common name If the product contains only one active Ingredient;
b) a statement of the active ingredients expressed qualltatively and

quantitatively per dosage unit or according to the form of

administration for a glven volume or welight, using their common

~names; .

¢) the pharmaceutical form and the contents by welght, by volume or
number of doses of the product;

d) a list of the excipients,
e) the route and method of administration;

f) a speclal warning that the product must be stored out of reach of
children;

g) the expiry date In clear terms (month/year),

h) speclal storage precautions, If any;
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k)
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special precautions for disposal of unused mediclinal products or
waste materials derived from such products, If appropriate;

the name and address of the person responsible for placing the
medicinal product on the market and, where different, of the

manufacturer;

the number of the authorization to put the medicinal product on the

market ;

the manufacturer‘s batch number.

Article 4

. The following particulars shall appear on Immediate packagings placed

in an -outer packaging which complies with the requirements laid down
in Article 3:
name of the medicinal product;

quantity of active constituents, using common names;

route and method of administration;

explry date;

batch number.

. Paragraph 1 shall not appiy to immediate packagings containing a

single dose which are too small to carry all the particulars listed
in paragraph 1.
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Article §

. The particulars referred to In Articles 3 and 4 shall be easily

visible, clearly comprehensible and indelible.

. The partliculars listed In Article 3(a) to (f) on the one hand, and
(g) to (1) on the other hand, shall as far as possible appear In the

same fleld of vision.

. The particulars listed In Article 3 shall appear in the officlal
language or languages of the Member State where the product Is put
on the market. This provision shall not prevent these particulars
from belng Indicated In various languages, provided the information

given Is the same In all languages used.

Articie &

. Member States shall not prohibit or Impede the placing on the market
of medicinal products wlthin their territory on the grounds that the
tabelling is Incorrect, If such labelilng comp!ies with - this
Chapter. | '

. Notwithstanding paragraph 1, Member States may require the following
Information to be provided on the outer packaging or, In the absence
of such, on the Immediate packaging: '

~ price of the medicinal product,

- reimbursement conditions by soclal securlfy organisations,

- the legal status forbsupply to the patient, particularly where a

new medicinal product Is concerned.
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Chapter 111
User leaflet

Article 7

The Inclusion in the packaging of medicinal products of a package

{eaflet

for the information of users shall be obligatory unless all the

information required by Article 8 Is directly conveyed on the outer

packaging or on the immediate packagling.

Article 8

1. The leaflet shall include, usually in the following order:

a) for the identification of the medicinal product:

name of the medicinal product,

quantitative and qualitative composition in terms of active
ingredients, using the common names,

pharmaco-therapeutic group, if there exists a term easily
comprehensible for the patient,

name and address of the holder of the marketing authorlzation,
and, where different, of the manufacturer;

b) the therapeutic indications;

c) a

list of information which |Is useful before taking a medicinal

product:

contra-indications,

appropriate precautions for use,

interactions with other medicinal products and other forms of
interaction (for example, alcohol, tobacce) which may affect the
use of the medicine,

special warnings,
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this list must ] i _

— take into account the particular condition of certain categorles
of users (e.g. children, pregnant or breastfeeding women, the
elderly, persons wlth specific pathologlical conditions),

- mention, |f approprlate, potential effects on the ablility to
drive vehicles or to operate machinery;

— refer to the exciplents knowledge of which is Important for a
safe and effective use of the medicinal product;

d) the necessary Instructions for proper use,. In particular

— the usual dose and the maximum dose,

— the method and route of administration,

- the frequency of administration, specifying if necessary the
appropriate time at which the medicinal product should or must
be administered; |

and, as appropriate, depending on the nature of the product

the duration of treatment, when It should be tImited,
the action to undertake in the case of overdose (symptoms,

emergency procedures, antidotes),
the course of action to take when a dose has not been taken,

the way the treatment should stopped, If stopping the treétment

may lead to withdrawal effects;

e) a description of
. the undesirable effects which can occur under normal use of the
medicinal product, with Indication If possible of thelr
importance, and |f necessary the action to be taken in such case;
when the medicinal product is new, the patient should be expressly
invited to communicate any undesirable effect which is not
mentlonned in the leaflet to hils doctor or to his pharmacist;

f) a reference to the explry date Indicated on the label, wilth
- a warning agalinst using the product after this date,

where appropriate, speclial storage precautions,

If necessary a warning against visible signs of deterioration,
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g) all other Information compatible with the summary of product
characteristics of the product, useful for health education, and

on condlition that It Is not of a promotional nature.

2. Notwithstanding point 1 b), the competent authorities may decide that
certain therapeutic indications will not be mentionned in the package
leaflet, when the disseminatlion of such Information might have

ser lous disadvantages for the patlent.

3. The leaflet may incliude symbols or pictograms designed to elaborate
certain Information mentionned in paragraph 1,

Article 9

The package leaflet must be written in clear and understandable terms
for the patient, In the officlal language or languages of the Member
State where the medicinal product is put on the market. This provision
does not prevent the leaflet being printed In several languages,
provided that the same Information Is gliven In all the languages used.

Article 10

Member States shall not prohibit or impede the placing on the market of
medicinal products within thelr territory on the grounds that the
package leaflet is not correct, If the package leaflet complles with this
Chapter.
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Chapter IV
General and final provisions

Article 11 -

1. One or more speclimens or mock-ups of the outer packaging and the
immedlate packaging of a medicinal product, together with the draft
package leaflet, shail be submitted to the competent authorities of

the Member State concerned.

2. All proposéd modifications to the outer packaging, to the immediate
packaging or to the package ieaflet shal!l be submitted to the
compeatent authorttles of the Member State concerned. If the competent
authoritlies have not opposed a draft modification within 80 days
following the Introductlon of the request, the appllcant may proceed

to put the modification into effect.

3. The cdmpetent authoritles shail not allow a medicinal product to be
pfaced on the market, if the packaging or the package leaflet do not
comply wlith the provisions 6f this Directive or if they are not
compatlble with the particulars Ilsted in the summary of the product
characteristics referred to In Article 4b of Dlirectlive 65/65/EEC.

4. The fact that the competent authorities do not refuse a marketing
author lzation for a.reason assoclated with fhe Iabelllng or the
package Insert, does not alter the general legal Ilabflity of the
manufacturer or as approplate the marketing authorization holder.
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Article 12

. When the provislions of this Directive are not observed, and an order

addressed to the person concerned has rémalned without effect, the
competent authoritles of a Member State may suspend or revoke the
authorlzation to pltace the medicinal product on the market, until the
labelling and leaflet of the medicinal product in questlion has
complied with the requlrements of this Directlive.

. All decislons taken pursuant to paragraph 1 shal! state In detall the

reasons on which they are based. They shail be notifled to the party
concerned, who shall at the same time be iInformed of the remedies
available to him under the laws In force and of the time limit

allowed for the exercise of such remedies.

Article 13

necessary, the Commission shall publish guldelInes concerning:
the formulation of certain warnings for certaln categorles of
medicinal products;
the particular informatlion needs relative to self-medication;
the readabllity of particutars on the labelllng and leafiet;
utilizatlon of bar codes for the identification of medicinal

products.

thls purpose, the Commission shail consult the Committee for
prietary Medicinal Products instituted by Directive 75/319/EEC.
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Article 14

. Articles 13 to 20 of Directive 65/65/EEC and Articies 6 and 7 of
Directive 75/319/EEC are hereby repealed.

. References made to provisions which have been repeaied shall be
understood to refer to the present Directive, in accordance with the

table of concordance glven in the Annex.

Article 15

. Member States shall take the measures necessary to comply wlith thils
Directlive before 1 January 1992. They shall forthwith inform the

Commission thereof.

The provisions adopted pursuant to the first subparagraph shall make

express reference to this Dlrectlive.

. From 1 January 1993, Member States shall refuse an application for
marketing authorisation or for the renewal of an exlIsting
authorisation, when the iabelling and the leaflet do not conform to
the requirements of this Directive.

Article 16

This Dilrective Is addressed to the Member States.

Done at Bryssels For the Council
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Annex

TABLE OF CONCORDANCE

Directive 65/65/CEE Present Directive
Article 13 Article 3
Article 14 Article 4, paragraph 1
Article 15 Article 4, paragraph 2
Article 16 -
Article 17 -
Article 18 Article 5, paragraph 3
Article 19, -
Articie 20 first indent Article 12, paragraph 1
Article 20 second indent Article 12, paragraph 2
Directive 75/319/CEE Present Directive
Article 6 first indent -
Article 6 second indent Article 11 paragraph 3
Article 6 third indent Article 8 paragraph 1
Article 6 fourth indent -
Article 6 fifth indent Article 7
Article 7 -
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FINANCIAL STATEMENT

in reapect of the proposals for Directives
on the retional use Of medicinal products for huran use

1. Budget headinge
No A 1100 Balaries of officials axd tamporary staff
No A 1300 Misasion expenses
No A 3800 xeetirgs.ingm'al

No A 3810 Expenditure on meetings of committees whose ocnsultation is
oarpulsory in the prooedure for drafting Commmity
legislation

No A 2881 Cost of the institution’'s partiocipation in oonferences,
oongresses and meetings

3._lagal hegia
Artiale 100a of the EEC Treaty
8. Deaqription of tha aoticn

1. General objectives

Campletion of the internal market in medioinal products for humsn
use
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Speaific cbjectives

a) introduotion of a system of ocomtrols in relation to the
wholesale digtributicm of medioinal products for humen use;

b) harmomization of the criteria for destermining ths legel status
for the supply of medliocdinal produots for human use;

0) improving Commnity provizgions on labelling and paokage leaflets
of medioinmal products for human use, 80 as t¢ engure that such
naliocines are properly uged on the basis of full and resadily

urdaretandable information:

4. Beagons for tha aotion

4.1.

4.3,

Reagons for the type of aotion proposed

The oompletion of the internal market in the pharmaceutioal sector
met be acoawpenied by measures designed to yromote the ratiocnmal
use of medioines. B8inoe the internal market will entail '
transfrontier operationg involving marketing, distridution and
oammuniocation, it is necessary to ensure ocmpliance with the
esgential requirements in respsct of the provision of informaticm
to oonsumers and the oontrol of the digtribution of medicinal
products for uman use.

Valus of the aotiom for the Commmnity

The implementaticn of the proposed directives will enoourage the
free movement of medicines for mmman uge in the Commmity, while at
the sane time guaranteeing a high level of protection as regards
Publio health and consumer information. Furthermore, this
Commmity legislation, whioh will taks as a base a high level of
Rotection in matters of health amd oonsumsr protection, as stated
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in Article 100a(3) of the EEC Treaty, will serve as a reference
internaticnally and be & valuable asset for Community firms seeking

t0 export.
8. Finanqlal impact
8.1. Ganearal

The maln finencial impact of thase proposals will fall in the
following areas:

' - oollation axd circulaticn ¢of information supplied Iy the Member
States (particular of authorized wholesalers and the list of
_medicings for vhich & presoripticn is requived)

T = drewing up of guidalines (on labelling and package inserts and
on good distribution praotice) and of a reporttc the Councdl on
the implementation of the Direotive on the legal etatus for the
supply of mecicinal produots for human use.

8.3. Bpecifio financial impact
a) Staff

The gtaffing requirement for carrying out the specifio tasks
described above are caloulated as follows:

- from 1661 : 1 ssgistant (BS)

- 1603-1603 : 1 administrator (A7)
1 secretary (Cs)

The staffing requirements shown above must be met elther by
internal redsployment or undar the hwdgetary proocedure for the
relevant years.
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The specific tagks to be performed include:

- oollation, oiroulation and meragement of the information
supplied by the Mamber States in relatiom to:
* the perscng and establigtments suthorized to cerry on the
aoctivity of a vholesaler of medicinal products;
* the list of medioines that can only be obtained on medical

rrescription;

- drawing up of guidelines with regard to
* the labelling and packade leaflets of medioinal products
* good distribution practice;

- draving up of a report to the Counoll on the implementation
of the Directive on the legdal status for the aupply of

medicinal products and drafting of appropriate proposals;
b) Allowance for additicnal meetings:

- A 2800
‘Four meetings per year of the Ad Hoo Working Party on
Consumer Information (rerresentatives of industry, health
rofessions and consumers), held jointly by DG IIT and the
Consumer POlioy Department:

1660 BECU 24 000
1g01 BCU 24 000
g0 —ECU 24 000

Total ' ECU 72 000
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~ A 2810:
Thres additicnal meetings s year of working groups of the
Committee on Proprietary Madicinal Produote (one delegate per
Mexber State). (The curremt oost of & meeting of one ¢f these
groups 1¢ BCU B 400):

1690 U 18 200
1691 U 18 600
1062 | ECU 18 200
pU-=41 RO 16 200
Total BCU 84 800

0) Allowance foT:

~ Missions (A 1300):

1990 . , ECU 8 800
1901 BU 8 80O
1902 BCU 8 BOO
803 O 8 800
Total | BOU 34 00O

~ Participation in conferemces, congresses axi mestings
(A 2881) - |

1980 ECU 2 30O
1991 KU 2 800
1003 U 2 800
pi- -1 XU 25800

Total BCU 10 000
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COMPET I TIVENESS AND EMPLOYMENT IMPACT STATEMENT

relating to the proposals

for a ratlonai use of medicines

What is the maln reason for introducing the measures 7

Completion of the Internal market; improvement of the protection of
public health; promotion of a raticnal use of ﬁediclnal products;

consumer Iinformation.

Feaiures of the businesses In question

The measures involve pharmaceutical manufacturers as well as

wholesalers in medicinal products.

Because of the high costs of developing new products,
pharmaceuticail enterprises are often large companies {(multinational
or natlional). There are, however, some smaller and medium sized

manufacturers geared at the natlonal market.

Distributlon companles (wholesalers) are generally large sized
companies, following restructuration operations and mergers in the
past ten years.

What direct oblligations does this measure Impose on businesses ?
Manufacturers of medicinal products

- obllgation to conform with new regulations on labeiling and

package leaflets : many companies are already adapting their

labelling

"
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and package teaflets to the princliples proposed (no addlitional
costs for businesses — economies of scales stemmlng from the

harmonisation of rules on labelling and package leaflets).
Wholesalers In medlcinal products :

- obllgation to have appropriate premises and a qualified
personnel : this obllgation Is already laid down in most Member
States and is necessary In order to guarantee the safety and

identtty of medicinatl products distributed;

— obligation to maintalin distribution records and to verify them
every year : this provision should alléw to trace batches of
medicinal products through the distribution chain and faclliitate
recall operations In the case of accidents, as well as the

strugglie against counterfelting.

1V. What Indirect obiigattions are local authorlities iikely to lmpose on

businesses 7

None foreseen.

V. Are there any speclal measures in respect of SMEs ?

No.
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Vi,
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wWhat Is the llkely effect on :

a)

b)

Ha

the competitliveness of buslness ?

The proposed measures wiliill facilitate marketing, communication
and distribution through the internal frontiers of the
Community. Some companies will thus have to make efforts in

order to maintaln thelr competitiveness vis-a-vis companies

established elsewhere In the Community.

amp loymant ?

No signlficant effect Is anticipated.

va both sidos of industry beon consulted on these proposals ?

Following Interested parties were consulted

assoctltations of the pharmaceutical {ndustry,
associations of wholesalers In medicinal products,
associatiéns of consumers,

associatlons of pharmaclsts,

associations of doctors and other health professionals.
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