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EU:s Riktlinjer for god distributionssed i
frdga om humanlakemedel, 5 november
2013

Inledning

Dessa riktlinjer grundar sig pa artiklarna 84 och 85b.3 i Europa-
parlamentets och radets direktiv 2001/83/EG av den 6 november
2001 om upprittande av gemenskapsregler for humanlidkemedel
(1) (nedan kallat direktiv 2001/83/EG).

Partihandel med ldkemedel 4r en viktig verksamhet i forvalt-
ningen av den integrerade forsorjningskedjan. Dagens distri-
butionsnit for lakemedel blir alltmer komplext och inbegriper
manga aktorer. Dessa riktlinjer innehéller lampliga verktyg for
att bistd partihandlarna i deras verksamhet och forhindra att for-
falskade lakemedel kommer in i den lagliga forsorjningskedjan.
Genom att folja riktlinjerna kan kontrollen av distributions-
kedjan sakerstallas och dérigenom kan ldkemedlens kvalitet och
integritet uppd

Enligt artike
lakemedel
leverans elle
av lakemedel till allmanheten sadan verksamhet utfors gentemot
tillverkare (eller dessas kommissiondrer), importérer, andra parti-
handlare eller apoteksforestandare och personer som har tillstand
eller dr behoriga att 1dmna ut likemedel till allménheten i den
berérda medlemsstaten”.

Varje person som agerar som partihandlare maste inneha tillstand
att bedriva partihandel. I artikel 80 forsta stycket g i direktiv
2001/83/EG foreskrivs att distributdrer maste folja principerna
och riktlinjerna for god distributionssed.

Innehav av tillverkningstillstand medfor tillstand att distribuera
de likemedel som omfattas av tillstandet. Tillverkare som har
nédgon form av verksamhet for att distribuera sina egna produkter
maste saledes uppfylla kraven for god distributionssed.

Definitionen av partihandel &r oberoende av huruvida distri-
butdren i fraga ér etablerad eller bedriver verksamhet i ett
specifikt
(1) orL 311, 28.11.2001, p. 67.
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EU Guidelines on Good Distribution
Practice of Medicinal Products for Human
Use, November 5, 2013

Introduction

These guidelines are based on Article 84 and Article 85(b)(3)

of Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code relating to
medicinal products for human use (1) (Directive 2001/83/EC).

The wholesale distribution of medicinal products is an important
activity in integrated supply chain management. Today’s distribu-
tion network for medicinal products is increasingly complex and
involves many players. These guidelines lay down appropriate
tools to assist wholesale distributors in conducting their activities
and to prevent falsified medicines from entering the legal supply
chain. Compliance with these guidelines will ensure control of
the distribution chain and consequently maintain the quality and

ti (N/83/ECRwholesale

rtilg niuamifal products,
apart from supplying medicinal products to the public. Such
activities are carried out with manufacturers or their depositories,
importers, other wholesale distributors or with pharmacists and
persons authorized or entitled to supply medicinal products to the
public in the Member State concerned.

Any person acting as a wholesale distributor has to hold a
wholesale distribution authorisation. Article 80(g) of Directive
2001/83/EC provides that distributors must comply with the prin-
ciples of and guidelines for good distribution practice (GDP).

Possession of a manufacturing authorisation includes author-
isation to distribute the medicinal products covered by the au-
thorisation. Manufacturers performing any distribution activities
with their own products must therefore comply with GDP.

The definition of wholesale distribution does not depend on
whether that distributor is established or operating in specific

(1) 03L311,28.11.2001, p. 67.





