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Modul Sachverhalt

Leistungsschlüssel 99005072261000, 99005072261000

Leistungsbezeichnung I Show retail sale of over-the-counter medicines

Leistungsbezeichnung II

Typisierung 3b - Bundesaufsichtsverwaltung: Regelung, Land:
Ausführungsvorschriften, Kommune: Vollzug

Quellredaktion Hessen

Freigabestatus Katalog unbestimmter Freigabestatus

Freigabestatus Bibliothek unbestimmter Freigabestatus

Begriffe im Kontext

Leistungstyp Leistungsobjekt mit Verrichtung

Leistungsgruppierung Arzneimittel (005)

Verrichtungskennung Entgegennahme (261)

SDG-Informationsbereich Erlangung von Lizenzen, Genehmigungen oder
Zulassungen im Hinblick auf die Gründung und
Führung eines Unternehmens

Lagen Portalverbund Anmeldepflichten (2010100)
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Modul Sachverhalt

Einheitlicher
Ansprechpartner Nein

Fachlich freigegeben am 03.12.2021

Fachlich freigegen durch Hessian Ministry for Social Affairs and Integration

Handlungsgrundlage https://www.gesetze-im-internet.de/amg_1976/__67.ht
ml
https://www.gesetze-im-internet.de/amg_1976/__67.ht
ml

Teaser If you wish to carry out a retail trade in
over-the-counter medicines, you must notify us in
advance.

Volltext The Hessian State Office for Health and Care (HLfGP)
monitors the movement of medicinal products for
human use at all pharmaceutical companies as well as
wholesalers and retailers in Hesse. In addition to a risk
graded inspection of companies, the monitoring
includes the taking and testing of drug samples.

In order for the authorities to fulfill their monitoring
obligations, there is a duty of notification (Section 67 of
the German Medicines Act (AMG)) for companies and
facilities that develop, manufacture, clinically test or
residue test, test, store, package, place on the market
or otherwise trade in medicinal products. If you wish to
engage in retail trade with over-the-counter medicinal
products, you must notify us in advance.

Erforderliche Unterlagen Proof of expertise of the person responsible.

Voraussetzungen • You must appoint a responsible person with the
necessary expertise
• You must carry out a retail business

Note: According to Section 50 (2) of the German
Medicinal Products Act (AMG), the required expertise is
possessed by anyone who demonstrates knowledge
and skills in the proper filling, packaging, labeling,
storage and placing on the market of over-the-counter
medicinal products as well as knowledge of the
regulations applicable to these medicinal products
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Kosten Gebühr: 25€ - 250€

Verfahrensablauf • You submit your notification to the competent
authority using the online form and upload the
required document
• the confirmation will be issued if the competent
authority determines that the legal requirements have
been met

Bearbeitungsdauer 2 - 4 Woche(n)

Frist The notification must be made before the start of the
activity.

weiterführende
Informationen

Hinweise

Rechtsbehelf Administrative court action

Kurztext • Display retail sale of over-the-counter medicines
• The sale of over-the-counter medicines in retail stores
requires notification.
• Darmstadt Regional Council

Ansprechpunkt Please contact the Hessian State Office for Health and
Care (HLfGP).

Zuständige Stelle Hessian State Office for Health and Care.

Formulare Forms/online services available: Yes Written form
required: No Informal application possible: No
Personal appearance necessary: No

Ursprungsportal Einzelhandel mit freiverkäuflichen Arzneimitteln
anzeigen, Show retail sale of over-the-counter
medicines
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