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Modul Sachverhalt

Leistungsschlüssel 99003056261000, 99003056261000

Leistungsbezeichnung I Notification of installations used on humans for
cosmetic or other non-medical purposes.

Leistungsbezeichnung II

Typisierung 2/3 - Bund: Regelung (2 oder 3), Land/Kommune:
Vollzug

Quellredaktion Hessen

Freigabestatus Katalog unbestimmter Freigabestatus

Freigabestatus Bibliothek unbestimmter Freigabestatus

Begriffe im Kontext

Leistungstyp Leistungsobjekt mit Verrichtung

Leistungsgruppierung Gesundheit (003)

Verrichtungskennung Entgegennahme (261)

SDG-Informationsbereich Erlangung von Lizenzen, Genehmigungen oder
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Modul Sachverhalt

Zulassungen im Hinblick auf die Gründung und
Führung eines Unternehmens

Lagen Portalverbund Anlagenbetrieb und -prüfung (2120100)

Einheitlicher
Ansprechpartner

Nein

Fachlich freigegeben am 11.12.2020

Fachlich freigegen durch Hessian Ministry of Social Affairs and Integration

Handlungsgrundlage Notifiable devices:

§ 2 Ordinance on Protection against Harmful Effects of
Non-Ionizing Radiation for Use on Humans (NiSV)

Duty:

§ 3 paragraph 3 Ordinance on Protection against
Harmful Effects of Non-Ionizing Radiation for Use on
Humans (NiSV)
https://www.gesetze-im-internet.de/nisg/__2.html
https://www.gesetze-im-internet.de/nisg/__3.html
https://www.gesetze-im-internet.de/nisg/__2.html
https://www.gesetze-im-internet.de/nisg/__3.html

Teaser Installations for the use of non-ionizing radiation on
humans for cosmetic or other non-medical purposes
must be reported to the competent supervisory
authority before commissioning.

Volltext Installations with which non-ionising radiation is used
for cosmetic or other non-medical applications on
humans must be notified to the authority.

With this notification, you can inform the competent
authority that you are going to put a plant into
operation.

The installations for which this obligation exists are
regulated by the "NiSV" ordinance.

Indications as to whether your investment falls under
the NiSV can be:
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  • use for cosmetic purposes in humans;
  • human applications that do not serve a medical
purpose;
  • Applications on humans that are attributed to the
"lifestyle", e.g. muscle stimulation, such as assisted
training with the help of EMF or similar.

The definitions according to § 2 NiSV specify the
performance specifications of the plants. If you do not
know them or do not find them in the documents of
your system, you should contact your dealer or the
manufacturer of your system.

If you have any questions about the notification
procedure, please contact the responsible
occupational health and safety authority.

Erforderliche Unterlagen

Voraussetzungen You must send the notification to the authority if you
want to operate a plant that falls under the NiSV.

Kosten None.

Verfahrensablauf You want to operate one or more plants that fall under
the provisions of the NiSV:

  • Before operating the system, you must report it to
the competent authority.
  • You must provide information about the system
(name, type, type of system, intended use, if
applicable).

The authority will check your notification for
completeness, compliance with the deadline (at least
two weeks before commissioning) and plausibility.

Bearbeitungsdauer

Frist Notification two weeks before commissioning Existing
plants (operation before 31.12.2020) until 31.03.2021
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weiterführende
Informationen

Hinweise

Rechtsbehelf

Kurztext • Notification of the operation of installations for the
use of non-ionizing radiation on humans for cosmetic
or other non-medical purposes
  • Operation of a plant according to NiSV must be
reported to the competent supervisory authority;
  • Notification mandatory from 31.12.2020;
  • to report old equipment by 31.03.2021;
  • Responsible: Supervisory authorities of the federal
states

Ansprechpunkt The regional council in whose area you want to operate
the plant is responsible for your notification.

Zuständige Stelle The regional council in whose area you want to operate
the plant is responsible for your notification.

Formulare

Ursprungsportal Anzeige von Anlagen, die zu kosmetischen oder
sonstigen nichtmedizinischen Zwecken am Menschen
angewendet werden. , Notification of installations used
on humans for cosmetic or other non-medical
purposes.
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