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

Niedersachsen
unbestimmter Freigabestatus

unbestimmter Freigabestatus

Feststellung der geltenden Normen, technischen
Spezifikationen und Zertifizierung der Produkte

Tierhaltung (1110300)
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Fachlich freigegen durch
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weiterfihrende
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Kurztext

Veterinary vaccines: Export - Certification
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Sachverhalt

Nein

26.08.2010

* Art. 93 para. 1 Directive 2001/82/EC

For the export of veterinary vaccines (finished
medicinal products), WHO certificates of type 1
(product certificate) and/or type 2 (declaration of
authorization status for a pharmaceutical product) are
required.

The competent authority certifies with the certificates

* the approval status and GMP conformity of the
manufacture (type 1) of the vaccine and

* that authorizations exist for one or more vaccines in
the exporting country (type 2).

The fees are determined by the type of certificate
(range from EUR 100.00 to EUR 425.00).

There are no deadlines to be observed.

Details on certification (instructions and certificate
types) can be found on the ZLG website (Quality
Assurance Manual for Medicinal Products).
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Modul Sachverhalt

Ansprechpunkt Contact the Lower Saxony State Office for Consumer

Protection and Food Safety.

Zustandige Stelle

Formulare
Ursprungsportal Tierimpfstoffe: Export - Zertifizierung, Veterinary
vaccines: Export - Certification
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