~~ USKVBL
¢ d - -
§ »j’ Ustav pro statni kontrolu
LN veterindrnich

- biopreparatii a léciv

DECLARATION

The Institute for State Control of Veterinary Biologicals and Medicines, Brno, Czech Republic, hereby
declares that the vaccine LYSVULPEN por. ad us. vet. manufactured by Bioveta, a. s., Komenského
212, Ivanovice na Hané, Postal Code: 683 23, Czech Republic has a valid marketing authorisation in
the Czech Republic as an EU Member State. The marketing authorisation granted by the competent
authority (Institute for State Control of Veterinary Biologicals and Medicines, Brno, Czech Republic) is
in compliance with the requirements laid down in the Act No. 378/2007 Collection of Law, on
Pharmaceuticals.

The above stated legislation is fully compliant with provisions of Directive 2001/82/EC of the
European Parliament and of the Council, as amended.

The product has been authorised in line with the requirements laid down in Article 12(3) of Directive
2001/82/EC, as amended, based on all the administrative information and scientific documentation
necessary for demonstrating the quality, safety and efficacy of the veterinary medicinal*product in
question (,full dossier”).

Brno, January 11th, 2018
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DECLARATIE

Institutul pentru controlul de stat al produselor biologice si medicamentelor de uz
veterinar din Brno, Republica Ceha declara prin prezenta ca vaccinul LYSVULPEN
por. ad. us. vet. produs de Bioveta, a.s., Komenského 212, lvanovice na Hané, cod
postal: 683 23, Republica Ceha, detine o autorizatie valabild de comercializare pe
teritoriul Republicii Cehe, in calitate de stat membru UE. Autorizatia de
comercializare eliberatd de autoritatea competenta (Institutul pentru controlul de stat
al produselor biologice si medicamentelor de uz veterinar din Brno, Republica Ceha)
intruneste cerintele prevézute de Legea nr. 378/2007 Colectia de legi privind
produsele farmaceutice.

Legea mentionatd mai sus este in deplind conformitate cu prevederile Directivei
2001/82/CE a Parlamentului European si a Consiliului, cu modificarile ulterioare.

Produsul a fost autorizat in conformitate cu dispozitiile articolului 12(3) din Directiva
2001/82/CE, cu modificarile ulterioare, in baza tuturor informatiilor administrative si a
documentatiei stiintifice necesare pentru a demonstra calitatea, siguranta si
eficacitatea produsului medicinal veterinar in cauzé (,dosar complet”).

Brno, 11 ianuarie 2018

Jifi Bure§, D.V.M.
Directorul Institutului pentru controlul de stat
al produselor biologice si medicamentelor de uz veterinar
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Subsemnata ZAHARIE CRISTINA VICTORIA, traducitor autorizat de M. J. cu
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