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Vyjddieni Ustavu pro stitni_kontrolu veterindrnich bioprepariti a léiv k moZnostem
uziti zdravotnického prostiedku Hydrozid pti poskytovini veterindrni péce

Observations Institute for State Control of Veterinary Biologicals and Medicaments to the
possibilities of the use of a medical device Hydrozid in veterinary care

Zdravotnicky prostfedek Hydrozid je uréen pro kryoterapii bradavic a jinych koZnich 1ézi

v humanni medicing a je registrovan v Ceské republice od roku 2015.

Medical device Hydrozid is intended for cryoterapy warts and other skin lesions in human
medicine and is registred in the Czech Republic since 2015.

Jeho vyrobce spole¢nost MediLink A/S Gammelmosevej 176A 2800 Lyngby, Dansko je
drzitelem ES certifikdtu ¢. DGM-804 pro vyrobu a findlni kontrolu pfenosného kapalného
plynu pro kryoterapii ve tfidé Ila.

Its manufacturer company MediLink A/S Gammelmosevej 1764 2800 Lyngby, Denmark holds
the EC Certificate no. DGM-804 for manufacture and final inspection of portable liquid gas
Jor cryoterapy in class lla.

Pravni predpisy Ceské republiky, jmenovité pak zakon &. 166/1999 Sb. (veterinarni zakon),
upravuje prava a povinnosti v oblasti veterindmi pée, vietng& regulace veterindrnich
piipravkil a veterindrnich technickych prostfedkd. V souladu s§ 66, ktery konkrétng
stanovuje podminky pouZiti veterinimnich ptipravkd, veterinarnich technickych prostredki a
zdravotnickych prostiedki, je také moZné pFi poskytovani veterinirni péée pouzivat
zdravotnické prostiedky, pokud jsou pro tento uéel vhodné.

Czech legislation, namely the Act no. 166/1999 Coll. (Veterinary Act),regulates the rights and
obligations in the field of veterinary care, including the regulation non-medicinal veterinary
products and veterinary technical devices. In accordance with §66 of with specifically seis out
conditions for the use of non-medicinal veterinary products, veterinary technical devices and
medical devices it is also possible to use medical devices at the provision of veterinary care,
if they are suitable for this purpose.

Za vhodnost a spravnost pouZiti zdravotnického prostfedku pfi poskytnuti veterinarni péde
odpovida veterinarni 1éka¥, ktery tuto péi poskytuje.

For suitability and appropriateness of the use of a medical device at the provision of
veterinary care corresponds fo a veterinarian who provide this care.

Uginn4 latka (1,1,1,2-Tetrafluoroethan, CAS 811-97-2 ) neni posouzena z hlediska Nafizeni
Evropského parlamentu a Rady (ES) €. 470/2009, kterym se stanovi postupy Spolegenstvi pro
stanoven{ limitd rezidui farmakologicky t¢innych latek v potravinach Zivo&isného ptvodu tj.
nema stanoven maximalni limit rezidui. Z této skuteénosti vyplyvé, Ze v piipadé povolovani
veterinarni verze pfipravku Hydrozid bude tfeba zvazit jeho pouZiti u zvitat uréenych pro
produkei potravin,
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The active ingredient (1,1,1,2-tetrafluorocthane, CAS 811-97-2) is not assessed on the basis
Regulation (EC) No 470/2009 of the European Parliament and of the Council of 6 May 2009
laying down Community procedures for the establishment of residue limits of
pharmacologically active substances in foodstuffs of animal, ie. does not have a maximum
residue limit, This fact implies that in the case of permitting a veterinary version of Hydrozid
is necessary take account of its use in animals intended for food production.
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