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IZJAVA O PROSTI PRODAJI
CERTIFICATE OF FREE SALE

S to izjavo Javna agencija Republike Slovenije za zdravila in medicinske pripomocke
zagotavlja, da se medicinski pripomocki v Republiki Sloveniji urejajo v skladu z Zakonom o
medicinskih pripomoé¢kih (Uradni list RS, $t. 98/2009), ki povzema direktivo 93/42/EEC.
Usklajenost z direktivo 93/42/EEC omogoc¢a dajanje medicinskega pripomocka v promet v
Republiki Sloveniji, EU in EGP.

The Agency for Medicinal Products of the Republic of Slovenia hereby certifies, that medical devices
in the Republic of Slovenia are regulated under the Act on Medical Devices of the Republic of
Slovenia (OJ L no. 98/2009) which implements the directive 93/42/EEC. Harmonization with the
directive 93/42/EEC enables marketing the medical device in the Republic of Slovenia, in the EU and
EEA.

Naslednji medicinski pripomocek
The following medical device

| Ime medicinskega pripomocka ali dodatka
Name of the medical device or accessory

glejte prilozen seznam medicinskih pripomockov \

see attached list of medical devices

proizvajalca:
of manufacturer:

HAM, proizvodnja stolov SpinaliS, d.o.o., Gerbi€eva ulica 102, 1000 Ljubljana,

Slovenija
(podatki o proizvajalcu / identification of the manufacturer)

je lahko na trgu Republike Slovenije.
is eligible to be marketed in Republic of Slovenia.

Ta izjava je veljavna do / this certificate is valid until:




Generiéno ime:

Trgovsko ime:

Maodeli:

Terapevtski stol za aktivno sedenje

Spinalis

Smart
Ergonomic
Basic
Hacker
Apollo
Navigator
Spider
Piiot

Dent
Stylist

Rodeo
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