
biotoren srl
Vi" nGri., 59 - 2\047 Soronno (VA) - ITALY

Tel. e Fox +39 02.967.03'261
Vot n./P.ivo lT 02419810128

Oiof oi.nOtitcoli.it - lnf o@bìoloren'com - www'bioloren'com

rm\Urryffi
DECLARATION OF CONFORMITY

Nastimed
Str. M. Emmescu 1

400033 eluj NaPoca- Romania

Bioloren company, registered office in saronno (VA), street Alessandro volta 59, manufacturer of the medical devices family

,,Endodontic posts,f (certificate ne 2g6g1, rxpiry date: 26l}5l2}24i, deelares under its own respÒnsibility that the devices'

defined in the specific technical files and called:

meets all essential requisites required by paragraph I of Directive g3l4}lEECon Medical Devices and following modifications,

as outlined in paragraphs Vli and V of the above mentioned Directive.

CE marking according to Directive 931421ÉEClransposed by Legislative Decree No. 46197 and following modifications.

To this purpose it guarantees and declares, under its own responsibility what follows:
(1) that the device in hand stands by the directions in force of Directive 93l42lCEE and following modifications,

Directive 2OO7/47 and following modifications, EN l5O 13485:2016, UNI CEI EN l5O 74971:2020, UNI CEI EN ISO

15223-L:2O17;
(2) that the device in hand is to be considered as belonging to class lla (according to annex lX to Directive 93142/EEC

anci following modifications);
(3) that the device in hand is marketed in no sterile pack;
(4) that no request for certification of the same products has been made to any other Notified Body;

{5) that the manufaeturcr eommits itself to keeping the teehnieal dseumentation as io point 3 of paragraph Vll and to
point 5 of paragraph V of Directive}3/42/CEE available to the Notified Body Certiquality 1(( OS+O) street Gaetanq
Giardino 4,20L23 Milano {Ml) ltaly, for a period of 10 years for the date of product manufacturing. The above
mentioned documentation supports the preseni conformiiy deelaration. The documentation is kept by ihe Quality
Manager at the Company's registered office;

(5) that the manufacturer undertakes to maintain a post-market surveillance procedure;

{7) that the device in hand is manufactured in accordance with the above mentioned technical documentation.
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hEcrDlDllÒN tOT NUMBER

Fiher nost translucent conical 2% wilh colour code 0 1,2-!,65 mm 231O7
''--'r----_- - _ 

:::

Fiher noct translucent coni.al 2o/o wilh colour code fi L,4-1,85 mm. 23/02

Kit fiber post translucent conical gripper ?2/a3

Kit fiber post translucent conical 2%with colour code 22/03

Trilor Fiber Post lnFibro Cement URC


