o -Manufacturer;:

- Nameofproduct: -~ "CANALDETECTOR '~ =~

:Prze,dsieb:iorétwo.Pr_o_du_kcyjnza,-'HéndI_oWe-GERKAMED' Wcjc-:'ieéh Paw%owskl SRR

. 37-450 Stalowa Wola, ul. Kwiatkowskiego 1 -

. Purpose‘andrange ofuse: |

- Root canal orifices indicator =+

~ Medicaldevice of class Il a, according o the s of Annex MDD S3vaziEEC.

 Referencedocuments: ~

. MDD 93/42/ EEC as afended 2007/47/EC - -

ez

AR ¢ Annex | of MDD 93/42/EEC as amended 2007/47/EC.~ . . .

.+ Evaluation of conformity was conducted with participation ofthe notifisd body . -+ ... -0
+ - CE Certiso Ltd.,- Organisation for Certification and Testing or the Field of Medicaland -~ * -
o _-_'Hbspi.faI;E'ngineéring,j'nri;i_D:2409_,;'Gyé_r‘~_u_tc'a:2. H-2040, Budadrs, Hungary, = .
1+ follewing the procedure relating to the EC Declaration of-Conformiity set out in' Annex 1.
. excluding p.4:of Directive 93/42/EEC s amended 2007M47/EC. - e

" Conformity of the product confirmed with certificate No.1444413-13-02-18 valid until .~ e

- We declare with full responsibility that the manufactured product, which this =
- statement refers to; complies with the reference ;d.ocume;its mentioned above. - R
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7 a-450 STALOWA WOLK 17 7
o telfax 15 842 35.85 . .
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o esignature, company stamp, date .

U Lastupdater14.0320164 T



