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A Kerr Company

ProhlaSeni o shodé / Declaration of Conformity

Vyrobce / Manufacturer SpofaDental a.s, Markova 238, 506 01 Ji¢in, Czech Republic
I& / Company Identification Number 63999447

Predmét prohlasgeni /

Object of the Declaration Ad h eSOl'

Typ / Type zinkfosfatovy cement / zinc phosphate cement

Ttida dle pfilohy IX smérnice Rady 93/42/EHS, pravidlo 5 lla

Class according to Annex IX of the Council Directive 93/42/EEC, rule 5

REF Popis / Description
4111111 ADHESOR ORIG. 80g N 1
4111112 ADHESOR ORIG. 80g N 2
4111131 ADHESOR PLV. 80g 1
4111132 ADHESOR PLV. 80g 2
4111150 ADHESOR LIQ. 55g N

4111111PE ADHESOR, 80g PLV shade 1 + 55¢g LIQ
4111112PE ADHESOR, 80g PLV shade 2 + 55g LIQ
4111131PE ADHESOR, 80g PLV shade 1
4111132PE ADHESOR, 80g PLV shade 2
4111150PE ADHESOR, 55¢ LIQ

Podle smémice Rady 93/42/EHS (vydané 14. ervna 1993 dopinéné smémici 2007/47/ES), §13 odst. 2 zakona ¢.22/1997 Sb.
v platném znéni - o technickych poZadavcich na vyrobky, podle zakona ¢.268/2014 Sb. o zdravotnickych prostiedcich, ve
znéni pozdéjSich predpisti a podle nafizeni viady ¢.54/2015 Sb., kterym se stanovi technické poZadavky na zdravotnické
prostredky vyrobce timto prohladuje, Ze vyrobek spliiuje zdkladni poZadavky a je za obvyklého pouZiti pro svij ucel bezpecny.
Viyrobece prijal opatfeni, kterymi zabezpecuje shodu vSech zdravotnickych prostfedkd uvadénych na trh s jejich technickou
dokumentaci a se zakladnimi poZadavky.

Pro posouzeni zakladnich vlastnosti vyrobku stanovenym zplsobem bylo pouZito postupu podle piilohy II smémice Rady
93/42/EHS s udasti notifikované osoby é. 0044, TUV NORD CERT GmbH, Langemarckstr. 20, D-45141 Essen - &islo
certifikatu 44 232 141788, platnost do 2017-12-04.

According to the Council Directive 93/42/EEC (dated 14 June 1993 as amended by 2007/47/EC), Sect. 13 Par. 2 of Law
22/1997 Coll. as amended - of Technical Requirements for Products, according to Law 268/2014 Coll. as amended - of
Medical Devices and according to the Decree of the Govemment 54/2015 Coll. determining the Technical Requirements for
Medical Devices the manufacturer hereby declares that product conforms to the basic requirements and with ordinary use, it is
safe for its purpose of use. The manufacturer has implemented measures to guarantee conformity of all medical devices
introduced to the market, to their technical documents and to the basic requirements.

To evaluate the basic properties of the product in a specified manner, procedure according to Annex Il of the Council Directive
93/42/EEC standard was applied, with the participation of the Notified Body ID. No. 0044, TUV NORD CERT GmbH,
Langemarckstr. 20, D-45141 Essen — certificate No. 44 232 141788 valid until 2017-12-04.
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