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A Kerr Company
Prohlaseni o shodé
Declaration of Conformity
Aexnapanus CoOTBeTCTBUSA
;\/d);rxfl?f;imrer SpofaDental a.s., Markova 238, 506 01 Ji¢in, Czech Republic
[IpoussoauTens IC 63999447
gztﬁcgglg:t egory izolatni roztok pro sddrové formy / isolating solution for plaster moulds
Kareropus usgenusa
Klasifikacni tiida Vyrobek neni klasifikovan jako zdravotnicky prostfedek.
EC Product Class The product is not classified as a medical device.
EC Knacc uapenus [TpoayxT He KnacCHULHPYETCA KaK MeJHIIHHCKOE H3ZeNHe.

Technicka dokumentace
Technical File Isodent

TexHudeckuii dpaiin

Podle §12 a §13 zdkona ¢.22/1997 Sb. v platném znéni - o technickych poZadavcich na vyrobky vyrobee timto s whradni zodpovédnosti prohlasuje,
Ze vyrobek spliiuje zdkladni poZadavky a je za obvyklého pouZiti pro svij iidel bezpecny. Vyrobce pFijal opatieni, kterymi zabezpecuje shodu viech
vyrobkii uvddénych na trh s jejich technickou dokumentaci a se zékladnimi poZadavky.

Pro posouzeni zdkladnich vlastnosti vyrobku stanovenym zpiisobem bylo pouZito postupu podle zdkona £22/1997 Sb. v platném znéni,

According to Sect. 12 and Sect. 13 of Law 22/1997 Coll. as amended - of Technical Requirements for Products the manufacturer hereby declares in
sole responsibility that the 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 products 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 the Law 22/1997 Coll. as amended, was applied.

CozaacHo n. 12 u n. 13 3akona 22/1997 C6. ¢ sHeceHHbIMU @ Hezo nonpaskamu - TexHuveckue mpebosanusi kK npodykyuu, npoussodumens
HACMoAWUM 3076.49em C UCKAYUMEAbHOU 0MeemcmeeHHocmeto, ¥mo npodyKm cOOMeemcmeayem oCHOGHbIM MPeBoSaHUAM, U NPU 06bIYHOM
ucnoab3oearuu Gezonacer 043 yenel ezo npumenenus. [lpousecdumens npednpunsa Mepel, 2apanmupyioue coomeemcmaue 8cex NpoAyKmos,
npedcmagaeHHbIX Ha PoIHKe, UX MexHu4eckoll JOKyMeHMayuu u 0CHOEHbIM MPeGosaHUsIM,

Aas oyerku ocrogHbIX ceoiicme npodykma 8 ycmaHoe eHHOM nopadKe, npoyedypa 8 Coomaeemcmeauu ¢ 3aKkoHoM 22/1997 C6. ¢ 6HeceHHbIMU 8
Hezo nonpasKkamu, 6blAa NPUMEHEHA.

The table below indicates the finished product items

REF Popis / Description / Onucanue

4817210 ISODENT 5kg
4817220 ISODENT L1Q.250g
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