3arajqbHa Ha3Ba
MeAUYHOro BHPOOY:
Common name of medical
device:

Ilepenix BupoOiB:
List of products:

BupoOunk:
Producer(s):

Micue BHpoOHUITBA:
Place of production:

YnoBHoBakeHH
npeJcTaBHUK:

Authorized representative:
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KETTENBACHDENTAL
Simply:intelligent

Jexnapanist npo Biznosignicte Ne KB-01
(Declaration of Conformity Ne KB-01)

MarepiaJjin CTOMATOJIOTiYHI:

Marepianun cToMaToJIOTiYHi peTaBpaniiiHi 118 THMYACOBUX KOPOHOK i
MOCTOBHIHUX MPOTE3iB;

Marepian nepMaHeHTHO M’AKHii MiHHI nepe®a3ipoBoOYHUI 1/ IPAMOTO i
HENpsSIMOro 3aCTOCYBAHHS;

Marepiaj ajisi BiTHOBJIEHHS KYJIbTH MOABIHHOI0 3aTBepAiHHSA;

Kommno3ur noaBiiiHOro 3aTBepaiHHSA A1 aAre3HBHOI0 IEMEHTYBAHHS i
Bi/IHOBJICHHSI KYJIbTH;

[IpaiiMep 01HOKOMIOHEHTHHUI CaMOINIPOTPABJIIOIOYMIA 1JIsl TBEPAUX TKAHUH
3y0iB;

Ipaiimep yHiBepcaJbHMIi axre3uBHMIL U pecTaBpaliiHUX MaTepiaJiB;
Dental restoration materials for temporary crown and bridges,

Permanently soft durable reline material for removable dentures;

Dual-curing core build up material;

Dual-curing adhesive resin cement and core build-up composite;

Self-etching single component primer for the hard tooth substance;

Universal adhesion primer for restoration materials.

Jdus. nogarok 1 1o wiei nexnapanii
See Annex 1 to the Declaration

Kerren6ax Im6X & Ko. KI'

Im I'eepdenn 7, 35713 Emendypr, Himeuuuna
Kettenbach GmbH & Co. KG

Im Heerfeld 7, 35713 Eschenburg, Germany

Kerren6ax Im6X & Ko. KI'

Im I'eepenn 7, 35713 EwenOypr, Himeuuuna
Kettenbach GmbH & Co. KG

Im Heerfeld 7, 35713 Eschenburg, Germany

TOB «Kparia Mearexnika»

04107, m. Kuie, Byn. barroByrisceka, Oyn. 17-21, Ykpaina
Ten.: 0 800 21-52-32

Enexrponna nomra: uarep@cratia.ua, €/IPIIOY: 38670845
CRATIA MEDTEKHNIKA LLC,

04107, Kyiv,17-21 Baggovutivs ‘ka Str., Ukraine

Tel.: 0800 21-52-32

E-mail: uarep@cratia.ua, USREOU Code. 38670845

Kaacudixanist: Kaac Ila (3rigso nogatky 2, TeXHIYHOr0 periaMeHTy 1010 MeAMYHUX BUPOOIB,
Classification: 3aTBepkeHoro [TocranoBoto Kabinety MinictpiB Ykpainu Ne753 Bix 2 xosTHs 2013
poky)
Class Ila (according to Annex 2 of technical regulation on medical devices, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013)
IIpouenypa ouinkn Jonarok 3, TexHiuHOro perjiaMeHTy 040 MEeAHYHHX BHPOOIB, 3aTBepIKEeHOro
BiAmoBigHOCTI: IHocTranosoio KaGinery MinicTpiB Ykpainu Ne753 Bia 2 sxosTHa 2013 poky.
Conformity Assessment Annex 3, of technical regulation on medical devices, approved by Decree of Cabinet of
Route: Ministers of Ukraine Ne753 on October 2nd, 2013.
Jexnapauis npo Bianosianicts Ne KB-01 Pepaxuis: 4 Jata: 25.05.2024 Cropinka 1i3 4
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Ceprundikar(-n):
Certificate(-s):

IIpusnavenuii oprax 3
OLIHKH BiANMoBiAHOCTI TA
Horo inenTHdikamiinmii
KO/:

Appointed conformity
assessment body with its
identification number:

Tepmin aii aexaapauii
Term of validity of the
Declaration

gidicauii 1o 24.05.2029
Certificate of Compliance Ne UA. 101.MD.3.0382-24.00 valid untill
24.05.2029

Ceprudikar Bigmosianocri Ne UA.101.MD.3.0382-24.00 C
UA.TR.101

HepxaBue ykpaincbke 00’ eqnanns «[loairexmen», UA.TR.101
Ukrainian State Association Politechmed, UA.TR.101

Hiiicua no 24.05.2029
Valid till 24.05.2029

Komnanist Kerrentax [M6X & Ko. KI feknapye BUKOHAHHS OCHOBHUX BUMOT J10 BUPoOY(iB) 3a3Ha4€HOro(1x)
Buiie, 3rigHo Jlomatky 1 TexHiuHOro perjaMeHTy o0 MeJUYHUX BUPOOiB, 3aTBepaxeHoro IloctanoBoro

Ka6inety MinictpiB Ykpai

inu Ne753 Bin 2 sxoBTHst 2013 poky. TexHiuHa TOKYMEHTALLs 3 MiATBEPKEHHS

BiJINOBigHOCTI 30epiracTbesl y BUPOOHHUKA Ta HOro yIOBHOBa)KEHOTO NPEICTABHUKA.
Kettenbach GmbH & Cé| KG, declares that abovementioned device(s) complies(y) with the requirements set forth in Annex 1 of
technical regulation onlmedical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013.

Technical documentation pf

:’Ag conformity is kept at manufacturer’s and authorized representative’s premises.

VP of Quality & Regulatory Affairs, Dr. Holger Kost

[Tianuc ynoﬁﬂ)sax(eﬂo'i ocpou: Haza nocanu, I11b:

Signature of the Authorized person: Position, Full Name:
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