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3araJIıbHa Ha3BAa
MeAHYHOTO BHPOoÖY:
Common name ofmedical
device:

Hepesik Bupo6iß:
List ofproducts:

Bnpo6nHnk:
Producerf(s):

Micue BHpoÖHHuTBa:
Place ofproduction:

YnNOoBHOBa»KeHnä

NIPeACTaBHHk:

Authorized representative:

Kuracndirauis:

Classification:

Ilpouenypa ouiu«n
BIAHOBIAHOCTI:
Conformity Assessment
Route:

Aeksıapauisı npo BinnoBinnicte Ne KB-01
(Declaration ofConformity Ne KB-01)

Marepia,ın CTOMaTo,oriuni:
Marepia,ın CTOMaToJ0riyHi peTaBpauiini AJIH THM4YaCOBHX KOPOHOKi
MOCTOBHAHHX NPOTe3iB;
Marepia,ı nepMmaHeHTHo M’AKHÄ MIiUHHÄ Nepe6a3ipoBO4HHH AI IIPSIMOTO i
HENPAMOTO 3ACTOCyBAHHS;
Marepia,ı a1 BINHOBJIEHHN KyJIbTH NOABIÄHHOTO 3ATBEePAiHHs;
Komno3uT NOABIHHOTO 3ATBepAiHHn AI aATe3HBHOTO HEMEHTYBAHHN I
BINHOBJICHHNI KYJIbTH;
IIpaümep 0AH0KOMNOHCHTHHH CAMONPOTPABJIOUHÄ IA TBEPAHX TKAHHH
3y6iB;
IIpaümep yniBepcaJbunä anresnBHnHä Aa pecraBpauiäHnnx MaTepia,ıiB;
Dental restoration materialsfor temporary crown and bridges;
Permanently soft durable reline materialfor removable dentures;
Dual-curing core build up material;
Dual-curing adhesive resin cement and core build-up composite;
Self-etching single componentprimerfor the hard tooth substance;
Universal adhesion primerfor restoration materials.

Aus. nonaror 1 no uiel nekapauii
See Annex 1 to the Declaration

Kerrendax ImöX & Ko. KIT
Im Teepdenn 7, 35713 Emenöypr, Himeuynna
Kettenbach GmbH& Co. KG
Im Heerfeld 7, 35713 Eschenburg, Germany

Kerren6ax IM6X & Ko. KI
Im Teepbenn 7, 35713 Einen6ypr, HimeyunHa
Kettenbach GmbH& Co. KG
Im Heerfeld 7, 35713 Eschenburg, Germany

TOB «Kparisı MeıtexHika»
04107, m. Kris, pyıı. BarroßyTißchka, 6ya. 17-21, Ykpaina
Ten.: 0 800 21-52-32
EseKTpoHHanonTta: uarep@cratia.ua, EJIPIIOY: 38670845
CRATIA MEDTEKHNIKA LLC,
04107, Kyiv,17-21 Baggovutivs ka Str., Ukraine
Tel.: 0 800 21-52-32
E-mail: uarep@cratia.ua, USREOUCode: 38670845

Kırac Ha (srinno nonarky 2, TexHiyHoro perllameHTy IIONO MEAMYHHX BHPOÖIB,

3aTBep/pKeHoTo [IocTaHoBoIo Ka6iHery MiHicTpiß Ykpainn Ne753 Bin 2 »KoBTHa 2013

poky)
Class IIa (according to Annex 2 oftechnical regulation on medicaldevices, approved by

Decree ofCabinet ofMinisters ofUkraine N°753 on October 2nd, 2013)

Aonator 3, Texuiunoro per1ameHTy IINOAO MeAH4HHX BHPOÖIB, 3ATBEPIBKEHOTO
Ilocranosoro Ka6inery Minicrpis Yrkpaiun Ne753 Bin 2 xoßrus 2013 pory.
Annex 3, oftechnical regulation on medical devices, approved by Decree ofCabinet of

Ministers of Ukraine N0753 on October 2nd, 2013.
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Ceprubikat(-n): Ceprudikart BinnoginHnocri Ne UA.101.MD.3.0382-24.00
Certificate(-s): Aaifcunä no 24.05.2029

Certificate ofComplianceN UA. 101.MD.3.0382-24.00 valid untill UA.TR.101

24.05.2029

IlpnsnauennH opran 3 Nep:kasne ykpaincbre 00’ennannsı «Llosiitexmem>, UA.TR.101
OoMiHKH BiAMOBIiNHocTi Ta Ukrainian State Association Politechmed, UA.TR.101
Horo inentudikaniännd
Kon:
Appointed conformity
assessment body with its
identification number:

Tepmin ii gersapamii a:
er Aiücna no 24.05.2029

Demvaliaity ofthe Valid till 24.05.2029

Komnanis Kerren6ax IM6X & Ko. KI neknapye BUKOHAHHA OCHOBHHX BUMOT 0 BHPOÖY(iB) 3a3HayeHoTO(HX)
BHLNE, 3riAHO Jlonarky 1 TexHiuHoro persIaMmeHTy LIONO MEIHYHHX BUPOÖIB, 3ATBEPIBKEHOTO 1IocTaHoBo®
Ka6inery Minicrpig Yrpainn N0753 Bin 2 xoptHa 2013 poky. TexHiyHa NOKyMeHTala 3 MIATBEPIBKEHHA
BIANOBIAHOCTI 36epiraeTbcAH y BHPOOHHKA Ta HOTO YIOBHOBAIKEHOTO IIPE]ICTABHHKA.
Kettenbach GmbH& C6\ KG, declares that abovementioned device(s) complies(y) with the requirements setforth in Annex I of

technical regulation on!nedical devices, approved by Decree ofCabinet ofMinisters of Ukraine N753 on October 2nd, 2013.

Technical documentation pr pi g conformity is kept at manufacturer ’s and authorized representative’s premises.

\

 

VP of Ouality & Regulatory Affairs, Dr. Holger Kost
 

 

Ilianac yrıoBffoBaKeHOI OCD6H: Hassa nocanan, IIIB:
Signature ofthe Authorized person: Position, Full Name:
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