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3aranbua Hazsa BHpoOGy:
Common name of medical device:

[Tepenik BupoGis:
List of products:

BupoOuuk:
Legal Manufacturer:

YNoBHOBAaMXEHHIH

PEACTAaBHHK B YKpaiHi:
Authorized representative in Ukraine:

Knacudikauis:
Classification:

[Ipoueaypa ouiHkH

BIAMOBIAHOCTI:
Conformity Assessment Route:

CepTudikarh:
Certificates:

[Ipu3HayeHHH opraH 3
OUIHKH BIANOBIAHOCTI Ta

Horo ineHTHgIKaUIAHHA KOa
Conformity assessment body with its
identification number:

(Declaration of conformity)

Cromaronoriuni pecraspauiiini Bupo6u
Dental restoration devices

Hus. lonatok 1 po wiei Jeknapaliii mpo BiANOBIAHICTb
See Annex | to the Declaration of conformity

3M Deutschland GmbH,

Carl-Schurz- Strafle 1, 41453 Neuss, Germany
IM Jlouunano I'mb.X,

Kapn-Llypy IlImpacce 1, 41453 Houc, Himeyyuna

®OIT «Yperiii Ceprii IBaHOBHY

02091, m. Kuis, Ykpaina Bys. CiaBropozaceka 8, og. 33
Tenedon: +38 050 383 49 05, email: service(@uretii.com
Individual Entrepreneur "Uretii Sergii Ivanovich”,

Slavgorodska 8 str., of. 33, Kyiv, 02091, Ukraine
tel: +38 050 383 49 05, email: service@uretii.com

Knac Ila (3rigso ITynkry 16 JlJonatky 2 TexHIYHOTO peraMeHTy IOA0 MEAHIHHX
BUpO6iB, 3aTBepmKeHoro ITocranoBoro Kabinery MinicTpiB Yxpainu Ne753 Bin 2

>XOBTHA 2013 poky)
Class Ila (according to Item 16 Annex 2 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

JonaTky 3, TeXHIYHOrO perjiaMeHTy OA0 MEAUYHHX BUPOOIB, 3aTBEPIKEHOIO

[Tocranooio Ka6inery MinictpiB Ykpainu Ne753 Big 2 xoBTHA 2013 p '
Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine

Ne753 on 2 October 2013)
&

UA.TR.116

Ceptudikat BianosigHocti PR.1426-24 nivicauii no 08.07.2030
Certificate of conformity PR.1426-24 is valid until: 08.07.2030

ToBapucTBO 3 00MexKeHOI0 BiANOBIAAJILHICTIO

«Ykpaincbkuit HaykoBuii IncTHTYyT CepTHiKanin
Limited Liability Company " Ukrainian Scientific Institute of Certification "
UA.TR.116

3M Deutschland GmbH nexnapye BUKOHaHHA OCHOBHHMX BUMOT IIOAO0 MEAUYHOIO BHpoOY, 3rinHo JlonaTky |
TexHiYHOro perjiaMeHTy IoA0 MeIUYHUX BUP0OiB, 3aTBepaxeHoro Iloctanosoro Kabinery MinicTpiB Ykpainu Ne 753

BiJ 2 x0BTH:A 2013 p.

3M Deutschland GmbH declares the fulfillment of basic requirements Jfor medical devices, according to Annex 1 of Technical regulations on Medical
devices, approved by Decree of Gtbinel %AQisters of Ukraine Ne753 on 2 October 201 3.
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HOMED
Catalogue
number

Ha3isa Mmoaugikauil meauynoro supoby
AHMIHCBKOI0 MOBOIO
Name of medical device in English

Hazsa moaudikauil meanunoro supoby
YKpPaiHCbKOK MOBOK)
Name of medical device in Ukrainian

- 55000 KetacTM Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CxJj10i10HOMEPHHUH
Material IoMOyBanbHUM MaTepial
55030 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CkJi0i0HOMEpHHIA
e material IIOMOYBaJIbHHI MaTepial
55040 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ Ck10i0HOMEpHHH
o Material 10M6YBaNBHUI MaTepia
55020 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CxJ10i0OHOMEPHH /A
Material 10MGYBaIbHUI MaTepia
55050 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CxJ10i0HOMEpHHH
Material I0M6yBaJIbHHH MaTepia
55060 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CxJ10i0OHOMEpPHHH
: Material IoM6yBanbHHM MaTepial
55010 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ CkJ10i0HOMEpHHH
£ Material oM6yBaIbHUI MaTepia
| 55100 Ketac™ Fil Plus Aplicap™ Glass Ionomer Filling Ketac™ Fil Plus Aplicap™ - CxJ10i0HOMEpHHH
' Material moM6yBajbHHUI MaTepia
55280 Ketac™ Fil Plus Glass Ionomer Filling Material Ketac™ Fil Plus CkJI0i0HOMEpHHUH
r1oMOyBaJIbHHIM MaTepiall
55290 Ketac™ Fil Plus Glass lonomer Filling Material Ketac™ Fil Plus Ck1010HOMEPHHUH
I1oMOYyBaJIbHHNA MaTepiall
55260 Ketac™ Fil Plus Glass Ionomer Filling Material Ketac™ Fil Plus CknoloHOMEpHUH
m1oMOyBaJIbHUNA MaTepia
| 55291 Ketac™ Fil Plus Glass Ionomer Filling Material Ketac™ Fil Plus Ckn0oioOHOMEpHHH
r1oMOyBaJIbHHI MaTepiall
56410 Ketac™ Molar Aplicap™ Glass lonomer Restorative Ketac™ Molar Aplicap™ CkJI0l0HOMEPHHH
Material pecTaBpallifHUA MaTepia
56430 Ketac™ Molar Aplicap™ Glass Ionomer Restorative Ketac™ Molar Aplicap™ CxJ1010HOMEpPHHH
Material pecTaBpaliiHUHA MaTeplal
56420 Ketac™ Molar Aplicap™ Glass lonomer Restorative Ketac™ Molar Aplicap™ CkJI010HOMEPHHH
| Material _pecTaBpallifiHui MaTepiall
56632 Ketac™ Molar Easymix Glass Ionomer Filling Ketac™ Molar Easymix Cki1010HOMEpHHH
Material moMOyBaJIbHUHM MaTeplall
56633 Ketac™ Molar Easymix Glass Ionomer Filling Ketac™ Molar Easymix Cki1010HOMEpHHH
Material rIoMOyBaJIbHHIA MaTepia
56625 Ketac™ Molar Easymix Glass Ionomer Filling Ketac™ Molar Easymix Ckj1010HOMEpHHUH
v Material rw1oMOyBaJIbHHI MaTepiall
- 56628 Ketac™ Molar Easymix Glass Ionomer Filling Ketac™ Molar Easymix CxJ10l0HOMEpHHIA
Material 1oM6yBaILHHMM MaTepia
56360 Ketac™ Molar Quick Aplicap™ Glass Ionomer Ketac™ Molar Quick Aplicap™ CkJ1010HOMEpHHH
Restorative Material pecTaBpaliiHUN MaTeplal
| 56364 Ketac™ Molar Quick Aplicap™ Glass lonomer Ketac™ Molar Quick Aplicap™ CxJI010HOMEpHHUH
| Restorative Material pecTaBpallliHUK MaTepiall
56363 Ketac™ Molar Quick Aplicap™ Glass lonomer Ketac™ Molar Quick Aplicap™ CkJ1010HOMEpHHH
| Restorative Material pecTaBpauliiHui MaTepian
56369 Ketac™ Molar Quick Aplicap™ Glass Ionomer Ketac™ Molar Quick Aplicap™ CknoioHOMEpHHIA
| Restorative Material _pecraBpaLiiHUA MaTepla
- 56361 Ketac™ Molar Quick Aplicap™ Glass lonomer Ketac™ Molar Quick Aplicap™ CknoioHOMepHHUH
| Restorative Material _pecTaBpauidHuii MaTepial
' 56366 Ketac™ Molar Quick Aplicap™ Glass lonomer Ketac™ Molar Quick Aplicap™ CxkioioHOMEpHUIH
| Restorative Material _pecraBpalifHHH MaTepian
61085 Ketac™ Universal Aplicap™ Glass Ionomer Ketac™ Universal Aplicap™ Ck010HOMEpHHUH
Restorative Material pecTaBpallfiHuii MaTepian
61086 Ketac™ Universal Aplicap™ Glass lonomer Ketac™ Universal Aplicap™ CknoloHOMEpHHUH

Restorative Material

—————————
———————————————

pecTaBpauiiiHui MaTepial
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| 61087
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|

Ketac™ Universal Aplicap™ Glass lonomer
Restorative Material

Ketac™ Universal Aplicap™ CknoioHoMepHuit
_pecraspauiiuui Matepia

61088

Ketac™ Universal Aplicap™ Glass lonomer
Restorative Material

Ketac™ Universal Aplicap™ Cxsi010HOMEpHUHA
pecTaBpauiiHui MaTepia

61089 Ketac™ Universal Aplicap™ Glass lonomer Ketac™ Universal Aplicap™ CrkioloHOMEpHUH
Restorative Material pecraBpauifHui MaTepia |
61095 Ketac™ Universal Aplicap™ Glass lonomer Ketac™ Universal Aplicap™ Cxi010HOMEpHHHA
Restorative Material pecTaBpalifHUi MaTepial
61096 Ketac™ Universal Aplicap™ Glass [onomer Ketac™ Universal Aplicap™ CkJi0l0HOMEpHHUA
| Restorative Material pecTaBpauiiHUi MaTepial
61097 Ketac™ Universal Aplicap™ Glass Ionomer Ketac™ Universal Aplicap™ CkJ10i10HOMEPHH
| Restorative Material pecTaBpalliiiHUi MaTepia
61098 Ketac™ Universal Aplicap™ Glass lonomer Ketac™ Universal Aplicap™ CkJ10i0HOMEPHHH
Restorative Material pecTaBpaliifHui MaTepial
61104 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal Ck10ioHOMEpHHH
pecTaBpaliifHUi MaTepiall
61105 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal Ck10i0HOMEpHHH
| pecTaBpalifHHHA MaTepia
| 61106 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal CkJ10i0HOMEPHHH
| pecTaBpaLli{H1HA MaTepiall
61107 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal CkioioHOMEpHHH
k! pecTaBpallifHUi MaTepial
61108 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal CkJ10i0HOMEpHHH
pecTaBpaliiH1i MaTepial
61109 Ketac™ Universal Glass lonomer Restorative Material | Ketac™ Universal Ck10ioHOMEPHHH
pecTaBpaLiiHUIi MaTepiall
61110 Ketac™ Universal Glass lonomer Restorative Material | Ketac™ Universal Cxi0i0HOMEpHHH
pecTaBpalifHUH MaTepiall
61111 Ketac™ Universal Glass lonomer Restorative Material | Ketac™ Universal Ck10i0HOMEpHHH
pecTaBpaliiHuii MaTepial
61112 Ketac™ Universal Glass Ionomer Restorative Material | Ketac™ Universal Cx10i0HOMEPHHH
_pecraBpaliliHui MaTepial
61020 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CxJ10i0HOMEpHHH
B onomer Dental Restorative hoTononiMepHUii pecTaBpallifHHi MaTepias
61030 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CkJ10i0HOMEPHHH
| lonomer Dental Restorative dboTononiMepHHii pecTaBpallifH1A MaTeplal
61060 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CkJj10l0HOMEPHHH
lonomer Dental Restorative dhoTononiMepHUi pecTaBpaLlifHHi MaTeplal
61090 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CkJ1010HOMEpHHH
lonomer Dental Restorative _¢oTonoiMepHU# pecTaBpaliHHHHA MaTeplal
61050 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ Cxk1010HOMEPHHH
lonomer Dental Restorative ¢oTonosiMepHHit pecTaBpallifHUi MaTepiall
61040 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CxkJ1010HOMEPHHIA
lonomer Dental Restorative doTononiMepHUi pecTaBpallifHUN MaTepial
61010 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CxkJI010HOMEpHHH
lonomer Dental Restorative ¢doTonmoniMepHuii pecTaBpalliHHUN MaTeplall
61070 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CkJ10l0HOMEpHHH
lonomer Dental Restorative ¢oTononiMepHUi pecTaBpalliiHUNA MaTeplall
61080 Photac™ Fil Quick Aplicap™ Light-Curing Glass Photac™ Fil Quick Aplicap™ CkJ1010HOMEpHHH
l[onomer Dental Restorative (doTonoNiMEpPHUH pecTaBpaLliiHHI MaTepiall
46953 Protemp™ 4 Temporization Material Protemp™ 4 TumMyacoBHii MaTepiall
46954 Protemp™ 4 Temporization Material Protemp™ 4 TumyacoBui MaTepia
46956 Protemp™ 4 Temporization Material Protemp™ 4 TumMyacoBHH MaTepian
46957 Protemp™ 4 Temporization Material Protemp™ 4 TuMyacoBuii MaTepial
46972 Protemp™ 4 Temporization Material Protemp™ 4 TuMyacOBHH MaTepian
46959 Protemp™ 4 Temporization Material Protemp™ 4 TuM4acoBHi MaTepiai
46960 Protemp™ 4 Temporization Material Protemp™ 4 TumyacoBui MaTepiai
' 56830 RelyX™ Unicem Maxicap™ Self-Adhesive Resin RelyX™ Unicem Maxicap™ CamMoanre3uBHui
| Cement KOMITO3HTHHIA LIEMEHT
5683 RelyX™ Unicem Maxicap™ Self- Adhesive Resin RelyX™ Unicem Maxicap™ Camoanre3uBHui
Cement KOMITO3UTHHH LIEMEHT
56832 RelyX™ Unicem Maxicap™ Self- Adhesive Resin RelyX™ Unicem Maxicap™ Camoaare3uBHuH

Cement

KOMIMO3UTHUHN LIEMEHT

- Jleknapauiz npo BiAnoBiAHICTL Ne REG-DOC-UA-MDR-106
| Declaration of conformity Ne REG-DOC-UA-MDR-106

Penaxkwis; 2

Version 2

Cropiuka 3 335




56833

RelyX™ Unicem Maxicap™ Self- Adhesive Resin
Cement

RelyX™ Unicem Maxicap™ Camoaare3vBHui
KOMITO3UTHUHN LIEMEHT

! 56834 RelyX™ Unicem Maxicap™ Self- Adhesive Resin RelyX™ Unicem Maxicap™ CamMoaare3msHum
i Cement KOMITO3UTHUMN LIEMEHT
| 56815 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ CamMoaare3uBHui
[ Cement KOMIIO3UTHHUM LIEMEHT
- 56816 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ CamoaaresnsHun
| Cement KOMIIO3UTHHHN LIEMEHT
56817 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ Camoaare3suBHun
Cement KOMIIO3MTHHHA LIEMEHT
56818 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ Camoaare3uBHu#
Cement KOMITIO3UTHUH LIEMEHT
56819 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ Camoaare3uBHu#
Cement KOMIIO3UTHUH LIEMEHT
| 56820 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ CamMoaare3uBHHH
Cement KOMIIO3UTHUH LIEMEHT
56828 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ Camoaare3MBHHH
Cement KOMIIO3UTHHH LIEMEHT
56814 RelyX™ Unicem Aplicap™ Self-Adhesive Resin RelyX™ Unicem Aplicap™ Camoaare3uBHHH
Cement KOMIIO3UTHHH LIEMEHT
| 77550 RelyX™ Unicem Aplicap™ Elongation Tips RelyX™ Unicem Aplicap™ ITonoBxyr04l HaCaaKH
- 56877 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoanre3uBHU KOMIIO3HTHHH
LIEMEHT
56878 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoaare3uBHHH KOMIIO3HTHHH
LIEMEHT
56879 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoaare3uBHUH KOMIO3UTHHH
LIEMEHT
56897 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoaare3uBHHM KOMIO3UTHHH
LIEMEHT
- 56895 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoaare3uBHHI KOMIIO3UTHHH
LIEMEHT
56896 RelyX™ U200 Self-Adhesive Resin Cement RelyX™ U200 Camoaare3uBHMI KOMIIO3UTHHH
LIEMEHT
56913 RelyX™ U200 Automix Mixing Tips RelyX™ U200 Automix 3MillyBajibHl HaCaIKH
56914 RelyX™ U200 Automix Mixing Tips — Endo tips RelyX™ U200 Automix 3miluryBajlbHi HaCaaKH —
EHJ10 Hacagku
56917 RelyX™ U200 Automix Mixing Tips - Intra-oral Tips | RelyX™ U200 Automix IHTpaopaibHi HacaaKH
44030 Cavit™ Temporary Filling Material Cavit™ TumyacoBuii IuioMOyBaJIbHUH MaTeplall
44351 Cavit™ Temporary Filling Material Cavit™ TumyacoBui# ioMOyBaJIbHUH MaTepiall
44313 Cavit™ G Temporary Filling Material Cavit™ G TuMuacoBuii IiIoMOyBaIbHUH MaTeplall
44130 Cavit™ W Temporary Filling Material Cavit™ W TumMyacoBHi# iIoMOyBaJIbHUH MaTepiall
44350 Cavit™ W Temporary Filling Material Cavit™ W TumMyacoBu#t ruioMOyBaJlbHUI MaTepiai
56053 Ketac™ Cem Aplicap™ Glass lonomer Luting Cement | Ketac™ Cem Aplicap™ CkJ1010HOMEpHHUI LIEMEHT
IJ1s IPOTE3YBAHHSA
56060 Ketac™ Cem Aplicap™ Glass lonomer Luting Cement | Ketac™ Cem Aplicap™ Ck10i10HOMEPHHI HEMEHT
JJ1A POTE3yBaHHS
56900 Ketac™ Cem Easymix Glass Ionomer Luting Cement | Ketac™ Cem Easymix CknoioHOMEpHHH LIEMEHT
i ikcauii
56906 Ketac™ Cem Easymix Glass Ionomer Luting Cement | Ketac™ Cem Easymix CkJI0ioHOMEpHHI LIEMEHT
s dikcauii
56902 Ketac™ Cem Easymix Glass [onomer Luting Cement | Ketac™ Cem Easymix CkJI0iOHOMEpHHH LIEMEHT
s dikcauii
56904 Ketac™ Cem Easymix Glass lonomer Luting Cement | Ketac™ Cem Easymix Ck10i0HOMEpHUH LEMEHT
| i dikcauil
56015 Ketac™ Cem Maxicap™ Glass lonomer Luting Ketac™ Cem Maxicap™ CkJ1010HOMEPHHUI LIEMEHT |
| Cement IU1sl IPOTE3yBAHHSL
56020 Ketac™ Cem Maxicap™ Glass lonomer Luting Ketac™ Cem Maxicap™ Ck1010HOMEPHHH LIEMEHT
Cement JUIA POTE3YBAHHS
37230 Ketac™ Cem Radiopaque Glass Ionomer Luting Ketac™ Cem Radiopaque Ck1010HOMEpHHH
| Cement LIEMEHT /s (ikcaLil
' 37200 Ketac™ Cem Radiopaque Glass lonomer Luting Ketac™ Cem Radiopaque Cki010HOMEPHHH

Cement

LIEMEHT Julsl (pikcaLii
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| 37220 Ketac™ Cem Radiopaque Glass lonomer Luting Ketac™ Cem Radiopaque CrsioioHoMepHui
B Cement nemeHT Jyis (ikcarif

37210 Ketac™ Cem Radiopaque Glass lonomer Luting Ketac™ Cem Radiopaque CrsioioHoMEpHUA
Cement uemeHT Juist ikcauii
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