3aranbHa Ha3Ba BHpPOOY:
Common name of medical device:
Ilepenik BupoGiB:

List of products:

BupobHuk:
Manufacturer:

YnoBHOBaxKeHHH NpeJCTABHHK B
Ykpaini:
Authorized representative in Ukraine:

Knacugixauis
Classification

HAexnapauisi npo BiAnoBiaHicTsh
(Declaration of conformity)

CroMaTonoriyHi MaTepiajaH Ta npuaaaas

Dental materials and supplies
Jlus. Jlonatok | mo wiei JIeknapatii npo BiAnoBigHicTb
See Annex 1 to the Declaration of conformity

Coltene/Whaledent AG
Konmene/Banedeum AI'
Feldwiesenstrasse 20, 9450 Altstatten, Switzerland

TOB «MalicTepaeHT»

Bya. € KonoBansug, 32 B, nit. A, m. Kuis, 01133, Ykpaina
Ten. (044) 285-41-31

e-mail:info@masterdent.com.ua

«Masterdent» LLC

E Konovaltsyastr., 32-B, office A, Kyiv, 01133, Ukraine

Tel. (044) 285-41-31

e-mail: infol@masterdent.com.ua

Knac 1 srinHo TexHiYHOro persaMeHTy IIOJ0 MeIHYHHX BHPOGIB,
satepmxeHoro Ilocranororo Kabinety Minictpis Ykpainu Ne753 Bim 2
xoBTHA 2013 p.

Classl according of Technical regulation on Medical devices approved by
Resolution of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Coltene/Whaledent AGrexnapye BuKOHaHHA BUMOT TEXHIYHOTO PErIaMeHTy IO/I0 MEMYHUX BUPOGIB, 3aTBepIkeHOro [T0CTAHOBOIO

Kabinety Ykpaiuu Ne 753 Big 2 scosTHa 2013 p.

Coltene/Whaledent AGdeclares the fulfillment of requirements of Technical regulations on Medical devices, approved by Resolution of Cabinet

of Ministers of Ukraine Ne753 on 2 October 2013.

Crpok aii Jexnapauii npo BianoeimxicTs g0 01.02.2025.

This Declaration of Conformity is valid until 01.02.2025.

BupoGHHK Hece NOBHY BiNOBIAAILHICTE 3AAKICTh BHPOGIAEMOT NPOAYKILT.
Producer takes sole responsibility for product liability.

Colténa/Whaledent AG

Idwlesen trasse 20
éfuﬂ statien)Switzeriand
TTignuc
Signature

Jata niamucy:
Date of signing:02/02/2020

Director Quality Management and
RegulatoryAffairs, Silvan Benz
Haspa nocanu, I1I6

Position, Full Name

Hara: 02-02-2020
Dare02-02-2020
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Jeknapauis npo BiAnoBigHicTb

(Declaration of conformity)
Honatok 1
Annex 1

Haspa Mmeaqu4HOro Bupody
aHriicLK0I0 MOBOIO
NameofmedicalproductinEnglish

Hasea Meau4HOro BHpo0y yKpaiHChKOK MOBOKO
NameofmedicalproductinUkrainian

Impression material President putty

Marepian juis orpumanHns BinbuTkiB 3y6ie Presidentputty 6asosmii

Impression material President putty
soft

Marepian jui1 oTpuMaHHA BigOUTKIB 3y0iB Presidentputtysoft 6asoBuii
M SAKHH

Impression material President fast
_putty soft

Marepian ans orpumanss BinGuTkie 3y6iB Presidentfastputtysoft
6a30BHI M'AKHi IIBHAKOTO 3aTBEpIiHHA

Impression material President light

Marepian wis otpuManns Binbutkis 3y6is Presidentlightbody

4. body PiAKHIAKOPHTYIOUHi
5 Impression material President Martepian ans oTpuMaHHA BinbuTkis 3y6iB Presidentregularbody
" | regular body 3BUYAHHHAKOPHTYIOUHH
6 Impression material President Marepian 111 oTpuMaHHs BinouTKiB 3y0iB Presidentheavybody
" | heavy body I'YCTHHKOPHUTYIOU Ui
7 Impression material President Marepian a4 orpuManHs BinOUTKiB 3y6iB PresidentSystem 360
" | System 360 heavy body heavybody rycruiikopuryrounii
8. | Impression material Presidentputty | Martepian a1 orpuManHs BinGuTkiB 3y6is Presidentputty 6asopuii
9 Impression material President putty | Martepian ans orpumanHs BinOuTkis 3y6is Presidentputtysoft 6azoBui
" | soft M AKHH
10 Impression material President fast Marepian mns oTpumaHHs BinGuTkie 3y6is Presidentfastputtysoft
‘| putty soft Oa3oBuii M'AKHii IIBHAKOTO 3aTBEPLiHHS
. Impression material President fast Marepian ans otpumanHs Bin6utkie 3y6is Presidentfastputtysupersoft
‘| putty super soft 0a3oBHii HaIM ' SIKUiT ITBUIKOTO 3aTBEP/iHHSA
12 Impression material President light | Marepian anst otpumanss Bin6urkis 3y6is Presidentlight body
‘| body DiAKHIHKOPHTYIOY K
13 Impression material President Marepian a4 otpuMaHHA BiOMTKIB 3y6iB Presidentregular body
'| regular body 3BHYANHUHKOPHTYIOUHH
14 Impression material President Marepian ang orpuMaHHs BinOuTKiB 3y6iB Presidentheavybody
‘| heavy body TYCTHHKOPHTYIOY Mt
15 Impression material President mono | Marepian juis oTpumaHHs BinGuTkis 3y6is Presidentmonobody
‘| body TUTACTHYHUHKOPHTYIOY Wi
16 Impression material President Marepian qs oTpuMaHHs BinGuTKiB 3y6iB PresidentmicroSystemlight
'|_microSystemlight body body pinkuiikopuryroumit
17 Impression material Marepian 11 oTpUMaHHA BiIOMTKIB 3y6iB
| PresidentmicroSystemregular body | PresidentmicroSystemregular body 3Buuaiinuiikopuryroqii
18 Impression material Affinis putty Marepian nns otpumanHs BinGutkis 3y6ie Affinisputtysoft 6azopuii
"| soft M SAKHi
19 Impression material Affinis fast Marepian ayis orpumanHs BinGutkis 3y6is Affinisfastputtysoft 6asopnit
'| putty soft M SIKHii IIBHAKOTO 3aTBEPAIHHA
20 Impression material Affinis fast Marepian anst orpumanns Bin6urkis 3y6is Affinisfastputtysupersoft
'| puttysuper soft 6a30BHii HAIM SIKKI LIBHAKOTO 3aCTHUIaHHs
21 Impression material Affinis System | Marepian ans oTpumanns Binbutkis 3y6is AffinisSystem 360 putty
‘| 360 putty DazoBuii
2 Impression material Affinislight Martepian ais otpuMaHHA Bindutkie 3y6is Affinislightbody
‘| body PiAKHAKOPHIYIOUHi
23 Impression material Affinisfast Marepian s otpumanns Binbutkis 3y6is Affinisfastlightbody
‘| light body PiAKHHKOPHIYIOYHIIIBUAKOrO 3aCTHTAHHSA
24 Impression material Affinis regular | Marepian w1 oTpEMaHHs BiAGUTKIB 3y6iB Affinisregularbody
‘| body 3BHYAHHUHKOPUTYIOUHii
25 Impression material Affinisfast Martepian ans otpmanns Binbutkis 3y6ie Affinisfastregularbody
'| regular body 3BHYaHHHKOPHIYIOUMHIIBMIKOTO 3aTBEPAiHHSA
2 Impression material Affinisheavy Marepian ans orpumanus Binbutkis 3y6is Affinisheavybody
‘| body I'YCTHHKOPUTYOUHi
27 Impression material Affinisfast Martepian ais orpumanns BinGutkis 3y6is Affinisfastheavybody
‘| heavy body T'YCTHHKOPUTYIOYHHIIBHAKOTO 3aCTHIaHHS
28.| Impression material AffinisSystem | Marepian ans orpuManms Bin6uTKiB 3y6iB AffinisSystem 360
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360heavy body heavybody rycruiikopuryrounit
29 Impression material Marepian s otpumanns Binburkis 3y6is AffinisMonobody
‘| AffinisMonobody T1aCTHYHHHKOPHTYIOY Hi

30.

Impression material Affinis System
360 Monobody

Martepian ans orpumanus Binbutkis 3y6is AffinisSystem 360
Monobody niacTHYHHI KOPHTYIOUHiA

Impression material Affinis

Marepian 115 oTpuMarHs BinGuTKiB 3y6ie AffinisPreciouslightbody

i Precious light body piAKHHKOpHTYIOY Mt
3 Impression material Affinis Marepian ais otpumanns Binburkis 3y6is AffinisPreciousregularbody
"| Precious regular body 3BHYAlHUHKOPUTYIOUH
33.| Bite registration material Jet Bite Marepian ais peectpauii npukycy JetBite
34 Bite registration material Jet Bite Marepian s peectpauii npukycy JetBlueBitefast
‘| fast IIBHIKOTO 3aTBEPAiHHSA
35 Bite registration material Jet Bite Marepian ana peectpauii mpukycy 3y6is
'| superfast JetBlueBitesuperfastHaamsuakoro 3aTBepaiHHs
36 Bite registration material Jet Blue Marepian nns peectpauii npuxycy JetBlueBitefast
‘| Bite fast LIBHIKOTO 3aTBEPAiHHA
37 Bite registration material Jet Blue Marepian nna peectpauii npukycy JetBlueBitesuperfast
‘| Bite superfast Ha/IIBH/IKOrO 3aTBEpHiHHS
38 Gingiva retraction material Magic Marepian ans perpakuii scenMagicFoamCord
‘| FoamCord
39.| Adhesive Auresus 10 MaTepiany 1 OTpHMaHHs Bia6uTkis 3y6is Adhesive
40.| Adhesive AC AZre3us 10 MaTepiaty /Uit OTpUMaHHsl Bia6uTkiB 3y6is AdhesiveAC
41.| Impression material Speedex putty | Marepian a1 OTpUMaHHs BiIGHTKIB 3y6iB Speedexputty 6a3opmii
42 Impression material Speedex light Marepian ans otpumanns BinGutkis 3y6is Speedexlightbody pinkuit
‘| body KOPHUTYIOUHii
43 Impression material Speedex Marepian mwis otpumanns BinOuTkis 3y6is SpeedexMedium
‘| Medium CepenHbO-KOPUTYIOUH i
44 Impression material Marepian juia oTpumanns Bin6urkis 3y6is SpeedexUniversalActivator
‘| SpeedexUniversal Activator YHiBepcalbHUI aKTUBATOP
45.| Pressure Spot Indicator PSI IHAMKATOp TOYKOBOTO THCKY PSI
46.| SwissFlexStrips Cromarosioriuni mrpumcu SwissFlex
47 meression material President Trial | Marepianansotpumysannssii6utkissy6isPresidentITpo6 Huit Habip
| kit
48.| Impression material Affinis Trial kit Martepianuisorpumysannssinburkis3y6isA ffinisIIpoGruii HaGip
49 Impression material Affinislight Marepian 11s oTpUMaHHs BiZOUTKIB 3y6iB
‘| bodymicroSystem AffinislightbodymicroSystempinkuiixopuryioumii
50 Impression material Affinisregular | Marepian a1s orpumanns BinGuTkis 3y6iB
"| bodymicroSystem AffinisregularbodymicroSystemssuuaiinuiikopuryioumii
51 Impression material Affinisfast Marepian ans otpumans BinGuTkis 3y6is Affinisfast
'| light bodymicroSystem lightbodymicroSystempinkuitkopuryiounit msuIKoro 3aTBEPHiHHA
Impression material Marepian nns oTpuMaHHs BiZGUTKIB 3y6iB
52.| Affinisfastregular AffinisregularbodymicroSystemssuuaiinuiikopuryrounimsuakorosarse

bodymicroSystem

pAiHHA

2

Colténthaledant AG
=2—Feldwiesenst
9450 Altstatte

trasse 20
'Switzerland
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