3aranbHa na3ea Bupo6y:
Common name of medical device-
Iepenik BupoGis:

List of products:

Bupotuuk:

Manufacturer:

Ynosuosaxenuii npeacrasuuk p
Ykpaini:
Authorized representative in Ukraine:

Knacudirauis
Classification

Aexnapauist npo ianosianicTs Ne2
(Declaration of conformity Ne2)

CromaroJioriuni MaTepiajiu Ta npuaagas

Dental materials and supplies
Awb. Jlonatox 1 1o wief Jeknaparii 1Po BiMOBINHICT
See Annex I to the Declaration of conformity
Coltene/Whaledent AG
Konmene/Banedenm AI’
Feldwiesenstrasse 20, 9450 Altstatten, Switzerland
@enmiecencrpacce 20, 9450 Aurrcrarren, [lseituapis

TOB «Maiictepaen

By € KoHosansg, 32 B, nit. A, M. Kuis, 01 133, Vkpaina
Ten. (044) 285-41-31

e-mail: info@masterdent.com.ua

«Masterdent» LLC

E Konovaltsya str., 32-B, office A, Kyiv, 01133, Ukraine

Tel (044) 334-74-34

e-mail: infol@masterdent.com.ua

Kaac I 3rizno Texniunoro PEIJIAMEHTY 100 MEAMYHHX BHpOGiB,
3aTBepukeHoro [loctanoBoio KaGinery Minictpis Ykpaiun Ne 753 Big 2
KOBTHA 2013 p.

Class I according of Technical regulation on Medical devices approved by
Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2 October 2013

Coltene/Whaledent AG ACKJIAPYE BUKOHAHHA BUMor TexHiunoro PETIAMEHTY LOJI0 MEAHYHAX BHPODIB, 3aTBep LieHOrO [Mocranosoro

KaGinety Ykpainn Ne 753 Bin 2 onThs 2013 p.

Coltene/Whaledent AG declares the Sulfillment of requirements of Technical regulations on Medical devices, approved by Resolution of
Cabinet of Ministers of Ukraine Ne 753 on 2 October 201 3.

Crpok aii Jleknapauii 1po BianoeinxicTs 10 01.12.2025.

This Declaration of Conformity is valid until 01.12.2023.

BHpoGHuk Hece nosuy BianosixanshicTs 32 AKICTb BUPOGIIEMOT POy KL,

Producer takes sole responsibility for product liability.

HMara ninmucy:

~ Date of signing:06/01/2025
@ gfé /7" Colténe/Whaledent AG .
: Feldwiesenstrasse 20 Director Regulatory/Quality Control & Analytics
Pl ;]
/ 9450 Altstatt Switzerland Roland Streuf

Mianuc Haspa nocanu, IT16
Signature Position, Full Name
Hata: 06-01-2025 Pepakuisn: 2

Date 06-01-2025
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Hdexnapauis npo sianosianicTs Ne 2
(Declaration of conformity Ne2)

Jonarox 1
Annex 1
No Ha;:?ﬂn;:;‘il:::;rsoil;[:sﬁy Haspa meauunoro BHPOOY YKPaiHCLKOW MOBOO —’
) ; ; ; Name of medical product in Ukrainian
Name of medical product in English
| Impression material President putty Marepian 115 otpumanHs BinGuTKiB 3y6iB President putty
' 0a3oBwuii
5 Impression material President putty Marepian ans otpumanus ginGuTkis 3y6is President putty soft
' soft DaszoBuii M akwuii
3 Impression material President fast Marepian 115 otpuMaHHs BinGUTKIB 3y0ie President fast putty
' putty soft soft 6asoBuii M akuii wWBKHIKOrO 3aTBEPIiHHSA
4 Impression material President light Marepian ms otpumanns BinGuTkis 3y6iB President light body
) body PiAKHE KOpHTyIOUMii
5 Impression material President regular Marepian nns otpumanns sinGuTkis 3y6iB President regular
) body body 3Buuaiinuii kopuryrounii
6 Impression material President heavy Martepian as otpumMadns RinbuTkip 3y0iB President heavy
' body body rycruii kopuryiouuii
7 Impression material President System | Marepian s OTPUMAaHHs BiNGUTKIB 3y0iR President System
' 360 heavy body 360 heavy body rycruii KOPUTYHOU M i
P Impression material President putty Marepian a1s oTpumaHHs BinGUTKIB 3y6ie President putty
) Gazopwii
9 Impression material President putty Marepian nns oTpumanns BinGuTkin 3y6ie President putty soft
) soft 0a30BHil M sAKHi
10 Impression material President fast Marepian s otpumanns BinduTkin 3y6iB President fast putty
" | putty soft soft 6asoBuii M’ akuii wBMIKOrO 3aTBEPAiHHS
T Impression material President fast Marepian 115 otpumanns BinGuTkis 3y0iB President fast putty
" | putty super soft super soft 6a30Buii HaaM ' siKHi WBKIKOrO 3aTBepaiHHS
12 Impression material President light Marepian mns otpumanns BinGuTkis 3y6is President light body
" | body PIAKHil KOpHTyrOYHii
13 Impression material President regular Martepian 1151 OTpUMaHHS BiIGHTKIB 3y0iB President regular
| body body 3BHuaiinuii kKopuryrounis
14 Impression material President heavy Marepian s otpumanus inbuTkis 3y6iB President heavy
| body body rycTuii kopuryroumii
15 Impression material President mono Marepian 115 oTpuMaHus BinGHTKIB 3y0iB President mono
" | body body nnactiynumii kopuryiouwmii
16 Impression material President Marepian ans otpumanns Bin6uTKiB 3y0iB President
__| microSystem light body microSystem light body pinkwuii KOPHTYIOUMii
17 Impression material President Marepian 115 otpumanns BinGuTkis 3y6iB President
__| microSystem regular body microSystem regular body 3snuaiizuii KOPHUTYHYHi
18 Impression material A ffinis putty soft Marepian nis oTpumanns BinGuTkis 3y6ie Affinis putty soft
' 0a30BHit M AKuii
19 Impression material Affinis fast putty Marepian ans orpumanns indurkis 3y6is Affinis fast putty
| soft soft 6a3oBuii M sikuit wBKMaKOrO 3aTBEpPAiHHSA
20 Impression material Affinis fast putty Marepian a1 otpumanns Biz6uTkin 3y6iB Affinis fast putty
" | super soft super soft 6a30BHI HaIM SKHiT BUAKOTO 3acTHr AN
o Impression material Affinis System Marepian n1s orpumanns sin6utkis 3y6is Affinis System 360
| 360 putty putty 6azoBuii
2 Impression material Affinis light body N‘IaTepia_n AT OTPHMAHHS BiIOUTKIB 3y6iB A ffinis light body
PLAKHI KOPHTYIOUHi
23 Impression material Affinis fast light Marepian n1s otpumanns Bin6uTkis 3y6ie Affinis fast light
" | body body pinkuii kopuryioumii wemHKoro 3aCTHraHHsl
24 Impression material Affinis regular Marepian nis otpuManns BinGuTkis 3y0iB Affinis regular body
" | body 3BHYAHHHH KOpHryIoumii
a5 Impression material Affinis fast regular | Matepian ans oTpuManns BinbuTKin 3y6iB Affinis fast regular
" | body body 3Buuaiinuii kopuryiouuii LWIBHAKOT'O 3aTBEPIiHHs
26 Impression material Affinis heavy Marepian mis otpumanns BinGuTkin 3y6iB Affinis heavy body
| body TYCTHH KOpUTYIOuHii
57 | Impression material Affinis fast heavy | Marepian n1s otpumanns sinouTris 3y6is Affinis fast heavy
" | body body ryeruii KOPUTYHOYHH IBHAKOIO 3aCTHIAHHS
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’;8 Impression material Affinis System Martepian s otpumanns Binbutkis 3y0iB Affinis System 360
~_| 360 heavy body heavy body rycruii kopuryrouuii
29 Impression material Affinis Mono Marepian 115 oTpumanHs BiAGUTKIB 3y6is Affinis Mono body
| body TUIACTHYHHH KOPHUTYIOUHi
30 Impression material Affinis System Marepian ans otpumanHs BinGuTkin 3y6is Affinis System 360
~ 1 360 Mono body Mono body niacTuunmit kopuryiounis
3] Impression material Affinis Precious Marepian ans oTpumanHs BinGuTKIE 3y6in Affinis Precious
" | light body light body pinkuii kopuryiouuii
32 Impression material Affinis Precious Marepian nns otpumanus sin6urkis 3y6is Affinis Precious
" | regular body regular body sruuaiinuii KOPHUTYIOUHii
33. | Bite registration material Jet Bite Matepian ms peectpauii npHkycy Jet Bite
34. Bite registration material Jet Bite fast Marepian mns peec.Tpaui'l' npukycy Jet Blue Bite fast
LIBHAKOIO 3aTBEPIiHHS
35 Bite registration material Jet Bite Marepian nns peecrpauii npHKycy 3y6is Jet Blue Bite superfast
" | superfast HaAIBHIKOIO 3aTBEPAiHHS
36 Bite registration material Jet Blue Bite Martepian 11s peectpauit npukycy Jet Blue Bite fast
© | fast WBHIKOIO 3aTBEPAIHHS
37 Bite registration material Jet Blue Bite Martepian 1 peectpanii npukycy Jet Blue Bite superfast
" | superfast HaLIBUIKOTO 3aTBEPAiHHS
38 Gingiva retraction material Magic Marepian 115 perpakuii sicen Magic FoamCord
" | FoamCord
39 Adhesive AJresus 10 Marepiany s OTPUMAaHH3 BiOMTKIB 3y6iB
' Adhesive
Adhesive AC Anresus 10 Matepiany s OTPHMaHHA BifnOUTKIB 3y6iB
40. X
Adhesive AC
41 [mpression material Speedex putty Marepian nis otpumanHs BinGuTKiB 3ybiB Speedex putty
' 0azoBwii
0 Impression material Speedex light Marepian nns otpumanns BinGuTkis 3y6iB Speedex light body
" | body pinkuii kopuryoumii
43, Impression material Speedex Medium Martepian nis oTpumanns Bin6uTKB 3y6ie Speedex Medium
CEPENHLO-KOPUTYHOUHI
44 Impression material Speedex Universal Marepian ans otpumanHs BinduTkis 3ybis Speedex Universal
| Activator Activator yHisepcanbHuii aKTHBATOP
45. | Pressure Spot Indicator PS] IHIMKaTOp TOUKOBOTO THCKY PSI
46. | SwissFlex Strips Cromaronoriuni wrpuncu SwissFlex
47 Impression material President Trial kit Marepian nns otpumyBanus pinbutkin 3y0iB President
) [1poGuuii Habip
48, Impression material Affinis Trial kit Megepia.r{ A1 OTpUMYBaHHs BiTOUTKIB 3y6iB Affinis Ipo6Huii
Habip
49 Impression material Affinis light body | Marepian ans OTPUMAHHs BiOUTKIR 3ydie Affinis light body
" | microSystem microSystem pinkuii KOpHUTYHOY M
50 Impression material Affinis regular Marepian ans orpumanns in6uTkis 3y0ie Affinis regular body
__| body microSystem microSystem spuyaiinumii KOPUTYIOUHii
5 Impression material Affinis fast light Marepian nns otpumanns BizGuTkis 3y06i Affinis fast light
__| body microSystem body microSystem pinkuii KOPHIYIOUH LIBUAKOTO 3aTBEPiHHS
59 Impression material Affinis fast regular | Marepian ans otpumanns BinGuTKiB 3y6is Affinis regular body
"_| body microSystem microSystem 3BuyaiiHuii KOPHUTyHOUHii IBUIKOTO 3aTBEPTiHHS
53 Impression material Speedex putty soft Marepian 1is oTpumanns BinGurkis 3y0iB Speedex putty soft
) bazoBwHii |
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