Jexnapauis npo BignosBiguicrs Ne 2

3aranbHa Ha3Ba BHpoOy:
Common name of medical device:

Ilepenik BupobiB:
List of products:

BupoGHuk:
Manufacturer:

¥YnoBHOBaXeHHH NpeacTABHUK B Y KpaiHi:
Authorized representative in Ukraine:

BupoGuuua ginaHka:
Production site:

Knacudikauis:
Classification:

lNpoueaypa ouinku BianoBigHocTi 10
TexHiYHOTO periaMeHTy OO0 MeTHIHHX

BHp0oOiB 3aTBepmKkeHoro [ToctaHoBow Kabinery

Misnictpis Ykpatuu Ne 753 Bin 2 woptHa 2013
POKYy:

Conformity Assesment Route according to
Technical regulation on Medical devices

approved by Decree of Cabinet of Ministers of

Ukraine Ne753 on 2 October 2013:

(Declaration of conformity Ne 2)

HySolate Dental Dams and Accessories
XaiiConame Cmomamonoziuna Izonayis i axcecyapu

Jus. Nonarok 1 no uiel [exnapauii npo BiAMOBiAHICTE
See Annex 1 to the Declaration of conformity

Coltene International Dental Group

Konrene Intepueiimenen Jeutan I'pyn

Dent4You AG

JentdlO AT

Bahnhofstrasse 2, CH-9435 Heerbrugg, Switzerland
Baxuxomrpacce 2, CH-9435 Xiip6pyrr, LlIseiiuapis
service(@coltene.com

TOB «MaiictepaenT»

ByJ. € KoHoBansd, 32 B, nit. A, M. Kuis, 01133, Ykpaina
Ten. (044) 334-74-34

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: info[@masterdent.com.ua

Coltene International Dental Group

KoaTtene InTepHeiimenen Jenran I'pyn

Coltene/Whaledent Inc.

KoarTene/Banenenr Ink.

235 Ascot Parkway Cuyahoga Falls, OH 442223 USA

235 Ackor Ilapkseii Kyiiaxora ®annc, OI' 442223 CILLIA
service@coltene.com

Knac I (ITynxr 13, Jonatok 2 TeXHIYHOTO pernaMeHTy MO0 MeIHYHHX
BUp00iB), 3aTBepakeHoro [TocranoBowo KaGinery MinicTpiB Ykpainu
Bix 2.10.2013 p. Ne 753.)

Class | (Clause 13, Annex 2, of technical regulation

on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 2013)

Jlonarok 8 TexHi4HOTO perjaMeHTy LI0A0 MeIHIHHUX BHPOGiB
sateepxeHoro ITocranororo KabGinety Minictpis Ykpainu Bix
2.10.2013 p. Ne 753

Annex 8, of technical regulation

on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 2013

HentdlO) AT neknapye BAKOHaHHA OCHOBHHX BHMOT LLOJIO0 MEAWYHOrO BUpoOYy, 3riaHo Jomatky 1 TexHiuHoro
perjiaMeHTy II0N0 MeIMYHHMX BHpOOiB, 3aTBepmieHoro [TocranoBoro Kabinety Minictpis Vipainu Ne753 Bix 2 »O0BTHs

2013 p.

DentdYou AG declares the fulfiliment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Crpok it /leknapauii npo sianosianicrs g0 20.07.2028

This Declaration of Conformity is valid until 20.07.2028
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Jexknapauisi npo BinnosiaHicTs Ne 1
(Declaration of conformity Ne 1)
HonaTtok 1
Annex 1

Hasea meaunuHoro BMpoby aHrNiicbLKOW MOBOKO

Hassa meguuHoro Bupoby yKpaiHCbKOI0 MOBOK

Ne Name of medical device in English Name of medical device in Ukrainian

1 XaiiConarte Natekc fentan flam CsiTaui
HySolate Latex Dental Dam Light thin Child (5x5), 52 pcs | ToHKwit auTAumii (5x5), 52 wr.

g HySolate Latex Dental Dam Light medium Child (5x5), 52 | XaitConate Natekc [leHTan JOam Csithumit
pcs cepeaHiv gutaumii (5x5), 52 wr.

5 HySolate Latex Dental Dam Light heavy Child (5x5), 52 XaiConate Natekc feHtan Jam Caitauii
pcs TOBCTUIA AUTAYMIA (5X5), 52 wWT.

" XaiConarte JlaTekc [leHTan flam Ceitauii
HySolate Latex Dental Dam Light thin Adult (6x6), 36 pcs | ToHKuit Jopocauii (6x6), 36 wr.

s HySolate Latex Dental Dam Light medium Adult (6x6), 36 | XaiConate Natekc [lentan flam CsiTAuii
pcs cepeaHii gopocnuii (6x6), 36 wr.

2 HySolate Latex Dental Dam Light heavy Adult (6x6), 36 XaiConarte flatekc [eHtan fam Csitanii
pcs TOBCTUW A0pOCAWI (6X6), 36 wWT.

7 HySolate Latex Dental Dam Light x-heavy Adult (6x6), 36 | XaitConate Natekc fentan fam Ceitauit
pcs HaWTOBCTIWWIA Aopocnui (6x6), 36 wWwT.

g HySolate Latex Dental Dam Light medium Adult (6x6), XaitConate Natekc OenTtan am Csitanid
360 pcs cepegHii gopocauii (6x6), 360 wr.

g HySolate Latex Dental Dam Light medium Child (5x5), 364 | XaiiConate flatekc [leHTan lam Csitauii
pcs cepeaHiin auTaunia (5x5), 364 wr.

10 XaiConarte Nlatekc fleHTan Jam  3eneHui
HySolate Latex Dental Dam Green thin Child (5x5), 52 pcs | ToHKuit guTaumii (5x5), 52 wr.

" HySolate Latex Dental Dam Green medium Child (5x5), 52 | XaiConarte Nlatekc [leHTan flam 3eneHuit
pcs cepeaHii gutaunii (5x5), 52 wr,

5 HySolate Latex Dental Dam Green heavy Child (5x5), 52 XaWConare Natekc feHtan lam  3eneHuit
pcs TOBCTUI AWTAYMMK (5x5), 52 wrT.

13 HySolate Latex Dental Dam Green x-heavy Child (5x5), 52 | XaitConarte Jlatekc [leHTan fam 3eneHuii
pcs HaWTOBCTIWWIA auTAuKiA (5x5), 52 wr.

. é XaiiConaTte NMatekc feHTan Jam 3eneHui
HySolate Latex Dental Dam Green thin Adult (6x6), 36 pcs | ToHkwii gopocawii (6x6), 36 wWT.

- HySolate Latex Dental Dam Green medium Adult (6x6), XainConarte flatekc eHTan Nam 3enewHuit
36 pcs cepenHiin gopocauii (6x6), 36 wr.

- HySolate Latex Dental Dam Green heavy Adult (6x6), 36 XaiiConate flatekc [leHTan flam 3enenwit
pcs TOBCTUW Aopocauii (6x6), 36 wT

iz HySolate Latex Dental Dam Green x-heavy Adult (6x6), 36 | XaiiConate Natekc fleHtan lam 3eneHwii
pcs TOBCTUI Aopocnuii (6x6), 36 wT

18 HySolate Latex Dental Dam Green medium Child (5x5), XaitConate Natekc feHtan flam 3eneHwuii
364 pcs cepeaHiin autaunii (5x5), 364 wr

10 HySolate Latex Dental Dam Green medium Adult (6x6), XaiiConate Natekc flentan lam 3enenuit
360 pcs cepeaHin gopocnuii (6x6), 360 wr.

55 HySolate Latex Dental Dam Blue medium Child (5x5), 52 XaiConate Jlatekc Jentan fam BnakutHui
pcs cepegHin autaumia (5x5), 52 wr

71 HySolate Latex Dental Dam Blue medium Adult (6x6), 36 | XaiiConate /latekc [leHTan lam BnakuTHwif
pcs cepeaHiit gopocauid (6x6), 36 wr

- HySolate Latex Dental Dam Blue heavy Adult (6x6), 36 XaiiConate JlaTekc OeHtan fam BaakuTHUIA
pcs TOBCTUI A0pocania (6x6), 36 wT

23 | HySolate Fiesta Latex Dental Dam thin Adult (6x6), 36 pcs XanCo‘{laTe naTech flekren llam BoanumHui

TOHKMWI aopocanii (6x6), 36 wr
24 | HySolate Fiesta Latex Dental Dam thin Child (5x5), 52 pcs XanCofaTe ¢I€€Ta /ATERE flerTan Jam
TOHKWI AUTAYMIA (5X5), 52 wT
25 HySolate Fiesta Latex Dental Dam medium Child (5x5), 52 | XaiiConate ®iecta /latekc fleHtan Jam

pcs

cepenHii auTAuMiA (5x5), 52 wT
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HySolate Fiesta Latex Dental Dam medium Adult (6x6),

XaiiConate ®iecta Natekc AeHTtan dam

26
36 pcs cepegHiit gopocauii (6x6), 36 wr
55 HySolate Fiesta Latex Dental Dam heavy Child (5x5), 52 XanConate ®iecta Nlatekc [eHtan Jam
pcs TOBCTUA ANTAYMIA (55), 52 wT
- HySolate Fiesta Latex Dental Dam heavy Adult (6x6), 36 XaiConate ®iecta Jlatekc feHTtan Jam
pcs TOBCTUM Jopocauit (6x6), 36 wr
29 HySolate Fiesta Latex Dental Dam medium Child (5x5), XaliConate ®iecta Jlatekc [eHTan Jam
364 pcs cepeaHin auTadmi (5x5), 364 wr
4 HySolate Fiesta Latex Dental Dam medium Adult (6x6), XaitConate ®iecta Natekc AeHTtan Jam
360 pcs cepeaHii gopocaui (6x6), 360 wr
g1 HySolate Latex Dental Dam Black pre-printed medium XaitConate NateKkc feHtan fam YopHui
Adult (6x6), 360 pcs po3miveHunit cepegHiit gopocaunii (6x6), 360 wr.
35 HySolate Latex Dental Dam Black pre-printed x-heavy Xz:fn?:ea::ﬁjL?;:;af;E:g 'D';N;c::;%:m 36
Adult (6x6), 36 pcs me AOP !
55 HySolate Latex Dental Dam Black pre-printed heavy Adult | XaiConate flaTekc [leHTtan flam “YopHuii
(6x6), 36 pcs po3miYeHuid TOBCTUIA Aopocauii (6x6), 36 wrT.
34 HySolate Latex Dental Dam Black pre-printed medium XaiConate /latekc [leHTan [jam YopHwuid
Adult (6x6), 36 pcs po3miyeHunii cepegHiit fopocanii (6x6), 36 wr.
- HySolate Latex Dental Dam Black pre-printed thin Adult XaitConate Natekc [leHTan am “YopHwui
(6x6), 36 pcs PO3MiYeHWIA TOHKWUIW Jopocnuii (6x6), 36 wr.
- HySolate Latex Dental Dam Black pre-printed thin Adult XaiiConate Natekc fleHtan Jam “opHuit
(6x6), 2 pcs PO3MiYeHUit TOHKWIA popocauii (6x6), 2 WT.
- HySolate Latex Dental Dam Green medium Adult (6x6), 2 | XaiiConate /laTekc [lentan flam YopHuii
pcs pO3MiyeHuii cepeaHiit fopocnuii (6x6), 2 wr.
n “ OAM Habi 3N1aTeKCHUI
38 SIMPLE DAM KIT NON-LATEX PREMIUM INST pOCTHM JJ'A abip be
npemiym 3 iHCTPYMEHTOM
ip @i Ti
39 | WINGED FIESTA KIT COMPT .Ha6|p diecta 3 KPUNLLAMU B KOMMN/IEKTI 3
IHCTPYMEHTOM
Habip ®i n 3
40 | WINGED FIESTA KIT W/O INST Habip diecra 3 kpunbuamm Ge
IHCTPYMEHTY
41 | WINGLESS FIESTA KIT COMPLETE Habip ®iecta 6e3 Kpunewb 3 IHCTPYMEHTOM
42 | SIMPLE DAM KIT MpocTuit IAM Habip
5 v -
43 HYSOLATE FRAMED FLEXI DAM 20 PCS RANCQNATE nETekeHV nnaTaR: pamkoto
20 wr.
XAMCO/ATE naTeKcHWiA NNaToK 3 paMKoio
44 HYSOLATE FRAMED FLEXI DAM SAMPLE C 5 4 P
npocTuin Habip
B TeKcHi, 6” x 6” Hi Teal OA
45 | Non-Latex, 6" x 6" Medium Teal Dam £ae B eepen HAN]
naaTku
BesnartekcHi, 6” x 6” egHi Teal JAM
46 | Non-Latex, 6" x 6" Medium Teal Dam € , B s cepag alfl
nnaTku
1 6” x " H
47 | Non-Latex, 6" x 6" Medium Teal Dam BeanaTsKen; 6" cepenui Teal [AM
NNaTku
48 | HYSOLATE NON LATEX DAM 15 PCS. XAWUCONATE 6e3natekcHi naaTku 15 wr.
NeKci- , 6e3n i, 6” X 6” nopisani,
49 | Flexi-Dam, Non-Latex, 6” x 6” Ready Cut, Medium Bnexs .ﬂ'aM AAGTEHCHI 6 X0 noplsan
cepeHl nnaTku
®nekci-fam i,6” x6"” i3aHi
50 | Flexi-Dam, Non-Latex, 6” x 6” Ready Cut, Medium nex ﬂ' z Oeanamenchl, 67x/6¥ nopisan)
cepefHi NnaTku
51 NL FEXIDAM SAMPLE PURPLE HIL ®EKCIAAM npocTuil HaI
nypnypoBoro KOALopy
52 | B 1 HySolate TISSUE RETRACTOR B 1 XaitConare acenesuii peTpakTop
53 | B 2 HySolate TISSUE RETRACTOR B 2 XaitConare aceHesuii peTpakTop

Hata: 12.08.2024

Date: 12.08.2024 Version:2

Penakuis: 2

Cropinka 3 i3 6
Page 3of 6




54

B 3 HySolate TISSUE RETRACTOR

B 3 XaitConate AaceHeBMit peTpakTop

55

B 4 HySolate TISSUE RETRACTOR

B 4 XaitConate aceHeBui peTpakTop

56

B 5 HySolate TISSUE RETRACTOR

B 5 XaitConare aceHeBuit peTpaktop

57

B 6 HySolate TISSUE RETRACTOR

B 6 XaiiConare aceHeBuMit peTpakTop

XaliConate aceHeBuiA peTpakTop

58 | HySolate TISSUE RETRACTORS

59 | SYSTEM 9 CLAMP PAK CHCTEM 9 Heblpiaamepis

60 | #1 HySolate WINGED CLAMP #1 XaitConate Knamep 3 KpUNbLAMM

61 | #4 HySolate WINGED CLAMP #4 XaitConate Knamep 3 KpUNbLAMM

62 | #13A HySolate WINGED CLAMP #13A XaiConate Knamep 3 KpUNbLAMK

63 | 12A HySolate WINGED CLAMP #12A XanConate Knamep 3 KpUbLAMU

64 | #14A WINGED MOLAR CLAMP #14A Kknamep 3 KPUIbUAMM ANA MONADIB
65 | #7 WINGED MOLAR CLAMP #7 Knamep 3 KPUNbUAMKU JN1A MONAPIB

66 | #8A WINGED MOLAR CLAMP H#8A Knamep 3 KPUAbLAMM 418 MONAPIB

67 | #8 WINGED MOLAR CLAMP #8 Knamep 3 KpUNbLAMMK ANA NPEMONAPIB
68 | #2 WINGED BICUSPID CLAMP #2 Knamep 3 KPUNbLAMK ANA NPEMONApis
69 | #00 WINGED BICUSPID CLAMP #00 knamep 3 KpUAbLUAMM ANA NPEMONApIB
70 | #9 WINGED ANTERIOR CLAMP 336;;"3“9" 3 KPUABLAMM 1A GPOHTANIBHIX
71 | W14A WINGLESS MOLAR CLAMP W14A knamep 6e3 kKpuneub ana Monapis
72 | W7 WINGLESS MOLAR CLAMP W7 knamep 6e3 Kpuneup Ana MonAapis

73 | W8A WINGLESS MOLAR CLAMP WB8A knamep 6e3 kpuneLp ANA MONAPIB

74 | W8 WINGLESS MOLAR CLAMP W8 knamep 6e3 Kpuneup ana monspis

75 | W2 WINGLESS BICUSPID CLAMP W2 knamep 6es kpuneub Ans npemonapis
76 | W00 WINGLESS BICUSPID CLAMP WOO knamep 6es kpuneLb An1s npemonspis
77 | W9 WINGLESS ANTERIOR CLAMP ;Vpgo :T"aan":izfjis"iz”"e”b AR

78 | W14 WINGLESS MOLAR CLAMP W14 knamep 6es kpuneub ana monapis

79 | W2A WINGLESS BICUSPID CLAMP W2A knamep bes kpuneub A4na npemonapis
80 | HW2 WINGLESS FIESTA CLAMP #W2 knamep 6es kpuneub PIECTA

81 | W2A WINGLESS FIESTA CLAMP W2A knamep bes kpuneup GIECTA

82 | #W3 WINGLESS FIESTA CLAMP H#WS3 knamep Ges kpuneup PIECTA

83 | W7 WINGLESS FIESTA CLAMP #W7 knamep 6es3 kpuneup PIECTA
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#W8 knamep 6e3 kpuneub PIECTA

84 | #W8 WINGLESS FIESTA CLAMP

85 | #WS8A WINGLESS FIESTA CLAMP #W8A knamep Ges kpuneup PIECTA

86 | #W9 WINGLESS FIESTA CLAMP #W9 knamep bes kpunews GIECTA
®IECTA 9 Habip knamepis 6e3 Kpuneupb 3

87 | FIESTA 9 COLOR CODED WINGLESS P P GRS
KO/IbOPOBUMU MITKaMWU

88 | #W14A WINGLESS FIESTA CLAMP #W14A knamep Ges kpuneup PIECTA

89 | #HWS56 WINGLESS FIESTA CLAMP HWoG kawiep;0es Kpunede PIECTA

90 | W3 WINGLESS MOLAR CLAMP W3 knamep 6es kpuneup pna monapis

91 | W56 WINGLESS MOLAR CLAMP W56 knamep bes kpuneup Ana monapis

92 | #2A WINGED BICUSPID CLAMP #2A Knamep 3 KpUAbUAMM /1A NpemonApie

93 | #3 WINGED MOLAR CLAMP #3 Knamep 3 KpUAbLUAMK ONA MONAPIB

94 | #14 WINGED MOLAR CLAMP #14 knamep 3 KpUNbLUAMWU ONA MONAPIB

95 | 212 WINGLESS CLAMP 212 knamep Oes kpwieys

96 | FIESTA CC CLAMP ORGANIZER ®IECTA CC opranaitsep Knamepi

97 | #2 WINGED FIESTA CLAMP #2 knamep 3 kpunbuammM PIECTA

98 | #2A WINGED FIESTA CLAMP #2A knamep 3 kpunbUAMK PIECTA

99 | #4 WINGED FIESTA CLAMP #4-knaMep 3. KpuaLLAMK GIECTA

100 | #7 WINGED FIESTA CLAMP H7 knamep 3 kpunbuAMu GIECTA

101 | #8A WINGED FIESTA CLAMP REAKNAMEP 2 RpUNGI AN BIECTA

102 | #9 WINGED FIESTA CLAMP #9 knamep 3 KpuabUAMU PIECTA

103 | #12A WINGED FIESTA CLAMP R1ZA knamep 3 kpnbiamE PIECTA

104 | #13A WINGED FIESTA CLAMP #13A knamep 3 KpunbUAMK PIECTA

105 | #14A WINGED FIESTA CLAMP RI4ARNAMED 3 RpUNBUANUW DICCTA

e | PiESTAB COIBREBBED WillGEs <D!ECTA 9 Habip kKnamepis 3 KONLOPOBUMM
MITKaMK

107 | WEDJET - SMALL (YELLOW) BEM}.’,{ET' Ua?'"'sau'"w" HHzP
TOHKMU(KOBTUI)

- cTabinisaLyiitHmi 5

108 | WEDJET - LARGE (ORANGE) BEA/PKET - craGinisauiiikmit Liyp ToBCTUM
(nomapaH4oBui)

L ————— Eesnatekcwm crabinizayiHmnin wHyp
TOHKWUA

110 | NON-LATEX WEDJET LARGE EESHGTfKCHHH CTaﬁlnlaau,IMHMM LWHYP
TOBCTHUH

e —

111 | WEDJET - EXTRA SMALL (BLUE) BERVAMET - CranuilSalineny WHYp
HaATOHKUIA (BNaKUTHMIA)

112 | DENTAL DAM PUNCH LOEHTAN OJAM npobiiHWK onA nnaTkis
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OEHTAN OAM winui gna knamepis

113 | DENTAL DAM FORCEPS

114 | HySolate 6 FRAME XaiiConate 6 pamKa BHYTPiWHbLOPOTOBA

115 | Dam Frame, Metal AAM pamka BHYTPIlWHBOPOTOBA, MeTanesa

116 | Dam Frame, Metal OAM pamka BHYTPIlWWHbOPOTOBA, MeTaNeBa

117 | HySolate 5 FRAME XaitConare 5 pamka BHYTPilIHbOPOTOBA

118 | Dental Dam Frame OEHTAN JAM pamKa BHYTPilWHbOPOTOBA

119 | 5X 5 DAM TEMPLATE 5X5 [0AM wabnow

120 | 6 X 6 DAM TEMPLATE 6 X 6 JAM wabnoH

121 | HOLDER SIZE RUBBER DAM NAPKINS Cepsetky nig nnatku PYBBEP IAM po3mip
TPUMANY

122 | FRAME SIZE RUBBER DAM NAPKINS CepseTku nig nnatkn PYBBEP JAM po3amip

PAMKA
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