3arasibHa Ha3Ba BHPOOY:
Common name of medical device:

IMepenik BHpobiB:
List of products:
Bupotuuk:
Manufacturer:

YnosHoBaxeHHii NpeIcTaBHIK B
Ykpaini:
Authorized representative in Ukraine:

Knacudikauis
Classification

[Mpoueaypa ouinku BianosigHocTi:

Conformity Assessment Route:

CeprTudikaru:
Certificates:

ITpusnaveHnii oprau 3 ouinku
BiAnoBiaHoCTI Ta iforo
ineHTHQIKAUITIHNIT KoA
Conformity assessment body with its
identification number:

Jexnapauist npo BianosianicTs
(Declaration of conformity)

:\']ﬂ'](.‘l)i‘d.illl JUTH llﬂ()M())'lellllS] KOpeHeBHx li':l}la.:'lil}, IlHIleUBi
UITHRTH, ACHipaiiiHi HAKOHEUHHKH, Me/JIHYHI KeJaTHHOBI 'YOKH,
TAMIIOHOBA NMOB'#13Ka, Gaiijin KopeHeBHX KaHAJIB, CTOMATONOTIYHHIT
HAKOHEUITHK 3 MOTOPOM
Root canal filling materials, paper points, aspirator tips,medicated gelatin
sponges, tamponade bandage, root canal files, dental rotary handpiece
with engine
Jlu. Jonatok 1 ao uiei Mexnapauif npo BianosigHicts
See Annex | to the Declaration of conformity

Coltene/Whaledent GmbH + Co. KG

Konrene/Banenent I'moxi+ Ko. KT

Raffeisenstrasse 30, 89129 Langenau, Germany

Padeiizeniurpacce 30, 89129 Jlanrenay, Himeuunna

TOB «MaiicTepaeHm

Byn. € Konosanbus, 32 B, nit. A, m. Kuis, 01133, Ykpaina

Ten. (044) 334-74-34

e-mail: info@masterdent.com.ua

«Masterdent» LLC

= Konovaltsya str., 32-V, office A, Kyiv, 01133, Ukraine

Tel (044) 334-74-34

e-mail: infol@masterdent.com.ua

Kanac Ila srigno [lyuxris 14, 15, 16 Hoaatky 2 TexHiuHOro pernameHty
wono MeauuHux Bupodis, 3aTteepkeHoro Iloctanosoro Kabinety
Miunictpis Ykpaiuu No 753 sin 2 skoeTHst 2013 p.

Class Ila according ltems 14, 13, 16 to Annex 2 of Technical regulation on
Medical devices approved by Resolution of Cabinet of Ministers of Ukraine Ne
733 on 2 October 2013

Honatok 3 Texniynoro perfamMeHTy LIOJO0 MEAHYHHX BHpOOIB,
saTBepakenoro Ilocranosrolo Kabinety Minictpis Ykpainu Ne753 sin 2
#oBTHA 2013 p.

Annex 3 of Technical regulation on Medical devices approved by Resolution of
Cabinet of Ministers of Ukraine Ne 753 on 2 October 2013

UA.TR.120
Ceprudikar ouinku BianorigHocti Ne PR.230-19
Certificate assessment of conformity No.: PR.230-19

Crpoxk aif ceprudikara ouinku Bingnosinnocti 11.08.2023
Certificate assessment of conformity is valid until: 11.08.2023

ToeapucTBO 3 00MeKEHOI0 BIANOBIAANBLHICTIO
«IMITPYB MEJAUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Coltene/Whaledent GmbH + Co. KG  nexnapye sukonanns simor Jlonatky | 10 TexHiMHOMO perfaMenTy o0 MeaHIX BHPOGIB,
3ateepukeroro [locranosoio Kabinery Yrpainu Ne 753 Bia 2 sostha 2013 p.

Coltene/Whaledent GmbH + Co. KG declares the fulfillment of requirements of Annex I to Technical regulations on Medical devices,
approved by Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2 October 2013.

) }\fa@ >

OLTENE®

Jara nianncy: 29.08.2019
Date of signing: 29.08.2019

/ Whaledent Gmbh + Co. KG Director QM/QC/RA Barbara Wellbrock
[Tixnuc T |D-3{H1||!i§hnstmﬁe30 Hazea nocanum, I116
Signature 9129 Langenau / Germany Position, Full Name
Hara: 28-06-2019 Penakuisn: 1 C'roPimca 1i320
Date:28-06-2019 Version: | Page [ of 20




262. | 386108 ROEKO Plugger 0.8, 1 pc ROEKO Mnarrep 0.8
263. | 386110 ROEKO Plugger 1.0, 1 pc ROEKO Mnarrep 1.0
264. | 386112 ROEKO Plugger 1.2, 1 pc ROEKO Mnarrep 1.2
265. | 462012 ROEKO Surgitip-micro 1,2 mm, 20 CrepunbHi cTomart. xipypriyHi Hacagkm ROEKO
' pcs Surgitip-mikro ( 20wT.+1 noas.nepexigHuK)
266. | 462013 ROEKO Surgitip-micro 1,2 mm, 100 CTepunbHi cTomar. Xipypriydi Hacagku ROEKO
o pcs Surgitip-mikro ( 100wT.+1 noaB.nepexigHuK)
. ROEKO AcnipauiiiHi HakiHedHuKu Surgitip 2,5
267. | 462025 ROEKO Surgitip 2,5 mm, 20 pcs pak K e
mm, 20 wr
ROEKO AcnipauiiHi HakiHeyHuK#K Surgitip 2,5
268. | 462026 ROEKO Surgitip 2,5 mm, 100 pcs nibay gHip
mm, 100 wTt
ROEKO AcnipaujiiHi HakiHe4yHWKK Surgitip 4,8
269. | 462048 ROEKO Surgitip 4,8 mm, 20 pcs DERD AR B =g
mm, 20 wr
- ROEKO AcnipauiiiHi HakiHeuHuKku Surgitip 4,8
270. | 462049 ROEKO Surgitip 4,8 mm, 100 pcs P Brp
mm, 100 wr
CTepunbHi CTOMaT.eHA040HTUUHI HacagKm
271. | 60018280 ROEKO Surgitip-endo 1SO 60, 20 pcs. ROEKO Surgitip-ENDO ( 20wT.+1
noAB.nepexiaHunK)
CromaTtonoriyHi acnipauiiiHi Hacagku ROEKO
272.| 450211 ROEKO Concorde Il ¢ 11 mm, 10 pcs Concorde Il, @11 mm, 10 wr, + 1 nepexigHmK
CromaTtonoriyHi acnipayiiHi Hacagkm ROEKO
273.| 450216 ROEKO Concorde Il g 16 mm, 10 pcs Concorde Il, 616 mm, 10 . + 1 nepexigHuK
274. | 463000 :q?nEKfp[zO”b'e Adapter 6,5/11/16 ROEKO MopasitiHuii agantep 11/16 mm
275.] 463011 ROEKO Adapter 11/16 mm, 1 pc ROEKO Agantep 11/16 mm
: 3 . = ry
276. | 461048 ROE‘KO Aspirator Tips @ 4.8 mm Non ROEKO fppmrau,mm Hacagku ¢ 4.8 mm He
Sterile, 100 pcs cTepunbHi, 100 wr
ROEKO GuttaFlow2 Standard Set, ROEKO GuttaFlow Bioseal Matepian ana
277.| 60013701 ; & )
5mi 0bTypauii kaHanis CtaHgapTHMiA Habip 5 mn
ROEK 21 it C I "
278. | 60013702 156 Gauttdrineg MiraidtCapslies, ROEKO GuttaFlow2 Habip kancyn gosatkosuii
R | I i )
279. | 60013704 23;? CRuarlowd CROsUIBSRENl, | ooy thaFaw Sl Kanoyin, 20w
280. | 60013707 ROEKO GuttaFlow2 Dispenser, 1 pc ROEKO GuttaFlow?2 ficnexcep
R == : "
281. | 60013719 ZSEES RuttaRlawe MstRETIpSREl. | o oerrmitia o Switntmaamps g S
E Fl i i . )
282. | 60013745 E?ano SutiaflowaApplicatar Refll ROEKO GuttaFlow2 3miHHMIA annikaTop, 5 M
F - : 5
283. | 60019560 ROEKO GuttaFlow Bioseal Standard ROEKO (iuttaFlolw Bioseal Mareuplan F,ﬂﬂ
Set, 5 ml 06Typauii kaKanis CTaHAaPTHWIA Habip 5 mn
284. | 60019561 ROI.EKO GuttaFlow Bioseal Applicator | ROEKO G"yttaFlo.w BIOS.E?EH Marepian gna
Refill, 5 ml 0bTypaui kKaHanis AnnikaTtop 5 mn
285. | 60019562 R.OEKO ('3uttaFIow Bioseal Mixing ROEKO G?}JttaFlolw Blloseal MarTepian ana
Tips Refill, 24 pcs o0Typauii kaHanie MiKc KaHoAb, 24 WT
286. | 60021766 Sample GuttaFlow bioseal 2.5ml ROEKS C?‘.!JttaFloyv Bloseal Mareplan. am
obTypauji kaHanis Cemnn
ROEKO G low Ad
287. | 349133 DEKO GuttaFlow. Adapter for ROEKO GuttaFlow AganTep ao RotoMix, 3 wr
RotoMix, 3 pcs
288.| 349134 ROEKO GuttaFlow Combi Tips, 20 pcs | ROEKO GuttaFlow Combi 3miwysaui, 20 wr
289. | 349132 ROEKO GuttaFlow Canal Tips, 20 pcs ROEKO GuttaFlow KaHanbHi Tincu, 20 wr
290. | 360015 ROEKO Guttapercha Points Pink ISO ROEKO l'ytranepuyesi wrngtn Poxkesi ISO 15,
15, 100 pcs 100 wr
ROEKO Guttapercha Points Pink ISO ROEKO lNyrranepuesi wtudTh Poxkesi I1SO 20,
291.| 360020
20, 100 pcs 100 wT
292. | 360025 ROEKO Guttapercha Points Pink ISO ROEKO l'ytranepyesi wtndTn Poxesi ISO 25,
25, 100 pcs 100 wr
293. | 360030 ROEKO Guttapercha Points Pink ISO ROEKO l'ytranepuesi wrrnptu Poxesi ISO 30,
30, 100 pcs 100 wr
294, | 360035 ROEKO Guttapercha Points Pink I1SO ROEKO lNytranepyesi wtudTtn Poxesi ISO 35,
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560. | 367225 ROEKO Activ Point Chlorhexidine ROEKO LUTudTH akTMBHOro xnoprukceguHy 1SO
Points ISO 25, 60 pcs 25, 60 wt
s61. | 367230 ROEKO Activ Point Chlorhexidine ROEKO LUTMdTH aKTMBHOrO XnoprukceauHy 1SO
’ Points ISO 30, 60 pcs 30, 60 wr
s62. | 367235 ROEKO Activ Point Chlorhexidine ROEKO WtnudTt akTMBHOrO XnoprukcegmHy 1SO
Paints I1SO 35, 60 pcs 35, 60 wr
563. | 367240 ROEKO Activ Point Chlorhexidine ROEKO LUTUGTH aKTMBHOTO XnoprukcegunHy 1SO
Points I1SO 40, 60 pcs 40, 60 wr
s64. | 367245 ROEKO Activ Point Chlorhexidine ROEKO WTKdTH aKTMBHOrO XN0prukceauHy 1SO
Points ISO 45, 60 pcs 45, 60 wr
565. | 367250 ROEKO Activ Point Chlorhexidine ROEKO WTHMdTH aKTMBHOTO Xnoprukceaunny 1SO
Points ISO 50, 60 pcs 50, 60 wr
566. | 367255 ROEKO Activ Point Chlorhexidine ROEKO WTud T akTMBHOro XxnoprukcegumHy 1SO
Points ISO 55, 60 pcs 55, 60 wrt
567. | 367260 ROEKO Activ Point Chlorhexidine ROEKO WTndTh akTMBHOrO XxnoprukcegmHy 1SO
Points ISO 60, 60 pcs 60, 60 wT
568. | 367270 ROEKO Activ Point Chlorhexidine ROEKO LUTUGTH aKTMBHOTO XnoprukcegunHy 1SO
' Points ISO 70, 60 pcs 70, 60 wTt
569 | 367280 ROEKO Activ Point Chlorhexidine ROEKO LUTMTM aKTMBHOIO XN0pruKkceauHy 1SO
Points I1SO 80, 60 pcs 80, 60 wr
570. | 367296 ROEKOQ Activ Point Chlorhexidine ROEKO LUTMdTH aKTMBHOrO XnoprukceguHy 1SO
Points ISO 15-40, 60 pcs 15-40, 60 wr
ROEKO Activ Point Chlorhexidine ROEKO WTHdTM aKTUBHOTO XNnoprukceauHy 1SO
571. | 367297 .
Points ISO 45-80, 60 pcs 45-80, 60 wT
572. | 274002 ROEKO Gelatamp, 20 pcs 3acib KpOBO.CﬂVH—iHMFl NOrAUHaNbHUN
cTomaTtonoridHuin Roeko Gelatamp, 20 wt
573. | 274007 ROEKO Gelatamp, 50 pcs 3acib HpOBO-CFIHI-LHIdﬁ NorANHANbLHWUA
ctomaTonorivHunii Roeko Gelatamp, 50 wTt
3acib KPOBOCNMHHMIA NOrNMHANBHUA
574.| 274008 ROEKO Gelatamp Blister Pack, 20 pcs | ctomaTtonoriunuii y 6nicrepax Roeko Gelatamp,
20 wTt
“ COLTENE®
Colténe / Whaledent Gmbh + Ca, L{dgj/
Raiffelsenstraie 30 ‘ Director QM/QC/RA Barbara Wellbrock
0-39129 Langenau / Germany
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