3arannna Ha3Ba BupoGy:
Common name of medical device:
ITepenik BHpoGis:

List of products:

Bupotuuk:

Manufacturer:

YNOBHOBaXKEHHH NpeICTABHUK B
YkpaiHi:
Authorized representative in Ukraine:

Knacudixauis
Classification

ITpouenypa ouinku Bignosizmocti:

Conformity Assessment Route:

Ceprudixatu:
Certificates: |

IpusHavennii oprau 3 ouinky
BiAnoBiaHoCTI Ta iioro
inenTndikauiinnii Kox
Conformity assessment body with its
identification number:

Hexnapauis npo Bianosignicrs
(Declaration of conformity)

JlikyBaneHi skenaTuHoBi ry6iu
Medicated gelatin sponges
Hus. lonatoxk 1 1o uiei exnmapauii TPO BiAMOBINHICTH
See Annex I to the Declaration of conformity
Coltene/Whaledent GmbH + Co. KG
Kounrene/Banenent I'm6X+ Ko. KI'
Raffeisenstrasse 30, 89129 Langenau, Germany
Padeiisenmrpacce 30, 89129 Jlanrenay, Hiveuunna
TOB «Maiicrepaent»
ByJI. € KoHoBanbs, 32 B, mir. A, m. Kuis, 01 133, Vkpaina
Ten. (044) 334-74-34

e-mail: info@masterdent.com.ua

«Masterdent» LLC

E Konovaltsya str., 32-V, office 4, Kyiv, 01133, Ukraine
Tel. (044) 285-41-31

e-mail: info@masterdent.com.ua

Knac III srinso Mymxty 15 Honatky 2 Texuigroro PErylaMeHTy IOI0
MEIHIHHX BHpPOOIB, 3aTBEpIKEHOTro I10CTAHOBOMO Ka6inety Minictpin
Vkpaiau Ne 753 Bin 2 smoBTHs 2013 p.

Class Ill according Item 15 to Annex 2 of Technical regulation on Medical devices
approved by Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2 October
2013

Honatok 3 TexniuHoro PEIIaMEHTY IIOA0 MEAMYHHX BHpPOGIB,
satBepmkeHoro IlocranoBoro KaGinery MinictpiB Vkpainu Ne753 Big 2
*0BTHA 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
Ceprudixat ouinku BignosigHocTi Ne PP.490-23 Bix 28.02.2023
Certificate assessment of conformity Ne.: PP.490-23 of 28.02.2023

Crpok nii ceprudikara ouinxy Bianosizsocti 27.02.2028
Certificate assessment of conformity is valid until: 27.02.2028

Ceprudikar nepesipku npoexty Ne PR734/3-23 Bin 23.02.2023
Certificate design examination Ne PR.734/3-23 of 23.02.2023

Crpok xif ceptudixara nepesipku npoekty 23.02.2028
Certificate design examination is valid until: 23. 02.2028

TosapucTBO 3 06MeskeHOI0 BiANOBIAATBLHICTIO
«IMIIPYB MEJUKEJT»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Coltene/Whaledent GmbH + Co. KG ACknapye BUKoHaHHA BuMor Joaatky 1 a0 Texniunoro PEINIaMEHTY MO0 METHYHHX BHPOGIB,

sateepukenoro [locranosoro KaGinery Yipainu Ne 753 Bin 2 sxosTHA 2013 p,
Coltene/Whaledent GmbH + Co. KG declares the fulfillment of requirements of Annex 1 to Technical regulations on Medical devices,
approved by Resolution of Cabinet of Ministers of Ukraine Ne 753 on 2 October 2013

B WollatfcoLTene:

Hara nignucy: 01.03.2023
Date of signing: 01.03.2023

: Gmbh + Co, KG Director QM/QC/RA Barbara Wellbrock
Iianuc Raiffelsenstraie 30 Haspa nocanu, ITI6
Signature D-39129 Langenau / Germany Position, Full Name

Hara: 01-03-2023

Date:01-03-2023

Pemaxuis: 2 CTOPiHKa liz2 _’

Version: 2 Page [ of 2




Jexnapanis npo BignosignicTn
(Declaration of conformity)
HomaTtok 1
Annex 1

Hasea mean4yHoro Bupo0y aHrIificbK0I0
Ne MOBOI
Name of medical product in English

Hassa meqnuHOro BHpody yKpaiHCbKOK MOBOIO
Name of medical product in Ukrainian

3acib KpOBOCTIMHHMIA IIOTTMHANBHKIH CTOMATONOT YHMIT Roeko

1 | Roeko Gelatamp Kenatamn

3aci6 KpOBOCTIMHHHIA IOMIMHAIBHHI CTOMATONOTIIHMIHA Y

2 | Roeko Gelatamp Blister Pack Oaicrepax Roeko JKenaramn Bricrep ITak

3aci KpOBOCIIHHHHMI NOMIMHAIBHEI cTOMaToNnoriunui Roeko
XKenaramn dopre

3 | Roeko Gelatamp forte

/ TENE®
or.es.4024 P Wﬁﬂ%vlﬁmmw*“m
Ralffelsenstrafte 30
D-39120 Langenau / Germany
3
fara: 01-03-2023 penaxuis: 2 Fropinis 2652




