3arajibHa Ha3Ba BUPOOY:
Common name of medical device:

IMepenik BupoGis:
List of products:

BupotGHuk:
Manufacturer:

YnosHoBaxkeHHii npeJcTABHUK B
Ykpaini:
Authorized representative in Ukraine:

Knacudgikanis
Classification

ITpoueaypa ouinkn BiamosigHoCTI:
Conformity Assessment Route:

Ceprudikaru:
Certificates:

Ipusnavenuii oprau 3 owinKH
BianoBinHocTi Ta iforo
inenTHQiKaUifinmii Ko
Conformity assessment body with its
identification number:

Hexnapauis npo Bianosianicts Ne 3

(Declaration of conformity Ne3)

Iemoctarnuna skesiaTnHoBa rydKa 3 KOJOTIHHM cpibiom s
ercrparuii 3yba
Gemostatic gelatin sponges with colloidal silver for tooth extraction
Jus. onarok | 1o uiet Jleknapatii npo BiinoBiaHicTh
See Annex 1 to the Declaration of conformity
Coltene/Whaledent GmbH + Co. KG
Konrtene/Banenen 'm6X+ Ko. KI'
Raffeisenstrasse 30, 89129 Langenau, Germany
Pageiisenwtpacce 30, 89129 Jlanrenay, Himeuunna
TOB «MaiicTepaeHT»
By.l. € KonoBanbus, 32 B, nit. A, M. Kuis, 01133, Vkpaina
Ten. (044) 334-74-34
e-mail: info@masterdent.com.ua

«Masterdent» LLC

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

e-mail: infol@masterdent.com.ua

Kunac I srigno TMynkty 15 Jomatky 2 TeXHi4HOro peryiaMmeHTy 110,10
MeauuHuX BUpoGiB, 3aTBepmxeroro IMocranosoro KabiHery Minictpis
Vkpainu Ne 753 Bin 2 sostas 2013 p.

Class Il 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

Hoparok 3 TexHiYHOTO pernaMeHTy 1100 MEAMYHHX BHPOOIB,
sateepkeHoro ITocranoBoro Kabivety MinicTpis Ykpaiun No753 Big 2
#oBTHA 2013 p.

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

UA.TR.120
Ceprudixar ouinku Bignosimnocti Ne PP.490-23
Certificate assessment of conformity Ne.: PP.490-23

Crpoxk nii ceprudikara ouinku BigmosinHocti 27.02.2028
Certificate assessment of conformity is valid until: 27.02.2028

ToBapHcTBO 3 00MeKeHOH BiANOBiaILHICTIO
«IMITPYB MEJUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Coltene/Whaledent GmbH + Co, KG nexnapye sukonanus sumor Jonarky | a0 Texniunoro pernamMenTy 00 MEAHYHHX BHPODIB,
satepuieHoro Tocranosoio KaGinery Ykpainu Ne 753 sin 2 sosths 2013 p.

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

[Tinnuc a:...3g1g Langenau / Germany
Signature

Hara nianucy: 28.02.2023

Date of signing: 28.02.2023

Director QM/QC/RA Barbara Wellbrock
Hazsea nocaau, I1I6

Position, Full Name

Hara: 27-02-2023

Date:27-02-2023

Penaxuis: 3
Version: 3 Page I of 2

Cropinka 1 i3 2




Jexnapauis npo BiANoBiAHicTh
(Declaration of conformity)

HomaToxk 1
Annex |
Haszea menuunoro Bupo0y aHrijificbkoro "
Hassa Meanunoro Bupo0y ykpaiHChKOI0 MOBOIO
M MoBo10 Name of medical product in Ukrainian
Name of medical product in English
1 | Roeko Gelatamp ROEKO Xenaramn
2 | Roeko Gelatamp Blister Pack ROEKO Xenaramn y Guictepax
3 | Roeko Gelatamp forte ROEKO XKenaramn ¢opre
; Hara nignucy: 28.02.2023
6 Date of signing: 28.02.2023
: Director QM/QC/RA Barbara Wellbrock
[Tinnuc Haspa nocanu, [11b
Signature Position, Full Name

Hara: 27-02-2023 Penakuisi: 3 Cropinka 2 i3 2
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