' ' Ne DURR-10 Penariin 02
\ HEKJAPALUST ITPO BUinoBiiHICTh No DURR-10 Revision 07
Cranom Ha: 18032024

Declaration of Conformity

Efiective date:

Mu, iopp Hdentan Ecl
3HAX0MMOCH 32 aAPECOIO:
Xondirxetimep Ilrpacce 17, Berinrxeitm-Biccinren 74321,
Himeuyuuna,
NEKIApYEMO NP0 HACTYTIHE:

We, DURR DENTAL SE,
located at:
Hopfigheimer Strasse 17,
D-74321 Bietigheim-Bissingen, Germany
herewith declare that:

I =
Haspa kateropii BupoGis:
Product category name

MNepenik BupoGis:
List of products:

BupoGHuk:
Manufacturer:

Anpeca:
Address’

YroBHOBaXeHu#
NpeAcTaBHUK B Ykpaini Ta
anpeca:

Authorized representative

in Ukraine and address:

Knacudikauis:

Classification:

Buuieskazani BUpOOH
BiANOBIRAIOTH OCHOBHHUM
BUMOTAM A0S MEAWYHMX

BHpOOGIB 3rinHo:

The above products meet
the essential requirements

Jor medical devices
according to:
Opran 3 OUHKH

BiNMOBIAHOCTI:

Conformity assessment
body:

[Tporpamue 3abesneqenus

Software
No Katanoresuii | Karanorosnii | Haisa meanunore | Onuc MeUINNOro Bupoby | Onie meanunoro snpoby
HoMep nosep  aas | eupoGy AHITITICLROI0 MOBOIO YKPaiHcLKo0 MoBolo
llllnﬂilm

1 2100-726-07 210072502 DBSWIN 5 17 Imaging sofiware [Mporpamue  3alesnevenus

= . Al BI3yam3aun
P} 2100100002 2100100001, DBSWIN 5 17 Imaging software Mporpamte  3abeaneuenns

| . 2100100002 | B - | ans Bisvanizaun
L 2110100003 2110100002 VistaSofl 3 0 Imaging software [porpamue  3abeaneuenna

{ A9 BI3yanizawi

Jlopp Jlentan Ecl

DURR DENTAL SE

Xondirxeitmep ILitpacce 17, Berinrxeim-Biccinren 74321, Himewuuna

Hopfigheimer Strasse 17, D-74321 Bietigheim-Bissingen,

Ten./Phone: 07142-705190; Fax: 07142-705190;

Enexmpouna nowma / Email: info@duerr.com; Iumepnem/WEB: www.duerrdental com

IMpusarue nianpuemcteo «"anit

Byn. 15 Kaiths, 6€, c. Baiikisui, Teproninechkuii paiion, Teproninecska oGnacts, 47711, Ypaina; Ten.: 0 800
502 998; +38 093 081 87 78; +38 050 338 10 64; e-mail: office@galit.te.ua; www.galit.te.ua |
Private Company «Galit»

6E, 15 Kvitnya St., village Baikivtsi, region Ternopil, 47711, Ukraine; Phone: 0800502998; +380930818778;
+380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.

Knac 116 Qoaarok 2 TexHiuHOTO pernaMeHTy WOA0 MEAMHHMX BUPOGIB, 3aTBepakennii [Toctanosoio KMY
Bia 02 sxoBTHA 2013 poky Ne753

Class I1b, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine No753 on October 2nd, 2013

Honarky 1 TexHi4Itoro pernamenTy o0 MeAMYHHX RUPOGIB. 3aThepmxennit Mocranosoio KMY Big 02
wontis 2013 poxy Ne753. 3acroconana npolteaypa ouinkn Bianosiatocti sriano Jloaatky 3 suuiesranaioro
pernamenty: 3abesnedcinis y HKUIONY BaTIHS KOMILIEKCHOT CUCTEMM YNPABAiHHA AKICTIO (38 RUHATKOM M1y HKTIB
8-11)

Annex | of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine
Ne753 on October 2nd, 2013. Conformity assessment procedure followed: Annex 3 above mentioned technical

regulation: Ensuring the functioning of a comprehensive quality management system (excluding points 8-11)

TosapucTBo 3 oGmexenoio BianoiaankHicTio « Y KPMEACEPT», anpeca: 02059, M. Kuis, By, lparomanosa,
la, od. 2; Ten. (067) 595 02 30; Homep npusnauenoro oprany NeUA. TR.099

UKRMEDCERT, Limited Liability Company; address: 02059, Kyiv, la Drahomanova street, of. 2:

Tel. (067) 595 02 30; Conformity assessment body No. UA.TR.099

Texniuna fokymeHTaLis HA MEANYHNI BUPIO po3pobnena Ta
BriposamxeHa. Jleknapauis BianosiaHocTi cknaaeHa Ha NiacTasi
ceprudikary sixnosintocti Ne UA.MD.207-19 penakuis 02 Ta nia
MOBHY BiANOBIAATBHICTL BUPOOIIMKA. [laHa Aeknapallis € YMHHA 10
17.03.2029 p.

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is made
on the basis of certificate of conformity No. UA.MD.207-19 revision
02and under the full responsibility of the manufacturer. This
declaration is valid until 17.03.2029

BianoeigansHuii 3a cknananu i BuaaHis

JeKnapalii BIANOBIAHOCTI:

Responsible for compiling and issuing the

declaration of conformity:

Micue i nata BuaaHHs:
Place and date issue:
Jupextop

Director

Tpupathe nigupruemcTro «Canim (YnouosaieHit npeAcTaBHiK B Ykpaini)
Private Company « Gality (Authorized representative mn Ukraine)

BYN. 1S keiTna 6C.c. Baiikinii. Tepuoninserknii paiiot. Tepnoniancnka o6nacts. Yipaina: 18 03 2024
Ok, 15 Kvimya St, villags ivisi, region Ternopil, 47711, Ukraine 18.03.2024

3onotiii Boroaumup MNetposiiy
Zolotyy Volodymyr Petrovych

Cmopinka/ Page I 3 ]



