Ne DURR-13 Penaxuin 02
NEKJAPALLS ITPO BIANIOBIAHICTD No DURR-13 Revison 2
: CTaHoM Ha: 18 032024

Declaration of Conformity

Effective date

Mu, Tiopp Henran Ect
IHAXOAUMOCA 3a aaApecolo:’
Xonirxeimep Lltpacce 17, Berinrxetim-biccinren 74321,
Himeuuuna,
REKNAPYEMO TIPO HACTYNIE:

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

Hazpa kareropii BupoGis:
Product category name

Tiepenik Bupobi:
List of products:

BupoOHuxk:
Manufacturer:
Anpeca:
Address’

Y nosBHOBaXEHUH
npejactasHuk B Ykpaini Ta
ajgpeca:

Authorized representative

in Ukraine and address:

Knacudikauis:

Classification:

Buuieska3aHi BUPOOH
BIAMOBIAAIOTE  OCHOBHUM
BUMOraM I MEIUMHHX

BAPOGIB 3riaHO:
The above products mee!
the essential requirements

for  medical  devices
according lo:
OpraH 3 OLIIHKH

BiANOBIAHOCTI:

Conformity assessment
body:

CucTeMHU PEHTTEHIBChKI

X-Ray Systems
No Katanorosuii | Katanoronumii Ha3sa Ha3isa Onne meanuioro Bpoy aurniiickkoio i ykpailcbKor
HoMmep Homep ansa | memndioro MeMItIero MoBaMIl
npeaax BNPOOY Bnpody
anrniicbKo0 YKPATHCLKOIO
MOBHO MOBOH
| 2210200653 2210200726 VistaVox S VistaVox S Hybrid X-Ray unit for 3D CBCT and 2D panoramic X-Ray
images / TiGpnanuit peHTreHiBChKMi anapat ans 3D
KOHycHO-npoMetesoi Tomorpadii Ta 2D maHopamHux
DEHTreHIBChKUX 3006paneHb
2 2210200575 2210200728 VistaVox S | VistaVox S | Hybrid X-Ray unit for 3D CBCT and 2D panoramic X-Ray
Ceph Ceph images with CEPH / Tipuannii penTreiniscsknii anapar
s 3D konyciio-npomenesoi  Ta 2D naHopamHHX
| | peHTreniBebKHX 306paKens 3 uedanoctaTom M|
Tlopp Hentan Ecl
DURR DENTAL SE

NXoniirseiivep Ltpacce 17, berinrxeiim-Biccinren 74321, Himeuuunna

Hapfigheimer Strasse 17, D-74321 Bietigheim-Bissingen,

Fen, Phone: 07142-705190; Fax: 07142-705190:

Enexmponna nowma / Email: info@duerr.com: Inmepnem/WEB: www.duerrdental.com

Mpusarhe nixnpuemctao «anit»

Byn. 15 KeiTna, 6€, c. Bafikisui, TepHONibChkHi paioH, Teproniascbka obnacts, 47711, Ykpaina; 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 Kvitmya St., village Baikivisi, region Ternopil, 47711, Ukraine;
+380503381064; E-mail: office@galit.te.ua; www.galit.te.ua.

Knac 116 Jonatok 2 TeXHIUHOTO PErNaMEHTY LIOAO MEAHUHHUX BupoGie, 3aTpepakennii [locranosolo KMY Bl
02 sxoBTHs 2013 poky Ne753

Class 11b, Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 2013

Jlonatky 1 TexHi4HOro periiaMmeHTy LIoA0 MEANTHUX BpOGiB, 3aTBepKeHMit [TocTanosolo KMY Bix 02 %O0BTHA

Phone: 0800502998, +380930818778.

2013 poky Ne753. 3acTocoBaHa nNpoueaypa oUiHKH1 pianosiaHocTi 3riano JloaaTky 3 BULIE3raqaHOro peraamMeHTy:
3abeaneueHns (yHKUIOHYBaHH KOMINEKCHOT CHCTEMH YITpaBiHHA AKIiCTIO (32 BUHATKOM nyHkTiB 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)

ToBAPHUCTBO 3 OOMEKEHOIO BIANOBIAANLHICTIO «YKPMEJICEPT», anpeca: 02059, m. KniB. yn. Jlparomanona, la,
ody. 2: Ten. (067) 595 02 30; Homep NPU3HA4EHOTO OpraHy NeUA.TR.099

UKRMEDCERT. Limited Liability Company; address: 02059, Kyiv, 1a Drahomanova street, of. 2;
Tel (067) 595 02 30; Conformity assessment body No. UA. TR.099

TexuiuHa 10KYMEHTALLS HA MeAWYHHI BUPIO pospobaeHa Ta
riposamkena. Jlekaapatis BiANOBIAHOCTI cklancHa Ha niacrasi
ceprudirary sianosiaHocri Ne UA.MD.207-19 penakuis 02 Ta nia
NnoBHy BianosinanLHicTs BrpoGHKKa. [lana neknapais € YuHHa 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

Bianosiaanslui 3a CknaaanHs | Buaalha

Aexnapauii BiAnoRiAHOCTI:

declaration of conformity:

[TpuaTie nianpiiemcTpo «anim (Ynosnosaxcniii npeacTaBHHK B Ypaini) ‘
Private Company «Galit» (Authorized representative in Ukraine)

Responsible for compiling and issuing the ‘

Micue | aara BuaalHa;
Place and date issue:
Jupektop

Director

nyar. |13 gRipaM BC e Bkl il Feproniancukni paiion. Teprioninbebka ofnacts, Ykpaina; 18.03.2024
GE. | Sehvtns@ St village Benkist, region Ternopil, 47711, Ukraine 18.03.2024

; """" % 3onotuii Bonoanmup [etposu
Zolonw Volodymyr Petrovych
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