Declaration of Conformity

Ne DURR-09 Penakuia 02
JEKJIAPALISA ITPO BIAMOBIIHICTH No DURR-09 Revision 02
CTtalioM na: 18 032024

Effective date:

Mu, Tiopp Henran Ecl.
3HAXOAMMOCS 3a a/1PECoIO: .
Xondirxeimep Lltpacce 17, Berinrxelim-biccinren 74321,
Himeuunna,
JICKNApYEMO NP0 HACTYNIIE:

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

Ha3sBa kareropii Bpo0in:
Product category name

[lepenik BupoOin:
List of products:

Bupobuuk:
Manufacturer:
AJpeca:
Address’

YNOBHOBaXEHHH
NpeACTaBHUK B Ykpaidi Ta
aapeca:

Authorized representative

in Ukraine and address:

Kaacupikauis:

Classification:

BuulenkazaHi BUpOGH
BIAMOBIAAIOTD OCHOBHUM
BUMOraM s MEAWYHHUX

BUPOGIB 3TinHO:
The above products meet
the essential requirements

Jor medical devices
according to:

Opran 3 OUIHKH
BIIMOBIAHOCTI:

Conformity assessment
body:

[aacTHrK 205 3aX01CHIs 300PQKEL | PelTIeIoCKolT
Imaging and fluoroscopy plates

JuB. nogarok
See annex

Hiopp Qewrras Ecl

DURR DENTAL SE

Xondgirxeimep LLtpacee 17, berinrxeiim-biccinren 74321, Himeuunna
Hépfigheimer Strasse 17, D-74321 Bietigheim-Bissingen, Germany

Ten./Phone: 07142-705190; Fax: 07142-705190;
Enexmponna nowma / Email: info@duerr.com; lumeprnem/WEB: www.duerrdental.com

[puatne nianpuemctao «anit»

ByA. 15 KiiThs, 6€, c. Baiixisui, Tepuoninschkuii paiton, Tepromninncnka oGnacte, 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 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine; Phone: 0800502998; +380930818778;
+380503381064; FE-mail: office/@galit te.ua; www.galit te.ua.

Knac Ha Jloaatok 2 Texuivioro peraaveHTy oo Me i supobin. sarsepiokenmit [Tocranosoio KMY
pist 02 wonTHs 2013 poky Ne753

Class la. Annex 2 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on October 2nd, 2013
Jlonarky 1 Texuiunoro periamenry
wonTHg 2013 poky Ne753. 3actocoBalia npoueLypa OUiHKK BiANOBIAHOCTI 3rigHo Jloaatky 3 Buu1E3raaaoro
pernamenty: 3abesneueHns (PyHKUioHy BaHHA KOMNIECKCHOT CHCTEMM YNPABIIIHHS IKICTIO (32 BUHATKOM MYy HKTIB
8-11)

Annex 1 of Technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine

Woao Meanynux supobis, sarsepakennii [Mocranosoto KMY Bin 02

No753 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)

TosapucTeo 3 o6Mexkenolo sianosizansuictio « YKPMEJACEPT», anpeca: 02059, m. Kuis, By, [lparomationa, |
la, o). 2; Ten. (067) 595 02 30; Homep npustiaseroro opraiy 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

TexniuHa JOKyMeHTallis HAa MEAMUHUH BUPIO po3pobneHa Ta
BMpoBamkeHa. Jexnapauis BiANOBIAHOCTI CkIaAeHa 11a NiACTaBi
ceprv(ikaty sianosiaHocti No UA.MD.207-19 peaakuis 02 Ta nia
MOBHY BIANOBIiAATLHICTL BUpOOHHKKA, [laHa Aeknapallisi € 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

02 and under the full responsibility of the manufacturer. This

declaration is valid until 17.03.2029

BianosinanbHWi 3a CKNAAAHHS | BHAAINISA

aeknapauii BiAnoBiAHOCTI:

Responsible for compiling and issuing the

declaration of conformiry:

Micue | aaTa Biaanys
Place and darte issue:
Hupexrop

Direcior

[pumarie nianprenciso «ajtiy (Ynosnosaske i npecrasinik 8 Ykpaiii)
Private Company «Gality (Authorized representative in Ukramne)

A 15 3\"7_\'i1_'ust 6€,c. Gaiikisui, TepHoninbebkiuii paiioH, Tepronineckka obnacts, Ykpaina; 18.03.2024
OE 15 KytimSt., v TkivisT, Pegion Ternopil, 47711, Ukraine 18.03.2024

/ Z 3onomit Bonoanmup [etposuy
. Zolotyy Volodymyr Petrovych
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HEKJAPALISI ITPO BIATOBLIHICTH

Declaration of Conformity

No DURR-09
No DURR-09
CranoMm na:

Effective dare:

Penaxuis 02
Revision (02
1803 2024

Honatox no neknapauii

Ne Karanorosuii Katanorosuii Homep ans Hassa meanunoro supoby anrnivicnkoio Hasera seanuvoro sipody yxpainchkoio
HOMED ﬂp_OJlZDK \_IOI&OI() MOBOIO a
1 2130-044-04 2130-044-50 VistaScan Image Plate Plus S4 I'nactuna ang 3axoruienns 306pameHns
VistaScan Plus S4
2 2130-043-04 2130-043-50 VistaScan Image Plate Plus S3 [1nactna ans 3axonnenns 306pancenns
VistaScan Plus S3
3 2130-042-04 2130-042-50, 2130-042-55 VistaScan Image Plate Plus S2 [TnacTuna ang 3axonnenns 3o6panens
VistaScan Plus S2
4 2130-041-04 2130-041-50 VistaScan Image Plate Plus S| [TnacTiia s 3axornieHHs 306paskeHHs
VistaScan Plus S1
5 2130-040-04 2130-040-50 VistaScan Image Plate Plus SO lnactiia ans 3axonnenHs 306pakeHHs
VistaScan Plus SO
6. 2130-042-05 2130-042-60 VistaScan Image Plate Plus 1D S2 TnacTinia ang 3axonnenHs 306pakeHHs
VistaScan Plus ID S2
7 2130-040-05 2130-040-60 VistaScan Image Plate Plus ID SO [Tnactuna ans 3axonnenns 306paieiius
VistaScan Plus ID SO
8 2130104410 2130104450 VistaScan Image Plate 1Q S4 [TnacThia ans 3axonneHHS 300paseHHs
VistaScan 1Q S4
9 2130104310 2130104350 VislaScan Image Plate 1Q S3 [TnacTnna ans 3axonaeHHs 306paseHHs
VistaScan 1Q S3
10. | 2130104210 2130104250, 2130104252, VistaScan Image Plate 1Q S2 lnactiua ang 3axonneHHs 306paeHHs
2130104255, 2130104251 VistaScan 1Q S2
I 2130104110 2130104150 VistaScan Image Plate 1Q S1 [TnacTinia s 3axonaeHHs 306paKeHHs
- o VistaScan 10 S!
12 2130104010 2130104050 VistaScan Image Plate 1Q SO [lnactuna ana 3axonneHHs 306paxenns
) - _I= ) s, VistaScan 1Q SO o
13. | 2130-053-02 2130-053-00 VistaScan Image Plate 240x300 | Muactinm s saxonachna 300paske s
1 ] ) VistaScan 2408300
14. | 2130-054-02 2130-054-00 VistaScan Image Plate 200x240 ILiacTima ;s saxonicnns 3odpaskeinis
VistaScan 200x240
I5. | 2130-052-02 2130-052-00 VistaScan Image Plate 180x240 [Tnactuna ans 3axonnenns 306paieHHs
VistaScan 180x240
16. | 2130-051-02 2130-051-00, 2130-051-50 VistaScan Image Plate 150x300 [TnacTuna ans 3axonneHHs 306pakeHHs
VistaScan 150x300
17. | 2130-050-02 2130-050-00 VistaScan Image Plate 127x305 [TnacTiia ang 3axonaenns soGpaxenns
VistaScan 127x305

Bianosiaansuuii 3a cknanauns i Buaans

AeKnapauil BIANOBIAHOCTI:

Responsible for compiling and issuing the
declaration of conformity:

Micue i naTa Biuaanns:
Place and date issue:

Jlupextop
Director

Rys. 15 kBiTHA 6€ c. Baiikinui. Te
6E. 15 Kvitnya St villuge

[Tpusatie nianpuemctso «Tanit (YnosHoBawkeH i NpeACTaBHIIK B YKpaiHi)
Private Company «Galit» (Authorized representative in Ukraine)

OnLiLCLENIT paion, Teproninbehka o6aacth. Yxpaina; 18.03.2024
ﬂ'e_umu Ternopil, 47711, Ukraine 18.03.2024

3onoTnii Bonoanmup Netposuy
Zolotyy Volodymyr Petrovych
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