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CERTIFICAT

Conformity assessment authority State Enterprise
"Ukrainian Medical Center of Certification"
UMCC Ministry of Health of Ukraine

10101
fICTy EN ISO/IEC 17065

CERTIFICATE OF CONFORMITY

Functioning of integrated quality management system
(Technical Regulations of Medical Devices,
Annex 3, excluding items 8-11)

Ne UA.TR.039.1429

Manufacturer: SOPRO a Company of ACTEON Group
ZAC Athelia IV, Avenue des Genevriers, 13705,
LA CIOTAT CEDEX France

Products: Digital dental X-ray systems
Imaging plates for digital x-ray systems
(see attachment)

Classification:  class lla, according to Annex 2 of the Technical Regulations on
Medical Devices

Notified Body SE "UMCC" declares that mentioned manufacturer has implemented a
guality management system for design, manufacture and final inspection of the products in
accordance with Annex 3, excluding items 8-11, of the Technical Regulations concerning
Medical Devices, which are approved by the Resolution of the Cabinet of Ministers of
Ukraine Ne 753 from 02.10.2013. The quality management system conforms to the
relevant principles of the Technical regulations and is a subject to periodical surveillance.

Report. Ne 1429/0/0 from 11.11.2022
Date of issue: 14.11.2022
Edition: 01 Valid until: 13.11.2027
First edition: 14.11.2022
Acting Director of The Notified Body
a Volodymyr CHERVATYUK
UMCC

The validity of the Certificate can be verified in the database of the Notified Body (www.umcs.org.ua)
Notified Body State Enterprise "Ukrainian Medical Center of Certification" (SE "UMCC")
legai address: 02160, Ukraine, Kyiv, avenue of Vozziednannya, 7-a; actual address: 01042, Kyiv, Chyhorina Str., 18
tel. (044) 285 83 83
SE "UMCC" is notified for carrying out the conformity assessment for compliance with technical regulations
(Order of Ministry of Economic Development dated 09.10.2021 No. 539, the number of the notified body UA.TR.039)
Accredited by National Accreditation Agency of Ukraine for certification of quality management systems and conformity
assessment (Accreditation Certificates N0.80018 and No.1010Il)

http://www.umcs.


http://www.umcs.org.ua
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CERTIFICAT

UMCC

Conformity assessment authority State Enterprise
"Ukrainian Medical Center of Certification"
Ministry of Health of Ukraine

ATTACHMENT

to Certificate of conformity
UA.TR.039.1429 dated 14.11.2022

List of medical devices which are covered by Certificate of conformity:

H

10101
RCTy EN ISO/IEC X7065

No Product name
1.  Digital dental X-ray system SOPIX, size 1UKR
2.  Digital dental X-ray system SOPIX, size 2 UKR
3. Digital dental X-ray system SOP1X2, size 1 UKR
4.  Digital dental X-ray system SOP1X2, size 2 UKR
5. Digital dental X-ray system SOPIX INSIDE, size 1UKR
6. Digital dental X-ray system SOPIX INSIDE, size 2 UKR
7. Digital dental X-ray system SOPIX2 INSIDE, size 1UKR vy :
8.  Digital dental X-ray system SOPIX2 INSIDE, size 2 UKR
9. Digital dental X-ray system SOPIX PLUG-IN, size 1IJKR
10. Digital dental X-ray system SOPIX PLUG-IN, size 2 UKR
11. Digital dental X-ray system SOPL.X2 PLUG-IN, size 1UKR
12. Digital dental X-ray system SOPIX2 PLUG-IN, size 2 UKR
13. Imaging plate PSP1X2, size 0 UKR
14. Imaging plate PSPIX2, size 1UKR
15. Imaging plate PSP1X2, size 2 UKR
16. Imaging plate PSP1X2, size 3 UKR
17. Dock for SOPIX2 PLUG-IN UKR
End of the list

Date of issue: 14.11.2022

Edition: 01 Valid until: 13.11.2027

First edition: 14.11.2022

Acting Directorof The Notified Body

Volodymyr CHERVATYUK

Notified Body State Enterprise "Ukrainian Medical Center of Certification" (SE "UMGC")

Page 1 of 1

legal address: 02160, Ukraine, Kyiv, avenue of Vozziednannya, 7-a; actual address: 01042, Kyiv, Chyhorina Str., 18: tel. (044) 285 8383
SE "UMCC" is notified for carrying out the conformity assessment for compliance with technical regulations

(Order of Ministry of Economic Development dated 10.09.2021 No. 539, the number of the notified body UA.TR.039)

Accredited by National Accreditation Agency of Ukraine for certification of quality management systems and conformity assessment

fAor.rpditatinn OprtifioatfiR No 10101 and No 800181
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ZERTIFIKAT

OpraH 3 OUiHKN BiANOBIAHOCTI
[epxaBHe NignpneMcTBO "YKpaiHCbKUIA MeANYHUIA LEHTP cepTudikau,ii
UMCG MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu o101
OCTY EN 1SO/IEC 17065

CEPTU®IKAT BIAMNMOBIAHOCTI

3ab6e3neyeHHA PYHKUIOHYBaAHHA KOMIMJ/IEKCHOT

CUCTEMM YyNnpaB/liHHA AKICTIO
(TEXHIYHMI pernamMmeHT Wwoa0 MeguYHUX BUPOoOIB,
JopaTtok 3 BukiroHaroUun nyHkTu 8-11)

Ne UA.TR.039.1429

B1po6HUK: SOPRO a Company of ACTEON Group
ZAC Athelia IV, Avenue des Genevriers, 13705,
LA CIOTAT CEDEX France :

Mpoaykuis: CuUcTeMM peHTreHIBCbKi CTOMATO/IONYHI LMdpoBi
doTonNacTMHU oA LMAPPOBUX PEHTIEHIBCbKUX CUCTEM

(3rigHO gopatky)

Knacudpikauis: knac Ha, 1
3rigHo Jjogatky 2 TexXHIYHOro periaMeHTy LWoAo0 MeAnyHMUX BUpoOiB

OpraH 3 ouiHkM BignosigHocTi AN "YMLUC" 3aaBnse, Wo 3asHavyeHnin BUPOOHUK BNpOBaaMB
cUcTeMy ynpaBniHHA SAKICTIO Ha eTanax po3po6Kku, BUPOOHWULTBA | OCTATOYHOI NepeBipKu
BMpOGIB BigNOBIAHO A0 JoaaTtky 3, BUKIOYaKUN NyHKTU 8-11, TeXHIYHOro pernameHTy LWwoao
MeANYHUX BUPO6IB, SKWIA 3aTBEPAXEHO MOoCTaHOBOKW KabGiHeTy MiHIiCTpiB YKpaiHu Big
02.10.2013 Ne 753. Cwuctema YynpaB/iiHHA; AKICTIO BUPOOHMKA MOBHICTIO BigNoOBigae
BIAMOBIAHMM MOJIOKEHHAM LbOro TexHIYHOro persiameHTy Ta nignarae nepioguyHomy
Harnagy.

3BIT: Ne 1429/0/0 Big 11.11.2022
[ata Bugaui: 14.11.2022
BugaHHs: 01 WEEEEEEEEEEE fliticHuii no: 13.11.2027

Mepwe BngaHHA: 14.11.2022

B.0. KepiBHMKa opraHy 3 OLiHK/ BigNOBIAHOCTI

Bonognmup YHEPBATIOK

YMHHICTb cepTudikaTa MoXHa nepesipuTn B 6a3i gaHNX opraHa 3 OUiHKM BignoBigHoCTi (www.umcs.org.ua)
top. agpeca: 02160, YkpaiHa, m. KuiB, npocn. Bo33'egHaHHs, 7-a; dakT, agpeca: 01042, m. Kuis, Bys. UuropiHa, 18
Ten. (044) 285 83 83
MpusHayeHunii Ha NpoBeAEeHHA POOBIT 3 OLIHKM BiANOBIAHOCTI BUMOraM TEXHIYHUX pernamMeHTiB
(Hakas Big 10.09.2021 Ne 539 MiHEKOHOMPO3BUTKY YKpaiHu, HOMep npusHayeHoro opraHy UA.TR.039)
(aTtectaTtn akpeguTauii Ne 10101 Ta Ne 80018)


http://www.umcs.org.ua

OpraH 3 OuiHKK1 BiANOBIAHOCTI
[epxaBHe nignpueMcTBo "YKpaiHCbKUI MeauYHUI LeHTp cepTudikawii'!
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu

I/IMCC 10101
OCTY ENISO/IEC 17065
NOJAATOK

[0 cepTudikaTty BiANOBIAHOCTI
Ne UA.TR.039.1429 Big 14.11.2022 p.

Mepenik MmeanyHuX BUPO6IB, Ha AKI PO3MNOBCIOAXYETLCA Aia CepTudikaTty BiANOBIAHOCTI:

3’:;?1 HalimeHyBaHHA npoaykKuii

1 CwncTema peHTreHiBcbKa ctomatosiorivyHa ungposa SOPIX, po3mip 1 UKR

2. Cuctema peHTreHiBcbka ctomatonoriyHa yngposa SOPIX, po3smip 2 UKR

3. Cuctema peHTreHiBcbka ctomatonoriyHa ungposa SOP1X2, posmip 1 UKR

4. CwucTtema peHTreHiBcbka cTtomartosiorivyHa ungposa SOPIX2, po3mip 2 UKR

5. Cwuctema peHTreHiscbkaetomlUonoriyHa undposa SOPJIX INSIDE, po3mip 1UKR

6. CucTema peHTreHiBcbka ctomarosioriyHa umdposa SOPIX INSIDE. po3mip 2 UKR

7. CwncTema peHTreHiBcbKa ctomarosioriyHa umpposa SOPIX2 INSIDE, posmip 1 UKR
8. CwucTtema peHTreHiBcbKi ctomartonorivyHa Lugposa SOP1X2 INSIDE, po3mip 2 UKR
9. CucTema peHTreHiscbka ctomatosioriyHa yudposa SOPIX PLUG-IN. po3mip 1UKR
10. CwcTema peHTreHiBCcbka cTomaTonoriyHa umugposa SOPIX PLUG-IN, po3mip 2 UKR
11. CwucTema peHTreHiBCbKa cTtomatonorivyHa uymgposa SOPIX2 PLUG-IN, po3mip 1UKR
12. CwucTtema peHTreHiBcbKa ctomaTtonoriyHa uudposa SOPIX2 PLUG-IN, po3mip 2 UKR
13. ®otonnactmHa PSPIX2, po3mip 0 UKR

14. dotonnactmHa PSPIX2, posmip 1 UKR

15. dotonnactmHa PSPIX2, posmip 2 UKR

16. ®dotonnactmHa PSP1X2, po3mip 3 UKR

17.  [Ook pna SOPIX2 PLUG-IN UKR

KiHeub nepesniky

[arta Bupgaui: 14.11.2022

BunpgaHHA: 01 [incHuin go: 13.11.2027

Mepwe BnpgaHHA: 14.11.2022

B.0. KepiBHMKa opraHy 3 OLiHKM BignoBigHOCTI

Bonognmnp YEPBATIOK

CtopiHka 13 1

top. agpeca: 02160, YkpaiHa, M. KuiB, npocn. Bo33s'egHaHHs,. 7-a; dakT, agpeca: 01042, m. Kuis, Byn. YuropiHa, 18: Ten. (044) 285 8383
Mpu3HayeHnin Ha NpoBefeHHA POOGIT 3 OLIHKM BiANOBIAHOCTI BUMOram TeXHIYHUX pernameHTiB
(Haka3 Big 10.09.2021 Ne 539 MiHeKOHOMPO3BUTKY YKpaiHu, HOMep npusHaveHoro opraHy UA.TR.039)
AkpeantoBaHuii HAAY Ha cepTudikalitlo NpoAyKLuii Ta cucTeM ynpasniHHA SKicTio (aTecTat akpeguTauii Ne 10101 ta Ne 80018).
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