Hexaapauist npo BignoBignicts NeUB4003

3arajibHa Ha3Ba METUYHOr0 BHPODY:
Common name of medical device:

Iepesik BUpPOGIB:

Declaration of conformity No.UB4003

IniBka 1J1s BHYTPilIHBOPOTOBOI peHTreHorpadii Ta CamonposiBHa miiiBKa st
BHYTPilLIHbOPOTOBOI peHTreHorpadii
Intraoral dental radiographic film and Intraoral dental radiographic Self developing film

List of products: 3riguo 3 Jonatkom 1 no [exnapauii npo Bianosigaicts NeUB4003
According to Annex 1 to the Declaration of conformity No.UB4003

BupooHnux: ATLAS-ENTA DISCILIK SANAYI VE TICARET A.S.

Manufacturer: ATJTAC-EHTA JILIIYIJIIK CAHAHI BE TILJAPET A.1II

Bupoouuyi gisbHuui:
Manufacturing sites:

Izmir Pancar O.S.B - 9 Cadde No: 10/A, Pancar - 35865 Torbali (Izmir) - TURKEY
Iamip ITankap O.C.b. - 91a Byn., Nel10/A, ITankap — 35865 Topoani (I3mip), Typeaunna

YNOBHOBaXXEHUI NPE/ICTABHUK B
VYkpaiHi:
Authorized representative in Ukraine:

Senstrade LLC

TOB «Cencrpeiin

€IPTIOY 37687549

60, Volyns’ka str., Kyiv, Ukraine, 03151

ByJ. BonmHcbka, 60, m. KuiB, Ykpaina, 03151
+380443532384

senstrade201 1 @email.ua

Kaacupikanis:
Classification:

Class Ila (Rule 24 of Annex 2 Technical Regulation on Medical Devices, approved by Resolution of
Cabinet of Ministers of Ukraine Ne 753 dated 02.10.2013 )

Knac Ila (Tlpasuno 24, 32iono 0ooamky 2 TexniyHo2o peenamennmy wooo MeOusHux eupoois,
3ameepoceno2o nocmanogoro Kabinemy Minicmpie Yrpainu Ne 753 6io 02.10.2013)

Ipouenypa ouiHku BianmoBigHOCTI:
Conformity Assessment Route:

According to Annex 6+8 Technical Regulation on Medical Devices, approved by Resolution of
Cabinet of Ministers of Ukraine Ne 753 dated 02.10.2013

BianoBigHo 10 gomatky 6+8 TeXHIYHOrO periaMeHTy U040 MEIUYHHX BUPOOiB, 3aTBEPAKEHOTO
noctanoBoio Kabinery MinicTpi Ykpainu Ne 753 Bix 02.10.2013

Homep ceprudikara BignoBinHocTi:
Number of Certificate of conformity:

Tepmin aii ceprudikara
BifmoBinHOCTI:
Certificate assessment of conformity is valid until:

PR.459-22

Bif

since 31.08.2022
hic)

till 30.08.2027

IIpu3znayeHnuii opran 3 oUiHKH
BignmosigHocTi Ta iioro
inenTudikauiiinuii koxa:

Conformity assessment body with its identification
number:

TOB “ImnpyB Meniken”
Improve Medical LLC

UA.TR.120

ATJIAC-EHTA JIIIYIJIIK CAHAMI BE TIHAPET A.III. 1exnapye BUKOHAHHS OCHOBHHX BHMOT IIOJIO MEIMYHOTO
BHpPOOY, 3rigHo Jonatky | TexHIYHOTO periiaMeHTy Io10 MeINIHUX BUPOOiB, 3aTBepmkeHoro [ToctanoBoro Kabinery
MinictpiB Ykpainu Ne 753 Bin 2 sxoBtHs 2013 p.

ATLAS-ENTA DISCILIK SANAYI VE TICARET A.S$.declares the fulfillment of basic requirements for medical devices, according to Annex 1 of
Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
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Honatok 1 1o Jdexnapanii npo Bignosinnicrs NeUB4003
Annex 1 to the Declaration of conformity No.UB4003

Ne | ToB. Homep | Ha3pa Mmean4HOTO BUpOOY aHTIIHCHKO MOBOKO Hasga mequuHOr0 BHPOOY YKPAiHCHKOK MOBOO
1 |1027-4 Self developing dental film E-Speed, box 50, SE-Speedx, | CamomnposiBHa mIiBKa JIsl BHYTPIIIHBOPOTOBOL
GSMedex pentrenorpadii E-Speed, ynakoska 50, SE-Speedx,
GSMedex
2 11027-3 Self developing dental film E-Speed, box 25, SE-Speedx, | CamomnposiBHa mtiBKa JIst BHyTPIIIHBOPOTOBOI
GSMedex pentrenorpadii E-Speed, ynakoska 25, SE-Speedx,
GSMedex
3 11025-4 Self developing dental film D-Speed, box 50, SD-Speedx, | CamonposiBHa IITiBKa [Tl BHYTPIIIHBOPOTOBOL
GSMedex pentrenorpacdii D-Speed, ynakoska 50, SD-Speedx,
GSMedex
4 11025-3 Self developing dental film D-Speed, box 25, SD-Speedx, | CamonposiBHa IIiBKa [Isi BHYTPIIHBOPOTOBOL
GSMedex pentreHorpadii D-Speed, ynakoska 25, SD-Speedx,
GSMedex
5 12029-1 Intraoral dental x ray film D-Speed, box 100, SD-Speedx, |IlmiBka as BHyTpintHb0poTOBOI peHTrenorpadii D-Speed,
GSMedex ymakoska 100, SD-Speedx, GSMedex
6 |2029-2 Intraoral dental x ray film E-Speed, box 150, SE-Speedx, | IlniBka mis BHyTpinHE0poTOBOI peHTrenorpadii E-Speed,
GSMedex ynaxoBka 150, SE-Speedx, GSMedex
7 12029-6 Intraoral dental x ray film F-Speed, box 150, SF-Speedx, | IliiBka juis BHyTpiniHEOpOTOBOI peHTrenorpadii F-Speed,
GSMedex ynakoBka 150, SF-Speedx, GSMedex
8 |1027-7 Self developing dental film E-Speed, box 25, without CamorposiBHA ILTIBKA JUIS BHYTPIIITHBOPOTOBOT
single blister, SE-Speedx, GSMedex pentrenorpadii E-Speed, ynakoska 25, 6e3 iHANBIIyaIbHOTO
nakyBanHs, SE-Speedx, GSMedex
9 |1027-8 Self developing dental film E-Speed, box 50, without CamomnposiBHa ILUTiBKa I BHYTPIITHBOPOTOBOT
single blister, SE-Speedx, GSMedex pentrenorpadii E-Speed, ynakoska 50, 6e3 iHANBIAyaIbHOTO
nakyBanHs1, SE-Speedx, GSMedex
10 | 1025-7 Self developing dental film D-Speed, box 25, without CamomposiBHA ILTiBKA JUIS BHYTPIIIHBOPOTOBOT
single blister, SD-Speedx, GSMedex pentrenorpadii D-Speed, ynmakoska 25, 6e3 iHANBIIyaIbHOTO
makyBaHHs, SD-Speedx, GSMedex
11 |1025-8 Self developing dental film D-Speed, box 50, without CamonposiBHA ILUTiBKa JUIs BHYTPILTHBOPOTOBOT
single blister, SD-Speedx, GSMedex pentrenorpadii D-Speed, ynakoeka 50, 6e3 iHIUBiqyaIbHOTO
makyBaHHs, SD-Speedx, GSMedex
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