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OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKkuumn EASC

Cxema geknapvpoBaHumn

Tun o6bekTa AeKnaprMpoBaHma

D,EKnaanMﬂ O cooTBeTCcTBUMU
Cratyc geknapauum

PerMcTpaumoHHbI HOMep AeKnapauum o
COOTBETCTBUM

[aTa perucrpaumv gexknapauum

[laTa OKOHYaHWA AeiCcTBMA AeKnapaLmm o
COOTBETCTBMM

CBoboaHOE pacnpocTpaHeHMe NPOAYKLMN He
orpaHuYyeHo 3aKoHoAaTeNbCTBOM PO

3aasuTtenb

Twun 3aasutens
Tun geknapaHTa

OCHOBHO rocyAapCTBEHHbIV PETMCTPALLMOHHbIN
HoMep topuandeckoro anua (OrPH)

NaeHTUPUKALMOHHbIA HOMep HanoronnaTesblyMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HaMMeHOBaHMeE PUANYECKOro AnLLa
CoKpalleHHOe HaMMeHOBaHWe PUANYECKOTO LA
damunna pykoBoanUTeNs LOPUANYECKOTO NLA

MmAa pyKosoauTensa opuanyeckoro anua
OT4ecTBO PyKOBOAUTENA OPUAUYECKOrO ANl
[onKHOCTb pyKoBOAUTENA

Appec

Appec mecTta HaxoXaeHuA

KOHTaKTHbIe AaHHble

Homep TenedoHa
Anpec aNeKTPOHHOM NoYTbI

CBeaeHUA O roCcyAapCcTBEHHOM perucTpauum

HanmeHoBaHMe opraHa, 3aperncTprupoBaBLlero
OpraHn3auuto B Kayectee OPUANUYECKOro nnua
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Jeknapauma o cooTBeTCTBUM TpeGOBaHVIHM TEXHUYECKOTO pernameHTa

EBPa3smninCKOro 3SKOHOMMYECKOTO COH03a (TEXHNYECKOTO pernameHTa
TamoXeHHOro coto3a)

TP TC 020/2011 dneKTpomarHMTHasA COBMECTUMOCTb TEXHUYECKUX CPeacTB

TexHunueckune cpeacTsa, He BKAOUEHHbIe B [lepeueHb npoayKumu,
noanesatlen ceptudukaumm K TP TC 020/2011
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CepuitHbIN BbIMYCK

[OevictByeT

EASC N RU [1-DE.PA03.B.54889/21

21.12.2021

20.12.2026

Ja

KOpuanyeckoe Anuo
YNOAHOMOYEHHOE U3roTOBUTENEM NNLO

1107847244768

7811469660

O6wecTtBa Cc OrpaHMYEHHOW OTBETCTBEHHOCTLIO

OBLLIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO "HONAKOM"
000 "toNAKOM"

KoHaw

Anekcen

MeTtposuy

leHepasbHbIM AUpPEKTOP

190020, Poccus, ropoa CaHkT-NeTepbypr, HabepexHaa O6soaHoro KaHana,

150, 120.01

+7 8124959484

com@upacom.ru

MekpalioHHas nHcnekuusa PegepanbHoi HanoroBon cnykbbl No15 no CaHKT-

MNeTepbypry

CrpaHuua 1


https://www.stomart.ru

Oekna pauun 0 cooTBeTCTBUU

@ fsagovru

[aTa perncrtpaumnm B Kadectse HOJ1 02.08.2010

[aTa npucsoeHma ONPH 02.08.2010

KoZ npuumHbI NOCTaHOBKM Ha yyeT (KMM) 783901001

U3rotosurtenb

Tun nsrotosuTena NHocTpaHHOe nnuo

CoBnagaert ¢ 3aABUTE/IEM Het

NonHoe HanmeHoBaHue Durr Dental SE

Appec

3aperncTtpmpoBaHo Ha Tepputopum EASC fa

Afpec mecTa XuUTenbcTsa Fepmanua, Hopfigheimer Str. 17, 74321 Bietigheim-Bissingen, koopguHaTb!:

48.95454,9.15716

MpousBoacTBEHHbIE NNOLWAAKHU

lepmanun, Hopfigheimer Str. 17, 74321 Bietigheim-Bissingen, koopguHatbl: 48.95454, 9.15716

Afpec Nnpon3BoACTBA NPOAYKLMK lepmaHun, Hopfigheimer Str. 17, 74321 Bietigheim-Bissingen, KoopauHaTbl:
48.95454,9.15716
MonHoe HanmeHoBaHKWe AZpec mecTa OCyLLLEeCTB/IEHUA AeATENIbHOCTM MO U3rOTOBEHMIO MPOAYKLMU:

CeeaeHMA 0 NpoayKuUmn
MponcxoxaeHne NpoayKLmMm FTEPMAHNA

Obuee HaMMeHOBaHMe NPOAYKLMU CKaHep AMarHOCTUYECKUIA ANA AEHTaNbHbIX PEHTFEHOBCKUX U306parkeHui
VistaScan, ¢ npuHagnexxHocTaAMm
BapWaHTbl UCMONHEHWIA:

Ob6wwme ycnoBusi XpaHeHUs NPOAYKLUN Ycnosus xpaHeHus npogyKumnmn B cootsetcteum ¢ FTOCT 15150-69 "MawwuHbl,
npubopbl U gpyrue TexHnyeckne nsgenmns. UcnonHeHma ana pasinyHbIxX
KAMMaTUYECKUX palnoHOB. KaTeropum, ycnoBuaA sKCNyaTaunmn, XpaHeHna 1
TPAHCNOPTUPOBAHMA B YACTU BO3AENCTBUA KIMMATUYECKUX GAKTOPOB
BHellHel cpeabl". CpoK XxpaHeHus (cnyxbbl, roa4HOCTM) yKasaH B npuaaraemon
K NPOAYKLMM TOBapOCOMNPOBOANUTENBHOM U/UAN SKCNAYaTaLLMOHHOM
OOKYMeHTaLuu

CBepgeHna 06 0603HaueHUN, MAEHTUOUKALMU U A40NONHUTENbHAA MHPOPMAaLMA O NPOAYKLUU

HanmeHoBaHuMe (0603HauYeHWe) NPOAYKL MM 1. CKaHep AMarHOCTUYECKUI ANA AeHTaNbHbIX PEHTFEHOBCKUX

nsobpaxeHnit VistaScan Mini View, B coctaBe: 1.1. 60K nuUTaHuA €
agantepom, B coctase: 1.1.1. baok nutanma. 1.1.2. Agantep EU. 1.1.3.
Apantep US. 1.1.4. Agantep AU. 1.1.5. Agantep UK. 1.2. LAN Kabenb.
1.3. SD kapTa namatu. 1.4. Ctunyc. 1.5. PeHTreHorpaduyeckas niactmHa,
pasmep 0 - 2 wT. 1.6. PeHTreHorpadmyeckas naactmHa, pasmep 2 - 4 wr.
1.7. CBeTO3alLMTHBbI Yexon, pasmep 0 - 100 wr. (npu HeobxoanMMOoCTH).
1.8. CBeTO3aWuTHbIM Yexo, pasmep 2 - 300 wrT. (Nnpyn HeobxoaMmocTK).
1.9. Yucrawme candeTku - He 6onee 40 wT. (npm HeobxoaumocTtu). 1.10.
BboKc ana xpaHeHus peHTreHorpapuyecknx naactmH, pasmepos 0,1, 2, 3,4
(npu HeobxogmmocTm). 1.11. 3aWnUTHBIN Yexon (npu HeobxoanmocTy).
1.12. Anck c nporpammHbiM obecnedyeHnem VistaSoft. 2. CkaHep
[MNArHOCTUYECKUIA A5 AEeHTANIbHbIX PEHTIEHOBCKMX M306pakeHni
VistaScan Mini Easy, B coctase: 2.1. baoK NUTaHWA c aganTepom, B
coctase: 2.1.1. bnok nutanua. 2.1.2. Apantep EU. 2.1.3. Agantep US.
2.1.4. Apantep AU. 2.1.5. Agantep UK. 2.2. LAN kabenb. 2.3. USB Kabenb.
2.4. PeHTreHorpaduyeckan naactmHa, pasmep 0 - 2 wr. 2.5.
PeHTreHorpadpuyeckan nnactuHa, pasmep 2 - 4 wr. 2.6. CBeTO3aLWMTHbIN
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yexon, pasmep 0 - 100 wr. (npu HeobxoaumocTn). 2.7. CBETO3aLLMUTHbIN
yexos, pasmep 2 - 300 wr. (Npu HeobxoammocTtu). 2.8. Yuctawme
candeTku - He bonee 40 wr. (Npn HeobxogmmocTn). 2.9. BoKc ans
XpaHeHUa peHTreHorpadpuyeckux naactuH, pasmepos 0, 1, 2, 3, 4 (npu
HeobxoaumocTu). 2.10. 3awWmTHbIN Yexon (Npu HeobxoammocTn). 2.11.
Ounck c nporpammHbim obecneyeHnem VistaSoft. 3. CKaHep
ANarHOCTUYECKUI ANA AEHTaNbHbIX PEHTIEHOBCKUX M306paxKkeHUM
VistaScan Combi View, B coctase: 3.1. CeTeBo Kabenb. 3.2. bnok
nutaHus. 3.3. LAN Kabenb. 3.4.SD KapTa namatu. 3.5. Ctunyc. 3.6.
PeHTreHorpadpuyeckan nnactuHa, pasmep 0 - He 6onee 1000 wT. 3.7.
PeHTreHorpaduyeckan nnactuHa, pasmep 1 - He 6onee 1000 wT. 3.8.
PeHTreHorpaguuyeckan nnactuHa, pasmep 2 - He 6osee 1000 wrT. 3.9.
PeHTreHorpaguuyeckan nnactuHa, pasmep 3 - He 6osee 1000 wT. 3.10.
PeHTreHorpadguyeckan nnactuHa, pasmep 4 - He 6onee 1000 wT. 3.11.
PeHTreHorpaguyeckan naacTuHa ¢ Kacceton, pasmep 13x18 - He 6bonee
1000 wr. 3.12. PeHTreHorpaduyeckasn naacTmHa c KacceTomn, pasmep 12,7
x30,5 - He 6onee 1000 wt. 3.13. PeHTreHorpaduyeckas naacTmHa ¢
KacceTol, pasmep 15x30 - He 6onee 1000 wT. 3.14. PeHTreHorpadpuryeckan
naacTMHa ¢ Kaccetol, pasmep 18x24 - He 6onee 1000 wT. 3.15.
PeHTreHorpaguuyeckan naactuHa c kacceto, pasmep 24x30 - He 6onee
1000 wr. 3.16. PeHTreHorpaduyeckasn nnacTmHa c KacceToun, pasmep 20x24
- He 6onee 1000 wT. 3.17. KacceTa ans peHTreHorpapuyeckoi naacTuHbl,
pa3mep O - He 6osiee 1000 wT. 3.18. KacceTta ana peHTreHorpadmyeckom
nAacTuHbI, pasmep 1 - He 6onee 1000 wt. 3.19. Kacceta gns
peHTreHorpapuyecKol NaacTmHbl, pasmep 2 - He 6onee 1000 wr. 3.20.
KacceTa ana peHtreHorpaduyeckon nnacTuHbl, pasmep 3 - He 6os1ee 1000
wTt. 3.21. KacceTa ans peHTreHorpadmuyeckom nNaacTuHbl, pasmep 4 - He
6onee 1000 wrt. 3.22. Habop NO3MUMOHEPOB A/1A NNACTUH, B COCTaBe:
3.22.1. flepxatenb anda nepeaHux 3ybos - 1 wT. 3.22.2. JeprKatenb ann
3agHux 3y6os - 1 wT. 3.22.3. Jep:KaTtenb gas npoekunn banteumHr - 1 wr.
3.22.4. Mpu1uenbHoe Kosblo a8 nepegHux 3ybos - 1wr. 3.22.5.
MpuuenbHoe KoabLo Aaa 3agHux 3ybos - 1 wt. 3.22.6. MNpuuenbHoe
KO/IbLO ANA npoekumn banteuHr - 1 wr. 3.22.7. MpukycHoi 610K ana
nepeaHux 3y6os - 8 wt. 3.22.8. NpuKycHon 610K Ans 3aAHNX 3y60B - 8 WrT.
3.22.9. MpuKycHoi 610K ana npoekumm banteuHr 2 x 3, paamep 0 - 1 wr.
3.22.10. NpuKycHoW baoK gns npoekunmn bateuHr 3 x 4, pasmep 2 - 2 wWr.
3.22.11. NpuKycHoW baok gns npoekunn banteumHr 2,7 x 5,4, pasmep 3 - 1
wT. 3.23. Habop nosnumoHepoB AN NAACTUH SHAOAOHTUYECKUX, B
coctase: 3.23.1. lep:kaTenb oA sSHAOAOHTMYECKOM NpoeKkumm - 1 wT.
3.23.2. Mpu1uenbHoe Ko/bLo A5 SHA0LOHTUYECKOM NPoekumun - 1 wr.
3.23.3. MpuKycHoM 610K ANnA 3HAOA0HTUUYECKOW NPOEKL MM NepeaHnx
3yboB npasbiit - 1 wT. 3.23.4. MpuUKycHOM 610K ANA 3HA0A0HTUYECKOM
npoeKkunun nepegHux 3ybos nesbiii - 1 wr. 3.23.5.

Kog TH B34 EASC 9018499000

CraHpapThbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, MPUMEHAEMbIE NPU NOATBEPKAEHUUN COOTBETCTBUA

Cranpapt 1
O603HaueHue cTaHaapTa, HOPMATUBHOTO pasaen
OOKYMeHTa
HanmeHoBaHue cTaH4apTa, HOPMATUBHOTO 5 FOCT 30804.3.3-2013 (IEC 61000-3-3:2008) "CoBMECTUMOCTb TEXHUYECKMX
AOKYyMeHTa CpencTB 3N1eKTPOMArHUTHaA. OrpaHuyYeHne USMEHEHUI HanpPAXKeHUs,
CraHpapt 2
0Ob603HaueHne CTaHA4apTa, HOPMATUBHOTO pa3Aeﬂb|
OOKYMEeHTa
HanmeHoBaHwue cTaHAapTa, HOPMATUMBHOTO 517 OCT 30804.3.2-2013 (IEC 61000-3-2:2009) "COBMECTMMOCTb TEXHUYECKMX
AOKyMeHTa CpencTB 3NEKTPOMArHUTHAA. IMUCCUA TAPMOHMYECKUX COCTABAAIOLLMX TOKA
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HavmeHoBaHMe (0603HaueHne) NpoayKLumum MpuKycHoM 610K A5 SHAO0AOHTUYECKOM NPOEKUUN 3a4HMX 3y60B NpaBbii
-1 wr. 3.23.6. MpuKycHOM 610K A1A 3HA0A0HTUYECKON NPOEKLUM 3aAHUX
3y608 nieBbin - 1 WiT. 3.24. CBeTO3aWMTHbIN Yexon, pasmep 0 - 100 wr.
(npy HeobxoammocTu). 3.25. CBeTo3alUMUTHbIN Yexon, pa3mep 2 - 300 wT.
(npn HeobxoaumocTH). 3.26. YucTawme candeTku - He bonee 40 wrT. (Npn
HeobxoaumocTn). 3.27. boKc ans XxpaHeHus Kaccert, pasmepos 0, 1, 2, 3, 4
(npy HeobxogmmocTm). 3.28. INCK ¢ NporpaMmHbIM obecneyeHem
VistaSoft. 3.29. MpuemHbIii KOBpUK (Npu HeobxoaumocTn). 3.30.
MpremHasn ckoba (npu HeobxoammocTu). 4. CKaHep AMArHoCTUYECKUI ANs
LEHTaNIbHbIX PEHTIEHOBCKMX M306paxkeHnin VistaScan Pano View, B
coctase: 4.1. CeteBoit Kabenb. 4.2. bnok nutaHma. 4.3. LAN kabenb. 4.4.
SD Kapta namatu. 4.5. Ctunyc. 4.6. Yuctawme candetku - He 6onee 40 wr.
(npy HeobxoammocTu). 4.7. AUCK c nporpamMmMHbIM obecneyeHnem
VistaSoft. 4.8. MpnemHbIt KoBpUK (Npu HeobxoaumocTtu). 4.9. NMpruemHasn
cKoba (npu HeobxogmmocTu). MpuHagnekHocTn: 1. 3alnUTHBIN Yexon (ana
ncnonHeHmii VistaScan Mini Easy, VistaScan Mini View). 2. HacteHHoe
KpenneHue (ana ucnonHeHui VistaScan Mini Easy, VistaScan Mini View).
3. HacTeHHoe KpenneHue (ana ucnonHeruit VistaScan Combi View,
VistaScan Pano View). 4. CBeTo3almUTHbIN Yyexon, pasmep 1 - 100 wr. 5.
CBeTo3alWnTHbIN Yexos, pasmep 3 - 100 wTt. 6. CBETO3aLWMUTHbLIN Yexon,
pasmep 4 - 100 wT. 7. CBeTO3aWMTHbIN Yexon benbiii, pazmep O - 100 wr.
8. CBETO3aWUTHbIM Yexon 6enbiii, pasmep 2 - 300 wT. 9. 3aWMTHbIN Yexon
OKKJIO3UOHHbIN, pasmep 4 - 100 wT. 10. MegHas TouKa HaknenKa - 10 wr.
B yn. 11. KoBpuK ana naactuH. 12. KpbiwKa Ana npuemkm
peHTreHorpaduyeckoit nnacTmHbl pasmepom O (ana ucnonHeHms VistaScan
Mini Easy). 13. KpblllKa A8 NPUEMKM peHTreHorpadmyeckoin NaacTuHbl
pasmepom 2 (ana ncnonHenus VistaScan Mini Easy). 14. CepBUCHbIN
Habop ans VistaScan Mini Easy, B coctaBe: 14.1. [poKaTHbIl anemeHT - 1
wTt. 14.2. CBeTO3alNTHbIA 3n1emeHT - 4 wT. 14.3. PemeHb - 1 wr. 15.
MpuKycHol 610K ans nepegHUx 3yb6oB. 16. MpuKycHoM 610K AnA 3aaHUX
3yboB. 17. MpuKycHol 610K ana npoekumn bainTeuHr 2 x 3 pasmep 0. 18.
MpuKycHol 610K gna npoekunn bakTeuHr 3 x 4 pasmep 2. 19. MpukycHown
610K ons npoeKkunun banteuHr 2,7 x 5,4 pasmep 3. 20. MNpuuenbHoe
KO/IbLO Ans nepeHux 3ybos. 21. NMpuuenbHoe KonbLo AN 3agHMX 3y60B.
22. MpuuenbHoe KobLo Ana npoekunn banteuHr. 23. NpuuensHoe
KO/IbLLO ANA SHAOAOHTUYECKOM Npoekuun. 24, INCK C NPorpammHbIM
mogynem VistaSoft Imaging. 25. lnck ¢ nporpammHbim mogynem VistaSoft
Basic. 26. lnck ¢ nporpammHbim mogynem VistaSoft X-Ray. 27. Ouck c
nporpammHbiM moaynem VistaSoft Video. 28. Inck ¢ nporpamMmHbIM
moaynem VistaSoft Mobile Connect. 29. Juck ¢ nporpaMmmHbIM Mmogynem
VistaSoft Inspect. 30. IUCK C NPOrpamMMHbIM MOZY/IEM
yCOBepLIEHCTBOBaHUA NporpammHoro obecneveHma DBSWIN ao
nporpammHoro obecneyenus VistaSoft. 31. Inck c nporpammHbIM
moaynem DICOM Starter (rnaBHas anueHsma). 32. [IUCK C NpOrpaMmHbIM
moaynem DICOM Starter (40NoAHUTENbHAA NULLEH3USA).

Kog TH B3/ EASC 9018499000

CraHpapThbl U UHbIE HOPMATUBHbIE AOKYMEHTbI, NPUMEHAEMbIe NPU NOATBEPKAEHUN COOTBETCTBUA

Cranpapt 1

0O603HaueHne CTaHAapTa, HOPMaTUBHOIO pa3.£||61'|

LOKYyMeHTa

HarmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO 5 IOCT 30804.3.3-2013 (IEC 61000-3-3:2008) "COBMECTUMOCTb TEXHUYECKMX

AOKYyMeHTa CpeaCTB 3NeKTPOMArHUTHan. OrpaHnyYeHne U3MeHEHWU HanpaXeHus,
CraHpaprt 2

0Ob603HaueHue CTaHAapTa, HOPMAaTUBHOTO pasaenbl

AOKYMEHTa
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HavmeHoBaHwWe cTaHfapTa, HOPMATUBHOTO 51 7 TOCT 30804.3.2-2013 (IEC 61000-3-2:2009) "CoBMECTUMOCTb TEXHUYECKUX
AOKYMEHTa CpPe/iCTB 3/IEKTPOMArHUTHAA. DIMUCCUA FTAPMOHMYECKUX COCTABAAIOLLNX TOKA

UccnepoBaHua, UCNbITaHUA, U3MEPEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun ucnbiTaTenbHas nabopatopwms Dirr Dental SE

AZpec MecTa OCyLLeCcTBNEHUA AeATe/IbHOCTH depepaTnBHan Pecnybanka Mepmanus, Hopfigheimer Str. 17, 74321 Bietigheim-
Npoun3BOACTBEHHON NnabopaTopumn Bissingen

MpoToKon uccneaoBaHuA (UCNbITaHUA) U USMepPeHUA

[aTa npoTokona 09.11.2021

Homep npoToKkona TR-182321

p,OKyMGHTbI, npeanosiaraembie cXxemow AEKNapuposaHuUAa
TP TC 020/2011
WccnepoBaHue TMNA NpoayKLUn

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

Mpu3HaK akkpeamTaLum Oa

CepTuduKaT Ha TMN NPOAYKLUM

Ceptudukar 1

CTpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKyMeHTbI, NnpeAcTaBeHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHna POCCHA

UHble AOKYMEHTbI, NpeacTaBaAeHHble 3aaBUTeIeEM

MpunoxkeHne  KaTeropus AOKymMeHTa Ha3BaHuWe AoKymeHTa Homep goKymeHTa [aTta foKymeHTa

Opyroe PY Ne P3H 2018/6854 ot P3H 2018/6854 14.08.2018
14.08.2018 roga
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