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OcHoBHble cBegeHus

[aTta nogauun 3aaBneHuUn 18.12.2019

Homep 3aABieHUA Ha AeKnapauuio 22598

Tun geknapaymm Jeknapauns o COOTBETCTBUM NPOAYKLMM, BKAOYEHHOW B EAMHbIN NepeyeHb
npoayKkummn Poccuiickoint Pepepauymm

EAVHBIV NepeveHb NpoayKunmn PO AnnapaTtbl PeHTFEHOBCKNE MeANLMHCKME AMATHOCTUYECKME:

Cxema geknapmpoBaHuA 1a

Tun o6beKTa AeK1apupoBaHus CepuitHbIN BbIMYCK

[eknapauuna o COOTBETCTBUU

CraTyc geknapaumm ApPXMBHbIN

PerncrtpayMoHHbIM HoMep AeKnapaumm o POCC RU A-FR.A37.B.22598/19
COOTBETCTBUM

[aTta nogaun 3asBneHuA (NpeaocTaBieHma 18.12.2019

AeKnapaumm)

[aTa perncrpauunm geknapaumm 18.12.2019

[ata oKOHYaHUA AeNCTBUA AeKnapauum o 17.12.2020

COOTBETCTBUM

CBoboaHoe pacnpocTpaHeHne NpoayKumMm He [a

OrpaHM4YeHo 3aKOHOA4aTe/1IbCTBOM PO

Jlnuo, 3apeructpupoBasLiee geKiapaumio

damunma nnua, NoAnMCcaBLLEro AeKaapaLmio 3yamHoBa

Nma nuua, noanucasLliero geknapauuto ExkaTepuHa

OTyecTBO LA, NOANMUCABLLErO AeK1apauuio CepreesHa

BbinonHaemble GyHKLMM N1LA, NOAMMUCABLLETO 3KcnepT no cepTndumKaLmmn, 3amecTutenb pyKoBoAUTENA
AeKnapaumio

3aasutenpb

Twun 3aasutens KOpuaunyeckoe nmuo

Tun geknapaHTa YNonHOMOYEeHHOE U3roToBUTENEM NLO

OCHOBHO rocyapCTBEHHbIV PETMCTPALLMOHHbIN 1147746083011

Homep topuandeckoro anua (OrPH)

NaeHTUPUKALMOHHDBIM HOMEpP Hanoronnatenblmka 7726739757

(MHH)
OpraHu13aunoHHo-NpasoBas popma ObuiecTBa ¢ OrpaHMYEHHOMN OTBETCTBEHHOCTbIO
MonHoe HaMMeHOBaHWE PUANYECKOTO AMLA OBLLECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTbIO "/I-AJIbAHC"

CoKpallleHHoe HauMeHoBaHue opuanyeckoro amua 000 "O-ANbAHC"

damunnuna pykoBoaUTeNs LOPUANYECKOro Nu1La XPUCTEHKO

Mmsa pykoBoagnTena ropuanyeckoro anua NIOAMUNA

OT4ecTBO pyKOBOAMUTENA IOPUANYECKOTO /UL MBAHOBHA

LoKHOCTb pyKoBOAUTENSA FEHEPA/IbHbLIA ANPEKTOP
Appec
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Afpec mecta HaxoXKaeHua

KoHTaKTHble AaHHble

Homep TenedoHa
Appec 3N1eKTPOHHOW NOoYThI

CBeaeHMA O rocyfapcTBEHHON perncTpauum

HavmeHoBaHMWe opraHa, 3apermcTpMpoBaBLLEro
OopraHM3aumio B Ka4yecTBe PUANYECKOro 1nua

[aTa perncrtpaumm B Kadectse HOJ1
[ata npucsoenmnsa ONPH

Kog, npunumnHbl nocTaHoBKK Ha yyeT (KMM)

U3srotosutesnb

Twun nsrotosutena

Cosnap,aeT C 3aABuUTENIEM

MonHoe HaumeHoBaHue

Appec

3apernctpmpoBaHo Ha Tepputopmum EASC

Afpec mecTa X1UTenbCcTea

MpoussBoacTBEeHHbIE NIOWALKH

117105, POCCUA, TOPOL MOCKBA, NMPOE3/, HATOPHbIW, 4OM 10, KOPMYC 2,
NnoAbe3A 4, NOMELLEHUE 16

+7 4952297612

owandy@owandy.ru

MexpaiioHHas nHcnekuma PenepanbHol HaoroBon cnyx6bl Ne 46 nor.
Mockse

04.02.2014
04.02.2014

772601001

MHoCTpaHHOEe nnyo
Het

«OBaHan Pagnonogxn C.A.C.», ®paHuma

Het

®PAHUMA, Owandy Radiology S.A.S., 2, rue des VieillesVignes, 77183 Croissy-
Beaubourg, France

®PAHUMA, Owandy Radiology S.A.S., 2, rue des VieillesVignes, 77183 Croissy-Beaubourg, France

Appec NpoM3BOACTBA NPOAYKLMM

CBegeHMA 0 NPOAYKLUU
MpoucxorkaeHne NnpoayKLmMm

Obuiee HaMMeHoBaHMWeE NPOAYKLMUK

OPAHLMNMA, Owandy Radiology S.A.S., 2, rue des VieillesVignes, 77183 Croissy-
Beaubourg, France

OPAHLMA

AnnapaT umppoBON NaHOPaMHbII1 peHTreHoBcKui I-MAX TOUCH 3D ¢
NPUHaANEKHOCTAMM:

CeegeHusa 06 0603HaueHUU, naeHTUGUKaLUU U J0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HanmeHoBaHMe (0603HauYeHne) npoayKumum
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ba3oBbIli cocTas:

1. KpoHwWwTeliH ¢ NoABUXHbBIM KpenneHuem.

2. MOHOB0K PEHTreHOBCKOro M3ydaTens.

3. ¥Y3en umdposoro gatymka 3D ana nonyvyeHmMa TpexmepHoro
N306parKeHNA U TOMOTrPaMM.

4. CToliKa Teneckonuyeckas.

5. 3epkano A4na NO3NLMOHNPOBAHMUA.

6. MNynbT ynpaBneHna ¢ XXUAKOKPUCTANANYECKMM CEHCOPHbBIM ANCTAEEM.
7.KHOMKa 3KCno3numnm BbIHOCHaA.

8. MporpammHoe obecneyeHne Ha 5-T KOMNaKT-gUCKaxX 414 NOAyYeHUs
NaHOPaMHbIX CHUMKOB.

9. IHCTPYKLMA NO NPUMEHEHMUIO.

MpuHagnexxHocTu:

1. Ledanocrar.

2. KpoHwWwTeWH ans KpenaeHus uedanocrata.

3. [laTynK yHUBEpPCANbHbIM AN NaHOPAMHbIX U LLedaTIoOMETPUYECKMX
CHMMKOB.
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4. lepXaTenb gaTymKa.

5. Kabenu coeanHutenbHble — He 6onee 10 wr.

6. YCTPOWCTBO LEHTPUPYLOLLEE A5 TON0BbI.

7. 3a’KMM BUCOYHbIN — He bonee 2 WrT.

8. Onopa ansa noabopoaka — He 6onee 5 wr.

9. Yexon ogHOpas30BbIf 44 NpUKyca — He 6onee 100 wr.

10. MpUKyC LEHTPUPYIOLWNIA AN UMNIAHTONOTUM — He bonee 2 WrT.

11. dukcaTtop npuKyca — He 6bonee 50 wT.

12. PemeHb ans pukcaumm ronosbl — He 6onee 10 wr.

13. Onopa HaBecHaA AaA pyK.

14. dukcaTop ywHoM — He 6onee 50 wr.

15. MporpammHoe obecneyeHne gaa UMMNAAHTONOMMM Ha 3-X KOMNAKT-
[OUCKax.

16. BNOK CUCTEMHDIN.

17. Kabenb KOMMYTaLMOHHbIV 1A NOAKAOYEHUA K BNOKY CMCTEMHOMY
(10m).

18. CeTeBas KaprTa.

19. dnew-KkapTa cbemHas.

NHasa nHpopmauma o npoayKumnm KOHTpaKT Ne 21 Ne 21/17 ot 18 masa 2017 roaa
Kogbl OKIZ, 2 26.60.11.113
Kog TH B3/ EA3C 9022130000

CTaHAaprI U UHble HOPMATUBHbIE AOKYMEHTbI, TpumMmeHAaemble Npu noaTBep>X4eHUU COOTBETCTBUA

Cranpapr 1
O603HayeHWe cTaHAapTa, HOPMATUBHOO FOCT P 50267.0-92, IOCT IEC 60601-1-1-2011, FOCT P M3K 60601-1-2010,
AOKYMeHTa
Pasgen (NyHKT, NOANYHKT) cTaHapTa, FOCT 30324.32-2002, TOCT P M3K 60601-2-43-2013

HOPMATUBHOIoO AOKYMEHTA
D,OKYMEHTbI, npeanoJsiaraembie cxemom AEeK/NapUupoBaHuA
UccneposaHue TMNa NnpoayKLUumn

3aKknoueHue 06 uccnepoBaHUM TUNA NPOAYKLUU

CTpaHa mecTa HaxoXKaeHna POCCHA

[Mpu3HaK akKkpeauTaLmnm [a

CepTudUKaT Ha TMN NPOAYKLUM

CeptudukKar 1
CTpaHa mecTa HaxoXKaeHusa POCCHA
MpW3HaK akKkpeguTaumm Ja

CepTUdUKaAT COOTBETCTBUA Ha CUCTEMY MEHEAXKMEHTa KauecTBa
Ceptudukar 1

Homep cepTtudumrata cootsetctema Ha CMK 1SO 9001:2008 Ne IT-96659

[ata Bblgaum ceptnudurkata cootsetrctemusa  06.07.2017
Ha CMK

[aTa okoHYaHUA aencTeus cepTudurKaTa 15.07.2020
cooTBeTcTBMA Ha CMK

Mpu3HaK akKpeanUTaLnm [a
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[ OKymMeHTbl, NpeAcTaB/eHHble 3aaBUTEeNIeM

Opo6peHne TMNa TPAHCMOPTHOrO cpeacTBa/oaobpeHme TMNA WaccK

CTpaHa mecTa HaxoXKaeHuns POCCHA

CBeaeHuA 06 opraHe no cepTuduUKaLMm Ha MOMeHT NybanKaummu geknapauyum

Homep aTTecTaTta akkpeauTaumm opraHa no RA.RU.11A437

cepTudmrKaumm

lMonHoe HaMmeHoBaHWe opraHa rno ceptudukaumum  OpraH no cepTudmkaumm npoaykumm "KpacHo Jap" 000 "UA KoHTponb"
[aTa perncrpaumm atrectata akkpegmraLmm 03.11.2016

Afpec mecTa OCyLLEeCTBAEHMA AeATENbHOCTHU 127018, POCCHUA, ropog MockBa, yn. Cywésckmit Ban, 4.9, K. 1, 0$.513

Appec mecTa HaxoxaeHua/Anpec mecta xutenbctea 129090, POCCUA, ropoa, Mockea, np-KT. Mupa, 4. 38, nom. Ill, kom.8

OPTH/OPTHUM akKpeauTOoBaHHOIO NMLA

HanvmeHoBaHWe opraHa Mo akkpeauTauuu,
BblAaBLIEro aTTecTaT akkpeauTaumm

KoHTaKTHble AaHHble

Homep TenedoHa

AZpec 3N1eKTPOHHOW NOoYTbI

Appec canta B ceTu MHTepHeT
PykoBoguTenb akKpeaUTOBaHHOIO IMLA
Pamunua pykosoautena

Uma pykosogutena

OT4ecTBO pyKoBOAMUTENS

QR - Koa

1157746271924

depepanbHas cny:xba nNo akkpeaguTaLmm

+7 9175586300
id-control@yandex.ru

id-sert.ru

lypbesa
Bepa

MwuxannoBHa
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