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| GE OEC Medical Systems, Inc., 384 erght Brothers Drlve, Salt Lake Clty, Utah
» 84116 USA
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OEAEPAABHAA CAVKBA IO HAASOPV B CCDEPE SA,PABOOXPAI-IEHVIH
(POCS,A,PABHAA?)OP)

l'lPPlJ'lO)'KEHPIE

RPETHCTPALIUOHHOMY Y,CIOCTOBEPEHHIO
HA MEAULIWHCROE U3AEJIHE

ot 30 sinBaps 2020 roga - Ne P3H 2020/9592

Ha meaununckoe uzgenve

Cucrema MoOnIbHAA peHTrenoBekasi ¢ C-obpasHoii xyroii OEC Elite

¢ NPHHAIEKHOCTAMM;

I. Cocras:

1. C-miTatwBs, BADHAHTHI HCHIOJIHEHHU: CTaHIAPTHBIA, Ergo, Super.

2. T'enepatop peHTr€HOBCKHIA.

3. PeHTreHOBCKHI H3TyYaTENh. :

4, Hpe06pa303a'renb PEHTIEHOBCKOTO H3JTyYEHHUS: rmocrcpm [ ACTEKTOP HJIM YCHIIATEIb
PEHTTEHOBCKOTO U300payKeHUS. S : :

5. Paboyas cTaHINs C MOHUTOPAaMH IS OﬁpaGOTKH ¥ XpaHeHHU MEJMLHMHCKHX N300paKeHHH.
6. TexHudeckas i SKCIUTyaTallMOHHAS JOKyMeHTanus - He 6oee 20 mT.

7. Ilporpammaoe obecnieuenue a1 paciinpennoi xupypruu ESP (npu HeobxomumocTn).

8. porpammuoe obecriedenue i sedennst 6o PMCare (npu Heo6X0aUMOCTH).

9. IlporpammMuoe obecnedenue juis 6a3oBoii cocyauctont xupyprau BVASSFPS (pu
HEOOXOIUMOCTH).

10. IIporpammuoe oBecrieverue I cocy,uHCTon xupyprun VAS15FPS (npn HEOOXOAUMOCTH).
11. TporpaMMHoe ofecriedenne s cocyAucTol xupypriun VASMTS (1ipu HeobxoammocTn).
12. IlporpamMHoe obecnedenue 1 Kapnnompyprmr CARDIAC (npu HEOOXOAUMOCTH).

13. KaGenb nutanus s annapara - He 6osee 10 mr.

14. IlyapT ynpasieHus anmnaparom (pu HeoOX0AUMOCTH).

15. HoxHoii nepexirouarens (Ipu HEOOXOAMMOCTH).

II. [TpunannexuocTH

1. IluktorpaMmHas KJiaBuaTypa | NaHelb YIPaBIeHus anmapaTom.

2. YerpoiictBo OecripoBojinoe DICOM.

3. Jlazepupiil yKasaTeib.

4. Koxxnas npocraBka.

5. PedepeHcHbIif MOHUTOD.

6. IlpunTep Ams neYaT MEUIMHCKIX H300paKeHHI.

7. Kabens coeIHHUTENLHEIN - He Oonee 10 mrr.

Bp’nopyxononmeﬁm PenepaabHOH cIyKObI Nehcos
10 HaJ30pY B chepe 3ApaBOOXPAHEHHS : ' . A.B. Ilapxomenko

0063604




JAEKJAPAIIUA O COOTBETCTBHUHA
O6mecTBO ¢ orpanH4eHHo# oTBeTcTBeHHOCTRIO " Ik Xosckea";
000 " TxuH Xsickea'
(HaHMEHOBaHHC OpraHH3aluHH HITH C}JEMHJIHH, HMA, OTHECTBO HHAHBHAYATIbBHOrO MPEANPHHHUMATENA, NPHHABLIHX ACKIapalHio O COOTBGTCTBHH)
MexpaiionHas uacnekiys PenepanbHoOi HanoroBoii ciyx6s1 Ne 46 mo r. Mockse , 15.06.1998
CBEJIEHHA O PErucTpaunH OpraH13aluHH WY HHAUBHAYANBHOrO NpeANpHHHMATENA

OI'PH 1027739064528

(HanMeHOBAHHE PErHCTPUPYIOLIETO OPraHa, aTa PerHcTPaLHH, PerHCTPALHOHHELH HOMEp)
Anpec: 123112, Mockga, [IpecHeHckas HaGepexkHad, 1. 10, momemienue I11, atax 12, komH.1 Tenedon: +7
(495) 739-69-31, dake: +7 (495) 739-69-32
(anpec, TenedoH, pakxc)
B mune  I'enepansHoro nupexkropa Kanpenaku Hunsl OTapoBHEI
(momxKHOCTB, (haMHKA, HMA, OTHECTBO PYKOBOJAMTENA OPraHU3ALMH, OT HMEHH KOTOpOH NPHHUMACTCA AEKNapaLua)
3asBiseT, uTo Cucrema moOnibHas peHTreHoBcekas ¢ C-o6pasnoii ayroit OEC Elite ¢
NPHHAIEKHOCTIAMH
(HauMeHOBaHHe, THIT, MapKa MPOAYKLNH (YCIYTH), Ha KOTOPYIO PacipOCTpaHseTes AeKiapatus)

Koa OKIIA2 26.60.11.113 Kox TH B2J1 9022 14 000 0
ko OKIINI2 w (unu) TH B3 CHI" unu OK 002-93 (OKVYH), cenenus 0 cepuiiHOM BBINYCKE HIH NapTHH

CepuiHEIA BBITYCK
(HOMEp MapTHH, HOMEPAa U3ICNHIi, pEKBH3HTEL 10T0BOpa (KOHTPAKTA), HAK/aAHAad)

"I:xxu OEC Menkan Cucremc, Huk." , CIIIA,
GE OEC Medical Systems, Inc., 384 Wright Brothers Drive, Salt Lake City, Utah 84116, USA

HAaHMCHOBAHHE H3rOTOBHTCNA, CTPAHbI H T.I1.

cootBeTcTByeT TpeboBanusM: ['OCT P M3OK 60601-1-2010, TOCT P M3K 60601-2-37-2009, 'OCT P
MD3K 60601-1-3-2013, TOCT 30324.32-2002 (M3K 60601-2-32:1994), TOCT IEC 60601-2-7-2011,
I'OCT P M3K 60601-2-43-2013, TOCT IEC 60825-1-2013

(o6o03HaueHHE HOpPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM MOATBEPKACHO AAHHOH AcKnapauuei, ¢
YKa3saHHEM MYHKTOB 3THX HOPMAaTHBHBIX JOKYMEHTOB, COACPMKALLNX TpcﬁOBaHHﬂ VA AAHHOH NPOAYKLMH (ycnym))

Jleknapanus NpHHSATa Ha OCHOBAHHH: IIPOTOKOJIA TeXHHYecKuX ucnbitanuii Ne 08/033.P-2018 ot
21.08.2019 MJI AHO "Lentp KOBMH", art.akk. Noe RA.RU.21M/I11 ot 07.04.2015
Peructpanmonnoe ynocrosepenue ®enepansuoit ciyx0bl 10 Haq30py B cdhepe 3apaBOOXpaHEHHS
(POC3IPABHAI30P) Ne P3H 2020/9592 ot 30.01.2020

(undopMaLMA 0 JOKYMEHTAX, ABMAIOLIHXCA OCHOBAHHEM 1Al IPHHATHA JEKNapatim)

Jata npunsatus nexnapanuu  06.02.2020
Jlexnapanus 0 COOTBETCTBUH JIEHCTBUTENbHA JI0 06.02.2023

M.IL Kanpenaku Huna Oraposua

(MHUIIHATIBL, (hAMHUITHS)

JEKJIAPUPOBAHMS», Ne RA.RU.11MITI8

(HaMMEHOBAHHE H APEC OpraHa no cepTH(HKaLmH,

Jh%(l;‘eBHHKH oM Ne 3, xopriyc 1, atax 3, nom.1, koM. 26 Tenedon: +7 (495) 783-42-17
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3aperucTpUpoOBaBLLICIO nck.napamno)
S.MMN18.B.02332/20 ot 06.02.2020 nevictByeT o 06.02.2023
A L. Jloxo

(naTa perucTpPALMK K PErHCTPALMOHBIN HOMEP JieK1apaLim)
(noanuck, MHULMANBI, (AMMIIMA PYKOBOAMTENS OPraHa 1o cepTHdMKaLmm)



Ha mMenununckoe uznenue

Cucrema MobunbHas pertreHoBckas ¢ C-o6pasnoii myroit OEC Elite ¢ mpuHaanexxsHocTsIMU

I. CocraB:

1. C-mtaTiB, BapHaHThl HCIIOMHEHUA: CTaHAAPTHEIH, Ergo, Super.

2. 'eHepaTop peHTT€HOBCKHH.

3. PEeHTreHOBCKHH U3TyYaTeb.

4. IIpeobpazoBaTens peHTTEHOBCKOI0 H3JIyueHH: INIOCKHH JETEKTOP HIIH YCHIIMTEIb PEHTIEHOBCKOIO
H300paskeHusl.

5. Paboyas craHOus ¢ MOHUTOPAMH 71 00pabOTKH M XpaHEHHs MEIUITMHCKIAX H300paxKeHuil.

6. Texuuyeckas ¥ KCILTyaTallHOHHAS JOKyMeHTanus - He 6oee 20 mrT.

7. IlporpamMmuOe obecnieyeHne I paciuupeHHoi xupyprud ESP (npu HeoOxomuMocTH).

8. IIporpammuoe o6ecneuenue mus evenus 6onu PMCare (mpu HeoOX0aMMOCTH).

9. IlporpammuoOe obecneuenue st 6a30Boi cocyaucroit xupypruu BVAS8FPS (npu HeobxoaumocTn).
10. Iporpammuoe obecnieuenue as cocyauctoi xupypruu VAS15FPS (npu Heo6xoqumoctn). 11.
[Mporpammuoe obecrieuenue o cocyauctoit xupyprun VASMTS (npu sHeo6xomumoctn). 12. [IporpammHoe
obecneuenue st kapauoxupypruun CARDIAC (mpu HeoOX0aUMOCTH).

13. Kabens nuranusd Ui anmnapara - He 6onee 10 mr.

14. Ilynbt ynpasneHus anmnaparoM (Ipu HeoOXO0AUMOCTH).

15. Hoxwolt nepexitiovarelts (IpH He0OX0IUMOCTH).

I1. TlpunamiexnocTu

1. ITuxTorpaMMHas KIaBHaTypa H MaHelb YIPaBJICHHS allllapaToM.

2. YcrpoiictBo 6ecripoBogaoe DICOM.

3. JIazepHBIii yKa3aTelnb.

4. Koxxnas mpocraBka.

5. PedepeHcHBIH MOHHTOP.

6. [IpuHTEp JUIS IeYaTH MEAMITUHCKHX H300parkeHUH.

7. Kabens coenuHuTeNbHEIN - He Oonee 10 mT.

Kannenaxkn Huna OrapoBHa
(MHHIEATBI, (haMHIIHsA)

SEPTUOUKALIMU U NEKJIAPUPOBAHMSI», Ne RA.RU.11MIT18

i (HauMeHOBAHKE H aApec OpraHa 1o cepTHdhHUKALHH,

;}Q}] Muépauku, oM Ne 3, xopnyc 1, stax 3, mom.1, xoM. 26 Tenedon: +7 (495) 783-42-17

3aperucTPHPOBABLLETO ACKIIAPaLHIO)

0-US.MMN18.B.02332/20 o1 06.02.2020 pneictByeT A0 06.02.2023
(nara perucTpauuy v pemcrpauﬂmmwanapauuu)
A . Moxo

(noanuce, HHULMANEL, (aMITHA PYKOBOAHTENA OPraHa Mo CepTH(hUKaLIH)



