CDEAEPMBHM CAVKBA TIO HAA3OPY B COEPE SAPABOOXPAHEHMH'
(POCSAPABHAA,SOP) aow :

PEFHCTPAHHOHHOE YﬂOCTOBEPEHHE
| HA ME,ﬂHuHHCKOE U3AEJIME
ot 30 ssaBaps 2020 roaa Ne P3H 2020/9592

Ha meaunuHckoe U3/ienne :
Cucrema MoOHILHAS penrrenoncxaﬁ ¢ C-obpasnoii ayron OEC Elite
¢ npnna.u.uemnocTﬂMH

= Hacmoamee PErMCTPalMOHHOE YIOCTOBEPECHHE BBIAHO
"axuld OEC Meakaa Cucreme, Muk.", CIIA, ' : £
- GE OEC Medlcal Systems, Inc 384 anht Brothers Drive, Salt Lake City, Utah
~ 84116, USA s : _

g ITpounsBoauTens
" xunl OEC Menxan Cucreme, Hnk.", CIIA,

- GE OEC Medical Systems, Inc., 384 erght Brothers Drlve, Salt Lake Clty, Utah
84116 USA

i "MCCTO IPOM3BOJICTBA MEAHIMHCKOTO H3IEIUs e e
- GE OEC Medical Systems, Inc., 384 Wright Brothers Drlve, Salt Lake City, Utah
84116, USA

- Homep pernctpammonroro gocse Ne PI-27541/20966 ot 04—.06.2019
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OEAEPAABHAA CAYIKBA T10 HAASOPY B COEPE 3APABOOXPAHEHMNS
(POC3APABHAASOP).
l'lPPlJ'lO)'KE HPIE

K PEFHCTPAHHOHHOMY YAOCTOBEPEHHIO
HA MEAULUWHCROE U3AEJIUE

or 30 suBaps 2020 ronza  Ne P3H 2020/9592

Ha meaununckoe uzgenve

Cuerema MOOHIbHAN PEHTTEHOBCKAS € C-Oﬁp&SHOH Jyroi OEC Elite

¢ IPHHALIeKHOCTAMH:

I. Cocras:

1. C-muraTuB, BApHAHTHI HCTIOIHEHNUS: CTaHAAPTHEIHA, Ergo, Super.

2. I'enepaTop peHTreHOBCKHIA.

3. PeHTreHOBCKHI H3TyYaTENh. :

4. Hpeo6pa303a'renb PEHTICHOBCKOTO H3JTyYEHHUS: rmocrcpm neTeKTop WM YCHIHTENb
PEHTTEHOBCKOTO U300payKeHUs. S : :

5. Paboyas cTaHIUsS C MOHUTOPAMH IS OﬁpaGOTKH ¥ XpaHEeHHU MEJMUHMHCKHX N300paKeH .
6. TexHugecKas i SKCIUTyaTallHORHAs TOKyMeHTanus - He 6osee 20 T,

7. IlporpammHoe obecnieuenue s paciipenHoi xupypruu ESP (ipu HeobxoauMocTi).

8. [porpammHoe obeciedenue s Jieyenus 6o PMCare (npu Heo6X0AUMOCTH).

9. IlporpamMmHoe obecneuenue s 6a30B0i cocy;mcmn xupypruu BVASSFPS (npu
HE00X0IMMOCTH).

10. IporpammHoe oBecriedeHHe ;um COCYI[HCTOI/I xupypriau VAS15FPS (npu HeobxoaumocTn).
11. TIporpaMMHoe ofecrieuenne st cocy AucTol xupyprun VASMTS (1ipu HeoO6xommocTH).
12. Tlporpammuoe obecneyenue s Kapnnompyprmr CARDIAC (npu HEOOXOAUMOCTH).

13. KaGenb nutanus s annapara - He 6oszee 10 m.

14. IlyapT ynpasieHus anmaparom (pu HeoOX0AUMOCTH).

15. HoxHoii nepexirouarens (Ipu HEOOXOAMMOCTH).

II. [TpunannexuocTu

1. IlmxTorpaMMHast KJTaBHaTypa ¥ HaHe b YIIPABICHHS alliapaToM.

2. Yerpoicrso 6eciposoanoe DICOM. : :

3. Jlazepusiii ykaszates.

4. KoxxHas npocTtaBka.

5. PedepencHblit MOHUTOD.

6. IIpunTep uis mevaTH MEAUIMHCKAX H300paKEHHIT.

7. Kabens coequHHUTENBHEIN - He Ooaee 10 mt.

Bm Dip)’KOBOHHTe.Hﬂ Penepas >HOH ciyKObI ke
10 | aJ30py B chepe 3ApaB0OOX 1AHEHHS : /i A.B. ITapxome ko
: o 0068 304




AEKJAPAIIUA O COOTBETCTBUHA
O6mecTBO ¢ orpanHYeHHo# oTBeTcTBeHHOCTRIO "Ik Xonckea";
000 " TIxuH Xsickea'
(HaHMEHOBaHHC OpraHH3aluHH HIIH C}JEMHJIHH, HMA, OTHECTBO HHAHBHAYATIbHOrO MPEANPHHHUMATENA, NPHHABLIHX ACKIapalHio O COOTBGTCTBHH)
MesxpaiionHas uacnekiys PenepanbHoOi HanoroBoii ciyx6s! Ne 46 mo r. Mockse , 15.06.1998
CBEJIEHHA O PErucTpaunH OpraH13alunH WiW HHAUBHAYANBHOIO NpEeANpHHHMATENA

OI'PH 1027739064528

(HanMeHOBAHHE PErHCTPUPYIOLIETO OPraHa, aTa PerHcTPalHH, PErHCTPALMOHHELH HOMEp)
Anpec: 123112, Mocksa, [IpecHeHckas HaGepexkHad, 1. 10, momenienue I11I, atax 12, komH.1 Tenedon: +7
(495) 739-69-31, dake: +7 (495) 739-69-32
(anpec, TenedoH, pakxc)
B mune  I'emepansHoro nupexkropa Kanpenaku Huuael OTapoBHEI
(momxKHOCTB, haMHKA, HMA, OTHECTBO PYKOBOJAMTENA OPTAaHU3ALMH, OT HMEHH KOTOpOH NPHHUMACTCA ASKNapaLys)
3asBiseT, uTo Cucrema moOniibHast peHTreHoBekas ¢ C-o6pasuoii ayroit OEC Elite ¢
NPHHAIEKHOCTIAMH
(HaHMeHOBaHKe, THIT, MapKa NPOAYKLNH (YCIYTH), Ha KOTOPYIO PAacHpOCTPaHAETCS ASKIapalus)

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

CepuiHEIA BBITYCK
(HOMEp MapTHH, HOMEPAa U3ICNHIi, PEKBH3HTEHI 10T0BOpa (KOHTPAKTA), HAK/IaAHAA)

"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.

cootBercTBYeT TpeboBanusmM: ['OCT P M3OK 60601-1-2010, TOCT P M3K 60601-2-37-2009, 'OCT P
MD3K 60601-1-3-2013, TTOCT 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

(obo3HaueHHE HOpPMAaTHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM MOATBEPIKACHO AAHHOH AcKnapauuei, ¢
YKa3saHHEM MYHKTOB 3THX HOPMAaTHBHBIX JOKYMEHTOB, COACPMKALLNX TpcﬁOBaHHﬂ U4 AAHHOH NpOAYKLMH (ycnym))

Jleknapanus NpUHSATa Ha OCHOBAHKH: IPOTOKOJIA TeXHHYecKuX ucnbitanuii Ne 08/033.P-2018 ot
21.08.2019 MJI AHO "Lentp KOBMH", arr.akk. Noe RA.RU.21M/I11 ot 07.04.2015
Peructpanuonnoe ynocrosepenue ®enepansuoit ciyx0bl 10 Hag30py B cdhepe 3apaBOOXpaHEHHS
(POC3IPABHAI30P) Ne P3H 2020/9592 ot 30.01.2020

(undopMaLMA 0 JOKYMEHTAX, ABMAIOIIHXCA OCHOBAHHEM 1Al IPHHATHA NEKNapatm)

Jata npunstus nexnapanuu - 06.02.2020
Jlexnapanus 0 COOTBETCTBHH JIEHCTBUTENbHA JI0 06.02.2023

Kanpgenaxu Huna OTaposHa
(MHUIIHATIBL, (haMHUITHS)

JEKIJIAPUPOBAHMS», Ne RA.RU.11MITI8

(HaMMEHOBAHHE H AIPEC OpraHa no cepTH( KAy,

Jh%(h‘eBHHKH qoMm No 3, xopriyce 1, atax 3, nom.1, wom. 26 Tenedomn: +7 (495) 783-42-17

3apCrucTpHPOBABLICTO nck.napamno)

S.MMN18.B.(12332/20 ot 06.02.2020 , evicTByeT fo 06.02.21 23
(mata pt | MCTpaLMH 1 pemc‘rpaiﬂuomcp JIEKN2  ALMH)
A L. Jloxo
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(noanuce MHULMANBI, (AMMIMA PYKOBOAMTENS OPraHa ) cepTHQHKaLIMM)



Ha mMenununckoe usnenue

Cucrema moOunbHas peHtreHoBckas ¢ C-o6pasnoii myroit OEC Elite ¢ mpuHaanexxsHocTsIMu

I. Cocras:

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

2. 'eHepaTop peHTTEHOBCKHH.

3. PEeHTreHOBCKHH U3TyYaTeNb.

4. IIpeobpazoBaTens peHTTEHOBCKOI0 M3/IyueHHs: INIOCKHH JETEKTOP HIIH YCHIIMTEIb PEHTIEHOBCKOIO
H300paskeHusl.

5. Paboyas cTaHOusS ¢ MOHUTOPAMH 71 00pabOTKH M XpaHEHHs MeTHITHHCKUAX H300paxKeHuil.

6. TexHuyeckas ¥ dKCILTyaTallHOHHAS JOKyMeHTanus - He 6oee 20 mrT.

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

8. IIporpammuoe o6ecneuenue aus tedenus 6onu PMCare (npu HeoOX0aMMOCTH).

9. Ilporpammuoe obecneuenue st 6a30Boi cocyaucroi xupypruu BVAS8FPS (npu HeobxoaumocTn).
10. Iporpammuoe obecnieuenue mis cocyauctor xupypruu VAS15FPS (npu Heobxoqumoctn). 11.
[Tporpammuoe obecnieuenne misa cocyauctoi xupypran VASMTS (npu meobxomumoctn). 12. ITporpammHuoe
obecnieuenue st kapauoxupypruun CARDIAC (mpu HeoOX0aUMOCTH).

13. KabGens nuranus i anmnapara - He 6onee 10 mr.

14. Ilynbt ynpasneHus anmnaparoM (Ipu HeoOXO0AUMOCTH).

15. HoxHolt nepexitioyarelts (IpH HE0OX0IUMOCTH).

I1. TlpunaiexnocTu

1. ITuxTorpaMMHas KIaBHaTypa H MaHelb YIPaBJICHHS allllapaToM.

2. YcerpoiictBo 6ecripoBogaoe DICOM.

3. JIazepHBIii yKa3aTelnb.

4. Koxknas mpocraBka.

5. PedepencHelit MOHHTOP.

6. IIpunTep JUIsd NeYaTH MEIUIIMHCKUAX H300pakeHUuH.

7. Kabens coenuHuTeNnbHEIN - He Oonee 10 mT.

Kaungenaxkn Huna OrapoBHa
(MHHIEATBI, (haMUIIHsA)

TpaluH ,uexcnapammo COOTBETCTBHHU
PTUOUKAIIMH U JEKJTIAPUPOBAHI», Ne RA.RU.11MIT18

I i (HaMMEHOBAHKE H aApec OpraHa no cepTH(UKALIMK,
I\/I’&"Kéax)) Muésnuky, oM Ne 3, kopnyc 1, stax 3, nom.1, vom. 26 Ttenedon: +7 (495) 783-42-17
§ 3aperHCTPHPOBABILIETO NEKNAPALHIO)
0-US.MN18.B.( 2332/20 o1 06.02.2020 ; ericTBYyeT A0 06.02.2(123
2’*/ (nara pé¢ | HCTPALIMH H PErHCTPALHOHHBI HOMED JEKNA | LLHH)
2 p o AJL Joxo

(noanucs. AHUUMANEL, (AMITHA PYKOBOAHTENA OPraHa I CepTH(hHUKALIH)



