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O HOBBIX JaHHEIX 110 6e30MacHOCTH
MEAUIHHCKOTO H3NeIAs

QepepansHas  Ciayxba Mo Hausopy B cdepe 3ApaBOOXPAHEHHS B  PaMKax
HCTIOJIHEHUS TOCYIapCTBEHHON QYHKIMU 110 MOHHTOPHHIY Ge30MaCHOCTH MEAMLIMHCKIX
H3JCIHH, HAaXOMAWNXCs B oOpaleHuy Ha Tepputopun Poccuiickoii denepanyu, TOBOIHT
0 CBelieHHA CyOBeKTOB oOpanieHus MeNUUMHCKHX u3genuii muckMo OO0 «JIxuld
Xonckea» © HOBBHIX IaHHBIX IO 0€30MACHOCTH IPH MCHONB30BAHUH MEHUHHCKAX
H3eNMH  «Anmapar peHTreHoBckuii  Precision 500D ¢ nipuHAAIEKHOCTSMHE»,
npousopcTBa «/bxkull Menukan Cuctems, On-On-Cm», CIIA (perucrpauuonHoe
yoocropepenne @®C3 2012/13421 ot 21.12.2012) um «CucTemMa JMCTAHLIHOHHO-
yopapnseMas peHtreHoguarHoctuyeckas PRECISION Rxi ¢  NpHHAISKHOCTSIME»,
npousBojctBa «GENERAL MEDICAL MERATE S.p.A.», Utanusa (perucrpannoHHOe
yaocroseperne OC Ne 2004/1390 or 04.11.2004).

IIpuioxenue: Ha 5 1. B 1 9K3.

PykoBonpurens M.A Mypamiko

K.B.Topenos (499) 578-02-73
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CPOYHOE YBEAOM/IEHUE MO BE3ONACHOCTU Wauwatosa, W1 53226
CLLA ’

GE Healthcare ccoinka: FMI10903

Komy:  AgmuHucTpaTopam 60/bHUL, CNELMAnCTam No yNpasaeHHIo puckamm
3apeayowum OTAEIEHWAMK PEHTTEHOA0MK, KapaHOAOTMK
PEHTIEHO/I0TaM W KapAMoaoram

Tema: MoTeruManbHOe NageHne ogMHOUHOro/ asoitHoro ¥{K-MoHUTOpa NpH OTCOGAMHEHHM OT NOABECKH,

GE Healthcare HegasHO CTano M3BECTHO O NOTEHUMAALHOW npobreme ¢ BE3ONACHOCTHIO MOABECOK OSUHOMHOTC M ABOMHOrO KK-
MOHHTOPOEB, WCMOAb3YEMbIX B CUCTEMAX Kaaccuueckol paguorpadum u dawopockonuy (R&F) Precision 500D, aHanorosbix cuctemax
Precision RXi 23A/32A, umdpoBsbix cuctemax Precision RXi n peHTreHorpaduueckmx cucremax Precision MPi. Mpocnegure 3a Tem, utobb
BCe NOTEHUWaAbHbIE NONLIOBATENN B Ballem yupemaeHum ObiM O3HAKOMAGHB € 3TMM NpegynpeXaeHiem W peKoMeHAYeMEIMN

LeAcTBuAMM.

fpobnema
fesonacHOCTH

MHCTPYKHiM no
HezonacHocTu
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Komnanua GE Healthcare HepaBHO NoAyYMAa OTHET © NaASHHKM MOHUTOPA C NOABECKU. [MafeHHe MOHMTOpPa MOMKET
fIPMBECTU K TPAaBMUPOBAHMIO NALMEHTA MK onepatopa. Mol He pacnonaraem MHdopMalKnei 0 TPaBMUPOBAHWK M3-33
BO3HMKHOBEHUA ONUCarHoM npobnembl.

BoiNOAHANTE BM3YaANbHbIA KOHTPONb NEpes W NOCAE KaMGoro UCNONb30BAHNWA Ha HaAMUMe YeTbipeX (4) KpenemHbIX
BMHTOB, KAK NOKa3aHO Ha PUCYHKAX HWKe, [poBepbTe HaAEKHOCTL HPenneHWA pyKoM. Ecnu BUHTBI Ha mecTe w
HAZAEHHO 3aKPENIEHBI, MOMHO NPOAOAKKTS UCTIONb30BaHUE CUCTEMbI, ‘

Ecav KaKkue-HUBYAb U3 3TUX BUHTOB OTCYTCTBYIOT MAWM MOTYT BbiTb NOBEPHYTHI PYKOM, BBIMOAHWUTE YKA3aHHBIE HWMe
WHCTPYKLMK NEPes AanbHEAW MM MCN0Nb30BAHUEM MOHUTOPOB,

1.

YCTaHOBUTE MOABECKY MOHUTOPA B HauboAee 4acTO MCNONL3YEMOE NOAOKEHUE M MaKCHMANBLHO OTPAHUUbLTE ee
nepemelleHHe.

MpouHdbopmupyiite B8 sBHON dopme (HaANWCBIO WMAM  YCTHBIMK  MHCTRYKUMAMK) NOAL3OBaTENnEl #
BCNOMOTaTeAbHLI  NEPCoHaN, KOTOPBI MOMET B3aMMOOEeiCTBOBaTe € cucTemoit, 06  orpaHu4eHuMU
rnepemelleHUs NOABECKM MOHUTOPA NOCAE €@ YCTAHOBKM B HYMHOR NOJOMHEHHE,

Ceaxmrecs ¢ npegcerasutenem GE Healthcare, uTo6b1 coobWmTh O HE3AKPENAEHHBIX UAN OTCYTCTBYIOWUX BUHTAX.

Kpennenve ogHOYHOTO MOHUTOPA 33AHEro BUAA Kpennenue ABOWHOrQ MOHUTOPA 23 4HETO BUAA
PacnonoeHue 4 KpeneHblX BUHTOB

PacnonomeHue 4 HpenemHblX BUHTOB
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Mudopmauna o  MNogeecka oguHOUHOTO MK-moHWTopa: Tlogsecka 2385123-2 u geoitHoro MK-monuTopa: 2385125-2, ncnoab3yeman B
HEeUCNPABHON CASAYHOWMX CUCTEMaX:
nPoAYKUKMK - Knaccudeckue cuctemb! R&F Precision 500D,

- aHanorosble cucTembl Precision RXi 23A/32A,

- uubposble cuctembt Precision RXi v peHtreHorpaduyeckme cuctemb! Precision MPI.

Cnucok naeHTMGUKATONOB 3aTROHYTLIX AaHHON NPoBaAemoit cucTem npueeaeH B Mpunomesni.

Ucnpasnexue KomnaHua GE Healthcare BecnnatHo MCNPaBUT BCE 3aTPOHYTHIE Msaenud. MNpeacrasutens GE Healthcare cemxerca C
NPoAYKTa BaMM ONA BbINOAHEHUA PaboTht.

KoHraxkTHan Ecnu y Bac BosHMKAW Bonpocel no gaHxomy CoobweHuio ¢ 6e30MacHOCTH WAM OTHOCMTEIbHO HEWCNpagBHOCTEl,
urpopmaumna noxanylicra, obparurecs K peruoHansHomy npegcrasureno GE Healthcare no cepsucy/npogamam.

Ten. 8 {495) 739 69 37 vm 8 {800) 333 69 67 (6ecnnatHo no Poccuum);
e-mail; CISServiceCenter@ge.com

3aeepAem Bac, 4To noggepkaHue BICOKOr0 YPOBHA BE30NACHOCTM M KAUECTBa ABAARETCA HAWEH nepeoovepeaHoi 3aaavei. Ecan y Bac
€CTb Kakue-nubo Bonpoch), 06palaiTeck K Ham HesameAuTeneHo.

C yBameHuem,
|
I -
S S
Y /4
| 4 / .
| 7/ /
' James W. Dennison Jeff Hersh, M.D.
Vice President - Quality & Regulatory Chief Medical Officer — Medical Solutions

GE Healthcare GE Healthcare
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NMPUNOKEHME. UOEHTUOWKATOPLI CUCTEM, 3ATPOHYTBLIX AAHHOK NPOB/IEMOA:

00001FLUO2 207553P500 231876P500D2 270793G4 315624P500D 404265P5000
00014FLU02 208227RO0OMéE 231935DF2 281274MSP500D 316685RF500 4044665FP5
00014FLUO2 208422P500D 239768RF1 281401T500D 317415RXI 404778PR1
00014FLUO3 208455RF1 239763RF2 28142050002 318214NRM1 404785EFL3
00018FLUOL 208455RF2 243465MP( 281420AURORA 318214NRM2 404785P500D1
0002636336 208678500D 248465RF1 281637S5LSP500D 318221P500 404785P50002
00044FLUOL 208786PREC 248551RF4 281725P500D1 318221RXI 404785WBP500D
00050FLUO1 208933500D 248849P500 281929RF6 318330RF2 405271P500
00065FLUDL 210292WHRMA4 251415USARF 301475P500A 3183885FN3 405271PRF5
00065FLUO2 210572RF1 251580RF1 303320P5002 320255F2 405272SRF1
00165FLU02Z 210575MSTH2 251580RF2 303320P5004 323268RF1 405307P500
00371FLUOL 210638RF1 252209RC500D 303399P5001 325658RF1 405734P300
00440FLUOS 210638RF2 252436RF2 303450RM3DIG 330363R7 405752P500
00568FLUOL 210916BRF1 252482C500D 303629P5003 334953MRF1 405752P500
00572FLUO2 210916BRF2 252522LRF1 3036515000 334953MRF2 405549RFP4
00824FLUO2 210916BRF2 252847PR7 303659P500 336625RF5248 40644 7VARF2
05228FLUO2 213484RF6 252847RX5 304473RF1 336719NH135 4064885RF
05229FLUO2 214352PREC1 253627RXI 304526PREL 337355RF 406496P500
05271FLUO2 214390Gl4 253ECN133995G1 304598RF2W 337355RF 407321PRF5
| 0566557115XR1 215427P500 254288DPRF7 304508RF6 337521RF2 408559RM11
i 06013FLUO2 215537ERMCRF1 254288DPRF8 304647PRE 337531FRM4 410225RF3
i 0853080161 215538PRE1 254519RF1 305325RM10 337948RF1 410337RF1
| 0853080162 216761PRECL 254965RF1 305325RM7 3523315PINE 410337RF2
I 0853080163 216791PRECL 256249CVRF 307548RF1 360414P500 410871RF
i 0810083014 217366CXF3 256265RF3 307672VARFL 360417RF2 4109682
10001FLUO2 217383CGI1LA 2564290F1 3077785000 360475RM4500D 412269RX|
! 10036FLUOL 217788PRF 2564290F2 307783500D 3604935000 412367MP|
: 10260FLUQ2 217876DRF1 256494P5R1 307856P500 360570RF 412623GIMPI
126292XR01 217935WF1 256974P1 308398RF 360754XRM3 A12623MP|
202745PRE2 218634P500 256997RM2 309454FIRM1 361293P500 412647GIMPI
202745PREX 218741P500 256MIRF1 309672MRF8A 361572RF1 412648P500D
204677PREC500 219756PRF 260373RF4 310264P500 386326RF1 412784RXI
204785RF1 219757P500 260373RF5 313295RXI 386FHORF3 412825P500D
205387WRF6 225763RF1 260460PRE 313343P500A 3882641795XRMET 412933RF2
205481GERF1 225763RF2 260463PRE 313343P500B 3882703703XRMET 413534RF2
205592DCPRF 225869P500 262363P500 313343P500C 3882748254XRMET 413748RM3
205759FL2 225924RF2 262524P500 313576P500A 401274P500 414325P500
205759FL3 228377RF10 262569P500 313745RF5 4023525P500 414328P500
205783PRF4 228377RF9 262569P500A 3142511DRM5 402362YRF 414647P5002
2059395VRF1 228809MPI 262656AP500 314344DR10 402445CP500 414649ENDQOP1
206764P500 225259P500 262656GIPS00 314344DR11 402481BEX4 414645P500
207369RF1 229P503D 262656P500 314966JRM3A 402955CRF 414805P500
207454RF1 231876P500D1 2676101PRERXI 314996MBRM2 404257500D 415600PRCL
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NPUNOKEHME: MOEHTUGWKATOPLI CUCTEM, SATPOHYTBIX AAHHO NPOBAEMOIA:

416756MPI 505983XRM6 563387500D 606759P500 620382P5C0 706745URF1
416813PRS00FL2 506432RXI 570398RF1 607432GEL 623207RF1 7074435TJ2
416813PR500FL2 506465RX1 570523PRE2 607535P500 623327RF1 707554RF1
417256XR1 507233P500 570574PREC2 608258P500 623327RF2 7087471644
417862MCRF 508457RF3 570621PREC1 608287PRES00 623848RF3 7087471650
418689RX| 508%41RM5 570645PREC 608324P501 630286RXI 71335SDRF1
419251RF6 509332PRF 573582AUDRF1 608324P502 630545RF1 713359RF3
419291FL1 509473PREC 573875CRM2 608364P501 630933P5000D 713441MMRF1
419383FL9 509473VR2 572882UHRF1 608372P500 531444P500D 713441MMRF2
419435P500 509525VP500 574523EG2 608643P500 631VAPS00D 713455EHS00D
419455MPI 510267VARF 574523EG4 608745P500 6366255JR1 713704GILAB
419557P500 512448RF1 - 574535P500 608756P500 641422RM1 713791P500D1
419733P500 512528CPRF1 S574772RF2 608785P500 641422RM3 713791P500D2
419784P500 512943GTP500 575887PRF1 608847P500 6504745NCMPIL 713791P500D3
423562RF1 513454PRE1 580323P500 609267RM11 650474SNCRX11 713MWP500
423562RF2 513686RM1 580531RF2 609345P500 650497RF2 713WMP500D
434924UVAP1 514326RX| 585463GI1 609345P5002 650723RF4 715393PRES00
434924UVAP2 515263P5 586466P500 609585P5 651220P500 716568RF2
435734P500 516663RMP3 586532P500 G609599RFP4 651430P500 717544HCRF6
435893RM2 519485RX| 586573P500 609652P500 660886FRF1 717544HCRF7
440827PREC 519646MPI 601288FRF5 609652P5002 661633XR1 717627RF2
443481RF4 519646RX| 601288PRF6 609653P500 661949AV3 717637RF1
478757RF1 519685MPI 601376RM3 610378RF3 661349AV4 717657PRE1
479314P500A 519685MPI2 601445PRF1 610378RF4 662459P500 717733RF3
479338P5001 519693RXI 601477RF1 610383COATVA 662459RXI 717733RF4
479441P5008B 519824RF 601740PRF1 613548MP| 671GMHAPSD 713518RF2
479441P500C 519842RXI 601853RF2 614257PRE 678454P500D1 718567RM2
484884P500 519926XR02 602344RM10 614293PRE4 678454P500D2 718963RF2
503215P500D 520228RF1 602588RM7 614839PRE 701477P500 719546P500
503216P500D 520498RF1 602867RM1 615342P500D3 701774P500 719687P500
503561RF1 520FBRF1 603444500D 615342P500D4 701845500 719776RM9
503561RF2 520TMCRF1 603569500D 615342RX1 702382RF1 719846P500
504380P500 530626P5SMH 603668C4 615435RX| 702653RFO3 724373RXI
504842ENDO 540980P500D 603668C5 615446NRF 702896RF1 731661RM2
504894RF 541387P500 603669E10 615451SUMRF1 703558RO0M3 731661RM2
504988ENDO 541396RF1 604557RF2 615451SUMRF2 704667RF2 732776R3
505262P500 541548RM 1 605322RM1 617414P1 704735P500D 734671P500
505521RF1 541743MPt 605333RM8 617414P2 704984P500D 734712P500
505599P500 541743RF9 605622RF 617499RF4 705743MP| 740435R3
505627RF1 541768RM5MPI 605644P500 617726PR64A 705869RXI 740439R4
505841RM4 559353500D 605696P500A 617789RFE 706335RF1 740454PRE2
505888P500 561791RM3 606678RF1 618288ARF3 706721MCFL1 740773P500
505983P5002 561996RF1 E06678RF2 618964MPRF1 706733V8 757314RF3
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NPUMOMEHUE: UAEHTUDUKATOPBLI CUCTEM, 3ATPOHYTbIX LAHHOW NPOSAEMOIA:

75731435RM1 803775RF2 828684RF2 90151652 920458P500 FHFRF
757388RMé6 803776VRF5 830875SETEDRF 901516U20 920568MPI FHORF1
757395PRM1 804225RCRM1 830997HRF2 901523RF 925947RM1 FHWPP500RF1
7573%8RM1 804287RF1 843339P500 901685RF 928283RM1 FPO70407
757466RM7 804541JR4 843374P500 902794RXI 928283RM2 GULFP500
757467RM1 804594RM3 843431P500 903315P500 928453RF3 HCO532XR03
757722RM281 804764RF1 843549RF3 903416PD1 928757RF1 HC2606XR01
757886RM2 805546P500 843674P501 903614CSMS00RM3 928763WRF1 HC3225XR13
757889RM8 805648RF1 843674P502 9035J500 931363HPD1 HC7475XR15
757934RM2 810326P500 843692GRF3 904202RF5 931766RF1 HIP816PRECL
757934RM4 810329RM1 843784RF 904202WSRM3 937268R115 IET100RX01
760323P500R5 810985P500 843792RFADULT 904321RF1 937352RM2 INSIGHTXR106
760873RF1 812343PRES500 843792RFADULT S04399RF1 937352RM3 JAC3D14
763577P500 812522F1 843792RFPED 904399RXI 940764ROOMD JAC3EG3
765348PR 812825PRES00 843792RFPED 904719RF2 941473RF1 JMMCRF1
765448DF1 813844USFRF1 845368RM8 904858RM1 951737P500 KW1007RX03
765674PRE1 813903RF 845534P500D 906485P500 956544P500 KW1007RX04
765747PREL 813972RM1D128 845561P500D 907729RM1P500 970247P500A KW1013RX03
765747PRE2 814234MPI 847618NWR6 907747P500 970544RM2 KW1085RX01
770228RM3 814234RF3 847742RM6 . 508647500D §70945P500 KW1088RX02
770667P500D1 814375MPI 847842RADS 909793P5R4 972238PRO1 KW1094RX01
770736RF3 815489P500 850431RM9 909793P5R6 972487BGOPRF LB1160RX04
770736RF4 815741P500 850878VARM1 909CH500D 972487BGRF3 LEEQUTP500D
770786P500 815741XRI 850878VARM2 910343MM2 972579P500D PER17803
770793KP500D2 815756RM2 8508383ER4 910343NHR4 972613RF1 RADNETXV1242
770918P500 815776P500 850934PS00A 910452CFR3 972665BPPREL RO1179XR0O1
770991RF1 816234CMRF 856322P500 910488VABE 972665BPPRE2 RU1106RX03
770991RF2 816234CMRF1 856363P500 9510907P500RM3 972665DDARF RU7826RX01
7735TIP5D323 816501RF1 856853P500C 912486EGA4 972923RF1 SA1002RX01
775423RF 816501RF2 856853P500D 912576AURORA 972981P5005 SA1005RX11
775753P500 816501RF3 856935P500 912826RF1 973429RXI SAL051RX06
781756BPRF1A 816861VP500DA B858966RF4 913294P500D 9736765000 SA1054RX05
7853545D2A 817255NHRM1 858966RF5 913696CRF1 978774RF1 SAT075RX01
7853545D4 817347P500 859313P500A 914787500D 979282P500D SA1255RX03
801268RXI 817433PD1 859313P500B 915521RF2 985230RF5 SA1283RX04
801408RM22 817922P500RM1 859887P500 915521RF2 985230RF5 SA2079RX01
801479RMS 818409RF1 864366ARF2 915564PRF3 985732P500 SA2161RX01
801535RM24 813502RF1 864427RF1 915564PRF4 989839RF1 SAZ166RX01
801714RM1 818907RF1 864573MBR3 915649PR1 A5618330 SK1022RX01
801807RM1 818952RM55P 865458RF2 915747RF1 BG4612RX01 UES35A87
801807RM3 828213AIRF2 865531RF1 915747RF2 COR369577 WH231P500D
802674500D 828213MMR3 865938RF1 918CIS00D2 DHDRFO4 YE1002RX01
802775MPI 828286RH4 865547RF1 918CI500D2 £31619
802775RM3 828286RH5 870864P500 915734WR500D E31619
803581P500D 828315FCP500D 870272PRE1 918774RM4 FHALTRF5
803713R2 828322F6 870972PRE2 915954RM7P500 FHEOPR1
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