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O HOBBIX JaHHBIX 110 OE30MACHOCTH
MEIUIIMHCKOT'O U3/IEIIHS

DenepanbHas  cinyxk6a 1o Hamzopy B cdepe 31paBOOXpaHEHHS B paMKax
UCTIOJTHEHUSI TOCYAapCTBEHHON (DYHKIMU 1O MOHHUTOPHHIY O€30MaCHOCTH MEIULUHCKUX
U3/1e]IMH, HaXOAsIIMXCsl B 0OpallleH|H Ha Tepputopun Poccuiickoit Deepaiuu, 10BOIUT
J10 CBeJICHUsI CyObeKTOB 0OpalleHuss MeANUUHCKUX u3aeuit mucbMo OO0 «MeaTpoHuk»
O HOBBIX J@HHBIX 110 O€30MacHOCTH MpH MNPUMEHEHHH MEIULUHCKOTO H3IeHs
«['eHepaTopel UMITYJIbCOB MMILIAHTHPYEMbIe Ul Helipoctumynsiuun Activa PC, Activa
RC, Kinetra, ¢ mnpuHaaIeKHOCTIMEHY», Tpou3BoacTBa «Mearponuk HWHk.», CIIA
(peructpanronnoe ynoctosepenne @C3 2011/11152 ot 06.12.2011).

IIpunoxenue: Ha 3 1. B 1 3K3.

Bpuo pykoBonutens M.A.Mypaiuko

K.B. T'openos (499) 578-02-73
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BCEM 3AMHTEPECOBAHHBIM JIMLIAM

VBaxaemsie I ocrioa,

HanHeiM nuceMom komnanua Medtronic coobmaeT o pesyibraTax aHanu3a BO3BPAILEHHBIX B
KOMMaHUIO MEQUUMHCKUX M3/ B CBA3M C BBICOKMM MMIEJAHCOM — Y AJuHUTElNei
MMIUIAHTHPYEMBIX IS CTHMYJALMKU [yOOKMX CTPYKTYpP TOJIOBHOTO MO3ra; W obpamaer ocoboe
BHUMaHME Ha u3yueHue pasfiena «lIpoBepka LENOCTHOCTH CHCTEMBI» B PYKOBOACTBaxX MO
npuMeHeHu1o. JlanHoe coobuieHue NpuMeHHUMO K Yanuuutensm, moneneéi 37085 u 37086,
KOTOpble MOTyT OBITh HCIO/B30BaHBl COBMECTHO €O ClEYIOLUMMH T'€HEPaTOpaMu HMMITYJIbCOB
MMIIaHTHPYeMBbIX /s Helipoctumyssaunu: Activa PC (Mogmens 37601), Activa RC (Moaens
37612).

JlaHHble = MEJMUMHCKME  M3/IeTUS - 3aperucTpupoBanbl B  Poccuiickoid  @Deaepauun  —
Peructpanuonnoe ¥ gocrosepenne Ne ®C32011/11152 01 06.12.2011.

Onucaunne:

Kommanus Medtronic 3akonumuna amanus uereipranuatu (14) BosspamieHHBIX (B mepion c
01 oxtsi6ps 2014 rona mo 02 mapra 2015) yumHuTencit UMIUTAHTUPYEMBIX B CBS3U C BBICOKHM
MUMIIEJAHCOM.

B coorsetetBuM ¢ coobuieHneM nosb30BaTeNEH, BBICOKHEA MMIMENaHC MMIIAHTHPYEMbIX
yAnuHuteneid Habmonancs B TpuHaguatu (13) cnyuasx B mpouecce WMIUIAHTALMH M B OHOM
Cllyyae rocijie IByX MeCALEB WMIUIAHTaUMKu yIIMHUTENs UMIuIaHTupyemoro. [poseaenHblii ananus
BO3BPAIICHHBIX MEAMUMHCKHX M3/eNnii OOHapyKu/l MECTO H310Ma MpOBOAALIErO NpOBOAA
YAMHUTENS UMIIAHTUPYEMOrO B HEMOCPEACTBEHHON GIM30CTH OT MECTa BBIXOJA yJIMHUTENS M3
0110ka KOHHEKTOpA, HO He B CaMoM 6JI0Ke KOHHEKTOpA.

Bo Bcex uyerpipHamuaru (14) caydasx (sactora cobeiTHA 0,14%) coobuwanocs, uTo
YMTHHHUTENB OBl CBOEBPEMEHHO 3aMEHEH, YTO HE MOBMAIO HA 30POBbE MALUEHTOB, HO MOBJEKIIO
YBCIHUCHUE BPEMEHM XHDYpPruYeckoro BMemaTenbcTBa B TpuHaauat (13) ciayuasx
PEBU3MOHHOIO BMEIIATEIbCTBA B OJQHOM CJydYae, uepe3 JBa Mecsla IMOCJIE HMIMJIAHTALUH.
Komnanus Medtronic npogomkaer usyyeHue NpUUMH MOBBIMIEHUS HUMIENAHCA. [ToBpexxneHHbIE
YMUIMHMTENM, He OOHapyXeHHblE BO BpeMs HWMIUIAHTALUMK, MOFYT TPHMBECTH K OTCYTCTBHIO
CTUMYJISILIUH.

3a BeCb MEPHOJ MCIIOB30BAHUS YMIMHHUTENEH UMMIaHTHpyeMbIX (Mozenu 37085; 37086) B
Poccuiickyro @enepaunio 66110 BBeseHo 790 eIMHUL MEAMUMHCKUX w3eanii. Ha nepuon 20 anpens
2015 coobuieHwuit 0 BEICOKOM UMMEaHCe UMIUIAHTHPYEMBIX Y/UTMHUTENCH He NOCTYNao.
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Pexomenganuu:

BHuMATENEHO 03HAKOMBTECH C PYKOBOACTBOM O MCIOJB30BAHUIO YIUTHHUTENEH UMITIAHTHPYEMbIX
¥ I€HEpaTOpOB MMMYJIBCOB MMIUIAHTUPYEMBIX JUIS HEHPOCTHMYISILMH BO BPEMsl MMILIAHTALMH, B
KOTOPOM OIMCAaHBl PEKOMEHAALMHU 110 UMIUIAHTALUH.

/118 MHHUMM3aUMM TIOTEHUMANBHOTO PHMCKA MEpeioMa MPOBOALIEr0 MPOBOJA YIJTHHUTENS
HMIUIAHTUPYEMOT0, N0XalyHCTa, ClielynTe HHCTPYKUUH N0 UMIIaHTALMK yAJIHHHTENS: yOeauTecs,
YTO Y/UIMHUTENh He NOpe3aH Win nepexpyueH. Iposeaure NPOBEPKY MMIIeJlaHCca Nepel 3aKpbITHEM
MMIIJIaHTaLMOHHOIO KapMaHa, YTo MOXEeT nomo% B ONPEJENIEHUH MOTEHUHUAIBHO MOBPEXKACHHOTO
YAJIUHUTENS. .

Jns npumepa npuseleHa Beliepxkka U3 pasmena «[Iposepka HEJOCTHOCTH CHCTEMBI» H3
PYKOBOACTBAa MO HMMIUIAHTAUMH K TFEHEPaTOpy MMITYJIbCOB i HelpocTumynsudu Activa PC
(Mozene 37601) ¢ HEOOXOAUMBIMK PEKOMEHAALUAMHE:

npoaepka LeNTOCTHOCTHU CUCTeMbI

MpeaynpexaeHue: Y1006 UCNONL30BATL HECTEPUIILHDIN NPOTPAMMATOP Bpaya B
CTEPATILHOM NOne, AnA NPeA0TBPaLeHA MHOKLMPOBAHUA NOMECTHTE CTEPUNbHBIA
Gapbep Mex/Iy NaUMEHTOM W FONOBKOM NPOrPAMMaTopa. He CTEpHNMaYITie KaKyio-nuGo
4acTb NpOrpaMMaTopa Bpada. CTepUNU3IaUUA MOKET NPUBECTH K NONOMKE
nporpaMmMaropa.

Npumesanme: Hro0b! 0GecnednTb JOCTOBEPHOC Tb 4AHHLIX NP NPOBEPKE LENOCTHOCTH
CHCTEMBI, BC BPEMS! ONPOCa HEMPOCTUMYNSATOP AOIKEH HAXOLQMTLCS B KAPMAaHe.

1. Y1006 yOEAUTBCA B NPABUNBHOCTY NOACOEAUHEHNA YANUHITENS K
HEMPOCTUMYNATOPY, BOCROMb3YITECh NPOTPAMMaTCPOM Bpaya Ans
NpOTPaMMUPOBIHNA KOHDUIY PALMK SNEKTPOAOB U OCHOBHbBIX TIApamMeTpos
CTUMYTIALWY, NPOBEPLTE COCTOAHUE BaTapeu 1 UMNEAHC KOHTAKTa. 3T0 NO3BOMNUT
YAOCTOBEPHUTLCA B OTCYTCTBUM KOPOTKOIO 3aMbIKaHAS MK 06pbIBa LEeny.

2. Ecnu peaynbTaTbl NPOBEPKM UENOCTHOCTH CUCTEMBI HEYAOBNETEOPUTENDHDI, CM
"TofcoeAuHenre K HeRPOCTUMYNATOPY YANMHUTENS” Ha Cp. 46]

Hmnnanranus Hefipoctumyastopa

1. TloMecTuTe HepOCTUMYNATOP B NOAKOKHLIM KAPMAH B OTABNEHMM OT MEIIBYHLIX
TKaHeH CTOPOHOM ¢ 3MGriemol Medtronic Hapyxy. Y/10CTOBEPLTECH, YTO YANKHUTE b He
NEPerHyT NOA OCTPbIM YITIOM.

. NMpegynpexgexns:

® YAOCTOBEPLTECH, YTO HEMPOCTUMYNATOP PAIMELLEH NAPANNIENLHO KOXE HE
myGue 4 cm (1,5 4ioAMa). ECiv HEMPOC TUMYIATOP PasMELeH CIIMLLKONM
MyGOKO AW HE NApanseNtHo, BOIMOKHB! HEMONAAKA B TENeMeTpun.

* He yKnaabiBaiTe HENCNONb3YEMYIO YaCTb YATMHUTENS XONbLAMM Nepe
HEApOCTUMYNIATOpOM. OGEpHUTE 3Ty YacTb YANMHUTENA BOKPYT NEpUMETpa


http://www.medtronic.ru

Medtronic

www.medtronic.ru

HERpOCTMMyYNATOpa (Puc. 3), 4To0bi M3GEXATH YITYONEHUS NOAKOKHOTO
K3pMaHa, MMHAMWU3MPOBATL PUCKK NOBPEXAEHUA BO BREMA onlepaliym o
3aMeHe HeMpOCTUMYTIATOPA, MEPEKPYTA YANMHUTENS M [EHEPMPOBAHUA
NOMEX TENEMETPUM. HeUcnonbayemas 4ac Tb yANMHUTENS, 3aKpennseman no
NEPUMETPY HEHPOCTUMYTIATOPA, HE AOIDKHA OOMATLIBATL HEAPOCTHMYNATOP
Gonee AByx pa3s. ECv ANA 3aKpeniieHus HeMCNonb3ayeMmoi yacTi
yanuHutens Tpebyetcs Gonee ABYX BUTKOB, TO YARMHUTENb Tako# JUTMHK
1A0XET BHOCUTL NOMEXU B paboTy TENeMeTpun.

Puc. 3. ObepHuUMe RUWHIK YaCMb yONUHUMENA N0 NepUMEmpy
HedpocmuMynamopa

JonoanaTeabHas HHGOpMALHs:

Ecnu y Bac ecrp kakue-nubo BOMPOCH!, KacaTeJbHO M[AHHOIO THCbMa, YIOXKanyicra,
obparureck B OO0 «MeATPOHUK» K MpeCTaBUTENO noJipas/jieNieHus HeHpoXupypruu no reinedoHy
+7 495 580 7377. &

Komnanus Medtronic 3aunrepecoBasa B MOCTOSHHOM YMy4YIEHMM XapaKTEPUCTHK ee
NpOAYKTOB H NpenoCTaBIAEMBbIX ycayr, AnlAa TpeAoCcTaBICHUS Bam Bd3MO)KHOCTH OKas3hbIBaThb
Haubosnee GesonacHyro 1 3bdekTHBHYIO oMol Bamuv nauuentam

C yBaxkeHuemM,
["enepaneHblii lupexrop

000 «MearpoHuk» [Tnacynosa E.B.
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