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MuHHCTEPCTBO 31paBOOXPaHEeHH
Poccuiickoii ®enepauun

HUS
®EJEPATLHAS CJIYKBA 10 HAI3OPY CyGpexram obparre

B COEPE 3JIPABOOXPAHEHUA MEOUIIHUHCKHX H3I[BJIPIFI
(POC3JIPABHA/I30P)
PYKOBOJUTEJIb PyKOBOI[HTeIISIM
Cnassnckas . 4, cp. 1, Mocksa, 109012 TeppHTOpHaJIBHbIX
Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru OpraHoB PocszlpaBHazBopa
O208 202U xe OTH-EICNG
MEJII/IL[HHCKI/IM OopraHysalusaMm
Ha Neo oT
[ O Ge3omacHOCTH ] OpraHam yrnpaBieHuUs
MEJIIMHCKUX U3/IE/HH 3/IpaBOOXpaHEHHEM CyOBEKTOB

Poccuiickoi ®Penepanuu

QenepanbHas ciyxba Mo Hax3opy B cdepe 3ApaBOOXpaHeHHs B paMKax
HCIIOJHEHHsT TOCYAApCTBEHHOW (YHKUMHM [0 MOHHUTOPHUHIY O€30MacHOCTH
MEIUIUHCKUX W3/EeIHi, HAXOAAIIUXCs B oOpalleHuHd Ha TeppHUTOpUH Poccuiickoii
®enepaunu, goBomuT g0 cBemenus  muceMo OO0 «MenTpoHHKY,
YIOJIHOMOYEHHOIO0 TpEeACTABUTENS] TPOU3BOIUTENA MEIUIMHCKOTO  M3/esus,
O HOBBIX JaHHBIX IO 0OE30MacHOCTH TPH NPHUMEHEHHH MEINMIMHCKOrO H3ICIHS
«Ilomna wuHcynuuoBas MiniMed 780G ¢ npuHaANEKXHOCTAMK», MPOU3BOACTBA
«Menrponrk MunuMeny», CILIA, peructpannossoe yaoctoBeperue ot 16.05.2022
Ne P3H 2022/17160, cpok nelcTBUsI HE OrpaHUYEH.

B ciydae HeoOXOQMMOCTH IIONy4eHHs JIOMOJHHUTENBHOH HH(pOpPMAalMH
obpamarecss B OOO «MenTpoHuK» [0 KOHTAKTHBEIM JAaHHBIM, YKa3aHHBIM B
IIPHIIOXKEHUH.

[Ipunoxenue: Ha 2 1. B 1 3k3.

.B. Camoiinona
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Medtronic

O6roBaeHHEEe K yBeAOMACHMIO no pobneme GesonacHOCTH
Momna uHcynmHosan MiniMed 640G ¢ nprHaANEHOCTAMM
(Perucrpaumonnoe yaocroseperune Ne P3H 2017/6255 ot 18.04.2022)

Momna nHcynwHosan MiniMed 740G ¢ npunagnexHocTamm (Perncrpaynonnoe
yaocrosepenxue Ne P3H 2022/17156 or 16.05.2022)

Momna uxcynmHosaa MiniMed 720G c npunagnexHoctamu (Perucrpaymuontoe
yaocrosepenne Ne P3H 2022/17159 or 24.11.2022)

NMomna urcynunosaa MiniMed 780G c npuHagnexHoctamu {Perncrpayuortoe

yaocrosepenne Ne 2022/17160 ot 16.05.2022)

L Ysegomnexue
Uucyaunosan nomna BHYTPEHHUA HOMED KOMMTaHMUH
Hncyanmosas nomna MiniMed 640G MMT-1711, MMT-1751
Hucyannosas nouma MiniMed 720G MMT-1809, MMT-1859
Hecyaauosaa nomma MiniMed 740G MMT-1811, MMT-1861
Hucyaunosas nomna MiniMed 780G MMT-1885, MMT-1895
Ma# 2024 1.

Komrpomsuzit momep Medtronic: FA1249
YeaxaeMmsiit naprHep-pucrpubsiorop [ nocrasmux yoryrl

Byl noxysima 9TO MHCEMO, IOTOMY 9TO, COTIACHO HANIMM JAHHAM, ¥ OXHOTO KA HECKOMSKHX Balurmx xiMeHTos HMeeTcs
Momna wmucyamnosas MiniMed 640G ¢ npsmagrexsocTamu Wi [losmma wecynmnosan  MiniMed 720G ¢
nprraexnocrami, Nosma wecymmoras MiniMed 740G ¢ ppusaiexnocramu, [louna uacymuosas MiniMed 780G ¢
OpHHAZACKHOCTRMH. Panee Mui yxe obpamannch Kk Bam no nosoxy arroprrsa aeficTamit ¢ kpamxo#i GarapedHoro OTcexa Ha
9THX UOMIEX, KOTOpHE CTefyeT NpeAnpHHATh BammM kmnenTam. Coofmaew, wro Bamm xamerTt nony€ar opu
neolxoAmMoCcTH XpumKy Garapeiimoro orcexa (BHyTpedsme womepa kosmamum ACC-1529, ACC-1528) wa sameny.
‘ baaroaapaw Bac 2a repuenne. M nocrosuno paoraes Hax NOBHmeHHEM Kawecrsa obcrywmsanua Bamnx xwentos. Hx
6e30nacHOCTS — HAIN rIABHBIE IPHOPHTET.

Bar kax ZHCTPHGLIOTOP / HOCTABNMK YCAYT NOTYYHTE HACTPYKIHHE O TOM, KAK 3aIPOCHTE 3aNacEhle KpHWKH Gatapedinoro
orcexa (BEyTpenune Homepa xomnarun ACC-1529, ACC-1528) 1as cBOMX KIMEHTOB.

JENCTBHSA, TPEBYEMBIE OT BAC

*  Csmaarrecs ¢ xomnauredt Medtronic, STo6t 3anpocHTs 3anacisie KWK Satapeinoro oTceka (BHYTpeniHe HOMEpa
xommarrs ACC-1529, ACC-1528) mas cBOMX KYHEHTOBR.

*  Banomnwre w otnpanste JOpMy NOXTBEPAASHUS ASHCTBHA B OTHOWEHMH HAXOAXmEHics B OOPAaIEHHE MPOAYKUMH,
wro6H nOZTBEpAMTL, wTo B NpOwMTATM W NOHANE NAENOE YBENOMIERME, 3 TAKKE DACTIPOCTPANIUTH KPBUIIKK
Gatapedtroro orcexa (BHyTpennme HoMepa Kommagun ACC-1529, ACC-1528).

CooSmure 8 xommarnio Medronic 0 moGHX HEXEFATENBHLX FBACHMAX WAH O APYIHX UpoGieMax, CESANFAX C
HCTONBIOBIHHEM BairMi KIHeHTaMN AARHOTO H3/1e A, OSPaTHBIIHCE B HANLY Cry ROy noaaepxxn Medtronic: 8 800 200 76
36.

Komnerentase oprans Poccnitcxot Qegepams 6L NOCTARTERH B HIBECTHOCTL 06 310# npobnese.

Crp. 1m32




Ixs mac 3 Medtronic GesomacrocTs nausenToB — rAasEEit MPHOPHTET, M MW CTpeMdct obecueTwsars Gesonacmue W
addexTrprIre MeTOAM DewemHs. M MPHHOCHM H3EHHeRHS 33 MoGHe ReyAODCTEA, KOTOpME MOXeT zoCTaBnTs Bam ara
npobxema, & Grarozapms Bac 33 70, 9TO yACTUH BpEMA H BEHMAEHE JTOMY BRKHOMY YBEIOMICHIO N0 Ge30macHOCTH.

C yraweunes,
Jupexrop nanpasxesus Juaber %% Jy6poscxas Anexcauapa Brapnasposua
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