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Cyb6bekTam obpalleHuns
MWHUCTEPCTBO 3paBOOXPaHEHMA o
Poccuiickoii degepalnm MeANLUUNHCKNX N3nennin

OEAEPANBHAA CNYXBA MO HAA3OPY

BC®PEPE 34PABOOXPAHEHNA PyKOBO,D,I/ITEJ'IﬂM
POC34APABHAL3OP
( g o A ) TEPPUTOPUMa/IbHbLIX OPraHOB
PYKOBOANTEN. Poe3fpaBHaA3opa
CnasgaHckada ni. 4. ctp. 1, Mocksa, 109012
TenedoH; (499) 578 02 20; (499) 578 06 70: (495) 698 45 38
wwTVv.roszdravnadzor.gov.ru MG,ELI/ILI,I/IHCKI/IM opraHusaymam
A6.f1207 .~ NeO i/l-W W b
HaNe ot OpraHam ynpasneHus
; 3[paBoOXpaHeHneM CybbeKTOB
O Hef06poKaYeCcTBEHHOM o o
I_ MeANLVHCKOM n3genuu Poccunckon CDe,qepau,vm

depepanbHaa cnyXxba no HaA3opy B cdhepe 34paBOOXPAHEHMA Ha OCHOBaHWUU
oTpuUaTeNnbHOro 3akndeHns ®royY «BHUMMMT» Poe3apaBHaa3opa coo6LLaeT 0
BbIIBNIEHUMN B 06palleHnn TeppuTopranbHbiM OpraHoM rno BopoHexckoi obnactu
Hef0bpOKa4YeCTBEHHOI0 MeAULUHCKOIO U3Lenus:

«CeHcop [Ana MOHuUTOpupoBaHuA rnwoKosbl TadyKeap C9 CundXndm
(TouchCare S9 CGM), Mofenb MD3660», LOT: EO08015F44,
mogens MD 3660, faTa Npon3BOACTBa He yKa3aHOo, ucnonab3osath o 13.11.2026,
npoussoactea "Medtrum  Technologies Inc.”, Kwutali, perucrpaynoHHoe
ypoctoeepeHne Ne P3H 2024/23234 ot 08.08.2024 (cm. nNpUNOXeHWe),
NPeACTaBNAOLWEr0 Yrposy npuYvHeHWs Bpeda 340POBbIO rpaXkjaH Mpu ero
MPVYMEHEeHUMN.

Cyb6bekTaM ob6palleHns MeaULUHCKUX W34eNnuid npegnaraetca MpoBecTu
MPOBEPKY HanMyuug B 06paleHNUn YyKasaHHOro MeAWUWHCKOro un3fenvs, B
YCTaHOB/IEHHOM TMOpPAAKE TMPOBECTU MEPONPUATUSA NO NPeAoTBPALLEHUIO ero
obpaleHuns, 0 pesyfbTaTax NPOVH(OPMNPOBATL COOTBETCTBYIOLLNIA
TeppuTOpUanbHbIn opraH PoesgpaBHaz3opa.

TeppuTtopmanbHbiM opraHam Poe3gpaBHazg3opa MPOBECTU MeponpuATUS B
COOTBETCTBMM C AeACTBYHOLWMM 3aKOHOAATeIbCTBOM Poccuiickoin ®egepaymm.

3a HapyweHus B cthepe obpaleHnsd MeAUUUHCKUX M34ennid npefycMoTpeHa
aiIMUHUCTPATMBHAA OTBETCTBEHHOCTb COrfacHoO cTatbaM 6.28 M 6.33 Kogekca
Poccuiickoin depepauunmn 06 afMUHUCTPATUBHbLIX NMPaBOHAPYLLEHUSAX, YCTaHOB/EHA
Yro/ioBHasa OTBETCTBEHHOCTbL corfacHo ctatbe 238.1 YT0/0BHOI0 KoOfJekca
Poccuiickon ®egepayun.

MpunoxeHue: Tabnuua COMOCTABNEHUS MAapamMeTPOB U  XapaKTEPUCTUK,

yKasaHHbIX B KOMIM/EKTE PErucTpauvoHHOW AOKYMeHTauuu, C napameTpaMu W
XapaKTepucTMKaMm 06pasLioB BbIBNEHHOr0 MeAULIMHCKOTO n3enns Ha 3 1. B 13K3.

A.B. CamoiinoBa



NpUNoXeHMe K NUCbMy Poc3apaBHaa3opa

oT 261 1205 No

n3brllb

Tabnuua conocTaBneHNs NapaMeTPOB M XapaKTEPUCTUK, YKa3aHHbIX B KOMM/IEKTe
PErncTpaLoHHON AOKYMEHTaLUN, C napaMeTpaMmn 1 XxapakTepucTukamm 06pasL,oB

CpaBHMBae-
Mble CBefeHNA
/napameTpbl

Cpok
paboTocno-
cobHoCcTU/CpoK
CNyXo6bl

KnnHunyeckas
ahhekTnNB-
HOCTb

MapKupoBka

BbIAB/IEHHOIo MeguUMHCKOIro nsgenns

KomnnekTt
perncTpaumMoHHON AOKYMeHTaLnm
(pervcTpaunoHHoOe ya0CcTOBEPEHNE
Ne P LLI 2024/23234 ot 08.08.2024)

3asBneHHbIN CPOK 14 aHel

3asiBNeHHas KnmHnyeckas apheKTUBHOCTb
MPYMEHEHUN B COCTaBE CUCTEMbI HEMPEPbLIBHOTO
MOHWUTOPUHTA FNHOKO3bl

Cpefluis abCcontoTHasA OTHOCKTENbHAA pasHuLa
MARD/CAQO 9,7%

MyHkt 11.1.1 11.1.3, 11.1.4 TOCT P 50444-2020:
MapKnpoBKa W3aenuii [OMXHa COOTBETCTBOBATb
Tpe6oBaHMAM  HAcTOsLLIEro  CTaHAapTa, 06X
CTaHJapToB, W/WAM  CTaHAApTOB Ha  U3Aenus
KOHKPETHbIX BUAOB, WU TEXHUYECKUX YCNOBUIA 1
[0/HKHA 0AHO3HAYHO MAEHTUDMLMPOBATbL U3aeNne 1
coflepXkaTb MUHUMYM CeAyHLLY0 MHAOOPMaLUIO:

- MEeCsil, U rof, U3roTOBNEHNS U3AENNS

MapKunpoBKa NOTPe6MUTENLCKON YNaKOBKU U3AeNNiA
O[HOKPATHOro NpMMeHeHUs LO/MKHA COAepXKaTb
cBefeHus:

anmnporeHHOCTN, HETOKCMUYHOCTU BHYTpK

CuMBO/IbI MapKMPOBKW [O0/KHbI COOTBETCTBOBATH
TpeboBaHMAM roCcT P M3K 60601-1,
MOCT P NCO 15223-1, TOCT P M3K 878,
CTaHLAPTOB Ha MU3AeNNA KOHKPETHbIX BUAOB.

O6pasLbl BbIABNIEHHOI0
MeAMLNHCKOTO n3fenus

3 AHA, 5 aHew

He noaTBepxaeHa

CpepfHas abcontoTHas
OTHOCUTENbHAA pasHuLa
MARD/CAQO:

16,0% B cpaBHeHUM C
rIIOKOMETPOM;

16,6% - C 6GUOXUMUNYECKUM
aHanM3aTopom

MecCAL, 1 rog
N3roTOB/IEHUS N3Oenns

He yka3aHo Ha
MapKMpPOBKe
npeacTaBneHHOro obpasua

He yKasaHo Ha
MapKUpOBKe
npeAcTaBNeHHOro obpasya

Ha nHansugyanbHble
ynakoBKu 06pasLoB
N34ENNSA HE HAaHEeCeHbI
CUMBO/Ibl B COOTBETCTBUM
C TpeboBaHMAMHN

rOCT P M3K 60601-1-
2022



MapKupoBka

OnnHa
BBOAMMOM YacTu
U Nbl

Nuansnpyans-
Has ynakoBKa

MyHKT 6.1, 7.4 TOCT P 50444-2020, n. 7.2.10
FTOCT P M3K 60601-1-2022:

Paboune vacTtu

CTeneHb 3alWTbl OT NOPaXKEHNS NEKTPUYECKUM

TOKOM, COT/IacHO Knaccugukauuu 6.2, Heo6XoANMO

MapKupoBaTb COOTBETCTBYHOLLMM CUMBOJIOM A1
Bcex PABOUYNX YACTEW, T.e. PABOUYVE
YACTW TUIMA B - cumonom M3K 60417-5840,
PABOYME YACTW TUIMA BF - cumsosiom M3K
60417-5333, PABOYNE UACTWU TUMNA CF -
cumBoniom M3K 60417-5335 (Bce cornacHo 2002-
10); cm. Tabnuuy D.1, cumBonbl 19, 20 n 21.

MyHKT 16.2 BbINUCKN U3 TEXHUYECKON
LOKYMeHTaunm:
MpoeKT MapKMpoBKK ceHcopa mogenu MD3660 gns
NPUMeHeHUa Ha TeppuTopun PP:
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MyHKT 11.1 BbINUCKM N3 TEXHNYECKOW
LOKYMEHTaLUMNK:

OnnHa BBogmmoin yactu urasl 10 mm (210%)
LLInpuHa Wwea MHANBUAYaNbHOW YNaKoBKU:
3+ 1mMMm

N3penuve
KnaccuguupoBaHo ¢
paboueit YacTbto TNa BF
CneymnanbHbIli CUMBOS
OTCYTCTBYET

PyccKkos3sblyHas
MapK1UpOBKa He
COOTBETCTBYET MO
BHELLHEMY BMAY: WITPUX
kog, QR-KopA, cepus, Cpok
rogHoCTuU

M3mepeHHasa gnmHa
BBOAUMOI YacTu urnbl 7
MM

MwuHuManbHas
N3MepeHHas WupunHa Lwea
NHAMBUAYaNbHOW
YNaKOBKM

B Y3KOW YacTu: 7 MM
MakcumasnbHas
N3MepeHHas LWNpPUHa LwBa
NHAMBUAYANbHOM
YyNaKoBKMN B LLUVPOKOW
yacTtu: 10 mm



JKcnnyartaymnoH
Has JOKYMeHTa
ums

NHCTPYKLMS MO NPUMEHEHUIO

B cocTaBe n3genns

CBe,CI,EHI/IFI 0 NOCTaBKe 6p0|.|J|'Opb| n VlHCprKU'VII/I no OTCYTCTBYET.

NPUMeHEHWIO B 3NeKTPOHHOM Buae (Mo QR-koay)

OTCYTCTBYIOT.

ohopmneHHas B
OyMaXKHOM (hopmare.
NHCTPYKLMA no

npuMeHeHunto.  BnoxeHa
bpowtopa. MIHCTpYKLMA no
NPUMEHEHNIO
npefcraeneHa 4epes QR-
KOA B 3NEKTPOHHOM BUJE.



