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MMHMCTepgTBO ngaBOOXpaHeHHH r Cy6beKTaM 06paLL"eHVIf|
Poccwuiickoli PefepaLmn MeAULUNHCKNX N30eNNNn m
®EAEPN.1bHAS CNYXXBA MO HA30PY
B COEPE 3[IPABOOXPAHEHMS
(POe3PABHA30P) PykoBojnTensim
PYKOBOANTENS TeppPUTOPUANbHBLIX OPraHoB
Poe3gpaBHag3opa

CnassaHckasa nn. 4. ctp. 1, Mocksa. 109012
TenedoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38

wwM\ roszdravnadzor.gov.ru M eINLMHCKUM OpraHu3aLusm

HaNe oT OpraHam yrnpasrieHUs
3lpaBOO0XpPaHeHNEM CYObeKTOB
r O Hepo6poKayecTBEHHOM o i D
MEAMLIMHCKO.M M31eNii Poccuiickon ®depepaymu

defepanbHada cnyxba no Haaslopy B c(|)epe 3apaBoOXpaHeHNss HA OCHOBaHUKU
oTpuuaTenbHoro 3akn4veHns ®reyY «BHUNMMMT» PoesgpaBHag3opa coobulaeT o
BblISIB/IEHUM B 06paLLeHnn TepputoprasibHbIM OpraHomMm rno Bonrorpagckoin obnactm
Hef06pOKaYeCTBEHHOIO MeAULMHCKOI 0 U3LeNna:

«CeHcop AnAa MoOHUTOopupoBaHuA TNOKo3bl TauKeap C9 CuXxudm
(TouchCare S9 CGM), wmopgens MD3660 - 2 wrt.», LOT: E08013F72,
REF: MD 3660 (2x), gata npon3BoACTBa He yKa3aHo, Ucnosb3oBaTb 40 26.11.2026,
npomssoAcTBa "‘MefgTpym TekHonompkmc WHK.", KwuTtain, permcrpaymoHHoe
ypoctoBepeHue Ne P3H 2024/23234 ot 08.08.2024 (CcM. NpUIOXKeHKe).

CybbekTaM ob6palleHns MeAVUMHCKUX W34eNUin npegsaraeTca MpoBecTu
NMPOBEPKY HaMumsa B o0OpalleHUM YyKasaHHOro MeAMUWMHCKOro Wu3fenvsa, B
YCTaHOB/IEHHOM MOPAAKe TMPOBECTU MEPONPUATUA N0 NPefoTBPALLEHUID ero
obpalueHus, 0 pe3ynbTaTax npouH(})opMnpoBaTtb COOTBETCTBYHOL NI
TeppuTOpMnasnbHbIn opraH Poe3gpaBHaj3opa.

TepputopuanbHbiM opraHam Poe3gpaBHaj3opa MPOBECTU MepPonpuUATUA B
COOTBETCTBMW C AENCTBYHOLWMNM 3aKOHOAaTeNbCTBOM Poccuinickoii degepaumnn.

3a HapyweHunsa B chepe obpalleHUs MeAULUHCKUX U3LeNNiA npegycmMoTpeHa
adMWHUCTPaTUBHAaA OTBETCTBEHHOCTb cornacHo cratbaM 6.28 u 6.33 Kopjekca
Poccuinckon ®egepaynm 06 afMUHUCTPATUBHbBIX NPaBOHapPYLWEeHUAX, YCTaHOBEHA
yrosioBHaag OTBETCTBEHHOCTb coOrsiacHo ctatbe 238.1 YTO0/I0OBHONo KojeKca
Poccuinckoit depepaynim.

MpunoxeHune: Tabnvua COMOCTaB/EHUS MNapaMeTPoOB U XapaKTEPUCTUK,

yKas3aHHbIX B KOMM/EKTe PErnmcTpaLuoHHON AOKYMEHTauuu, ¢ napameTpamum Wu
XapaKTepucTnkKamm 06pasLoB BbISIBIEHHOI0 MeMLMHCKOI0 U3ennsa Ha 2 N. B 13Ka.

A.B. CamoiinoBa



MpunoxeHue K nucbMy Pocsgpamagsopa
or 0511 2025

Tabnuua conocTaBeHMs NapaMeTPoOB U XapaKTePUCTUK, YKa3aHHbIX B KOMMIeKTe
perncTpaunoHHON AOKyMeHTaLUmMuK, ¢ napameTpaMm U XxapaKTepucTUKamMmm o6pasLoB

CpaBHuBae-
Mble CBefleHUSA

BbIABJ/IEHHOIO MeANLUMNHCKOIo n3genand

KomnnekT
PErncTpaLmoHHOM JOKY MeHTaLN

O6pasubl BbISBEHHOI0O
MeANLMHCKOro n3genus

(perncTpaumroHHOe Y10CTOBEPEHMe
/napameTpe! No P3H 2024/23234 0T 08.08.2024,
CpOKAeMCTBMﬂ HeorpaHquH)
CaHuTapHo- W3onponaxon, mr/n: W3onponaHon, mr/n:
XNMNyeckune
nokasarenu 0,10 0,52+ 0,09
MapKMpoBka MynkT 1111 11.13, 11.1.4 FOCT P 50444-

2020:

MapKupoBKa n3genmii [OMKHA
COOTBETCTBOBATb TPEGOBAHMAM HACTOSWErO 0\ oo
CTaHAapTa, O6WMX  CTaHAapToOB,  W/MK L VTOA

CTaHZapTOB Ha W3[eNns KOHKPeTHbIX BUAOB,
WA TeXHUYECKUX YCNOBUA U [O/DKHA
OLHO3HAYHO WAeHTUpMLMPOBATL U3LeNne WU
cofepxaTtb MUHUMYM CrefyoLLyto
NH(opMaLUIO:

- Mecsl, U Tof U3roToB/IEHNA U3LeNns

MapKunpoBKa NoTPe6UTeNbCKOI YNaKoBKU
U3ennii OAHOKPATHOIO NMPUMEHEHMNS O/MKHA
COZlepXKaTb CBEAEHUS:

anuporeHHOCTN, HETOKCMYHOCTN BHYTPY

CumBonbI MapK1MpOBKM [O/MDKHbI
cooTBeTCTBOBaTL TpebosaHuam MOCT P M3K
60601-1,

OCT P NCO 15223-1, TOCT P M3K 878,
CTaHLapTOB Ha U3eNNs KOHKPETHbIX BUAOB.

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

Paboume yacTtu

CTeneHb 3alMTbl OT NOPaXKEHUSA
3NEeKTPMYECKMUM TOKOM, COr/lacHO
Knaccmukauum 6.2, Heo6xoaMMOo
MapK1poBaTb COOTBETCTBYHOLLMM CMMBO/IOM
ans Bcex PABOUMX YACTEW, Te.
PABOYUME YHACTUN TWUTA B - cumBonom
MO3K 60417-5840, PABOYNE YACTW TUTMA
BF - cumBonom M3K 60417-5333, PABOYUME
YACTW TUNA CF - cumBonom M3K 60417-
5335 (Bce cornacHo 2002-10); cm. Tabnuuy

D. 1, cumsonbl 19, 20 n 21.

n3gennd

He ykasaHO Ha MapKnpoBke
npeLCcTaBneHHOro obpasua

He ykKa3aHO Ha MapKMUpOBKe
npefcTaB/ieHHOro obpasya

Ha nHansugyanbHble
ynakoBKN 06pasLoB n3aenus
He HaHeCceHbl CUMBO/IbI B
COOTBETCTBMM C
TpeboBaHNAMM

FOCT P M3K 60601-1-2022

N3genne knaccumumMpoBaHo ¢
pabouelt yacTbto Tuna BF
CneuunanbHbIi CUMBON
OTCYTCTBYET



CpaBHuBae-
Mble CBEAEeHUS
/napameTpbl

MapkupoBKa

OnnHa
BBOAMMOM YacTu
U Nbl

NHansnpyans-
Has ynakoBKa

JkcnnyaTaymoH
Has

AOKYMeHTauus

KomnnekTt
perncTpauMoHHON JOKY MeHTaL N
(pernctpaumoHHOe yA0CTOBEpPeHme
Ne P3H 2024/23234 ot 08.08.2024,

CPOK [eCTBUSA He OrpaHnyeH)
MyHKT 16.2 BbINUCKN M3 TEXHWUYECKON
LOKYMeHTaunu:
[MpoeKT MapKMUpPOBKK ceHcopa Modenn MD3660

ANS NPUMEHEHWs Ha TeppuTopun P®:

CWHf nT mMMu»MI»AH«MUl« yprTTT raTeenw TauKm”
TWdMIuchagxb [T M« ATUT:
bu W2 T o) M

(TvadiCm*S9 COM), x » » >403660

1 Glvmar/IAIY MU IymxaUis FpCoImm
<TBkbCarel»("Ne0.|<«1lea>bLL3660> 2wXx.
Arnuwaiup -m2 «@?..

3- duwx«Tep-2wWT

B|p«XTaKT«Ab mPAH
O6umnctMo e ar)MMmMesmMBA  cwgfe»€im xiiiH (000

Aafcc usern MWifUiriiM : 117420. r. Mrxkm. y3. F*ndnmxumn, a. 57,
LLI42/410

ApHAGd t riiTwiihii wapec: 121S96u I Mmsaas. MoxaAc&oe TKKKe.
$165.
Tec &ABAI<B «Bchien

fmKifm ummMPKKaMpew K XXXXXXXXX at XXX XXXXX

MyHKT 11.1 BbINUCKN U3 TEXHUYECKON
LOKYMEHTALUN:
OnunHa BBogumoii yactu urnbl 10 mm (£10%)

MyHKT 11.1 BbINUCKM N3 TEXHUYECKOW
LOKYMeHTaunu:

Ycunune npu oTcnanBaHnN KpbILWKY
MHAMBUAYaNbHOW ynakoBku 10-25 H

LLInpuHa wea NHANBMAYANIbHOW YNaKOBKMU:
3+ 1mm

KPL k PY Ne P3H 2024/23234

ot 08.08.2024:

WHCTPYKLMA NO NPUMEHEHNIO

CsefieHMs 0 NOCTaBKe 6poLLopbl 1 VIHCTpYKUUK
No NPUMEHEHUIO B 3N1eKTPOHHOM Buae (No QR-
KoAy) OTCYTCTBYIOT.

O6pasLbl BbISIBIEHHOIO
MeAULMHCKOrO0 n3aenus

Pycckosa3blyHaa MapKnpoBKa
He COOTBETCTBYET N0
BHELUHEMY BUAY: LUTPUX KOL,
QR-kopg, cepus, cpok
rogHoOCTH

3mepeHHas gnmHa BBOANMOM
yacTu Urnel 7 Mm

V3mepeHHOe ycunme npu
oTCNnamBaHUN KPbILLIKK
NHANBUAYaNbHOW YNaKOBKMW:
8,8 H

MuHMManbHaa n3mMepeHHas
LMPUHa LBa

WHAMBUAYANbHON YyNaKoBKK

B Y3KOI YacTu: 8 Mm
MakcumanbHaa nsmepeHHas
LWNPUHa LWBa

WHAMBUAYaNbHOW YNaKoBKM

B LUMPOKOW YacTun: 11 mm

B cocTase n3penns
OTCYTCTBYET, O(pOpM/SIEHHAsA B
OyMaXKHOM (hopmarte,
WHCTPYKUUA MO MPUMEHEHUIO.
BnoxeHa opoLutopa.
VHCTpYKUMA NO NPUMEHEHUIO
npeacrtasneHa yepes QR-kopj B
3NEKTPOHHOM BUAeE.



