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CybbekTam obpalyeHuns
MitiilfCTcpcTBO 34PaBOOXPaHEHNA

Poccuiickoii Peaepauyn MeANLMHCKUX N3feninii
OENEPA.IMNbHNA CNYXXBA MO H\A30PY
B COEPE 34PABOOXPAHEHWA PyKOBO,D,VITeflﬂ M
(POe3APABHALSOP) TeppPUTOPUATIbHBIX OPraHoB
PYKOBOAUTE/b Poe3gpaBHagzopa

CnassHckaa nn. 4, ctp. 1. Mocksa, 109012
TenedoH: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
WWWroszdravnadzor.gov.ru MeanyNHCKNM opraHusaumusam

O

HalNe - OpraHam yrnpaBneHus

3apaBoOXpaHEHUNEM Cy6'beKTOB
O He06pPOKaYeCTBEHHOM o o
MeANLMHCKOM U3genun Poccnnckon q)ep'ePaU.VW'

defepanbHaa cnyxba no Hag3opy B chepe 34paBOOXpPaHEHNA HA OCHOBaHUMK
oTpuyaTesibHOro 3akayveHna ®royY «BHUMMMT» PoesgpaBHag3opa coobuw,aeTt o
BblSiB/IeHMY B 06palleHnn TeppuToprasibHbIM OpraHom no Bonrorpagckon obnactu
Hef06pOKaYeCTBEHHOIO MeAULMHCKOrIO U3LeNns:

«CeHcop [Ana MoHuUTopupoBaHuA Tr0Ko3bl TadKeap C9 Culxndwm
(TouchCare S9 CGM), wmogens MD3660 - 2 wrt.», LOT: E08013F99,
REF: MD 3660 (2x), gata npon3BOACTBa He yKa3aHo, ucnosib3osatb g0 30.11.2026,
npomssoacTBa "‘Meatpym TekHonogpkuc WHK.", Kwutaid, perucrpaunoHHoe
yaoctoBepeHumne Ne P3H 2024/23234 o1 08.08.2024 (cM. NpunoXKeHue).

CybbekTamM ob6palleHns MeauLUMHCKUX W34eNnUin npeasaraeTca MpoBecTu
MPOBEPKY Ha/Muma B O0OpalleHUM YKasaHHOro MeAMUWMHCKOrO Wu3genvs, B
YCTAHOBJ/IEHHOM MOPSAAKe TMPOBECTM MEPONPUATUA N0 NPefOTBPALLEHUNID €ero
obpaleHuns, 0 pesynbTarax NPONH(OPMNPOBATL COOTBETCTBYIOLL N
TeppuTOpUasbHbIN opraH Poe3gpaBHaj3opa.

TeppuTopnanbHbiM opraHam Poe3fjpaBHag3opa MNPOBeCcTM MepornpuATUS B
COOTBETCTBMU C AENCTBYHLWNM 3aKOHO4AaTeNbCTBOM Poccuinckoi deaepaunn.

3a HapylweHMs B chepe obpalleHNa MeJUUMHCKUX U3LeNnin npefycMoTpeHa
aAiMUHUCTPaATUBHaA OTBETCTBEHHOCTb COrjslacHo ctatbaM 6.28 M 6.33 Kopgekca
Poccuiickoii depepaynm 06 agMUHUCTPATUBHBLIX NPaBOHAPYLLUEHNAX, YCTaHOB/IeHa
yrosioBHass OTBETCTBEHHOCTb corslacHo cTatbe 238.1 YT0N0BHOrNo Kojekca
Poccuiickon deaepauni.

MpunoxeHune: Tabnuua CcoOMNOCTaBMEHUSA MNAPaMeTPOB U XapaKTePUCTUK,

yKa3aHHbIX B KOMMJIEKTE PErnmcTpaumMoHHON AOKYMeHTauuu, c napameTpamu u
XapaKTepucTUKamm o6pasLoB BbisiBIEHHOr0 MeAULIMHCKOIO U3aenns Ha 2 N. B 1 3Ka.

A.B. CamoiinoBa


http://WWW.roszdravnadzor.gov.ru

NPUoXeHNe K NUCbMY Poc3apaBHaasopa
oT

Tabnmua conocTaBeHNs NapamMmeTPOB M XapaKTEPUCTUK, YKa3aHHbIX B KOMM/EKTe
PErncTpaLMoHHON AOKYMeHTaLWKM, C NapamMmeTpammn 1 XxapakTepucTukammn o6pasLoB

CpaBHuBae-
Mble CBefleHuA

BblAB/1EHHOIo MEANLUNHCKOTI 0 U3AE/TNA

KomnnekT
perncTpaumMoHHON JOKYMEHTaLNn

O6pasLbl BbISIBEHHOIO
MeANLNHCKOTO U3aenms

(perncTpaLmnoHHOe yA0CTOBEPEHNME
/napameTpb! Ne P3H 2024/23234 0T 08.08.2024,
CpOKAeﬁCTBMﬂ HeorpaHquH)
CaHuTapHo- M3onponaHon, Mr/n: M3onponaHon, Mr/n:
XUMMN4Yyeckme
MnoKa3aTenun O,EI,O 0.72+ 0,”,2
MapkupoBka  Mymwr 1111 11.1.3, 11.1.4 TOCT P 50444-
2020:
MapKunpoBKa n3genuii [0/KHa
COOTBETCTBOBATb Tpe6OBaHMﬂN| HacToALWEero
cTaHgapTa,  o6WMX  cTaHdapToB,  w/umu MECAU W TO4 U3TOTOBNEHNA

CTaHAapTOB Ha W3[ennsa KOHKPeTHbIX BWUAOB,
nMnn  TEXHUYECKUX YCNOBUWA W [O/MKHA
OfHO3HAYHO WAeHTU(pMLMPOBATL U3Lenne W
cofepkatb MUHUMYM CnefyroLlyto
NHopMaLnIo:

- MecsL, U rofg U3roToBieHUs U3genus

MapKnpoBKa NOTpebuTENbCKON YNaKOBKM
n3gennii OQHOKPaTHOro NPUMEHEeHNA LO/MKHa
cofepXaTb CBeeHMNS:

annMporeHHOCTU, HETOKCUYHOCTU BHYTPK

CumBosbl MapK1pPOBKU LODKHbI
cooTBeTcTBOBaThL TpeboBaHnam FOCT P M3K
60601-1,

MOCT P NCO 15223-1, TOCT P M3K 878,
CTaHAAPTOB Ha MU34ennsa KOHKPeTHbIX BUO0B.

MyHKT 6.1, 7.4 TOCT P 50444-2020, n. 7.2.10
FOCT P M3OK 60601-1-2022:

Pabouune yactu

CTeneHb 3alMTbl OT NOPaXKEHWUS
3NEeKTPMUYECKUM TOKOM, COr/lacHO
Knaccuukauum 6.2, Heo6xoaMMo
MapK1MpoBaTb COOTBETCTBYHOLLMM CYMBO/IOM
ana scex PABOYMX YACTEWN, T.e.
PABOYNE YACTU TUTA B - cumBoniom
M3K 60417-5840. PABOUNE YACTUN TUMA
BF - cumBoniom M3K 60417-5333, PABOYUME
YACTW TUNMA CF - cumBonom M3K 60417-
5335 (Bce cornacHo 2002-10); cm. Tabnuuy
D.1, cumBonb! 19, 20 n 21.

n3gennAa

He yka3aHO Ha MapKnpoBKe
npeAcTasfieHHOro obpasua

He yka3aHO Ha MapKupOBKe
npeacTaBneHHoro obpasya

Ha nHameungyanbHble
ynakoBKN 06pasLoB nsgenms
He HaHeceHbl CUMBO/IbI B
COOTBETCTBUU C
TpeboBaHUAMMY

FOCT P M3K 60601-1-2022

N3penne KnaccuuumnpoBaHo ¢
paboyeli yacTbto Tna BF
CneyuanbHbIil CMMBON
OTCYTCTBYET



cpaBHUBae-
Mble CBeAEeHNSA
/napameTpsbl

MapknpoBKa

OnnHa
BBOAMMOW YacTu
U Nbl

Hansnpyans-
Has yrnakoBKa

JKcnnyartaunoH
Has

AOKYyMeHTauus

KomnnekT
perucTpaumMoHHON AOKY MeHTaLMN
(perncTpaumoHHOe Y10CTOBEPEHME
Ne P3H 2024/23234 ot 08.08.2024,

CPOK AEeACTBUS HE OrpaHnYeH)

MyHKT 16.2 BbLUMCKN U3 TEXHNUYECKOW
LLOKYMeHTauuu:

MpoeKT MapKnpoBKK ceHcopa mogenn MD3660
AN NPUMeHeHUs Ha Tepputopun PO:

CmtPp nas wswreyepeeM M s >pBmca raMm M Tbl TauKk1ldh
TmebCu*), ufHuar
7j0: 4% Qary*
i 00e33CBT59 CCM), maam> MD3660.

TacliCe"AL0. woeb 80 2uwn..
Z Asamoho”.»Hes"-reT.
3. DKCXKTOp - 2LWX.
4,

Y»anHe»Nem«l M1 yHarnol IKr«ax g
OSewrree e «peBrkaekMl ewtnwwem* oBinwrs» (000

Aa3pec bleen mnl1QKIrMY: 117420. r. Meexmn ys. MpodewHws. 4. $7.
LUK P410

P man'«faasOBpT oMl wwr:’ L213M. r. Mocxelw, MoxaOotoB mewe.

Al~.np.1

XXXXXXXXX € XXXXXXXX

MyHKT 11.1 BbINUCKN U3 TEXHUYECKON
LOKYyMeHTauun:
[OnunHa BBogumoit yactu uribl 10 mm (£10%)

MyHKT 11.1 BbINUCKM N3 TEXHNUYECKOW
LOKYMeHTaLun:

Ycunue npu oTcnanBaHUm KpbILWKK
NHAMBUAYaNnbHOM ynakosku 10-25 H

LLInpuHa wBea nHAMBNAYanbHOW YNaKoBKN:
3+1mMMm

NHCTPYKLUMS MO NPUMEHEHWIO

CBefieHUs 0 MocTaBKe GPOLLIOPbI U VIHCTPYKLMK
Mo NPUMEHEHWIO B 3NeKTPOHHOM Buie (Mo QR-
Kofly) OTCYTCTBY!IOT.

OG6pasLbl BbISAB/IEHHOTO
MeAULMHCKOTO U3aenns

PyccKos3blyHaa MapKMpoBKa
He COOTBETCTBYET MO
BHELLUHEMY BUAY: LUTPUX KOA,
QR-kopa, cepus, cpok
rogHoOCTH

3mepeHHas gainHa BBOAMMOIA
yacTu Urnbl 7 Mm

N3mepeHHOe ycunue npu
OTC/laUBaHNM KPbILLIKM
VHAVBWAYa/bHON YNaKOBKU:
76 H

MuHUManbHas n3MepeHHas
LWMPMHA WBa

NHAMBUAYANbHOW YNaKOBKM

B Y3KOI YacTun: 8 Mm
MakcmmanbHas nsmepeHHas
WMPUHA LWBa

NHAMBUAYANbHOW YNaKOBKM

B LUMPOKOWA YacTun: 10 Mm

B cocTaBe n3genus
OTCYTCTBYeT, O(OpPM/IeHHas B
OyMaXKHOM (hopmare,
WHCTPYKLMA NO NPUMEHEHUIO.
BnoxeHa 6poLutopa.
VHCTPYKLMSA NO NPUMEHEHUIO
npegcraeneHa yepes QR-kog B
3M1EKTPOHHOM BUje.



