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Inmy capacity as International Regulatory A ffairs Associate, 3M Health Care Business,
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Neonatal/Infant Prewired M onitoring Electrodes in English is truthful and accurate.
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3M Red Dot Prewired ECG Monitoring Electrodes

Product Description:

The information provided in this insertapplies to the 3M Red Dot 2269T Neonataland InfantM onitoring
Electrodes. The 3M Red Dot 2269T monitoring electrodes are disposable with a silver/silver chloride
sensing elementand are designed forECG monitoring. These electrodes have been tested forup to 3 days

wear, are radiolucent and repositionable.

Intended use
The Red Dot Monitoring ECG Electrodes are intended foruse in ECG M onitoring.

They can be used in all ECG monitoring applications where standard infant/neonatal ECG monitoring

electrodes are used. These electrodes can be used for shortterm and long term monitoring.

This device isnotoffered as a sterile product, noris itintended for sterilization before use.

These devices should only be used by trained medical professionals.

Contraindications: Contraindications are not available

Caution:
The 3M Red Dot 2269T Neonatal and Infant M onitoring Electrode was determined to be MR-Conditional

vianon-clinicaltesting. Forinformation onthe useofa 3M RedDot2269T Neonataland Infantmonitoring
electrode during an M Rl procedure please see below.
. U.S.A. federal law restricts this device to sale by oron the orderofthe physician.
Precautions:
o To preventdry-out, electrodes should be used immediately afteropening the package.
. Donotuse an electrode ifthe conductive adhesive is dry and no longer sticky.
s Donotprepare neonate and infant skin with alcohol oran abrader to minimize skin irritation.
s Forproper skin managementand to minimize skin irritation:
. Avoidplacing an electrode on an irritated skin site.
. Avoidremoving electrodes frequently and/orreapplying to the same skin site.

o Assess electrode sites periodically.
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Instructions For Use:
Step 1:
. Selectand prepare an electrode site according to your health care facility’s

protocol forECG monitoring ofneonates and infants.

&3

o Clean the electrode site with a mild soap and water solution, or water only.

Theelectrode site should be clean, dry and free ofskin oilbefore application

ofthe electrode to allow optimal electrode adhesion to skin.
Leave the skin moist,butnotwet. Do notprepare neonates’ orinfants’ skin
with alcohol orabrasion.

Step 2:

* Remove electrodes from sealed package.

i

Separate and straighten lead wires.
Remove electrode from the liner.
-
Step 3:
. Applytoprepared skin site and smooth the entire electrode down with gentle

\—~

pressure in a circular motion around the outer edge firstand then the inner

element.

&
B

. Repeatapplication forremaining electrodes.
Step 4:

. Connectelectrode lead wire to patientcable only.
Note*

. This electrode can be repositioned upon initial application. Selecta new skin site forreapplication.

Contents: 3/bag, 200 bag/case

Technical specification:

Overall card width 2.065 inches (52.4 mm)+/-10%.

Overall card length 2.925 inches (743 mm) +/-10%.

Electrode width 0.75 inches (19 mm) +/- 10%.

Electrode length 1.56 inches (39.6 mm) + /-10%.

Labelwidth 0.625 inches (15.9 mm) +/- 10%.

M edical devices do notcontain ordeliver medicinal substances.
Medical devices do notcontain ordeliverhuman blood derivatives.

No materials ofanimal origin are intentionally being added to the products.

2269T MRI Safety Information - MR Conditional
Non-clinical testing demonstrated that the Neonatal Monitoring Electrode with Pre-
A Attached Lead W ire, 2269T,is MR Conditional. A patientw ith this device can be scanned safely
inan MR system immediately after placementunderthe following conditions:
o Static magnetic field of 3-Teslaor less
*Maximum spatial gradientmagnetic field of4,000-gauss/cm (40-T/m)(extrapolated) or less

*Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 2-W /kg for 15

minutes of scanning (i.e, per pulse sequence) in the Normal Operating Mode of operation for the MR

. Under the scan conditions defined for the 3M Red Dot 2269T electrode is expected to produce a
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eLeadpositioned in a straight configuration (i.e., no loops orcross overpoints)

Artifact Information
In non-clinical testing, the image artifact caused by the 3M Red Dot 2269T electrode extends
approximately 5-mm from the Electrode when imaged using a gradientecho pulse sequence and a 3-Tesla

MR system.

IMPORTANT NOTE: To ensure patient safety and proper recording ofthe electrocardiogram during an
MRIprocedure, use only electrocardiograph (EKG/ECG) electrodes tested specifically with regard to the
MRI environmentand recommended by the manufacturer ofthe MR Conditional monitoring equipment.
EKG electrodes should only be used according to the specific guidelines provided by the manufacturers of
the M R Conditional, monitoring devices. To preventinjuries (e.g.,bum), fora patientundergoing an MR
procedure, EKG electrodes must be removed if they are not connected to acceptable MR Conditional

monitoring equipment.

Shelf Life:

Shelflife is 2 years. For shelflife, referto the expiration date thatis printed on each package.

Storage and Transportation conditions:
Normalroom conditions; 15-300C (59-860p), 35-60% relative hum idity.
During transportation, the products may experience shortterm temperature, humidity and pressure

variations without affecting product safety and performance.

Transportation of medical device is carried outby all type oftransport.

Working conditions:

Normalroom temperature of 15-300C (59-86»F), The values ofhumidity and pressure are notregulated

Disposal

Dispose ofcontent/containerin accordance with the local/regional/national/intem ational regulations.

M edical devices in Russian Federation musthe disposed ofin the local public entities in accordance with
SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements forthe handling ofmedical waste" to the

waste class B).

Maintenance and repair

This medical device isn't subjectto maintenance and repair

Thank you for choosing 3M Red Dot Electrodes. If you are not completely satisfied or if you have
guestions or comments, in the U.S.A., please call the 3M Health Care Customer Helpline at 1-800-228-
3957,in Canada 1-800-364-3577. Outside ofthe U.S.A. and Canada, please contact your 3M D istributor

oryour 3M Sales Representative.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



This productand package do notcontain natural rubber latex.

A Caution, see instructions for use
( Donotreuse
D
Use by date
Batch code
lMotl
J M anufacturer
C€ CEmark
IECIREPI EC Rep
Warranty

3M warrants this productwill be free from defects in material and manufacture. Exceptwhere prohibited
by law, 3M will not be liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,

negligence or strict liability.

Ce

M ade in Canada

tJ1 3M Company, 3M Health Care,
3M Center, 2510 Conway Avenue, Bldg. 275-5W -06, St. Paul, Minnesota, 55144, USA
1800 364-3577

www.3M .com

Manufacturing site:
3JM CANADA CO.
400 Rt. 100, M orden M anitoba, Canada R6M 179

Authorized representative on the territory of the Russian Federation:
ZAO “3M Russia”

Russia 121614, Moscow, Krylatskaya str. bldg.17/3

Tel.: +7 (495) 784 7474 [ Fax:-i-7 (495) 784 7475

e-mail 3mrafa>mmm .com

3M,Red Dotand Trace Prep are trademarks of3M . Used under license in Canada.
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MepeBOA C aHTMACKOTO A3blKa HA PYCCKUI A3bl K

Abrur W a\ToTT.
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CeHT-MNon, MuHHecoTa, 55144, CLU A
651 733 1110

OnsnpeabsasneHna no mecty Tpe6osaHms

A, cneynannct no BONpPOCaM MEeXAYHapOAHOTO HOPMATUBHO-NPAaBOBOTO PerynunpoBaHmMA KOMMNaHUN
«3M Xenc Keap busHec», r. CeHt-Non, wtat MuHHecoTa, CoefguHeHHb e LW Tatel AMmMepukwu,
CBUAETENbCTBYK , YTO NpuUunaraemMas MHCTPYKUMNA NO NpumMeHeHMt n3genns «O fHOpPa3oBbl € 3NEKTPOAbI
Red Dotpansd HOBOPOX AEHHb X» HAa aHTAMNACKOM fA3bl Ke ABNAETCHA BEPHOW M TOYHOW.

(Mognncs) 17.11.2017
Pernna dehepmar Aara
Cneywnanuct no Bonpocam

MEeXZYyHapOLHOr0O HOPMaTMBHO-NPaBOBOTrO

perynuposaHus

«3M Xenc Keap»

W tat MMHHecOTa
Okpyr Pamcwu

MognuncaHo NOAJ NPUCATOR B MOEM NPUCYTCTBUM cerofHA, 17 Hoabpa 2017 r.

(Mopgnuce)

MWpma Baprac, HoTapuyc
CpoKk MOUX NONHOMOYMIA NCTEKAET
31 aHBapa 2020 r.

(W tamn)
WPMA BAPTAC
Hotapuyc wrtata MuHHecoTa
Cpok Moux nonHomoumit mctekaer 31 ansapa 2020 r.
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OpnHopasosble 351eKTpoabl Red Dot Ana HOBOPOXKAEHHbIX

OnuvcaHune nsgenusa:

MpepcTaBneHHas B  HAaCcTOAWEW MHCTPYKLUM NO TMNPUMEHEHMK UHPoOpMaLuUd OTHOCMTCA K
OpHopa3oBbl M anekTpogam Red Dotpgan HOBOPOX feHHb X, 2269T. OpgHopasoBblie anekTpogbe Red Dot
4nA HOBOPOX JEHHD X, 2269T ABNA TCA OAHOPA30BbLI MY W3genunamu c LaTymKoM n3
cepebpal/xnopucrtoro cepebpa W npegHasHauyeHb Ana nposejeHus IKI-moHuTOpUHTa. [aHHbl e
3NeKTPOLbL TeCTMPOBANMCbL B Npolecce 3KCMAyaTayuum B TeyeHWe MaKCUMyMmM 3 AHedA W ABAAK TCA
PEHTremonpo3paymblMu C BOSMOXHOCTbIO CMEHb MecTa NPUKPENNEHMUSA.

[ToKasaHMA K NPUMEHEHUIO
OpHopasoBbie anekTpoAb Red Dot gnAa HOBOPOX ACHHbL X NpefHasHaueHb ANA WUCNONb30BAaHWUA NpH
IKI-moHUTOpUHTE.

OHM MOTYT NpUMEHATbCHA B N 6L X 06nacTax, B KOTOPb X ucnonb3yetrcds KT -MOHUTOPUHT U
CTAHAAPTHbLI € 9NEKTPOAbL ANS QKT -MOHMTOPUHTA MNAAEHLUEB/HOBOPOX AEHHb X. L aHHb € 3NEKTPOAH
MOTYT NPUMEHATLCA Kak ANA KPAaTKOCPOUYHOTO, Tak U ANS AONTOCPOUYHOTO MOHUTOPUHTA.

JaHHb e W3AENNA He NOCTABAAI TCA B CTEPUNLHOM BUAE W He NpPegHA3HAYEHb ANS CTEpUAM3ALUM
nepej MCNONb30BAHUEM.

DaHHb e M3genus JONXKHbB  NPUMEHATHCAS TONbKO  KBANMGOMUUMPOBAHHLIMU  MEAULUHCKUMU
cneyuanucrami,

rlpOTI/IBOI'IOKaCiaHI/IFI: NPOTMBONOKa3aHNA HEe Bbl ABNEHDI

MpepgynpexpaeHune:
OpHopasoBbie anekTpoAab Red Dot gns HOBOPOX AeHHb X, 2269T 6bl AW KnaccmduumupoBaHso Kak MP-
COBMECTMMbBIE B paMKaXx HEKAUHMWYECKMX ucnblTaHWiA. CBepeHNA O NPUMEHEHWUM OA[HOPA3O0OBb X
anekTpogos Red Dot AnA HOBOPOXJAEHHb X 2269T npu nNpoOBEeJEeHWUM MNPOUEAYP MAarHWUTHO-
PE30HAHCHOW BU3YyaNnmu3aymm CM. HUXKE.
W COrnacHoO (GepepanbHOMYy 3akoHopgaTenbcTBy CLW A paHHOe m3genme MOXET NpPoOjJaBaTbCA TONbKO
BpayoMm nub6o No Ha3HaYeHM Bpava.
Mepbl NPesoOCTOPOXHOCTU:
o Ons T0r0 4ytobGb NPepoOTBPATMTL BbiCblXaHWE, 3NEKTPOAL CNeAyeT MCNONbL30OBAThb CPa3y Xe nochne
BCKPbI TMA yNakoBKM.
Hewncnonb3yiiTe aNeKTPOAbL B CAyYae, eCAV TOKONPOBOAAL Nl afTe3nB BbICOX MW NOTEPAN BA3KOCTh.
Y1066l CBECTM K MMUHMUMYMY pasfpaxXeHuwe KOXM, He obGpabaTbiBailTe KOXY MNageHUues U
HOBOPOX AEHHbI X nNepef HaNnoOXeHMEeM 3NeKTPOAOB AaHTUCENTUKOM uUAu abpaswBHOA MNONOCKOMN
(AMcKom).
* B uyensx coXpaHeHWA LEeNOCTHOCTN KOX MU M CBEAEHNA K MUHMUMYMY BO3MOX HOCTU €6 PasfgpaxXeHuns.
. He pasmewailTe anek3poabl B 06NAaCcTN pasgpaX eHHOR KOX K.
N36eraliTe yacToil CMeHb 3NeKTPOAOB M/MAWN NOBTOPHONA WX YyCTaHOBKM Ha TOT Xe yvyacTokK
KOX 1.
. PerynapHo ocmaTpuBaiTe MecTa YyCTAaHOBKN 3N1eKTPOJOB.
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MHCTPYKLUNKM NO NPUMEHEHNIO:

OTan 1:

¢« Bbibepute W NOATOTOBLTE MECTO YCTAHOBKM 3NeKTPOAA B COOTBETCTBUM C
NPOTOKONOM BalWero MEAMLWMHCKOTO yuypeXAeHUS N0 NpPOBEJEHUI
npouegyp SKI-MOHMTOPUHTA HOBOPOX AEHHbB X U MNajeHLeB.

¢+ OYMCTNUTE MECTO YCTAHOBKMU 31€eKTPOAa MATKMUM MblIbHL M PacTBOPOM UAM
MCKNW YUTENbHO BOJOA. YTo6bl o0bGecneyuTb ONTUMANbHOE CLUeNnnNeHue
3NeKTpOfa C KOXEeW, MecTo YyCTaHOBKN 3NeKTPOAa AONKHO GbITh YMCTHI M,
CYXWM M He JONXHO o6pabaTbiBaThCA Macnamu N8 yxo0Aja 3a KOXelh Ao
YCTaHOBKM 3NEKTPOAA.

e OcTaBbTe KOXY BNAXHOW, HO He MOKpoih. He obGpabaTbiBalTe KOXY
HOBOPOX JEHHbB X WMNU MNAJeHLEeB aHTUCENTUKOM uaun abpasusHoil
NONOCKOW (AUCKOM).

oTan 2:

o JocTaHbTe 3NeKTPOAbL M3 3aKPbLTOW ynakoBKMU.

« Pasgenute u pacnpaBbTe NpoBoOfda.

¢ CHUMMUTE 3N€KTPOA C3aly UTHOWR NNEHKM.

oTan 3:

YcTaHoBUMTe Ha o06nacTb NOATOTOBAEHHO# KOXMW W Bb POBHANTE BeCh
3NEeKTPOA, aKKypaTHO MNpUTNaXmMBas €ro KPYyroBoIMU JABUXEHUAMU -
CHavyana BHEeW HUE Kpas, a 3aTeM BHYTPEHHUN 3NeMEHT.

« NMoBTOpPUTE NPOLEAYPY YCTAHOBKM ANSA OCTABW UXCA 3NEKTPOJOB.

aTan 4:

¢« COeAMHANTE 3NeKTPOAHbLI NpPoOBOA TONbKO C Kabenem nayuneHTa.

MpumeyaHue:

« MecTo KpenneHMA JaHHOTO 3NeKTPOAA MOXHO M3MEHSTb NOCNE NEPBOHAYANbHOW YyCTaHOBKMU.

BbiGepuTe HOBY 06nacTh KOXYW ANA NOBTOPHON YyCTAaHOBKMK.

CocTtaB: 3 wrt./ynakoska, 200 ynakoBok/Habop

TexHNnYecKne XxapakKTepuCcTUKN:

Obwas wWwupnHa kapTol: 2,065 groitma (52,4 mm) +/-10% .

O6bwan gnuHa kaptel: 2,925 groiima (74,3 mm) +/- 10%.

W npuHaanekTpopga: 0,75 groiima (L9 mm) +/-10% .

OAnnua anekTtpopga: 1,56 proiima (39,6 mm) +/-10% .

W npuHa aTukeTkn: 0,625 groima (15,9 mm) +/-10% .

MeanumHcKkue M34enNns He CoOfepXaT M He BBOAMT NeKapCTBEeHHbI X BeLW eCTB.
MeguumHCcKne N3ZeNus He cofepXaT U He BbIJeNA0T NPOU3BOAHbL X KPOBM Yenoseka.
M aTepuans XKMBOTHOTO NMPOUCXOX AEHUSA HAMEDPEHHO B M3Aenmua He Jobasnaw TcA.

2269T CBefeHNA 0 TeXHMKe 6e3onacHocTu Nnpn MP-Busyanmsaymm - MP-coBMecTMMOe nsgenue
HeknuMHMYeCKNE MUCNbITAHMA CBUAETENbLCTBYIOT O TOM, YTO OAHOPa30BbL € 3n1ekTpoAb Red Dot
ANS HOBOPOXJEHHb X, 2269T, AaBndtoTCcA M P-coBMecCTUMBI MU, MauMeHT C YyCTaHOBNEHHBI M
m3penmem mMoxeT GezonacHo ckaHupoBaTbcAs B M P-cucTeme cpasy Xe nocne ycTaHOBKM

3NeKTPOJOB NpPM COGNIO fEHUUM CNEAY WX YCNOBUIA:

« CrTatmyeckoe MarHuTHoe none: 3 Tecnan MeHee;

. M akcumanbHoe none npocTpaHcTBeHHOro dapunenta: 4000 raycc/em (40 Ti/m)

(3KcTpanonupoBaHHOE 3HAYEHMUE) N MEHEE;

. MakcumanbHb @ yKa3aHHb@ gn9 MP-cucTemb, yCpefHEHHb A YyAenbHbIA KO3DOULUMEHT

nornoweHns Ang Bcero Tena: 2 BT/Kr Ha 15 MUHYT CKaHMpPOBaHMA (TO eCTb HAa NOCNEAO0BATENbHOCTD

MMNYNbCOB) B pPeXMME HOPMANbHOK akcnayatauuum M P-cuctembl;

¢« B ycnoBMAX CKAHWPOBAHMWSA, YCTAHOBNEHHbL X B OTHOW €HUN OJFHOPA30BOTr0 3nekTpoja Red Dot gns

HOBOPOBAEHHb X" _2269Tj npepgnonaraercs, 4T0 3NEeKTPOL NPUBELET K MAaKCUMaANnbHOMY yBeNUUYEHUIO

« MpoBofJ ycTaHaBAMBAGTCA B NPAMOA KOHGUTypaumm (To ecTb 6e3 neTenb M TOUEK NepeceyerHmns).
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CBefeHuna o6 apTedakTax Mpn mekNnumnyecknx NcnbolTaHnax apre@akt n306paxX eHn A, Bbl 3BaHHbI i
OfHOPa3oBbIM 3NeKTpOAOM Red Dotgna HOBOPOX AEHHbI X, 2269T, OTXOAMT NPUONU3NTENbHO HAa 5 MM
0T 3NeKTpPOAa NPW NpoOBejeHNUN BM3yanusaymm ¢ UCNONbL3OBAHMEM NOCNEJO0BATENbHOCTN UMNYNbLCOB
rpagMenHT-3X0 U MP-cucTemb C HanmpAX eHHOCTbLI MarHuTHoro nong 3 Tecna.

BAXHOE NPUMEYAHMWME: C yenbto obecneyeHus 6e30MacCHOCTM NaluMeHTa M Hapgnexaweid
3aNMCK 3NEKTPOKApAMOTpPaMMb Npu NPOBeJeHNU NpoLes3db MarHMTHO-PE3OHAHCHOW BM3yanmusauun
menonb3yiTe TONbKO 3NneKTpofAbl adnekTpokapguorpaha (IKIM/3KT), mcnolTaHHb e B OTHOW EHMN
NPpUMEHEHMA C JaHHOW CpefoOdl MArHUTHO-PE3OHAHCHOW BM3yanusauumum “ pPEKOMEHJOBAHHDLIE
npouwssogmutenem M P-coBmecTumMoro o6opysoBaHMA ANA MOHUTOPUHTA. dnekTpoab ana QKM cnepgyer
MCNOoNb30BaThb MCKNIO YMTENbHO B COOTBETCTBUM C KOHKPETHBIMU PYKOBOAAWMMMU yKazaHuamu,
npefocTaBNeHHbB MW nNpou3BoAuTenaMmu MP-coBMeCTUMbI X M3jennit ZnAa MOHMUTOpUHTa. [Jns
npegoTspal,eHns TpaBM (B YaCTHOCTH, OX OrOB) NalLyweHTa, NOABeprato W erocs npouejype MarHnTHO-
PE30OHAHCHOW BM3yanmsauuu, 3neKTpoAbl AnAa IKI cnepyerT CHATb, €CAUW OHW HEe COEAMHEHB C
JonycTumMbMm MP-coBMeCcTUMbBIM 060pPyAOBaHMEM ANA MOHUTOPHUHTA.

CpoOK rogHocTHu:
Cpok rogHocTu coctasnaer 2 rofga. CpoK rofHOCTM yKa3aH Ha ynakoBKe.

YCNoBUS XpaHeHUs U TPAHCMOPTUPOBKMU:

HopManbHb e KOMHATHBI € YCNOBUSA: 15-300C (59-860F), OTHOCUTENbHAA BNAXHOCTL; 35-60% .

Mpu TpaHCNOPTUPOBKE U3LeNUA MOTYT UCNbI ThIBATb KPATKOBPEMEHHOE U3MEHEHNE TeMNepaTypbl, He
BAMAIO W ee Ha 6e30NacCHOCTb U XapakKTepUCTUKKN N3IfeNUR.

MegnmunHCKOe M34eNne TPAHCNOPTUPYIO T BCEMM BUAAMYU TpaHenopTa.

YcnoBua akcnnyatayunn:

HopmanbHaa KoMHaTHaa Temnepatypa - 15-30 C (59-86 F). 3HauyeHUn BNAXHOCTM W [JaBNEHUA He
pernaMmeHTupyto Tcq.

YTunnusauyund

YTtuaunsaunq ynakoBKMU/COREpXMUMOTO BONXHa oCylW ecTBNATHCA B COOTBETCTBUM c
MEeCTHBIMU/pernoHanbHblMU/HALWOHANbHBI MU/MEX AYHAPOLHbBI MU TpebOBAHUAMMK.

MeguuunHckue n3genus L ONX Hbl yTUAN3NpoBaTbCA MECTHBI MK Ny6AMYHO-NPABOBbL MU
opraHunsaumamun B cooTtsercteunm ¢ CawlMuH 2.1.7.2790-10 «CaHnWTapHO-IMULEMUONOTHYECKME
TpeboBaHMA K 06paW eHMIO C MEANLUMHCKMMMN OTXO0faMmu» (Knacc 0TX0808 b).

TexHMUecKkoe 06CAyXMBaHMe N PEMOHT
JaHHOe MEJUUMHCKOE U3Aenne HE MOANEX UT TEXHUYCCKOMY OOCNYX UBAHMUIO U PEMOHTY.

bnarogapum Bac 3a Bb6Op 3NekTpPoJOB OfHOpa3oBb X Red Dot gna 3KT Ecnm Bb 4yem-TO He
YALOBNETBOPEHb WAW y Bac NOABUAUCL BOMNPOCH WUAWM KOMMEHTapuu, noxanyhwcra, NO3BOHUTE NO
TenedOHY ropayeilt AUHUM cAYyX 6bl paboTel C KNMeHTaMuW KomnaHuum «3M Xenc Keap»; 1-800-228-
3957 (CW A)unm 1-800-364-3577 (KaHapa). Ecnm Bbl HaxoguTtech 3a npegenamu CW A wnun KaHagsl,
noxanyiicra,obpatmutech K AUCTPUObLIO TOPY UAN MEHEAXepy NOo Npojaxam KoMnaHuu «3M » B Bawem
perunoHe.

PacwwundpoBka cumB0ON0OB
DaHHOe M3genmne W ynakosKa He COAEPX AT HATYPAaNbHOTO Kay"3yK0oBOTO
nartekca

A MpegynpexX AeHUe, CM. UHCTPYKLUN NO NPUMEHEHUIO

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Lnqa OBHOPA30BOrO NPUMEHEHUSR
CpoK rogHocTu

. Homep naptumn
w E

y Mpounssogutens
C€ 3nak CE

i i Mpegctasntens B EC
iecirepl

MapaHTuUiiHble 06A3aTenbCcTBA

KomnaHng «3M» rapaHTMupyeT, 4YTO HacToOAWee M3fenue He uMeeT fJedhekKTOoB MaTepumana u
W3TOTOBNEHUA. 3a UCKNIO YEHNEM TexX cnyvyaes, Korga 370 3anpel, eHo 3aKOHOM, KOMNaHNA «3M» He
HeceT OTBETCTBEHHOCTW 3a Nt Oble npambl €, KOCBEHHbLI €, CcnelunanbHble, CONYyTCTBYH UWWUEe unnu
onocpefoBaHHBL € y6bITKVI, BHe 3aBUCUMOCTM OT UX FOpVI,EI,l/IHeCKOVI KBa)'IVI(bVIKaL[VIM, B TOM 4Yyucne
rapaHTMVIHOﬁ, KOHTpaKTHOVI n 663yCﬂOBH0l7| OTBETCTBEHHOCTU, a TaKXe OTBETCTBEHHOCTH 3a
XanatTHOCTb.

CE

MpounssepeHo B Kanage

ml «3M KomnaHun, 3M Xenc Keap»,

3M Uentp, 2510 KoHBeit ABeHto , cTp. 275-5W -06, Cent-Mon, MuHuecota, 55144, ClU A
1800 364-3577

www.3M .com

MecTo npousBoAcTBa:
«3M KAHALA KO .»
400 Pyt 100, MoppaeH, MaHuntoba, R6M 1Z9, KaHaga

YNOMHOMOYEHHbIN NpeaCcTaBUTelb MPOM3BOANTENSA Ha TeppuTopumn Poccuiickon degepaymn:
3A0 «3M Poccusa»

Poccus, 121614, MockBa, yn. Kpelnatckada, g. 17, ctp. 3

Ten. +7 (495) 784 7474 [ dakc: +7 (495) 784 7475

3n.novta: 3mra@ mmm.com

©

3M, Red Dot u Trace Prep ABnA TCA TOProBbIMMU MapkaMiu KomMnaHuum «3M»., Mcnonb3oBaHue B
KaHafge oCyw ecTBAAEeTCA NO NULEH3UM.

fataBbinycka: OkTabpb 2017
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MepeBOoa faHHOTO TeKCTa cAeNaH MHOR, NnepeBoAYnMKOM KnenHesbiM BUKTOpPOM Nropesuuem

MOAMUCH

Poccuinckaa degepauns
fopopg MockBsa
Ceabmoro gekabpsa fBe ThiCAYM CeMHajLaTOro roga
I Akunmos Nneb BopucoBu4, HoTapuyc ropoga MoCKBbl, CBUAET eNbCTBYI NOANMHHOCT b NOANUCK

nepesoguyunka KnenHesa BukTopa Nropesnua.
Mopnuce cpenaHa B MOEM MPUCYTCTBUN.

JINYHOCT b NOANUCABLIEro JOKYMEHT yCTaHOBNEHA.

3aperncTpupoBaHo B peecT pe

B3bickaHO rocygapcTBeHHOW nownuHbl (no Tapudy): 100 py6.

YnnayeHo 3a oKaszaHMe ycayr NpaBoBOro U TexHUUeCKoro xapakTepa: 200 py6

NnoArnnmchb

ep6oBasd NneyaThb
HoOT apuyca r.M oCKBbI
Axnmosa IN.b

Bcero npolwHypoBaHo, MPOHYMEPOBAHO
N CKpenneHo nevyaTblo I ~ nwnct(a)(os)

HoTapunyc

Bcero npowuTo, NPOHYMEpPOBAHO, CKPENNeHO
neyatblio 12- namnct(a) (o B)

Hotapuyc_
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KOINUA

of MInneso,.

SECRETARY OF STATE

APOSTILLE

(Convention de LaHaye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Document Regarding 3M Red Dot ECG Monitoring Electrodes
with Foam tape and Sticky Gel

2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: November 20,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9808230-6

9. Seal/Stamp: 10. Signature:

\fhut /P!

Steve Simon
Secretary of State
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

3M

Towhom itmay concern

In my capacity as International Regulatory A ffairs Associate, 3M Health Care Business,
St.Paul, M N, USA, I certify thatthe attached Instruction for Use (IFU) for3M ™ Red Dot™
ECG Monitoring Electrode with Foam Tape and Sticky Gel 2560 series in English is truthful

and accurate.

AT
Regina Feferman Date ’

International Regulatory A ffairs Associate
3M Health Care

State of M innesota)
County ofRamsey) SS
-K

Subscribed and sworn to before me this _day of November2017.

Irma Vargas, Notary Public
My Commission Expires: January 31,2020

IRMAVARGAS i
jl. v« Notan/PublkA/InneSca |
> i-\"w.-.Ofi-iirtH'itor. E"-pires 3513, >
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3M Red Dot ECG Monitoring Electrodes with Foam tape and Sticky Gel

Product Description:
The information provided in this insertapplies to the 3M"'" Red Dot"M M onitoring Electrodes with Foam

tape and Sticky Gel 2560 series vwth snap connector and sticky gel.

The 3M™ Red Dot™ Monitoring Electrodes are disposable with a silver/ silver chloride sensing element

and are designed for ECG monitoring. These electrodes have been tested forup to 5 days wear.

Intended use
3M ™ Red Dof*"» Monitoring Electrodes with Foam tape and Sticky Gel are intended for use in ECG

M onitoring.

This device isnotoffered as a sterile product, noris itintended for sterilization before use.

These devices should only be used by trained medical professionals.
Contraindications: Contraindications are notavailable

Warning:

The3M ™ Red Dot™ Monitoring Electrodes with with a metal snap connectorhave notbeen tested for use
during M agnetic Resonance Imaging (M R1) procedures. The use of conductive patient-connected devices
and patientlead wires/electrodes in M RIproceduresmay resultin serious patientburns. Ifaphysicianorders
gither of these devices to be used during MR procedures, the user should not allow loops in patient lead

wires orallow the lead wires to come in contactwith the patient's skin.

Caution:
U.S.A. federal law restricts this device to sale by or on the order ofthe physician.

Precautions:
¢« To prevent dryout, electrodes should be used within 45 days of opening the pouch. The unused
electrodes should remain stored in the opened pouch.
+ Donotuse an electrode ifthe gelisdry orifthe gelcolumn is dislodged from the electrode.
+ Forproperskin managementand to minimize skin irritation:
0 Avoidplacing an electrode on an irritated skin site.
o0 Donotabrade a skin site more thanonetime, 0o Avoidremoving electrodes frequently and/or
reapplying to the same skin site.
0 Avoid placing electrodes on skin still wet from an alcohol wipe (dry thoroughly),
0 Assesselectrode sites periodically.
* During surgical procedures, place ECG electrodes as far as possible from the electrosurgical site to
minimize RF current flow through the electrode site. Otherwise bums could result at the ECG

electrode site.
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Instructions For Use:
+ Select and prepare an electrode site according to your health care facility's protocol for ECG
monitoring or diagnostic procedures.
The electrode site should be clean, dry and free of skin oil before application of the electrode to
allow optimal electrode adhesion to skin.
+ Application sites with heavy orcurly hairthatcannothbe parted should be clipped.
Forbesttrace quality, skin abrasion should be partofthe skin preparation. Use 3M Red Dot™ Trace
Prep as partofthe skin preparation.
+ Attach the lead wire to the electrode.
+ Remove electrode from the liner. Avoid touching the adhesive surface.
+ Place the center ofthe electrode overthe prepared skin site.
Smooth the electrode down using a circularmotion. Avoid pressing on the center ofthe electrode.

To minimize .skin trauma during electrode removal, pull up slowly and gently from the edge ofthe

electrode.

Contents

Catalog Number Contents
2560 50/bag -20 bag/case
2560-3 3/bag- 200 bag/case
2560-5 5/bag - 200 bag/case

Technical specification

Electrode length = 1.56 inches (39.6 mm ) +/-10%.

Electrode width = 1.38 inches (35 mm ) +/- 10%.
Diameterofelectrode stud (snap) = 0.375 inches (9.5 mm) +/-10%.
Medical devices doesnotcontain or delivermedicinal substances.
Medical devices does notcontain ordeliverhuman blood derivatives.

No materials ofanimal origin are intentionally being added to the products.

Shelf Life:
Shelflife is 2 years. For shelflife, refer to the expiration date thatis printed on each package.

Storage and Transportation conditions:

Normalroom conditions: 15-30»C (59-860F), 35-60% relative humidity.
During transportation, the products may experience shortterm temperature, hum idity and pressure
variations without affecting product safety and performance.

Transportation ofmedical device is carried outhy alltype oftransport.

Working conditions:

Normalroom temperature of 15-300C (59-86°F), The values ofhum idity and pressure are notregulated

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Thank you forchoosing 3M Red DotElectrodes. Ifyou arenotcompletely satisfied orifyou have questions
or comments, in the U.S.A., please call the 3M Health Care Customer Helpline at 1-800-228-3957, in
Canada 1-800-364-3577. Outside ofthe U.S.A. and Canada, please contactyour 3M D isfiibutororyour3Mm

Sales Representative.

This productand package do notcontain natural rubber latex.
Caution, see instructions foruse

Donotreuse

ﬂ Use by date

Batch code

M anufacturer

C€ CE mark

IECIREPI EC Rep

Warranty
3M warrants this product will be free from defects in material and manufacture. Except where prohibited

by law, 3M will not be liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,

negligence or strict liability.

CE

M ade in Canada

liil 3M Company, 3M Health Care,

3M Center, 2510 Conway Avenue, Bldg. 275-5W -06, St. Paul, Minnesota, 55144, USA
1800 364-3577

WWW.3M .com

Manufacturing site:
3M CANADA CO.

400 Rt. 100, M orden M anitoba, Canada R6M 1Z9

Authorized representative on the territory of the Russian Federation:
ZAO “3M Russia”
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Russia 121614, Moscow, Krylatskaya str. bldg.17/3
Tel:+7 (495) 784 7474 [ Fax:+7 (495) 784 7475
g-mail 3mra@ mmm .com

3M, Red Dotand Trace Prep are trademarks of 3M. Used under license in Canada.
Issue Date: 2017-10
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MepeBOa C aHFTNMIACKOTO A3blKa HA PYCCKUI 513bl K
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«3M Xenc Reap BusHec» 3M LleHTp,
2510 KoHBeW ABeHto, cTp. 275-5W-06,
CeHT-Mon, MuHHecoTa, 55144, CLL A
651 733 1110

AnsnpeabsBneHua no mecty Tpe6osaHug

A,cneymanuct no BonpocamMm MeXAYHapoAHOT0O HOPMAaTUBHO-NPABOBOTNO PEryANpPOBAHUA KOMNAaHUM «3M
Xenc Keap busHec», r. Cent-NMon, wtar Munuecora, CoegmHeHHbl e W TaTtol AMepuKN, CBULETENLCTBY IO,
UTO nNpunaraemas MHCTPYKLMA NO MNPUMEHEHUI OAJAHOpPA30BbIE 3NEKTPOAD Red Dot gnq
MOHMUTOPUPOBAHNSA, C BA3KMUM TrenemM Ha NeHUCTON OCHOBe cepum 2560 Ha aHrAMIACKOM A3bIKe ABNAETCA
BEPHOW M TOYUHO.

(Mognnce) 17.11.2017
PernHa ®epepma Aata
Cneywnanuct no Bonpocam

MEeXZAYyHapOLHOrO HOPMAaTUBHO-NPABOBOTO

perynunpoBaHing

«3M Xenc Keap»

W tatr M uHHecoTa
Okpyr Pamcwu

MognuncaHo NOAJ NPUCATON B MOEM NPUCYTCTBUM CeroaHA, 17 Hoabpsa 2017 r.

(Mopgnuce)

MWpma Baprac, HoTapuyc
CpoK MOUX MONHOMOYNIA NcTeKaeT
31 anBapa 2020 r.

(W ramn)
WPMA BAPTAC
Hortapuyc wrtara MuHHecoTa
Cpok Momx nonHoOMOYMIA ncrtekaet 31 ansapa 2020 r.
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OpHopa3oBble 3/1eKTpoAbl Red Dot AN MOHUTOPUPOBAHUS
C BS3KMM renemM Ha NEHUCTON OCHOBE

OnucaHune nsgenns:

MpeacTaBNeHHAan B HACTOAW el MHCTPYKUMM NO NPUMEHEHUIO NHGOPMALMA OTHOCHTCH K OLHOPA3OBbLI M
anekTpogam Red Dot gnAa MOHMTOPMPOBAHMSA, C BA3KUM TeNneM Ma NeHUCTOR OoCHOBe, Mojenb 2560 ¢
COEAMHEHMEM-3all 6NKOW U BABKUM Tenem.

OpHopasoBbie dneKkTpofAbl Red Dot ANS MOHMUTOPUPOBAHMA ABNAIOTCA OAHOPA3OBLIMU M3AENUAMMU C
AaTumKoM M3 cepebpal/xnopuctoro cepebpa M nNpepHasHauyeHs N8 nposefeHus KM -MOHMTOPUHTA,
DaHHb € 9NEeKTPO/bl TECTUPOBANMCL B NPOLECCE 3KCNAYyaTalluu B TEYEHUE MAKCUMYM 5 gHeil.

[TokasaHUa K NPUMEHEHUIO
OpgHopa3oBble 3nekTpoAbl Red Dot AN MOHMTOPMUPOBAHWA NPEAHA3HAYEHB ANA WUCNONbL30OBAHWUA NpH
KTl -moHUTOpUHTE.

DaHHbl e N3QeNUa He NOCTaBNAW TCA B CTEPUNLHOM BUAE MW HE NPEAHA3HAYEHDb ANS CTepuUAM3aLumM nepes
MCNoNb30BAHUEM.
DaHHb e M3fenus  AONXKHB NPUMEHATLCS  TONbKO  KBANUGUUMPOBAHHBIMM  MEAULUHCKUMU
cneyunanucTamy,

npOTI/IBOI'IOKa3aHI/IFI: NPpoOTMBONOKa3aHMA He Bbl ABNEHDI

MpepynpexaeHune:

OAaHOpPa3oBLi e 3NeKTPOAL Red DOtANA MOHMUTOPMPOBAHMSA HEe TECTUPOBANMCHL B NPOLECCE NPUMEHEHUS
B pamMKax npouefgyp MArHMUTHO-PE3OHAHCHOW BM3yanusayuwm. MWNcnonb3oBaHue TOKOMPOBOAAW UX
YCTPOACTB, NOAKNIO YaeMbl X K MayuWeHTy, U NPOBOLOB/3NEKTPOAOB nNalueHTa B pamMkax npouyegyp
MArHUTHO-PE3OHAHCHOW BU3yanmuaalmm MOXET NPUBECTU K TAXEeNb M oxoram nauveHnta. Ecnau Bpay
PEKOMEHAYET MPUMEHEHUE N 6OT0 M3 AaHHbBIX M3LEeNMA NpU NPOBEAEHUM NPOLEAYP MATHUTHO-
PE3OHAHCHOW BU3yanunaaluuum NONb30BATENb JONXKEH He JONYCKAaThb 3aMbl KAHMA NPOBOLOB NALMEHTA UAH
KOHTaKTa NPOBOAOB C KOX el maymeHTa.

MpepocTepeXXeHne: cornacHo depepanbHomy 3akoHopgatTenbctsy CLW A paHHOe wM3jenne MOXer
NpoAaBaTbLCA TONbKO BpayoM Nu6o No Ha3HAaYeHND Bpaya.

Mepbl NPesOCTOPOXHOCTU:

o [LnAaTOro YTto6Gb NPEAOTBPATUTL Bbi Cbl XaHUE, 9NEKTPOAbL CNEAYET UCNONb30BATL B TeueHUe 45 AHell
CMOMEHTA BCKPbLI TUS WHAMBULYaNbHOW YyNakoBKMW. HENCNONb30OBAHHbBIE 3NEKTPOAbL CNEYeT XPaHUTb B
OTKpPbI TOW ynakoske.

o Heuncnonb3yihTe aNeKTPOAL B CNyYae BbiCbl XaHUA TN UAM CMEU EHNA TeNs C 3NEKTPOAa.

. He mcnonb3yihTe aNeKTPOAbL B CAYYae Bbl Cbl XAHUSA FeNA UNN CMEU EHUA TENs C INEeKTpOja.

. B UEeNnAX COXPAHEHMSA LUENOCTHOCTM KOX MU M CBEAEHUS K MUHUMYMY BOBMOXHOCTN €6 pasfipaXeHuns:
0 HepasmewaiAte 3NeKTPOAbL B OGNACTN PA3APAX EHHON KOX L.

0 HeobpabaTtbiBalTe o6nacTb KoX W abpeiigepom (abpa3sMBHON NONOCKOW AN FUCKOM) 6Gonee 04HOTO
pasa.

0 He pasmeu aite 3neKTPOAbL Ha KOXe, el e He BbCOXWEH nocne nNpoTupaHms candeTkoil,
CMOYEHHOW AHTUCENTUKOM (LOX AMTECh NONHOFO BblCbl XaHUA),

o PelynspHo ocmaTpueailTe MecTa YCTAHOBKYW 3NeK HOAOB.

o Mpu NPOBEAEGHUN XUPYPTUUYECKNUX NpoLeayp pasMmeu alite KT -3n1eKTPOAL KAk MOXHO Aanble 0T
3NEeKTPOXMPYPIMYECKON 06NACTM, YTOODL CBECTU K MUHUMYMY TOK PamnoyacToT Yepe3s MeCTO YCTAaHOBKMU
3N1eKTpofa. B NPpOTMBHOM CNyyae B MeCTe YCTAHOBKM 31€eKTPOZa MOTYT NOABUTLCA OXKOTH.
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|/|HCprKLI,VII/1 Mo NPUMEHEHUIO:
BbGepute ¥ NOATOTOBLTE MECTO YCTAHOBKM 3N€KTPOLa B COOTBETCTBUMU C NPOTOKONOM Balero
MEAMUMHCKOTO yupexX JeHna no nposeaeHnto npoueayp IKI-MOHUTOPUHTA AN JUATHOCTUKN.
UTo6b 06ecneynTh ONTUMaNbHOE CUENNEHME 3Nel0 pPoa C KOXeil

, MECTO YCTAaHOBKWN 3NeKTpOAa
OONXHO Obl Tb YUCTHI M

,CYXUM U He JONXHO o6pabaTbiBaThCd MacnamMu ANd yxopga 3a KOX e o
YCTAHOBKM 3NeKTpOAA.

Ecnu B o06nacTw npeanonaraemMoro pacnonoOXeHWs 3NeKTPOJOB
BONOCAHON! NOKPOB

MMEEeTCS UHTEHCUBHBI
, HEOOX0OAMMO €r0 yAaNUTh CNOMOL b0 CTPUTYU €/ Mal MHKK.
ANS NOoBbLI W EHNS KayecTBa MOHMTOPMUHTA B 3Tan 06paboOTKM KOXM HeoGXOQMMO BKNI YUTHL ee

06paboTky abpa3uBHO# nonockoil (mnum puckom). Mcnonb3yhTe BCTPOEHHYK B 3NEKTPOS

abpa3nBHYt NONOCKY (MAu AMUCK) ANns 06paboTKN (OTW eNyW MBAHUA POTOBLI X KNETOK) KOX 1.
MopcoeauHNTEe K INEeKTPOAY Kabenb. A

CHUMMTE 3NEKTPOA C 3aW MTHON NnneHKu. CTapaiTech He KacaTbCA KNeilkoi NoOBepXHOCTH.

YCTaHOBUTE LEHTpP 3NeKTpOAa HAaj NOLTOTOBNEHHB M YY4acCTKOM KOX M.

MpurnagbTe 3NeKTPOA K KOXE KPYroBbIMYU ABUAXEHUAMMU. U3beraiiTe HagaBNUBaHMA HA LEHTP

IneKTpoaa.

e« [lnd TOro YTOGbL CBECTM K MUHUMYMY TPaBMbl KOXM NPU YyAANeHUU 3NeKTPOJA, MELNEHHO

aKKYypaTHO 0TTATMBaNTE €ro, B3ABW NCb 3a OCHOBY MWnun KOHeLl 3nekTpopa.

CocTas
Homep no CocTaB
Katanory
2560 50 wrt./ynakosBka -20 ynakoBok/kopobka
2560-3 Jrar.Jynakoska- 200 ynakoBok/kopobka
2560-5 51nt./ynakoska - 200 ynakoBok/kopobka

TexHnYyeckne xapakTepuctTnku
OAnnuaanekTpopa = 1,56 groima (39,6 mm) +/-10% .

W npuHa anekTpopga =1,38 goima (35 mm) +/-10% .
OvnameTrp dukcatopa (3all eNKn) anekTpopga

0,375 groiima (9,5 mm) +/- 10/o.
MeguuyumHcKkue 3Lenns He cogepxaT u He BBOLAT NeKapCTBEHHb X Bel eCTB.
MeaguumHCKME W3ZENNA He COLEPXaT M He LOCTABNAI T NPOM3BOLHbLI € KPOBU YeNOBEKA.
M aTepumanb XMBOTHOTO NMPOMCXOX AEHUA HAMEPEHHO B W3JeNuA He Jo6aBNAK TCA.

CpokK rogHocTK:
Cpok ropHocTtu cocTtasnaer 2 rofga. CpoK rofHOCTM YKa3aH Ha ynakoBKe.
YcnoBua XpaHeHNss U TPAHCNOPTUPOBKMU:

HopmanbHble KOMHaTHbl e ycnosusa; 15-30°C (59-86°F), oTHOCUTeNbHAadA BAAXHOCTb: 35-60% .

Mpn TpaHcNOpPTUPOBKE U3feNnma MOTYT MCNb THlBATb KPATKOBPEMEHHOE U3MEHEHME TemMnepaTypsl
BAnaw uee Ha 6e30MacHOCTb ¢ XapaKTepucrTuku l/13p|e}'IVII7I.

HEe

MEeANUMHCKOE M3ZENMUE TPAHCNOPTUPYIO T BCEMMU BUAAMU TPAHCNOPTA.

YcnoBua akcnayaTtayunn:

HopmanbHaa KoMHaTHaa Temnepatypa - 15-30°C (59-86°F). 3HaueHMs BNAXHOCTM ¥ JaBNeHMs He

pernamMeHTUpy 7CH.

YTtunnusauyunsa

YTunnsauma YNaKoBKU/COAEPXKMMOTO BONXHA 0CYyW eCcTBAATHCH B COOTBETCTBUM c
MECTHBLIMMU/DETNOHANbHBI MU/HALNOHANbHLIMU/MEX JYHAPOAHBI MU TPeGOBAHNAMMY,

MeOWUWHCKME U3LeNUd JONKHB YyTUAM3NNOBATLCHA MECTHLI MU HyﬁnMHHO-I’IO&BOBbIMVI ooraHmnsagmnamn
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06GpaWeHmnIo C MEANLMHCKUMM OTXOAAMUY (KNacc 0TXOAO0B b).

TexHMYeCcKoe 06Cy>XXMBaHNE N PEMOHT
JaHHOE MEJULUMUHCKOE U3QENUE HE NOLNEX UT TEXHUYECKOMY 0GCNYXMBAHUI U PEMOHTY.

Bnarogapum Bac 3a Bbi6Gop ofHOpPa30oBb X anekTposos Red Dot gns MoHMTOpUpPOBAUMSA. ECNVM Bbl YeM-
TO He YAOBNETBOPEHb MAM Yy BAC NOABUAUCHL BONPOCH UAW KOMMEHTApuUmM, noxanyihcra, N0O3BOHUTE NO
Tene@OHY ropayeid NUHUM cAyx 6bl paboThl C KNMeHTamMmu komnawmn «3M Xenc Keap»: 1-800-228-3957
(CWA) nan 1-800-364-3577 (Kanapa). Ecnm Bb HaxoguTechb 3a npegenamu CLW A wnu Kanapgs,
noxanyicra, obpaturtech K AUCTPUOLIO TOPY AN MeHeAXepy No npogaxaMm KoMnawunum «3M » B BaWem
peruMoHe.

PacwwugppoBKka cnmMBOIOB
O D aHHOe M3afenme W ynakoska He COepX aT HATypPanbHOro Kay4yykoBoro natekca

Mpegynpex geHue, CM. AHCTPYKUUYM NO NPUMEHEH U IO

® A9 OQHODPA30BOTO NPUMEHEHNS

Cpok  rogHocTu

|.|.||-| HomMmep naptumn

Mpounssogutens

C€ 3Hak CE

Mpepgctasutens B EC

<

1IEC LUEP

FapaHTUIHbIE 0653aTeNbCTBA

KomnaHua «3M» rapaHTupyeT, 4YTOo HacToAW ee wu3genme He wumeeT pJehekToB MaTepuana M
W3FrOTOBNEHNA. 3a UCKNI YEHUEM Tex cnyyaes, Korpa 370 3anpeweHo 3aKOHOM, KOMNAaHKNA «3M» He
HeCeT OTBETCTBEHHOCTH 3a N0 0Oble npaMmbl €, KOCBEHHbIE, CneuywnanbHb €, CONYyTCTBYyHO W We wnNn
onocpeaoBaHHL € y6bITKVI, BHe 3aBUCUMOCTM OT UX }OpVIp,MHECKOM KBaI'IM[*]VIKaLLMI/I, B TOM 4Yucne
rapaHTI/IVIHOﬁ, KOHTpaKTHOI7I n 663yCJ‘IOBHOl7I OTBETCTBEHHOCTW, a TaKXe€e OTBETCTBEHHOCTMH 3a

XanaTHOCTbH.

CE

MpousseperHo B Kanage

«3M Komnanu, 3M Xenc Keap»,
3M UeHTtp, 2510 KoHBeit ABeHt ,cTp. 275-5W -06, CeHt-Mon, MuHHecoTa, 55144, ClU A

1800 364-3577
www.3M .com

MecTo Npon3BOACTBA:

«3M KAHALA KO .»
400 Pyt 100, MoppeH, MaHutoba, R6M 1Z9, KaHapga

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



3A0 «3M Poccus»

Poccusa, 121614, Mocksa, yn. Kpernatckasa, 4. 17, ctp. 3
Ten.. +7 (495) 784 7474 | hakc: +7 (495) 784 7475
In.nouta: 3inra@ mmm.com

*y

3M,Red Dotu Trace Prep ABNA TCA TOPTOBLIMM MapKkaMu kKomnanuum «3M». WcnonbsoBanue B KaHape
0C3NUECTBNAETCA NO NULEH3NN.
fatasbinycka: OkTabpe 2017
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MepeBod AAaHHOTO TeKCcTa caenaH MHOW, NnepeBoAYnKOM KnenHesblM BUKkTOopom Mropesuuem

MOAMUCH

Poccuiickana ®egepauuns
[fopog MockBa
Ceabmoro gekabpsa fBe ThiCAYM CEMHALaTOro roga
I Axkumos He6 BopucoBu4, HoTapuyc ropoga MoCKBbl, CBUAETeNbCTBY NOANMHHOCTb NOAMNMUCHU
nepesoguyunka KnenHesa BukTopa Nropesnya.
Mognuce caenaHa B MOeEM MPUCYTCTBUN.

JInYHOCTb NOAMNMCABLUEro JOKYMEHT yCTaHOoB/NeHa.

3aperncTpuposaHo BpeecTpe: No AN

B3bickaHO rocygapcTBeHHON nownunHbl (no Tapudgy): 100py6.

YnnayeHo 3a oKazaHMe yCNyr NpaBoBOro U TeXHUYECKOro xapakTepa: 200 py6.

MOAMUCH

ep6oBasd nmeyaThsb
HoOT apuyca r.M ocKBbl
Akumosa IN.b

Bcero npolwHypoBaHo, MPOHYMEPOBAHO
M cKpenneHo neyaTbio 12% nauncT(a)(o.)

HoTapuyc
noarnmchb

Poccuiickas depepaums
["opog MockBa
CefbMOro fekabps ABe ThiCAYM CEMHAALATOro roja.

A, AknmoB 'ne6 Bopucosuy, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBYHO
BEPHOCTb KOMUM C MPe/CTaBIEHHOTO MHe JOKYMeHTa.

erncTpupoBaHo B peectpe: Ne »

<B3blI(aaH0 rocyapCTBEHHO NOLLAMHBI (N0 Tapudy): | py6. 00 kon.
Yo U
YnnaxHo 3a 0KasaHue ycayr npaBoBOro v TEXHUYECKOro xapakrepa:”3
~ py6. 00 kon.
[.6. Akumos

Bcero npoweto, NPOHYMEPOBAHO, CKPENNEHO
nevyaTbio nnctla) Mere)

Hortapuycy
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KOINUA

of MinneS .
0

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Document Regarding 3M Red Dot Repositionable Monitoring
ECG Electrodes

2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: November 20,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9808230-9

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

Towhom itmay concern

Inmy capacity as International Regulatory A ffairs Associate, 3M Health Care Business,
St.Paul, M N, USA, Icertify thatthe attached Instruction for Use (IFU) for 3M Red Dot
Repositionable M onitoring Electrode, 2600 series, with snap comiector and conductive

adhesive in English is truthful and accurate

Regina Feferman Date
International Regulatory A ffairs Associate
3M Health Care

State of M irmesota)
Coimty of Ramsey) SS

Subscribed and sworn to before me this 1 7 _day of November2017.

e (/an

Irma Vargas, Notary Public
My Commission Expires: January 31,2020

i "\

v
WUAVALAE |

sindlnr

A fea?
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3M Red Dot Repositionable Monitoring ECG Electrodes

Product Description

The information provided in this insert applies to the 3M Red Dot Repositionable Monitoring Electrode,
2600 series, with snap coimector and conductive adhesive. The 3M Red Dot Repositionable Monitoring
Electrodes are disposable with a silver/silver-chloride sensing element and are designed for ECG

monitoring. The 3M Red Dot Repositionable Monitoring Electrodes are radiolucent and may be safely

wornup to 3 days.

Intended use
The Red DotRepositionable Monitoring ECG Electrodes are intended foruse in ECG Monitoring.

Thisdevice isnotoffered as a sterile product, noris itintended for sterilization before use.

These devices should only be used by trained medical professionals.

Contraindications: Contraindications are not available

Caution
.The 3M Red Dot Repositionable Monitoring Electrode 2600 series were determined to be MR-
Conditional via non-clinical testing. For information on the use of a 3M Red Dot Repositionable
monitoring electrode during an MRl procedure please see helow.
U.S.A. Federal Law restricts this device to sale by oron the orderofthe physician.
Precautions
o Topreventdry-out, electrodes should be used immediately after opening the package.
« Forproperskin managementand to minimize skin irritation:
o Avoidplacing anelectrode on an irritated skin site,
o0 Donotabrade a skin site more than one time.
o Avoidplacing electrodes on skin still wetfrom an alcoholwipe (dry thoroughly).
o Assesselectrode sites periodically.
0 During surgical procedures, place ECG electrodes as far as possible firom the
electrosurgical site to minimize RF current flow through the electrode site. Otherwise bums

could result atthe ECG electrode site.

Instructions For Use

o+ Select and prepare an electrode site according to your health care facility s protocol for ECG
monitoring or diagnostic procedures.

¢+ The electrode site should be clean, dry and free of skin oil before application of the electrode to
allow optimal electrode adhesion to skin. Application sites with heavy or curly hair should be
clipped.

« Forbesttrace quality, skin impedance reduction should be part of the skin preparation. Use 3M
Red Dot Trace Prep 2236 aspartofthe skinpreparation.

+ Attach the lead-wire to the electrode.

* Remove electrode from the liner. Avoid touching the adhesive surface.
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Place the centerofthe electrode overthe prepared skin site.
Smooth the electrode down using a circular motion.
To minimize skin trauma during electrode removal, pull up slowly and gently from the tab or the

edge ofthe electrode.

Note
Duration ofwearup to 3 days may vary depending on skin condition and environmental factors.

Thiselectrode can be repositioned upon initial application. Selectanew skin site forreapplication.

Contents; 5 electrodes/strip; 1 strip/bag; 200 bags/case

Technical specification

Electrode length 1.413 inches (35.9 mm) +/-10%.

Electrode width 1.412 inches (35.9 mm) +/-10%.
Diameterofelectrode stud (snap) 0.375 inches (9.5 mm )+ /-10%.
M edical devices do notcontain ordelivermedicinal substances.

M edical devices do notcontain ordeliverhuman blood derivatives.

No materials ofanimal origin are intentionally being added to the products.
2600 Series MRI Information - MR Conditional

3M Red Dot Repositionable Monitoring Electrode 2600 series was determined to be MR-
Conditional.
Non-clinical testing demonstrated thatthe 3M Red Dotrepositionable monitoring electrodes are
MR Conditional. A patientwith this device can be scanned safely immediately after placementunder the
following conditions:
Static Magnetic Field
o Static magnetic field of3-Teslaor less

e Maximum spatial gradient magnetic field of720-Gauss/cm or less

MRI-Related Heating

Innon-clinical testing, tlie 3M ™ Red Dot™ repositionable monitoring electrode produced the following
temperature rise during MR 1 performed for 15-min of scanning (i.e., per pulse sequence) in the 3-Tesla
(3-Tesla/l128-M Hz, Excite, HDx, Software 14X.M5, General Electric Healthcare, M ilwaukee, WI) MR

system: Highesttemperature change +1.5°C

Therefore, the M RI-related heating experiments forthe 3M Red Dotrepositionable monitoring electrode
at3- Teslausing atransmit/receive Rfbody coil atan MR system reported whole body averaged SAR of
2.9 -W /kg (i.e.,associated with acalorimetry measuredwhole body averaged value of2.7-W /kg) indicated

thatthe greatestamountofheating thatoccurred in association with these specific conditions was equal to

orlessthan +1.5°C.
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Artifact Information

MR image quality may be compromised ifthe area ofinterestis inthe exactsame area orrelatively close
to the position ofthe 3M ™ Red Dot™ repositionable monitoring electrode. Therefore, optimization of
M R imaging parameters to compensate for the presence ofthis device may be necessary. The maximum
artifact size (i.e., as seen on the gradientecho pulse sequence) extends approximately 2-mm relative to the
size and shape ofthe 3M ™ Red Dot™ repositionable monitoring electrode.

Pulse Sequence TI-SE TI-SE GRE GRE

2670 SignalVoid 1,096 mm~* 88 mmA 1,401 mm~A 92 mmA

Size

Plane Orientation Parallel Perpendicular Parallel Perpendicular

Important Note: This ECG Electrode that underwent M RI testing was not connected to an
electrocardiograph (ECG) lead and/oran M R conditional monitoring system. Therefore, the safety ofusing
this ECG Electrode attached to an ECG lead and/or MR conditional monitoring system is unknown.
Furthermore, an MR conditional monitoring system typically requires use only with ECG electrodes
specifically designed and tested with that specific equipment. It is unknown if this ECG Electrode is
acceptable for use with an M R conditional ECG monitoring system designed to be used to monitor a

patientundergoing an M Rl procedure.

Shelf Life:
Shelflife is 2 years.

Forshelflife, refer to the expiration date thatis printed on each package.

Storage and Transportation conditions:

Normalroom conditions: 15-30°C (59-860F), 35-60% relative hum idity.

During transportation, the products may experience shortterm temperature, humidity and pressure
variations -without affecting product safety and performance.

Transportation ofmedical device is carried outbhy alltype oftransport.

Working conditions:

Normalroom temperature of 15-30°C (59-86®F), The values of humidity and pressure are notregulated

Disposal

Dispose ofcontent/container in accordance with the local/regional/national/intem ational regulations.

M edical devices in Russian Federation musthbe disposed ofin the local public entities in accordance with
SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements forthe handling of medical waste" to the

waste class B).

Maintenance and repair

Thismedical device isn't subjectto maintenance and repair
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Thank you for choosing 3M Red Dot Electrodes. If you are not completely satisfied or if you have
questionsorcomments, in the U.S.A., please call the 3M ™ Health Care Customer Helpline at 1-800-228-
3957, in Canada 1-800-364-3577. Outside ofthe U.S.A. and Canada, please contactyour 3M D istributor

oryour 3M Sales Representative.

This productand package do notcontain natural rubber latex.
Caution, see instructions foruse

Donotreuse

Use by date

Batch code
Imotl

1J

M annfacturer

C€ CE mark
EC Rep
IECIREP
Warranty

3M warrants this product will be free from defects in material and manufacture. Exceptwhere prohibited
by law, 3M will not be liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,
negligence or strict liability.

CC

M ade in Canada by

itil 3M Company, 3M Health Care,
3M Center, 2510 Conway Avenue, Bldg. 275-5W -06, St. Paul, M innesota, 55144, USA
1800364-3577
wwvv.3M .com

Manufacturing site:
3M CANADA CO.
400 Rt. 100, Morden M anitoba, Canada R6M 179

Authorized representative on the territory of the Russian Federation:
ZAO “3M Russia”

Russia 121614, Moscow, Krylatskaya str. bldg.17/3

Tel:+7 (495) 784 7474 | Fax:+7 (495) 784 7475
g-mail 3mra@ mmm.com
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3M,Red Dotand Trace Prep are trademarks of 3M . Used under license in Canada.
Issue Date: 2017-10
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MepeBOA C AHTIMMNCKOTO A3bl KA HA PYCCKUIA A3bl K
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«3M Xernc Keap busHec» 3M LeHTp,
2510 KoHBeli ABeHlto, cTp. 275-5W-06,
CeHT-Mon, MnHHecoTa, 55144, CLUA
651 733 1110

OnsnpeabsasneHusa no mecTy Tpe6oBaHms

A, cneymanucTt no BoONpoOCaM MeXAYHapoAHOro HOPMATWBHO-NPABOBON0 PerynMpoBaHNA KOMNAHUMK
«3M  Xenc Keap busHec», r. CeHt-Non, wrTtatr MuHHecota, CoefgnHeHHb e LW Tatel Amepuku,
CBUAETENbCTBY , YTO NpUNaraeMas MHCTPYKLMA NO NPpUMEHEHNIO n3genns O LHOPA30BbLI e INEKTPOA®I
Red Dot gnAa MOHMTOPMPOBAHWA, C BO3SMOXHOCTbI CMEHbL MecTa npukpenneHus, cepuu 2600, ¢
COEAMHEHNEM -3 eNKOW M TOKONPOBOLAW UM KNEHKUM CAOEM» HAa AHTAMACKOM A3bl KEe ABNAGTCA BEPHOIA

W TOYHOI.
(Mognuco) 17.11.2017
PernHa ®edbepman flaTta

Cneunanucrt no sonpocam
MEXAYHapOAHOTO HOPMATUBHO -
NpaBoOBOr0 PeryaupoBaHung

«3M Xenc Keap»

W tat MuUHHecCOTA
Okpyr Pamcwu

MoagnucaHo NOJ NPUCATOR B MOEM NPUCYTCTBUM CETOHA, 17 Hoabpa 2017 r.

(Mopgnuce)

MWpma Baprac, HoTapuyc
Cpok MOUX NONHOMOYNIF McTeKaerT
31 anBapa 2020 r.

(W ramn)
WPMA BAPTAC
Hortapuyc wrtata M UHHecOTa
Cpok MoMx nonHOMOYMA nctekaetT 31 aHsapa 2020 r.
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OpHopa3oBble 3/1eKTPOoAbl Red Dot 419 MOHUTOPUPOBAHUSA

(CBOSMOXHOCTbIO CMEHb MecTa NpuUKpenneHusa)

OnucaHune nsgenns
MpegcTaBneHHana B  HAacTOAW el WMHCTPYKUMAM NO NpPAMEHEHUID MHOOpMaLMA OTHOCHTCH K

OAHOpAa3oBb M 3nekTpojgam Red Dot gnd MOHMTOPUPOBAHMA, C BO3MOXHOCTbIO CMEHbH MecTa
npukpenneHus, cepum 2600, c COEAMHEHMEM-3al enNKOd U TOKONPOBOAAL UM KNEWKUM CNoem.
OpHopasoBbie 3neKkTpoas Red Dot AnAa MOHMTOPMPOBAHMA, C BO3IMOXHOCTbI CMEHbH MecTa
NPUKPENNeHNA SBNAIO TCA OAHOPA3OBLI MU N3LENUAMM C AATYMKOM M3 cepebpal/xnopucroro cepebpa u
npeaHasHauyeHs And nposeseHns IKI-moHuTopuura. OpfgHopaszosbe 3nekTpoas Red Dot gns
MOHWUTOPUPOBAHMSA, C BOIMOX HOCTLIO CMEHb MECTA MPUKPENNEHNA ABNAK TCA PEHTIEHONPO3PAUYHbB MU

W MOryT 6e30NacHO MCNONbL30BATLCA A0 3 AHEl.

MoKasaHMsa K NTPUMEHEHWIO
OpHopasoBbie 3neKTPpoAbL Red Dot gna MOHMTOPUPOBAHMSA NpPeAHA3HAUYEHbB ANA UCNONbL3OBAHUA NPH

J1CTr-MOHMTOpUHTE.

JaHHbl e M3aenns He NOCTaBNAKW TCA B CTEPUNbLHOM BUJE U HE NMPeAHA3HAYEHH AN CTEPUAM3AL UM
nepejg NnpUMEHEHMEM .
JaHHb e M3geNns  JONXHbL  NPUMEHATHCA TONbKO KBANUGOMUUMPOBAHHBIMU  MEAULUHCKUMMK

cnegunanuncramu.

rlpOTI/IBOI'IOKa3aHI/IFI: NPpOTMBONOKAa3aHMA He Bbl ABNEHBI

MpepoctepexeHune
OpHopasoBble 3nekTpogbl Red Dot gnsd MOHMTOpPMPOBAHUA, C BO3SMOXHOCTbH CMEHbl MecTa
npukpenneHnsa, cepum 2600, 6blAM KnaccuduumpoBaHbl Kak MP-coBmecTuMoe u3genve B
pamMKaxX HEKIMHMYECKUX UCNbITAHWIA. CBefeHUS O NPUMEHEHUN OJHOPA30BL X 9n1eKk3poaos Red Dot
ANS MOHUTOPUPOBAHUSA, C BOSMOX HOCTHK CMEHb MECTAa NPUKPENNeHUS, Npu NPOBELEHUU NPOLERYP
MarHWTHO-PE30OHAHCHONW BU3yanm3aUunm cM. HUX .
COrnacHo pepepanbHomy 3akoHopgatenbcTBy CLW A gaHHOe M34enme MOXET NPOJABaThcA TONbLKO
BpauyoM nu6o No Ha3HauYeHU Bpava.
Mepbl NpegoCTOPOXKHOCTHU
« [ns Toro 4toGbl NpPefOTBPATUTHL BbiCbl XaHWE, 3NEKTPOLL CNefyeT MCNONbL3OBATL Cpa3y Xe
nocne BCKPbLI TUA YNAaKOBKU.
« B uyensx coxpaHeHWs LEeNOCTHOCTM KOXMW M CBeJEeHUS K MUHUMYMY BO3MOXHOCTU ee
pasfipaxeHus:
0 HeopasmewaiTe aNneKTpoOAb B OGNACTU PAa3fpPaX eHHON KOX K.
0 He ob6pabaTbiBaiTe 06NacTb KOX WM abpeidgepom (abpa3MBHON NONOCKOW NWAM ANCKOM)
Gonee 0fHOTO pasa.
0 He pasmewailTe 3NeKTPOAbL Ha KOXe, eUe He BbLCOXWEHA nNocne NpoOTUpPaHUS
cande'rkom, CMOYEHHO# aHTMCENTUKOM (BOXAMNTECH NOANHOTO BblCbl XaHMA),
0 PerynsapHo ocmaTpuBaliTe MeCcTa YyCTaHOBKMW 3N1eKTPOAOB.
0 MpunpoBefeHUU XUPYypruyeckunx npoyeayp pasmew, aiite 3K -31eKTPOAL Kak MOXHO

nanbtTne 0T SJ'IeKTHOXI/II'IyI'IFI/ILIECKOﬁ obnacTtu, 4ytobbl CBeCTH K Muuumymy TOK
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paguMmo4yacTtoT 4yepes3 MecTO YCTaHOBKM 3nekTpoja. B npoTuBHOM cnyvyae B MecTe

YCTAHOBKW 3N€EKTPOAAa MOTYT NOABUTLCA OXOTH.

MHCTpYKUMKM NO NPUMEHEHUIO

* BbobepuTe W NOATOTOBLTE MECTO YCTAHOBKMN 3NEeKIPOAa B COOTBETCTBUM CNPOTOKONOM Bal ero
MeLMLUHCKOTO yupex geHus no NpOBEAEHNIO npoueayp IKI-MmoHMTOpUHTE ¥1AUN
LUATHOCTUKMK.

¢« UYrobb o0bGecneyumTb ONTUMAaNbHOE CLENNEHME 3INeK3pofa C KOXEH, MecTo YCTAaHOBKM
3NeKTPOAA JONXKHO ObITb YACTLIM, CYXUM W He JONXHO 06pabaTbiBaTbCcd Macnammu gna yxopa
3a KOXeW jJO ycTaHoOBKM anekTpopa. Ecnam B ob6nactm npepgnonaraemMoro pacnonoxeHus
3NeK'GOJ 0B UMEETCA WHTEHCUBHbB A BONOCAHON NOKPOB, HEOGXOAMMO €ro yAanuTb CNOMOL b0
CTpUTylW el MaW NHKN.

o [OAnAanoBb WeEHNA KAYECTBA MOHUTOPUHTA B 06PabOTKY KOXM HEOBXOAMMO BKAK YNTb MEPLl N0
CHUXEHUNIO KOXHOTO MMnegaHca. Wecnonb3yitTe pacteop An4 NOATOTOBKM K
MOHMWTOpupoBaHut Red Dot Trace Prep 2236 komnaHun «3M ».

o TNopAcoefuHNTE K 3NeKTPOAY Kabens.

o CHMUMMUTE 3NeKTPOL C 3aly UTHOM NnneHkn. CTapaidTech He KacaTbCq KNeAKOW NOBEPXHOCTH.

¢ YCTaHOBWUTE LEHTP 3NeKTPOfa HA NOATOTOBAEHHbLI M YYAaCTKOM KOXMK.

o MNpurnagbTe 3NeKTPOJ K KOXKE KPYFrOBbLI MU JBUXEHUAMMK.

o [Onsa T0ro, ytobbl CBECTM K MMUHUM3INY TpaBMbl KOX MW NPV YRANEHUN 3NEKTPOAA, MESNEHHO U

aKKypaTHO oTTATMBaNTE €T0, B3ABIW MCb 33 OCHOBY MNKN KOHEL 3neKTpopa.

MpnmeyaHue
. MpoaONKMTENbHOCTb NPUMEHEeHUA (A0 3 AHEHR) MOXET B 3HAYUTENbHOA CTENeHM 3aBUCETb OT
COCTOAHMA KOX W M YCNOBMN OKpPYyXatw e cpegbl .
. MecTo KpenneHna RAHHOTO 3NeKTpOAa MOXHO UIMEHNTDL Nocne I'IepBOHaHaI'IbHOVI yCTaHOBKM.

BbiGepute HOBYI 061acCTb KOX YW AN NOBTOPHOW YyCTAHOBKN.

CocTaB: 5 anekTpopaos/nonocka, 1nonocka/ynakoska; 200 ynakoBok/kopo6ka

TexHNYecKne XxapakTepuctTnku

Onuuasnektpopa: 1,413 poiima (35,9 mm) +/-10% .

W npuHaanektpopa: 1,412 pwoitma (35,9 mm) +/-10% .

OLnameTrp dukcatopa (3awenku) anektpopa: 0,375 groima (9,5 mm) +/-10% .
MeguuuHCcKne W3ZeNns He COgepXaT U He BBOLAT NeKapCTBEHHb X Bel eCTB.
MeguLuMHCKNE M3LENNS HE COLEPX AT N He JOCTABNAK T NPOM3BOAHbLIE KPOBYU YenoBeka.

M atrepuanb X UBOTHOTO NPOUCXOX JEeHUA HAMEPEHHO B U3AENNA HE AOﬁaBﬂﬂ}OTCﬂ.
Cepusa 2600 CegeHna o MP-Busyanusaymum - MP-coBMecTMOE n3genne

OpHopa3soBble 3neKTpoAbl Red Dot g MOHMTOPMPOBAHMWS, C BOSMOXHOCTbIO CMEHbI
MecTa NpuUKpenneHus, cepun 2600, 6bINM KnaccuuumpoBaHbl Kak MP-coBMecTUMble
nsgenus.
HeKNMHWYECKNE MCNbITAHNSA cBupetrenpcTsoBany 0 ToOM, 4TO OAHODHSOBI:IG INEKTPOAS Red DOtAJ’IFI
MOHUTOPUPOBAHUA, C BOSMOXHOCTbH CMEHbB MeCTa NPUKPENNEeHUA, ABNA TCA MP-COBMECTUMDbBI MU,
ManueHT ¢ NSAHHbIM W3M1e/INEM MOXET 6e30MmacHO CKaHunoBaTbcsl B MP-cucTeMe Chsidy XXe Mocne
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CTaTuyecKoe MarHUMTHOe none
e CTaTnMyeckoe MarHnTHoe none: 3 Tecnau MeHEE,;
* MakcuMmanbHOe NONe NPOCTPAHCTBEHHOTO rpagueHTta: 720 raycc/cm u meHee.

HaipeBaHune, cBA3aHHOE C NPOLEeAYPOA MAarHUTHO-PE30HAHCHOW BU3yanunsayunm

B paMKkax HEKNUHUYECKUX UCNbITAHWIA OfHOpPA30Bb e aNeKTpoAb Red Dot gns MOHUTOPUpPOBAHUS, C
BO3SMOXHOCTbIO CMEHb MecTa MNPUKPenneHUA, MNPUBOAMNO K HUXEYKA3AHHOMY YBEeNUUYEHUI
TeMnepaTyps Npu MarHUTHO-PE3OHAHCHOW BM3yanusauuu, NpoBOAMMOIA B pamMkax 15-MUHYTHOTrO
CkaHUpoOBaHMS (TO eCTb NOCNEeJOBATENbHOCTM MMNYyNbCOB) B MP-cucTeMe ¢ HanpaXEeHHOCTbIO
MarHuTHoro nons 3 Tecna (3 Tecna /128 M Ty, Excite, hDx, nporpammuoe o6ecnevuernune 14X .M5,
«flxeHepan dnekTpuk Xanckea», r. MuAyokun, NATAT BUCKOHCMH): MaKCMManbHOe W3MEHEHUe

TemnepaTypbl: +1,5°C.

Takum o06pa3om, CBA3aHHb e C MP-Bu3yanusayueid MCNbTAaHUS NO HArpeBaHMi0 OJHOPA30OBb X
3NeKTpoaoB Red Dot ANS MOHMTOPUPOBAHMA, C BOZMOXHOCTHIO CMEHb MeCTa MPUKPENAeHUA, Npu
HanpaX eHHOCTH MArHUTHOTO nons 3 Tecna ¢ MUCNONb3OBAaHMEM nepejaw Weh/npuHumai ueit PY-
KaTywku ANS Tynosuwa CBUAETENbLCTBOBANM 06 YyCPEAHEHHOM yAenbHOM KoabhduUuMeHTe
nornowexHmns ans scero tena 2,9 BT/Kr (TO €CTb M3MEPEHHOM METOAO0M KanopuUMETPUU 3HAUYUEHUU ANA
BCero tena 2,7 BT/KI), 4TO0 YKa3blBAET Ha TO, YTO MAKCUMMaNnbHOEe KONMYECTBO Tenna, BO3HMKABW €ro B

CBA3U C JAHHBLIMYU KOHKPETHLIMYU YyCNOBUAMMU, GbW o MeHbWw e nu6o pasHo -1-15°C .

CBeaeHuns 06 aptedakTax

KauecTBo M P-n3obpaxenua MoxerT 6blTb YXYAW €HO, €CAN MCCAeayeMan 061aCTb HAXOAUTCA B MecTe
YCTAHOBKU UNM OTHOCHTENbHO 6AM3KO K MECTY YCTAHOBKM OAHOPA30Bb X anekTpogos Red Dot gns
MOHMTOPMPOBAHUSA, C BOZMOX HOCTbI CMEHbL MecTa NpuKkpenneHuws. B CBA3M C 3TUM MOXET 6biTb
Heo6xoAaMMa OoNTUMM3AYMA NapamMeTpoB MarHUTHO-PE3OHAHCHOW  BM3yanumsauum ¢ LUeNblko
KOMNEeHCayun Hanuyus A[aHHOTO M3fenuna. MakcumanbHbl i pasmep apTehakta (BUAMMOTO B
NOCNeJ0BAaTENbHOCTM MMNYNbLCOB TPafMeHT-3X0) OTNMYAeTCs MNPUBGAN3NTENbLHO Ha 2 MM No
OTHOW eHMIO K pasmepy v dopmMe OJHOPA30BH X 3nekTpopos Red Dot ANS MOHMTOPUpPOBAHUSA, C

BOSMOXHOCTbIO CMEHbB MECTAa NPUKPENNEeHUA.

MocnepoBatenbHoOCT T1-SE T1-SE GRE GRE

b UMNYNbCOB

Pasmep 6ydepa 1096 mm” 88 mm™ 1401 mm? 92 MmA

curuHana 2670

TnockocTHAA Mapannenbran MNepneHgukynapruas MapannenbHas MepneHgunkynapHasna

opueHTaluSA

BaxHoe npumeyvaHue: [ aHHbl i 3neKkTpoA, NOABEPraBlW MACA MCNbITAHMAM B Npouecce MArHUTHO-
PE30OHAHCHOW BM3yanunsauumu, He COEAMHANCA C NPOBOAOM 3nekTpokapguorpawa (3KI) ninnuw MP-
COBMECTUMOIH CcMCTEMOA MOHWTOPMHTAa. B cBA3M C 3TuM 6e30NacHOCTb NPUMEHEHWA JAHHOTO
anekTpopa Ans OKI-MOHMTOpPWUHTA Npu coefMHeHun ¢ npoBogom I KI u/mam MP-coBmMecTuMmOoil

CMCTEMON MOHMTOpPMHTA He onpepeneHa. Kpome T0ro, M P-COBMECTUMYI CUCTeMY MOHUTOPUHTA
006bIYHO HEOOXOTTUMO UCMOrTb30BATK UCKMIOYNTENBLHO C. arrektnonamm nng 9K na3na6oTtanHbIMU ns
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AONYCTUMO NU MCNONb3OBAHWE JAHHOTO dnekTpoga ANS SKT-MOHMTOPUHTE C MP-COBMECTUMOI
CMCTEMOW MOHMTOPMHTA, NPEAHAIHAYEHHOW ANS NPUMEHEHMS B LENAX MOHMUTOPUHIA NalueHTa B

pamkax npoiueagypb MarHWTUO-Pe30OMaUCHOR BUIyanusaumm.

Cpok rogHocTu;
CpoK rogHOCTM COCTaBNART 2 roja.

CpPpoK rofHOCTM yKa3aH Ha ynakoBKe.

Ycnosua xpaHeHUsa N TPAHCNOPTUPOBKN:

HopmanbHble KOMHaTHbl e ycnosusa: 15-30°C (59-86°F), oTHOCMTEeNbHAA BNaX HOCTb: 35-60% .

Mpu TPaHCNOPTUPOBKE U3LENUA MOTYT UCNbI ThIBATb KPATKOBPEMEHHOE U3MEHEHNE TeMNepaTypbl, He
BAMA W ee Ha 6E30NAaCHOCTb W XapaKTepUCTUKN M3fennii.

MeanuMHCKOE M3genmne TPAHCNOPTUPYIO T BCEMMU BUAAMM TpaHCNopTa.

Ycnosusa skcnayatauum:
HopmanbHas KOMHAaTHAs Temneparypa 15-30°C (59-86°F). 3HaueHns BNaXHOCTU M JaBNEHUA He

pernameHTupylo TCA.

YTunnusauyua
YTmnmsauvm yl'laKOBKl/I/CO,qep)KVIMOFO JONXHa ocyu ectenaTtbcH B COOTBETCTBUMN c
MECTHBIMU/PErNOHANbHBIMU/HAUMOHANbHBIMU/MEX AYHAPOAHBI MK TpeboBaHUAMN,

MegununHckue nsgenus L ONX Hbl yTUAn3npoBaTbes MECTHbL MU Ny6AMYHO-NPABOBL MY
opraHusaumamun B cooTseTrcteunm ¢ CaHlMuH 2.1.7.2790-10 «CaHMTApPHO-3NULEMUONOTHYECKME

Tpe6oBaHMA K OGpawW eHMI C MELUUMHCKMUMMN OTX0faMmu» (Knacc 0TX0808 b).

TexHnyeckoe 06Cﬂy)KI/IBaHI/Ie N PEMOHT

DaHHOE MEJULUMUHCKOE N3ZENMNE HE NOLNEXUT TEXHUUYECKOMY OGCNYX MBAHUIO N PEMOHTY.

Bnarogapum Bac 3aBbi6Gop ogHOpa3oBbl x 3nekTpooB Red Dot ana MoHUTOpPUMpPOBAHUA. Ecnu Bbl Yem-
TO He YAOBNETBOPEHb MAW Yy BAC MOABUNNCH BONPOCH UANM KOMMEHTapUU, noxanyicra, N0O3BOHUTE NO
Teneh OHY ropayed NuHMM cnyx 6o paboTbl ¢ KnueHTamMmu Komnawuum «3M Xenc Keap»: 1-800-228-
3957 (CW A)wmnm 1-800-364-3577 (KaHapga). Ecnu Bbl Haxopmu recob 3a npegenamun CW A wan Kanapgel,
noxanyihcra, obpaTuTech K JUCTPUOLIO TOPY MW MeHeZX epy No NpojaxXaM KOMNaHuu «3M » B Bawewm

pernoHe.

DaHHOe M3fjenme M ynakoBKa HEe COAEPXAT HATYypanbHOTO KayyyKoBOTroO

natekca

MpegynpexX AeHue, CM. MHCTPYKL MU NO NPUMEHEHUIO

A

ANa OfHOPA30BOTrO NPUMEHEHUA

CpoK rogHocty

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



. Mpoussogutensb
1J
C€

EC REP

3Hak CE

Mpegctasutens B EC

r apaHTuUliHble 0653aTeNbCTBA

KomnaHua «3M» rapaHTupyeT, 4YTO HacToAlW ee M3genme He wuMmeeT pJe(heKTOB MaTepumana u
W3rOTOBNEHNA. 3a UCKNI YEHUEM TeX cnyvyaeB, Korga 3170 3anpel,eHo 3&KOHOM,KOMI‘IaHI/IFI«3|V|»He
HeceT OTBETCTBEHHOCTU 3a /10 0OblE npamble, KOCBEHHbBI €, CneyunanbHb €, CONYTCTBY WUe wuUlu
onocpefoBaHHBLI € yﬁbITKVI, BHEe 3aBUCUMOCTU OT UX }OpVI,qVIL{ECKOVI KB&I‘IM@]V]K&L\MM, B TOM 4Yucne
rapaHTI/IVIHOﬁ, KOHTpaKTHOVI n 663yCﬂ0BHOﬁ OTBETCTBEHHOCTU, a TaKXe OTBETCTBEHHOCTH 3a

XaNnaTHOCTb.

CE

MpounssegeHo B Kanage

ii) «3M KomnaHu, 3M Xenc Keap»,
3M UeHtp, 2510 KoHBeilt ABeHt , cTp. 275-5W -06, Cent-Mon, MuHHecoTa, 55144, ClU A

1800 364-3577
www.3M .com

MecTo npousBojACcTBa:
«3M KAHALA KO .»
400 Pyt 100, MoppaeH, MaHutoba, R6M 1Z9, Kanapga

YNONHOMOYEHHbIW NpeacTaBUTeNb NPOM3BOAUTENSA HAa TeppuTopumn Poccuiickoii degepaymnn:
3A0 «3M Poccuar

Poccua, 121614, Mocksa, yn. Kpernatckaqa, g. 17, ct1p. 3

Ten.:+7 (495) 784 7474 [ dakc: +7 (495) 784 7475

An.noyta: 3mra@ mmm.com

3M, Red Dot n Trace Prep ABANAKTCHY TOProOBbLIMM MapkaMu komnaHum «3M». Mcnonb3oBaHue B

KaHafe oCyU eCTBASETCA NO NULEH3NN.

fataBbinycka: okTabpb 2017
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MepeBoa AAaHHOTO TeKCTa caefaH MHOW, NepeBoAYMKOM KnenHesbiM BukTopom WNropesnuem

MOAMUCH

Poccuinckaa degepauns
Fopog MockBa
Ceabmoro gekabps fBe ThiCAYM CEMHALATOro roga

A, Akumos Nne6 bBopucosny, HoTapuyc ropoga MOCKBbI, CBUAe T ENbCTBY NOAAMHHOCT b MOANMUCHU
nepesogynka KnenHesa BukTopa Mropesuua.
Mopnwuce cienaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NoANMCaBLLEro JOKYMeHT yCTaHOB/eHa.

3aperncTpupoBaHo BpeecTpe: Ne

B3bickaHO rocygapcTBeHHOW nownuHbl (no Tapugy): 100 py6.

YnnayeHo 3a OKa3aHWe ycnyr npaBoBOro M TeXHMYECKOro xapakTepa:

MOAMUCH

epboBasd NneyaThb
HOoOT apuyca r.M oCKBbI
Akunmosa Il.b

Bcero npowHypoBaHo, MPOHYMepPoBaHO

M cKkpenneHo nevyaTbtdo 14 nucT(a)(os)

HoTapunyc
noAnnchb

Poccuiickas ®egepayms
["opog Mocksa
CefibMOro fiekabps AiBe TbiCAYM CEMHAALATOrO rofa.

ANAKN&B Mneb bopucosny, HoTapuyc ropoja MockBbl, CBUAETENLCTBYHO
*BepBoCc” KOMUK € NPeACTaBNIEHHOTO MHe [JOKYMEeHTa.

;o3a’\rm?\|Tv|pOBaHo B peecTpe: No
£ 3 b 1CTaHO rocyfapCTBEHHON NOLLAMHBI (N0 Tapudy): / I py6. 00 Kon.

PnayeHo 3a OkasaHue ycnyr npaBoBOro M TEXHUYECKOrO XapaKTepa:
py6. 00 kon.

r

.. AKumoB

Bcero npowmnTo, NPOHYMEpPOBAHO, CKPENNEHO
neyatbio nuct(a) (o B)

Hotapuyc
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of Minn@s O

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Document Regarding 3M Red Dot Monitoring ECG Electrodes
2. has been signed by Irma Vargas

3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: November 20,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9808230-8

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

Towhom itmay concern

Inmy capacity as International Regulatory A ffairs Associate, 3M Health Care Business,
St.Paul, MN,USA, Icertify thatthe attached Instruction for Use (IFU) for3M ™ Red Dot™
M onitoring Electrodes with snap connectorin English is truthful and accurate.

Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of M innesota)
Coimty of Ramsey) SS 1

Subscribed and sworn to before me this day of November2017.

Irma Vargas, Notary Public
My Commission Expires: January 31,2020

®VH/[irQMNNNAIN*NANNNANINNN SN AANTAAIV VYV fil
A | IRMAVAFiIGAS ;‘
A 7 Notiry RMIO? Lme@ia.

' ®  _ - N/CTtro™;.=.brlitur=.;;,'rrr, 3f, 2020 ;»
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3M Red Dot Monitoring ECG Electrodes

Intended Use and Product Description: The information provided in this insertapplies to the 3M Red Dot
M onitoring Electrodes 2200 series with snap cormectors (2248, 2271). The 3M Red Dot monitoring
electrodes are disposable with a silver/silverchloride sensing elementand are designed forECG monitoring.

These electrodes have been tested forup to 3 days wear.

Intended use
The Red Dot M onitoring ECG Electrodes are intended foruse in ECG M onitoring.

This device isnotoffered as a sterile product, noris itintended for sterilization before use.

These devices should only be used by trained medical professionals.
Contraindications: Contraindications are not available

Warning:

This device hasnotheen tested for use during M agnetic Resonance Imaging (M RI) procedures. The use of
conductive patient-connected devices and patient lead wires/electrodes in M Rl procedures may result in
serious patient burns. Ifa physician orders this device to be used during MR I procedures, the user should

notallow loops in patient lead wires or allow the lead wires to come in contactwith the patient’s skin.
Caution: U.S.A. federal law restricts this device to sale by or on the order ofthe physician.

Precautions:
« To preventdryout, electrodes should be used within 30 days of opening the pouch, The unused
electrodes should remain stored in the opened pouch.
+ Donotuse anelectrode ifthe gelisdry orifthe gelcolumn is dislodged from the electrode.
o Forproperskin managementand to minimize skin irritation;
o Avoid placing an electrode on an irritated skin site.
o Donotabrade a skin site more than one time.
o Avoidremoving electrodes frequently and/orreapplying to the same skin site.
o Avoidplacing electrodes on skin still wet from an alcohol wipe (dry thoroughly).
o Assesselectrode sites periodically.
During surgical procedures, place ECG electrodes as far as possible from the electrosurgical site
to minimize RF current flow through the electrode site. Otherwise burns could result atthe ECG

electrode site.
Instructions For Use:

+ Select and prepare an electrode site according to your health care facility's protocol for ECG

monitoring or diagnostic procedures.
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The electrode site should be clean, dry and free of skin oil before application of

the electrode to allow optimal electrode adhesion to skin. Application sites

with heavy orcurly hairthatcannotbe parted should be clipped. W
Forbesttrace quality, skin abrasion should be partofthe skin preparation. Use ‘*

3M Red Dot Trace Prep or the electrode’s built-in abrader as part of the skin

preparation.

Attach the lead wire to the electrode.

Remove electrode from the liner. Avoid touching the adhesive surface.

Place the center ofthe electrode overthe prepared skin site.

Remove the paper liner from the tab ifapplicable.

Smooth the electrode down using a circularmotion. Avoid pressing on the center ofthe electrode.
To minimize skin trauma during electrode removal, pull up slowly and gently from the tab or the

edge ofthe electrode.
Contents: 50/bag-20 bag/case

Technical specification

Electrode diameter= 1.75 inches (444 mm) +/-10%.
Diameterofelectrode stud (snap) = 0.375 inches (9.5 mm) + /-10%.
Medical devices doesnotcontain ordeliver medicinal substances.

M edical devices doesnotcontain ordeliverhuman blood derivatives.

No materials ofanimal origin are intentionally being added to the products.

Shelf Life:

Shelflife is 2 years. For shelflife, referto the expiration date thatis printed on each package.

Storage and Transportation conditions:

Normalroom conditions: 15-300C(59-86°T), 35-60% relative hum idity.

During transportation, the products may experience shortterm temperature, humidity and pressure
variations without affecting product safety and performance.

Transportation ofmedical device is carried outby all type oftransport.

Working conditions:

Normalroom temperature of 15-300C (59-86«F), The values ofhum idity and pressure are notregulated

Disposal
Dispose ofcontent/container in accordance with the local/regional/national/intem ational regulations.
M edical devices in Russian Federation musthbe disposed ofin the localpublic entities in accordance with

SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements forthe handling ofmedical waste to the

waste class B).
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Maintenance and repair

This medical device isn't subjectto maintenance and repair

Thank you forchoosing 3M Red DotElectrodes. Ifyou arenotcompletely satisfied orifyou have questions
or comments, in the U.S.A., please call the 3M Health Care Customer Helpline at 1-800-228-3957, in
Canada 1-800-364-3577. Outside ofthe U.S.A.and Canada, please contactyour3M D istributororyour3M

Sales Representative.

Thisproductand package do notcontain natural rubber latex.

Caution, see instructions for use

(D Donotreuse

Use by date
Batch code
IMotl

J M anufacturer

C€ CE mark

IECIREPI EC Rep

Warranty

3M warrants this product will be free from defects in material and manufacture. Except where prohibited
by law, 3M will not be liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,

negligence or strict liability.

CE

M ade in Canada

Iml 3M Company, 3M Health Care,

3M Center, 2510 Conway Avenue, Bldg. 275-5W -06, St. Paul, Minnesota, 55144, USA
1800 364-3577

WWW.3M .com
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Manufacturing site:
3M CANADA CO.
400 Rt. 100, M orden M anitoba, Canada R6M 129

Authorized representative on the territory of the Russian Federation:

ZAO “3M Russia”
Russia 121614, Moscow, Krylatskaya str. bldg.17/3
Tel: +7 (495) 784 7474 | Fax:+7 (495) 784 7475

g-mail 3mra@ mmm.com

3M, Red Dotand Trace Prep are trademarks of3M. Used under license in Canada.

Issue Date: 2017-10
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MepeBOA C AHTNNICKOTO A3blKa Ha PYCCKMI S3bl K
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®

«3M Xenc Keap busHec» 3M LleHTp,
2510 KoHBel ABeHlto, cTp. 275-5W-06,
CeHT-Mon, MnHHecoTa, 55144, CWW A
651 733 1110

AndnpefgvasneHus no mecTy Tpe6osaHuA

A,cneumnanmcT no BONpocam MeX JYHapoAHOro HOPMAaTWBHO-NPAaBOBOr0 PerynuMpoBaHNg KomnaHuu «3IM
Xenc Keap busHec», r.CeHT-Mon, wrtar MuHHecota, CoegnHeHHb e W TaTel AMEpUKU, CBULETENLCTBY I,
YTO Npunaraemas MHCTPYKUMA NO NpUMEHEHWI0 wn3genua «OpgHopasoBble anekTpoab Red Dot gnq
MOHWTOPUPOBAHUA», C COEAUHEHNAMM-3aLl eNKaM W, HA AHTNUIACKOM A3bl Ke ABNAETCA BEPHOW M TOYHOIA.

(ﬂ OAI'IVICb) 17.11.2017
Pernua ®edepma Aata
Cneuuanuct no sonpocam

MEXAYHapoOAHOTO HOPMAaTUBHO-NPaBOBOTO

perynuposaHusa

«3M Xenc Keap»

W tatr M uuHecoTa
Okpyr Pamecwm

MognucaHo NOAJ NPUCATONR B MOEM NPUCYTCTBUM CerofHA, 17 Hoabpa 2017 r.

(Mopgnuce)

Wpma Baprac, HoTapuyc
CpoK MOUX NOAHOMOYNIA ncTekaeT
31 anBapsa 2020 r.

(W tamn)
WPMA BAPTAC
Hortapuyc wrtara M UHHecOTa
Cpok MOWX NMONHOMOYMNIA nctekaeT 31 aHsapa 2020 r.
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OpfHopa3zoBble 3/1eKTPoabl Red Dot gns MOHUTOPMPOBaHUA

LleneBoe Has3HayeHuMe U onNucaHue W3LENNA: npejCTaBNeHHAs B HacToAW el MHCTPYyKUMM no
NMPUMEHEHNID MHDOPMALMNA OTHOCUTCA K OQHOPA30BLI M 3nekTposaM Red Dot gora MOHUTOpPUMPOBAHUSA,
cepuu 2200, ¢ coeguHeHAMM-3aw enkamm» (2248, 2271). OpHopa3oBble anekTpoas Red Dot gns
MOHUTOPUPOBAHMUA ABNA TCA OFHOPA3OBLIMM U3JENMAMM C JaTYMKOM 3 cepebpalxnopuctoro cepebpa
W npefHasHayeHo Ans nposefeHns IKI-MOHMTOpPMHTA. JaHHbl e 3NeKTPpOAb TecTupoBanuch B
npoyecce aKCnaAyaTayum B TeYeHne MaKCUMYM 3 LHEeW.

[ToKkasaHWAa K TPUMEHEHU IO
OpHopasoBbie 3nekKTpoAb Red Dot gns MOHWTOPMPOBAHWA NPeLHA3HAYEHB AN9 MCNONb30OBAHWUA NpH
IKI-MmoHUTOpUHTE.

DaHHbl e U3Qenns He NOCTABNA TCH B CTEPUNBLHOM BUJE W HE NPEAHA3SHAYEHb ANA CTEpPUAU3ALUN Nepeq
MCNONb30OBAHMEM.
DaHHbl e  U3Jenua  JONXHb MPUMEHATLCS  TONbKO  KBANUGUUMPOBAHHLIMU  MEAULAHCKUAMMY

cnegunanucrtamu.

npOTI/IBOI'IOKa?]aHI/Iﬂ: NpoTMBONOKa3aHWA HEe Bbl ABNEHDI

MpegynpeageHue:

N aHHoe uM3fenme He TECTUPOBANOChb B NpoLecce NPUMEHEHUS B pamkax nNpouegyp MarHuMTHO-
pPE30OHAHCHON BU3yanuaauuu. Wcnonb3oBaHue TOKOMPOBOAAU MX YCTPOMCTB, NOAKNIO YaeMbl X K
nauuweHTy, WM MNpPOBOAOB/3NEeKTPOAOB nNalueHTa B paMKax MNPOLEAYP MATHUTHO-PE3OHAHCHOI
BM3Yyanu3aUumm MOXET NPUBECTH K TAXENbI M 0OXOraM nauuenta. ECAU Bpay PeKOMEH/JYET NPUMEHEHUE
BAHHOTO W3Aenusd nNpw NPoBELEHUM NPOLEAYP MATHUTHO-PE3OHAHCHOR BM3yanusaluu nonbv3osalens
BONXEH HEe AONYCKAaTb 3aMblKaHWA NPOBOJOB NalMeHTa UM KOHTAKTAa NPOBOAOB C KOX el naymenTta.

MpepocTepeXKeHMe: cornacHo oepepanbHoMmy 3akoHopgatTenbctsy CL A pfaHHOe M3jenue MOXeT
npofaBaThbcs TONbKO Bpayom nu6o No Ha3HauYeHU Bpaya.

Mepbl NPefjoCTOPOXHOCTHU:

¢« [lng Toro 4Tto6b NpejoOTBPATMTL BblCblXaHWe, aNeKTPOAbL CAEJyeT Mcnonb3osaTh B TeyeHue 30
fHEA C MOMEHTA BCKPbLI TUA MHAMBUAYANbHOA ynakoBkn. Hencnonb3oBaHHb € 3NEKTPOAL CNepyeT
XPaHUTb B OTKPb TOW ynakoBsKe.

He mcnonb3yiiTe aneKkTpOAbl B CAyYae Bbl Cbl XAaHUA TENA UNM CMELW EHUA FTeNA C 9NeKTpPOAa.

B yenax COXpPaHEHMA L4ENOCTHOCTYM KOXMW M CBEJAEHUA K MUHMUMYMY BOIMOXHOCTKN €€ pPasfpax enHns:
o Hepasmeuwaiite snekTpoab B 06NACTM PasfpaX eHHOR KOX K.

o HeobGpabarbBaitte o6nacTh koxu abpeiigepom (a6pasusHoi nonockoi unu guckom) 6onee ofHoOTO

He pasmew aiite 30eKTPOAL HAa KOXe, eue He BHCOXWEHA nocne nNpoTUpaHus canderkowu,
CMOYEHHOM aHTUCENTUKOM (JOX AMTECH NONHOTO Bbl Chl XaHMA).

o PerynapHo ocmatpuBaiiTe MecTa yCTAHOBKW 3M1EKTPOJOB.
Mpu NpoOBEAEHUN XUPYpPTruyecknx npoyesyp pasmeu ainte KT -3neKTpogbl Kak MOXHO faNnbwe of
INEKTPOXMPYPruyeckoi o6nacTu, 4To6bl CBECTU K MUHAMYMY TOK pajjuoyacrtoT uepe3d MecTO
YCTAHOBKM 3NeKTPOAAa. B MPOTUBHOM CAyyae B MEeCTE YCTAHOBKM 3NEKTPOAA MOTYT MOABUTHLCH

oXorm.
VHCTPYKLUMUN NO NPUMEHEHWUIO:

 BblbepuTe M NOATOTOBLTE MECTO YCTAHOBKM 3Nenpofa B COOTBETCTBUM C NPOTOKONOM Ballero
MEAMLUMHCKOTO YUYPEX JEHUA NO NPOBEAEHNIO NPOLeayp SKT-MOHUTOPUHTA UNU ANATHOCTUKN.
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® YT06bI O0b6ecneynTb ONTUMasnbHOE °un HE OO0J1)KHO

ANBIIBaAaT=«NCKTAaKOX eNNMNANAN

L]
£c cc /\ —_ 77 *
rr—r. ; :
;rrorT ™ r -s ;.*“ S oo= i — .
r~;™ 10T oT (HAWK* NINI

(OTWedywW HUAHHA POTOBHA KNETOK) KOX W,

MOACOGAMHNTE K 3NEKTPOAY Nnabentl KacaTbCs KNelKkoii NoBepxHOCTH.

W 7 Ty»™

aneKTpoAa. o fCMBl KOX WU NPU YyLaneHumu 3NeKTPOAA, MEANEHHO M

CocTaB: 50 wrt./ynakoska; 20 ynakoBok/kopobka

TexXHUYECKME XapaKTEPUCTUKN

OuameTp anekTpoga - 1,75 groima
OuameTp pnkcaTopa (3awenkmn)

MeagnumHckune nsgenna He “ W *

~5 ponma (9,5 mm) +/-10% .
B™«=nB.

»O0CTABNAW T NPON3IBOAHBL € KPOBU YenoBeKa.

§o0*“

;X"0o'T coctaBnsaeT 2 roga. Cpok rogHOCTK yKaTali na ynakoBkKe.

YCNoBuUs XpaHeHUsi H TPAHCHOPTHPOBKMN:

BNAXXHOCTb: 35-60»/..
HopmanbHble KOMHaTHbIE YC/T0BUSA. n

KpaTKOBPEMEHHOE M3MEHEHWNE TEMNeEPaTypbl, H

e

H3BeL«. MeAMUMHCKOE M34enmue TPAaHCNOPTUPYIO T

BCeEMUW BULaMW TpaHCNOpPTaA.

Ycnosusg akcnnyatauuu:

HopmanbHas KOMHaTHaa Temnepatypa - 15-30 C (59 rj
pernaMmeHTupyto TCcA.
TMAM3AL KA NONXHa oCylW ecTBNATLCA B COOTBETCTBUN

y
YTuanszaumnsg ANNCR ANININNNAN L HB M UM X HAapoOAHBI MU TPeOOBAHUAMMK.
MeCTHbIMU'VI/perMOHaﬂbeU.IVI/HaU,MOI-{’aI'IubeLLIMI\W Aynapop P

MeanLMHCKWE 30NNt JO/MDKHbI PTWH3 pA ,,CaHUTapHO-3MMAEMMNONIOTMYECKNE Tpe6oBaHMs

06CNYyXUBAHMIO M PEMOHTY.

-0 N~

LT - -
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TenehOHY ropaYed NMHMMN CAYyX 6bl paboThl C KNMEHTaM¥u KOMNaHuu <BM f

rrw AN wnu 1-800-364-3577 (KaHapga). Ecnn Bb Haxopgmutech 3a npepenamum CLW A wnu Kanag
‘0 X » 06T nT"Nb Kpanclrpnbo"wolopy UAU MeHeAXepy NO NpojaxXaM KoMnaHum «3M» B BalW eMm
perumoHe.

PacwmdppoBKa CL
JlaHHoe M3fenme M ynakoska He COAepXaT HaTypanbHOro KayuyykoBoro natkca

MpegynpexX AeHUe, CM. UHCTPYKLUMAYM NO NPUMEHEHW IO

A

Lna 04HOPa30BOr0 NPUMEHEHUS
CpoK rogHocTH

HomMmep naptuu

Mpounssoantens

3Hak CE
t€

_____________ Mpepctasutensy B EC
lecirepl

kKT Hlrwrif " I r* pTer® 4yTo nacTofswWwee W3gennme He uUMeeT feheKTOB MaTepuhnka u

3a MCKNIK YeHNWEeM Tex CnyyvyaeB, KOrga 370 3anpel eHo 3aKOHOM, KomMmnaHua «3M» *
HeceT OTBETCTBEHHOCTM 3a nwbble npamble, KOCBEHHbBI €, CneuyunanbHble, COMYTCTBY W Ne

"T pe:~ "&b T KWW , BHEe 3aBUCHM'OCTM OT UX KWPUANYECKON
rapaHTWiAiHOA, KOHTPAKTHOW M 6GE3yCNOBHOM

N3roToBneHnsd

OTBETCTBEHHOCTU, a TaKXe OTBETCIBEHHOCTMHU
XanaTtTHOCTb.

CE

MponssegeHo B KaHage

81| «3M KomnaHu, 3M Xenc Keap», rTng
3M UeHTp, 2510 KoHBeit ABeHto , cTp. 275-5W -06, Cent-Mon, MuHHecoTa, 55144, CIWI A
1800 364-3577

www.3M .com

MecTo NpoU3BOACTBA:
«3M KAHALA KO .»

400 Pyt 100, MoppageH, MaHntoba, R6M 1Z9, KaHaga

YMNOMHOMOYEHHbIN NpeacTaBUTENb MPON3BOANTENSA Ha TeppuTopun Poccuinckoin ®egepaunn:
3A0 «3M Poccusa»

Poccuqa, 121614, Mocksa, yn. Kpbeinartckas, 4. 17, ctp. 3

Ten.: +7 (495) 784 7474 | pakc: +7 (495) 784 7475

3n.noyta: 3mra@ .mmm.com

X ! RedDotwu Trace Prep ABNAK TCA TOPTroBbI MM MapkamMum komnaHum «3M». Mcnonb3oBaHue B Kanapge

ocyuw ecTenaeTca no NULEH3INN.
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MepeT 4 faHHOTO TeKCcTa cAenaH MHOMR, nepeeodHHKOM KneHHeeblwl BukTOpom Mropesuuem

MOAMNUCH

A Poccuitickasa depepauuns
Mopog Mocksa
Ceabmoro gekabpsa gBe TbiCAYM CEMHAajLaTOro roga
I Axkumos 'ne6 bBopucosu4y, HoTapuycropoga MoCKBbl, CBUAET €1bCTBYIO UMOLANTOCT b MOANUCK
nepesoguyunka KnenHesa BukrTopa Mropesnya.
Mopnuce caenaHa B MOeM NPUCYTCTBUN.

JInyHOCTb NOoANMCABLUEro JOKYMEHT yCTaHOBMEeHa.

3aperncTpupoBaHo BpeecTpe: No  J

B3bickaHO rocygapcTBeHHON nownnHbl (no Tapudgy): 100py6.

YnnayeHo 3a okaszaHueycnyr NpaBoBoro M TexHuueckoro xapakTepa: 200 py6.

NoAMUCH

T HOB
ep6oBaa neyaThb X
HOoOT apuyca r.M oCKBbl

i
Axnmosa I.b
“0
s VA KALL
1 xX

Bcero nNpolWHYpoOBaHO, MPOHYMEPOBAHO

M cKpenneHo nevyaTbio N/~ _nucT(a)(oB)

HoTapwnyc
Nnoanmcb

Poccuiickas depepauus
[opos MockBa
CefbMOro fekabps ABe TbiCAYM CEMHAALATOrO roga.

kumos I1e6 BOpMCOBMY, HOTApUYC roposa MOCKBbI, CBUAETENLCTBYIO
KicTb konuu ¢ NpefCTaBeHHOTo MHe JOKYMeHTa.

1poBaHo B peectpe: Ne
Napckbo rocysapcTeeHHol nowuHel (no Tapudy):/ / A py6. 00 Kon.

AAN~HO 3a0KasaHWe ycnyr NpaBoBoOro M TeXHUYECKoro XapaKTEEa-/Kﬂ,."
py6. 00 Kon.

I.6. Akumos

Bcero npowmTo, NPOHYMEPOBAHO, CKPENNEHO
neyatbto /7 aucTt(a) (o0 B)

HoTtapunyc
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KOINUA

fipltrfi 1t

of Minne,

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Document Regarding 3M Red Dot Radiolucent Monitoring
Electrodes with Foam Tape and Stick Gel 2570 Series

2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: November 20,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9808230-7

9. Seal/Stamp: 10. Signature:

fim

Steve Simon
Secretary of State
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

Towhom itmay concern

Inmy capacity as International Regulatory A ffairs Associate, 3M Health Care Business,
St.Paul, M N, USA, I certify thatthe attached Instruction for Use (IFU) for 3M Red Dot 2570
series (2570, 2570-3, and 2570-5) Radiolucent M onitoring Electrodes with snap connector

and sticky gel in English is truthful and accurate.

/1
Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care
State of M innesota)
County of Ramsey) SS A
Subscribed and sworn to before me this ~ * day ofNovember2017.

Irma Vargas, Notary Public
My Commission Expires: January 31,2020

V Y IFAIAVARGAS |
Vay PlblicsivinsGa |
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3M Red Dot Radiolucent Monitoring Electrodes with Foam Tape and Stick Gel 2570 Series
Product Description;

The information provided in this insertapplies to the 3M Red Dot 2570 series (2570,2570-3, and 2570-
5) Radiolucent M onitoring Electrodes with snap connector and sticky gel. The 3M Red Dot Monitoring
Electrodes are disposable with a silver/silver chloride sensing element and are designed for ECG
monitoring. These electrodes have been tested for up to 5 days wear and are radiolucent.

Intended use
3MRed DotRadiolucent M onitoring Electrodes with Foam Tape and Stick Gel 2570 Series are intended

foruse in ECG Monitoring.

This device isnotoffered as a sterile product, nor itis intended for sterilization before use.
These devices should only be used by trained medical professionals.

Contraindications: Contraindications are notavailable.
Warning:
Caution:

e The 3M Radiolucent Monitoring Electrodes with Foam Tape and Stick Gel 2570 Series were
determined to be MR-Conditional via non-clinical testing. For information on the use ofa 3M Red
Dot2570 series Monitoring Electrode during an MRl procedure please see below.
¢« U.S.A.federal law restricts this device to sale by oron the order ofthe physician.
Precautions:
To prevent dryout, electrodes should be used within 45 days of opening the pouch. The unused
electrodes should remain stored in the opened pouch.
Do notuse an electrode ifthe gel is dry or ifthe gel column is dislodged from the electrode.
Forproper skin managementand to minimize skin irritation:
o Avoid placing an electrode on an irritated skin site,
0 Do notabrade a skin site more than one time.
o Avoid removing electrodes frequently and/or reapplying to the same skin site,
o Avoid placing electrodes on skin still wet from an alcohol wipe (dry thoroughly),
0 Assesselectrode sites periodically.
* During surgical procedures, place ECG electrodes as far as possible from the electrosurgical site to
minimize RF current flow through the electrode site. Otherwise burns could resultatthe ECG electrode
site.
Instructions For Use:
+ Select and prepare an electrode site according to your health care facility's protocol for ECG
monitoring or diagnostic procedures.
+ Theelectrode site should be clean, dry and free ofskin oil before application ofthe electrode to allow
optimal electrode adhesion to skin.
+ Application sites with heavy orcurly hairthatcannotbe parted should be clipped.
o+ Forbesttrace quality, skin abrasion should be part ofthe skin preparation. Use 3M Red Dot Trace
Prep orthe electrode’s built-in abraderas partofthe skin preparation.
+ Attach the lead wire to the electrode.
* Remove electrode from the liner. Avoid touching the adhesive surface.

o Place the center ofthe electrode over the prepared skin site.
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J.

+ Smooth the electrode down using a circular motion. Avoid pressing on the center ofthe electrode.
o« To minimize skin trauma during electrode removal, pull up slowly and gently from the edge ofthe

electrode.

Contents

Catalog Number Contents

2570 50/bag - 20 bag /case
2570-3 3/bag - 200 bag/case
22570-5 5/bag - 200 hag/case

Technical specification

Electrode length 1.56 inches (39.6 mm) +/-10%.

Electrode width 1.38 inches (35 mm) + /-10%.
Diameterofelectrode stud (snap) 0.375 inches (9.5 mm) + /-10%.

Medical devices does notcontain or deliver medicinal substances.
M edical devices does not contain or deliverhuman blood derivatives.
No materials ofanimal origin are intentionally being added to the products.

2570 M Rl Information - MR Conditional
Red DotM onitoring Electrodes with Foam Tape and Stick Gel 2570 Series
A were determined to be MR-Conditional via non-clinical testing.
A patient with this device can be scanned safely immediately after placement under the

following conditions:
Static M agnetic Field

o Static magnetic field of3-Tesla or less

«Maximum spatial gradient magnetic field of 720-Gauss/cm or less

M RI-Related Heating

In non-clinical testing, the Red Dot Monitoring Electrodes with Foam Tape and Stick Gel 2570 Series
produced the following temperature rise during MR1I performed for 15-min of scanning (i.e., per pulse
sequence) in the 3-Tesla (3-Tesla/128-M Hz, Excite, hDx, Software 14X.M5, General Electric
Healthcare, Milwaukee, WI1) MR system: Highesttemperature change +1.5°C

Therefore, the M R 1-related heating experiments forthe 2570 Series Cardiac M onitoring Electrode at 3-
Teslausing atransm it/receive RF body coil atan MR system reported whole body averaged SAR 0f2.9-
W /kg (i.e., associated with a calorimetry measured whole body averaged value of 2.7-W /kg) indicated
that the greatestamountofheating thatoccurred in association with these specific conditions was equal

to or less than +1.5°C.

A rtifact Inform ation

MR image quality may be compromised ifthe area of interestis in the exactsame area or relatively close
to the position of the Red Dot Monitoring Electrodes with Foam Tape and Stick Gel 2570 Series.
Therefore, optimization of MR imaging parameters to compensate for the presence of this device may
be necessary. The maximum artifact size (i.e., as seen on the gradient echo pulse sequence) extends

annrr>Yirrlafalbl 2-mm mbtivp tn thp. gV p anrl ubanp nftbp Rp.H Dnt Mrmitnrina F.lpp.trnrles with Foam
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Tape and Stick Gel 2570 Series.

Pulse Sequence TI-SE TI-SE GRE GRE

2570 Signal Void 1,483 mm~* 130 mm~* 1,822 mm~? 273 mm?2
Size

Plane Orientation Parallel Perpendicular Parallel Perpendicular

Important Note: This EGG Electrode that underwent MRI testing was not connected to an
electrocardiograph (EGG) lead and/or an MR conditional monitoring system. Therefore, the safety of
using this EGG Electrode attached to an EGG lead and/or MR conditional monitoring system is
unknown. Furthermore, an MR conditional monitoring system typically requires use only with EGG
electrodes specifically designed and tested with that specific equipment. It is unknown if this EGG
Electrode is acceptable for use with an MR conditional EGG monitoring system designed to be used to

monitora patientundergoing an MR I procedure.

ShelfLife:
Shelflife is 2 years.
Forshelflife, refer to the expiration date that is printed on each package.

Storage and Transportation conditions:
Normalroom conditions: 15-30°G (59-86°F), 35-60% relative humidity.
During transportation, the products may experience short term temperature, humidity and pressure

variations without affecting product safety and performance.
Transportation ofmedical device iscarried out by all type oftransport.

W orking conditions:

Normal room temperature of 15-30®@G (59-86®F), The valuesofhumidity and pressure are notregulated

Disposal

Dispose ofcontent/container in accordance with the local/regional/national/international regulations.
Medical devices in Russian Federation must be disposed of in the local public entities in accordance
with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements for the handling of medical waste"

to the waste class B).

M aintenance and repair
Thismedical device isn'tsubjectto maintenance and repair

Thank you for choosing 3M Red Dot Electrodes. If you are not completely satisfied or if you have
questions orcomments, in the U.S.A., please call the 3M Health Gare Gustomer Helpline at 1-800-228-

3957, in Ganada 1-800-364-3577. Outside ofthe U.S.A.and Ganada, please contactyour 3M D istributor
oryour 3M Sales Representative.

This productand package do notcontain natural rubber latex.

Gaution, see instructions for use

A
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Donotreuse

Use by date

Batch code

M anufacturer

J

C€ CE mark
EC Rep
IECIREP
Warranty

3M warrants this productwill be free from defects in material and manufacture. Exceptwhere prohibited
by law, 3M will notbe liable for any loss or damage arising from this product, whether direct, indirect,
special, incidental or consequential, regardless of the theory asserted, including warranty, contract,
negligence or strict liability.

Ce

M ade in Canada

ikJ 3M Company, 3M Health Care,
3M Center, 2510 Conway Avenue, Bldg. 275-5W -06, St. Paul, Minnesota, 55144, USA
1800364-3577
www.3M .com

Manufacturing site:
3M CANADA CO.
400 Rt. 100, Morden M anitoba, Canada R6M 129

Authorized representative on the territory of the Russian Federation;
ZAO “3M Russia”

Russia 121614, Moscow, Krylatskaya str. bldg.17/3

Tel.: +1 (495) 784 7474 | Fax:-t-7 (495) 784 7475

g-mail 3mra@ mmm .com

3M, Red Dotand Trace Prep are trademarks of3M. Used under license in Canada.
Issue Date: 2017-10
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MepeBOA C AHTNUACKOTO A3blKa Ha PYCCKMUIT A3bl K

yATaT MnHHecoTa

CEKPETAPb WUTATA

ATMOCTWNNb

(B cooTBeTCcTBMM ¢ Naarckon KoHBeHUMeN oT 5 okrabpsa 19611.)

1. CTpaHa: CoeagnHeHHble LW TaTbl AMepukun

Hactoawmnii opmunanbHblii JOKYMEHT: JOKYMEHT B OTHOLIEHUN
OpHopa3oBbiX 3nekKTpogoB Red Dot N MOHMTOpUpPOBaHUSA,
peHTreHonNpo3payHblX, C BA3KNUM rejieM Ha NMeHUCTOMW OCHOBe
cepuu 2570

2. nognucaH WMpmoii Baprac
3. pelictBym)wmm(-eii) B KayecTBe HoTapuyca wrtata MMUHHecoTa

4. ckpenneH neyatbio/wTamnom Mpmbl Baprac, HoTapuyca wraTta
MuHHecoTa

YAOCTOBEPEHO

5. Bl CeHT-Mon, wT. MnHHecoTa 6. [fata: 20 Hosi6psa 2017 .
7. cekpeTtapem wTtata MmnHHecota 8. 3aHomepom 9808230-7

9. MeyaTtb/wTamn: FO. Moanuce:

(MevaTsp) (Moanwuce)

CTtus CaimoH
CekpeTapb wWwTata

bonbwas nevyarts
wTarta MuHHeCOTa
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«3M Xenc Keap BusHec» SM LienTp,
2510 KoHBen ABeHlto, cTp. 275-5W-06,
T CeHT-lMNon, MuHHecoTa, 55144, CLU A
651 733 1110

Ans npeabasBneHna no mecty Tpe6osanug
9 CneyuManucT No BONPOCAaM MEX/AYHAapoOAHOTrO HOPMATUBHO-NPABOBOTO PETYANPOBAHUA KOMNAHUYN «3M

Xmc Keap busnec», r.Cent-NMon, wtar MuuHHecota,CoepguHeHHol e W Tatel AMepuku,csmpgctrcts’,
YTO nNpunaraemMas MHCTPYKLUMA NO NPUMEHEHUID WU3IJENUA

«OpHopasoBbi e anekTpoab Red Dot g a
mma, L, p«pn.g,, 8 cepun 2570 (2570, 2570-3

W 2570-5), peHTTEHONPO3payYHbE, C COEBAUHEHNAMMU -
3allenkaMm W BASKUM FTenemM Ha aHTNNACKOM A3blKe ABNAGTCA BEPHON M TOUHOW.

17.11.2017

(Mopgnucs)
Lata

PernHa ®edhepmat
Cneynanuct no Bonpocam
MeXLYHapoOLHOTO HOPMATUBHO -
NpaBoBOr0 PEryaMpoBaHMA
«3M Xenc Keap»

W taT M MHHecOTa
Okpyr Pamcwu

MognncaHo NOAJ NPUCATON B MOEM NPUCYTCTBUM CeroagHa, 17 Hoabpa 2017 r.

(Mopgnucey)

MWpma Baprac, HoTapuyc
CpPpoK MOUX MONHOMOYNIA NCTEKAET
31 aHBapa 2020 r.

(W ramn)
WPMA BAPTAC
HoTtapuyc wrtata M nHHecoTa
Cpok MOMX NONHOMOYMA nctekaeT 31 ansapa 2020 r.
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OpHopa3oBble 3/1eKTpoabl Red Dot 4 MOHUTOPUpPOBaHUSA
peHTremonpospavynboie, Cc BAIKUM renem una NeHMCTON OCHOBE cepumn 257

OnuncaHune n3pennga:

NPpefAcTABAEHHAA B HACTOAWU el HHCTPYKUMM NO NPUMEHEHUIO MHDOPMALMUA OTHOC™

IneKTpoOfaM Red Dot pgns MmMoHWTOpMpOBaHMA, cepun 2570 ~570, 2570
PEHTreHONPO3pPayYHbIM, C COEAMHEHNAMMN-3aLL eNKAMWN U BASKUM

K

n
renem. O aHOpasoBbLie anekTpoAb Red
DOtANA MOHMTOPUPOBAHMS ABNAI TCA OAHOPA3OBLI MU M3AENNAMM C JATUNKOM M3 cepebpa/xnopucrtoro

cepelaun ,peplryeHb gnanpoBeseHns QKM -MOHNTOPUH,a. JJaHHb € 9NEKTPOAbL TECTMPOBANMUCH B
Mpolecce akcnayaTaumm B TeyeHne MAKCUMyM 5 fHell u ABNAK TCA PEHTTEHONPO3PAYHbBI MU,

OpgHoproBbl e 37eKkTpoAab Red Dot ANd MOHMTOPUPOBAHMA NPEeAHA3HAYEHbH ANS MCNONbL3OBAHMUA NPHU

KTl -moHuUTOpUHTE.

[ aHHb € N3fEeNMd He NOCTABNAK TCA B CTEPUNbLHOM BULE U HE NPEAHA3ZHAYEHDB ANA CTepunmnsauum nepep

DaHHb 6" T30enT  [LONXHGB MPUMEHATLCS  TONbKO  KBANMDULMPOBAHHBIMU  MEAULUHCKUMU

cnegunanucramu.

npOTI/IBOI'IOKaSaHI/Iﬂ: NPOTMBONOKa3aHNA He Bbl ABNEHDbI
MpeaynpexaeHus

MpefocTepexeHune:
OfHopa3oBble 3/1eKTPoabl Red Dot A/19 MOHUTOPUPOBAHUS, PEHTresoNpo3payvHble, C BA3KUM

renem Ha MEHWUCTO OCHOBE, CEPUH 2570 6bINN KnaccugpuumpoBaHbl Kak MP-COBMeCTMMbIO B
pamMKax HEKNMHUYCCKUX UCMbITAHUN. CBegeHns 0 NpUMEHEHUN OAHOPA30BH X 3neKTpoos Red

Dot Ana MOHMTOPMUPOBAHMA, cepuu 2570, Npu nNpoBeJEHUM NPOUEAYP MATHUTAO-PE3OHAHCHOM

BU3YANM3alL U CM. HUXE.
COrnacHo GegepanbHoMy 3akoHopaTenbcTBy CLI A faHHOE M3Jenne MOXET NPOAABATLCA TONbKO

Bpayowm Anbo NO HasHaYeHU I Bpaya.

Mepbl NPeaoCTOPOXHOCTH:
e« [0ndT0ro 4tobb NpPeAOTBPATMHTL Bbi Chl XaHUe, 3NEKTPOAbL CNEAYET UCNONbL30BATL B TeueHue 45 He
e MOMEHTA BCKPHITUS UHAUBULYANbHOW YyNAaKOBKU. HenCcnoNb30BaHHbLI € 9NEKTPOAbL CNEAYET XPAaHUThL B
OTKPLI TOM ynakoBsKe.
HemcnonbayiiTe snerd ol B CAYyYae BHICHIXAHUSA TeNd UAN CMEW EHUA TeNsd C aneKkTpoja.
B Uenax COXpaHeHUS UENOCTHOCTM KOX M M CBEAlEHNA K MUHUMYMY BO3MOX HOCTM €€ pa3paxenns,
0 Hepasmeuw aTe 3neKTPOAbLl B 06NACTH PasfpaX eHHON KOX K.

0 HeobpabaTbiBaliTe o6nactb KoX W abpeidgepom (a6pa3nBHOM NONOCKON UAM fUCKOM) 6oNnee OJHOTO

0'"AHe pasmew aWTe 3NEKTPOAL HAa KOXe, eU e He BbCOXWEH nocne npoTupaHus candeTkoi,

CMOYEHHON aHTMCENTUKOM (AOX AUTECH NONHOTO Bbl Chl XaHMUA),
0 PerynsapHo ocma'roumsaiTe MecTa YCTAHOBKYN 3NeKTPOAOB.

Mpu NPoBEeAEHUN XUPYPTUYECKUX NpoLeayp pasmew ante 3K -9NeKTPOAbL KAK MOXHO Aanbue of
INEKTPOXUPYPTUYECKON 06NACTM, YTOGbL CBECTU KMUHMUMYMY TOK PAANOYACTOT YePe3 MeCcTo YCTAHOBKM
3NeKTpOAa. B NPOTMBHOM CN>-We B MeCTe YCTAHOBKM 9NeKTPOAa MOTYT NOABUTLCH OXKOTH.

MHCTPYKLMN NO MPUMEHEHWIO:
 BbiGepuTe M NOATOTOBbLTE MECTO YCTAHOBKM 3NEKTpOAa B

COOTBETCTBMMWN C NPOTOKONOM Bawer
MeguumHcKkoro ynpe”eH H ajio nposegegunto

OunarHoctuku.
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I Ecnn B obnactm npegnonaraemMoro pacnonoX eHna aNeKTpojg0B UMEETCA WHTEHCUBHbBI# BONOCAHOI

NOKPOB, HEO6X0OAMMO €ro YAANUTL C NOMOW b0 CTPUTYU el MaW UHKN.
Ons NoBbLIWEHUS KAayecTBA MOHMTOPMHTA B 3Tan 06pPaboTKM KOXH

Heo6XoAMMO BKNWUYNTHL ee
06 oTKky abpa3uBHOW NONOCKOW (MAN fUCKOM).

MWcnonb3yiTe BCTPOGHHYI B 3NeKTPOd abpasuBHy
nonocky (mnu anck) gna o6paboTkM (OTWeNyW MBAHUA POTOBbLI X KNETOK) KOX W,
o MopCOEAMHNTE K 3NEKTPOAY Kabeno. A

CHAMMTE 3NeKTPOA C 3al MUTHOW NNeHkU. CTapaidTech He KAcaTbCA KNEHKOW NOBEPXHOCTH,

YCTAQHOBMTE LEHTP 3NeKTpoda Hafj NOLTOTOBNEHHbBIM YYacCTKOM KOXU.

Mpurnagbte 3NeKTPOA K KOXE KPYroBbIMM ABUXEeHuAMU. M36erailTe HafaBNUBAHMA HAa LEHTP

FTXAMTOr0 YTO6b CBECTM K MUHMMYMY TpaBMbl KOXW NPU YyAaneHWM SNeKTpOAa, MEANEHHO #

aKKYypaTHO 034-ArnBanTe ero, B3ABW NCb 3a OCHOBY UK KOHel 3nekKk3popa.

CocTas

Mawmiin nfl KATANOry CoctaB e -
2570 bS50 wT.J)ynakoska - 20 ynakoBOoK/kopobka

9570-3 3rar.Jynakoska - 200 ynakoBoK/KopobKa

29570-5 5 wrt./Jynakoska - 200 ynakoBoKk/kopobka

TexHnyeckue xapaKTepucTuUKHU
OAnuuasnekTpopa = 1,56 groitma (39,6 mm) +/-10% .
LwnpwuHa anekTpoda = 1,38 AloAMa (35 MM)+/-10% . *

OAnameTrp dukcatopa (3awenku) anektpopga = 0,375 groiima (9,5 mm) +/-107/0.

MeanumnmHcKMne W3LeNnNs He COLEepPXaT v He BBOLAT NEKAPCTBEHHbL X BEW €CTB.
MeagnuunHCKNEe M3genmna He COAepXarT v He JOCTAaBNAKW T NPOU3IBOSHLI E KPOBM YenoBeka.
M atepuans XWUBOTHOTO NPOUCXOX JEHUSA HAMEPEHHO B U3fENNA He AOﬁaBﬂﬂ}OTCﬂ.

2570 CBefieHMAa o MPT - MP-coBmecTuMOe usgenue

A OpHopasoBblie 3nekTpoabl Red Dot gns MOHUTOPMPOBAHWUS, PEHTreHOMpPO3payvYHbI”™ C
BA3KUM refieM Ha MeHUCro» OCHoBe, cepumn 2570, 6bINM KnaccuuumpoBaHbl Kak MP-
COBMECTMMbIEe B paMKaX HEKJIMHWYECKUX UCNbITAHWUN.

MP-coBmecTuMOE uUsgenue

TaunmeHT ¢ JaHHBLIM W3JLeNuMeM MOXET 6e30nacHoO ckaHuposaTtbca B MP-cucteme cpasy xe nocne

YCTAHOBKN 3N€KTPOAOB NPU COBNIO AEHMU CAEAYIO U UX YCNOBUIA.

CTaTuyeckoe MarHUTHOe none

e CTaTuyeckoe MarHuTHoe none: 3 Tecna u menee;

. MaKkcuManbHoe none NPOCTPAHCTBEHHOTO rpaguenTa: 720 raycc/cm u MeHee.
HarpeBaHue, CBfi3aHHOe C MpoLefypoOli MaArHMTHO-PE30HAHCHOM BuU3yanusauuy B

HEKNUHNYECKUX MCNbITAHMIA OAHOPA30BL X 3neKkTpojoB Red Dot gns
HUXEYKAa3aHHOMY  YBENUYEHUI TemMnepatypel npu

paMmKkax

MATHUTHO-PE3OHAHCHOM
NPOBOAMMOW BpaMKkax L5-MUHYTHOTO CKAHUPOBAHNA (TO eCTh

CMCTeEME C HanNpAXeHHOCTb MarHuTtHoro nong 3 Tecna (3 Tecna /128 MTu,
nporpammHoe obecnevyeHune 14X .M5, «JxeHepan ONeKTpuk

Exc
Xanckea», . Mwunyokun, wrar

BUCKOHCUH): MAKCMManbHOe N3MeHeHNe TemnepaTypbl: +1,5°C

Takum ob6pasom, cBA3aHHbe ¢ MP-Bu3yanusauuelh wmcnblTaHud NO HAarpesaHuwio O0fHOPA3o
anekTpogos Red Dot gnga moHuTopupoBaHwua, 2570 Nnpu HANpPAXEHHOCTH MArHUTHOrO nona 3 Tecna ¢
Mcnonb3oBaHuem nepegato Wwed/npuHumato weidl PY-kaTtywkn ANA TynosBulW a CBUAEeTeNbCTBOBANN 06
Yy « HHOM YyAenbHOM KO, pOuULumMeHre NnOrnowWweHns anqa scerotena 2,9 BT/Kr (TO eCTb, U3MEPEHHOM
S oM kKanop™erpHH sHayeHWwn gns BceroTtena?2,7 BT/kr),4yTto ykasbiBaeTHa™ ™ M a K ¢ #n -
KONWYecTBO TETIH , BO3HUKABI €70 B CBA3M C JAHHbLI MU KOHKPETHBIMMW YCNOBUAMMU, 6bW O MeHbW e NN6O
nABHMN +1
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CeefeHnna o6 aptedaktax: KayectBo MP-n3obpaxeHns MOXET 6blTb YXYAWEHO, eCAM Uccnegyemasn
06nacTb HaxoauTCA B MeCTe YCTAHOBKMW MAN OTHOCUTENbHO 6GAM3KO K MeCTy YCTAaHOBKW OLHOPA3oBbl X
anektpopos Red Dot gnsa mMoHMTOpMpOBaHUA, 2570. B CcBA3M C 3TUM MOXET ObITb HEOOXOAMMA
ONTUMM3ALMUA NapaMeTpoB MArHUTHO-PE3OHAHCHOW BM3yanusauumm Cc LeNblo KOMMNEHCALUMW HAanNuMuus
JaHHOTO n3genna. MakcumanbHbl it pasmep apredpakta (BUAUMOT0 B NOCNEA0BATENbHOCTM UMNYNbCOB
TPafMeHT-ax0) OTNMYaeTcA nNPUONU3NTENbHO HAa 2 MM NO OTHOWEHWK K pasmepy u dopme
opHOpa3oBoro anekTpopa Red Dotgna mMmoHutopuposaHwua, 2570.

MocnepoBaTtenbHocTs T1-SE T1-SE GRE GRE

MMNynbCcoB

Pasmep Gyhepa 1483 mm” 130 mm” 1822 mm” 273 mmA?

curHana 2570

MnocKoCTHaSR MapannenbHaa MNepnewpukynapuas T[lapannenbHas MepneHankynapHasn

opueHTalL LS

BaxHoe npumeyaHWe: [ aHHbl il 3NeKTpOA, NOABEPraBW MiicA MCNbLITAHMAM B NPOLECCE MATHUTHO-
PE3OHAHCHO# BU3yanus3aumn, He COEANHANCA C NPOBOAOM 3nekTpokapguorpapa (3KIF) u/manm MP-
COBMECTMMOMN CUCTEMON MOHUTOPUHTA. B cBA3M C 3TUM 6€30NACHOCTb NPUMEHEHWA JAHHOTO 3NEKTPOAa
agna OKT-mOHMTOpPUHTA npu coefguHeHuwm ¢ nposogom IKI wu/unm MP-coBMEeCTUMOA CUCTEMOIN
MOHMTOpPUHIa He onpegeneHa. Kpome T10ro, MP-coBMeCTUMYK CUCTEMY MOHUTOPUHTA O6BLIYHO
Heo6XO0AMMO MCNONbL30BATHL MCKNIO YMTENbHO C 3anekTpogamun Ajng IKI, paspaboTaHHbI MU N4
NMPUMEHEHUA W UCNbLITAHHBIMWU WUMEHHO C [JaHHbLIM KOHKpPeTHb M o6opypgoBaHuem. HewsBecTHO,
JONYyCTUMO AW MCNONb30BaHWE AJaHHOrO 3anektpopa Ang IKIF-moHuTopuHra ¢ MP-coBMECTUMOIl
CUCTEMOH MOHMTOPMHTA, NPEAHA3HAYEHHOW ANA NPUMEHEHUS B LENAX MOHWUTOPWHIAa nauueHTa B
pamkax Npouesypbl MAarHUTHO-PE3OHAHCHOK BU3yanmusaunn.

CpokK rogHocTu:
CpoK rogHoOCTM COCTAaBNAEGT 2 rT0fa.
CpPpoOK roOLHOCTM yKa3aH Ha ynakoBkKe.

YCNoBUS XpaHeHUS U TPAHCMOPTUPOBKMU:

HopmanbHblie KOMHaTHb e ycnoeua: 15-30 C (59-86 F), oTHOCcMTenbHas Bnax HocTb: 35-60% .

Mpu TpPaHCNOPTUPOBKE U3L€ANA MOTYT MCNbI ThlBaTb KPATKOBPEMEHHOE U3MEHEHUE TeMNepaTypbl , He
BAMAI W ee Ha 6E30NaCHOCTb W XapaKTepuUCTUKN N3fenmnn.

MegnwunHCKOe M3feNnne TPAHCNOPTUPYIOT BCEMU BUAAMYU TpaHCcnopTa.

Ycnosua akcnayataunuu:
HopmanbHaa KomMHaTHas Temnepatypa - 15-30°C (59-86°F). 3HauyeHnq BNAXHOCTM W JaBNeHWNA He

pernameHTupyto TCA.

YTununsayuna
YTMI'IVISauI/Iﬂ ynakoskwlco,qep»(mmoro JONXHa ocyuwecrtenatbca B COOTBETCTBUMY C
MEeCTHbIMMU/pPErnoHanbHbl MM/HALMOHANbHB MU/MEX JYHAPOAHbBI MU TPpebOBaHUAMMK.

MegnuMHCKME M3IAENUA ZONKHB YyTUAN3UPOBATLCA MECTHBIMM NY6NMYHO-NPABOBLIMM OPranHmnsaunamn
B cooTtseTrctBum ¢ CaHlMuH 2.1.7.2790-10 «CaHuTapHo-anugemumnonornyeckme TpeboBaHma K

06palleHni C MEAULMHCKMUMHU OTXOZAMMU» (KNacc 0TX0[08B B).

TexHMYecKoe 06CYy)XMBAHNE N PEMOHT
DaHHOE MEQUUMHCKOE M3AENNEe HE NOANEXUT TEXHUYECKOMY 06GCNYXMBAHUI U PEMOHTY.

Bnarogapum Bac 3a Bui6GOp 04HOPA30BLI X 9NeKTP0OA0B Red Dot ana MOHMTOPUPOBAHMA. ECAM Bb YeM-
TO HE YAOBNETBOPEHbL MAU Y BAC MOABUAUCH BONPOCH MAW KOMMEHTApUM, NOXanyicra, N0O3BOHUTE NO

NUHUN CAYyX 6bl ,pabrXbl):An
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pernoHe.

™>

PacwwngppoBKa CcMMBO/IOB
O JaHHOe W3JeNue n ynakoBKa He COAEPX AT HATYPAaNbHOTO KayyyKoBOTO nateKca

A MpegynpexX feHne, CM. AHCTPYKLUYN NO NPUMEHEHUIO

fna 0OfHOPA30BOTO NPUMEHEHNA
Cpok rogHocty
Homep naptumu

Mpoussogutensb

&
CE

EC REP

3Hak CE

MNpegctasutens B EC

MapanTuinnbie o6a3aTenbcTBa

KomnaHua «3M» rapaHTupyeT, 4TO HacToAW ee MN3fenme He MuUMeeT fJeheKToB MmaTepuana v
W3rOTOBNEHNA. 3a UCKNIO YeHNEM Tex cnyvyaes, Korpa 3710 3anpel, eHo 3aKOHOM, KOMNaHNA «3M» He
HeCeT OTBETCTBEHHOCTMH 38 Nt bOble npamble, KOCBEHHbIE, cneyunanbHb €, CONYTCTBYH W UEe UIU
onocpefoBaHHbI € y6bITKVI, BHEe 3aBUCUMOCTW OT UX }OpI/IAMHeCKOVI KBaI'IVId]I/IKaLlVIVI, B TOM 4ucne
rapaHTI/II7IHOl7I, KOHTpaKTHOI7I n 663)/CI'IOBHOI7I OTBETCTBEHHOCTN, a TakKXe OTBETCTBEHHOCTU 3a
XanaTHOCTb.

CE

Mpounssegeno B Kanage

inl «x3M KomnaHu, 3M Xenc Keap»,
3M UeHtp, 2510 KoHBeit ABeHt , cTp. 275-5W -06, Cent-NMon, MuHHecoTa, 55144, CLlU A

1800 364-3577
www.3M .com

MecTo nponsBojcTBa:
«3IM KAHALA KO .»
400 Pyt 100, MoppaeH, MaHutoba, R6M 1Z9, KaHaga

YNoNHOMOYEHHbIW NpefcTaBUTeNb NPOU3BOANTENS HA TepPUTOPUN Poccuiickoin degepaunn:

3A0 «3M Poccuar

Poccusa, 121614, Mocksa, yn. Kpbelnatckasa, g. 17, ctp. 3
Ten..+7 (495) 784 7474 | hakc: +7 (495) 784 7475
3n.noyta: 3mra@ mmm.com

®

3M ,Red Dotwu Trace Prep ABNAK TCA TOProBbLIMN MapKkamMum komnawum «3M», Wcnonb3oBaHue B KaHage

oOCyuwectTenaeTrca no nuuyeHsnm.

fatasbinycka: Oktabpb 2017
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MepeBoa AAaHHOTO TeKCcTa cAeNaH MHOW, NepeBOAYNKOM KnenHeBbiM BUKTOpPOM Nropesudem

MOAMUCH

Poccuiickana degepauuns
Mopos MockBa
Ceabmoro gekabpsa gBe TbiCAYM CEMHALAaTOro roga
A, Akrwos Nne6 Bopucosny, HoTapuyc ropoga MOCKBbI, CBUAET €1bCTBYI0 MOAIMHHOCT b NOANUCH
nepesoguynka KnenHesa BukTopa ropesnuya.
Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoANMCaBLIEro JOKYMeHT yCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: No

B3bickaHO rocygapcTBeHHON nownmHbl (no Tapugy): 100 py6.

YnnayeHo 3a okasaHuWe ycnyr npaBoBOro U TeXHMWYECKOro xapakTepa:

NoAMnCh

epboBasd neyaThb
HoOT apuyca r.M oCKBbI
Aknmosa I.b

Bcero npowHypoBaHo, MPOHYMEPOBAHO

N CKpenneHo neyaTbilo 1A nucT (a}(os)

HoTapunyc
NnoAnucCh

Poccuiickas ®egepayms
[opog Mocksa
CefibMOro filekabps fiBe TbiCAYM CEMHAALATOrO rofa.

HAKMMOB "ne6 BopwucosuY, HoTapuyc ropofa MocKBbl, CBUAETENLCTBYIO
("BepHOCTbL KoMUY C NPeACTaBEHHOTO MHe JOKYMeHTa.

3amrucTpuposaHo B peectpe: Ne
' LUbIcsiaHO rocyAapCTBEHHOM NoLAMHLI (Mo Tapudy): ) "$O py6. 00 kon.

Y NNaxHo 3a OKasaHue YCnyr npaBoBOro 1 TEXHUYECKOro XapakTepa: &
A py6. 00 kon.

.. AKumos

Bcero npowmuTo, NPOHYMEPOBAHO, CKPENNeHO
neyatbto \ 2% nawucTt(a) (o0 B)

Hotapuyc)

17
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