Coiviacoiiano/APPROVALI.

b;LH"vc.i™ Vie«Y-,u. T Hiiic./Bitt?>cnsc Waobsler lik-,
1 4BHUM Mlil0  'n)
o TekH<>.KUDKH ItMHt. ( K> Upo”n. Kxtngopunusa 9261K CLUA/
3l Tc4.hnoloi!> I>nvc. buiie 20U. Irvine. Cahlomu 92!\\/IKff USA

»N
PvkomuHTc.ib T nena Hopmarumlo nnasomoT pclYnuposaHuly
RcBubmrv Affaifs Manager

U@

IIXWM 111fbjcW MM» N1 >

MHcrpykumsa liu npuMeHeHHo
ONeKTPOoLbl-HaKIaLKN

Instruction for use
Kxterna! Reference Patches

2021

{"a{HKanHc

HANMEWOBNHWE MEANLUNL KOTO UXTIANA (MW U E1C) Kﬂn('-l HoMKNANA..
HanmenosaHne MW. napunatbl ucnonHeH«* MU
K. DKCCHIMK'AWIA MU ...

MASMAYENHT. MEAVWLUWHIKOT (> UTNTNNA—

T1I0KA<NWIN N W IO TIMBONOKANHM A K I'IPI/IMEHEHI/II/I) MM N «01MOXXHbIE MOBOYHBIE XWMUEKTbI.
MokatHma
Mpormsonoka-mHu»
Hchkenale.'IbllMe pcakumK..

NH®OPMALMNA o no TEHNNALBHBIX MWWPEBHTENAX MU 1 >K.ATAUNA MOUC MNONb KOBa IO

V kalanus no nax»1oiokallKl n
MareHwlanbnl.v; NOTPCHTCAH MH. <
LIC"1EAHSA TPYMNA MALMEH T @ vuvvieairreeisiessinienes eeseens sressesseesesssssssessessesesies esssssssesssssessssns sessess sessesn .6

OMNCAHWE (K HOBHbIX ®YHKuUMNOH-"1bllblX MEM EHTOB MU 1 MPUHUWIMbI NENr TBUSA b
O6Lee onHCLKE PYNKMUSSHXIbIbIY 31EMEHTOB MU U MIPUHLMMBE JICBETBHS . .....cvuveieriierieteiseieces ittt et 6

MNC TPYKUWW no MPUMEHEHUKO MH......cooooiiiiii e,

BO3MOXXHOCTb 1 METO/bI MHTETPaLUK C ApYrmin Me,qmu,KMCKMMM uxlewsme M
TexXun H*coMe Xar ArrePRCTKKA MU ..o oo™ o i5

NMEPEYEHb N ONMNCAHWE M.ITEPUNINOB MU...,,.

OAHHBIE O MAPKVPOBKE MU N ETO YT AKOBKE......cccovit i .
[ POK CAYXKOBI UITBEMM™ ..ottt sesiieeeeaenes e maeeeaas 3
dopma nocraskH

NMEPEYEHb MATEPWV ATIOB )KMUBOTHOIO U (l/IJ'II/I) YENOBEYECKOIO MNPOUC XOXXAEHWNA... r3

CKHOBWbIE CTAHOAPTbI, KOTOPbIM COOTBETCTUYOT UNE.INH.. -

TPEBOBAHUA bEK>!TC H(K'TU N )®4»>EKTUBH(K TH MU ...

Mpeaynpexaexus 24
Mepbl npegocTopoxxiocr e 24

MH®OPMALNA O NEK/IP< TBEHHbIX IMTEMNAPATAX U (1.4M1) ® \PMALEEBTUYE< KX CYBCT AHLUNAX B CHK'TABE MWU................ 26

OMWCAHWE METO/LOB MOBTOPHOW OBPABOTKW 1 N EPUAN3.ALUN 26

TPEBOBAHMWA K TEXHUYECKOMY OBC IY)XXNBAHUIO U 1'EMOHT> MW 27

YCNoBUA TPAHC MOPTUPOBKN N XPAHEH WA e 27

1)01'AA0K N YCNOBUA YTUNTNIAUVH Tull YHUUTOXEHWUA MH. s s ottt es 27

COOBUWEHWA Ob MHUWAEHTAX....... cccc.e. 2»

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA



FAPAHTUA n PTK.IAMALNN

HAHMFHOBAHHI; w KOPHAINYL(KHH VIPK®

Ruvsian teil

HIVWMEHUBAHWE MEAWUWHC KOTO WUTAENHA Ero
KMACCUNOHKALNA

1lalY«HmBaHA<' MW . »apuaHTbl HCAN.IHrana MU

An«aponbl-Hallnaalll. B Bap»laHTa:« HCNOMHEHMWA.

1. Carte 3 Reference PaJclw?

2. ReRiar Plui .
Amikya

(MW) n

Homep NO KNTa.«<ws

cano 3 Reference 15315 CRE1-P6

Patches

RelStar Plus D -12H)-03 XRPP8Y

fanee no TekT- uorvt wucnonsil."'Mlbcsa cnc.l>'towHe nanmenoHanus
YCAMLMHCKOTO  u3nenus;  ~nekrponbli-Haknana!. Mak13rkll urk.te.

nentwHckoc usgenne (MIN).
Hamuyemokaums meauumnHckux usnennil stursr 6biTb viiummiistm w rcKgie a
COKpalLLeHHoli thopme 3119{ yAo60Ha BOCIPUATUSA UHOPMaLn.

f.ﬁul MpaBaoXpaHrnHu. OKSMCIT
1Tt

MaymcTepersn llpmca’®Mt IHt>.<i4Hni M A 2»i2

1anvaylipaurlisa. P

mpriaesckva  Mapgavem!
Trr

PcinMcin (KT) TilO~ts n yexxumHemrx |
JUK M o (MWDRk <Rwwoerswce VI tina !
PO ta M Vo) ..
HA3HAYEHWE MEAWUWHCKOTO U3AENNA
31eKTpoAbl-HaKnagKu npegma’nwyensl ass NCUONbINHAMHA c
HaBTaLHOHHbIMU KaTeTepaMu NpousHogerHy Bk>>cn»c Webster u cucremamu

C'ARTO c uenbio onpegenexnuns meetonombxcling karcrepa.
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MNP0 NTBO , LU TK.1A4
MPOUN IBONINTE.IA B PKK SHM i s

~lIKtlsb U'tt

Mi;DirAI,LDEVICE{fMD)NAME ANUC LASSIFK ATIC»

M |) Name. >aria(iMilt of M i)
= Reference Patches, in varieu» modifications.
1 Ciirii» 3 Reference Patches
2. RelSiarPius
Product DeacriptioB MaaaractNrer Part Number
Cano 3 Reference 0-128.34)2
Patches
RclStar Plus 0-1210-03 XRPP8V
Further in the text the following names of the medical device can he us«l
external reference patches, patches, des ice. iiiedicai device (MI)}.
The names of medical devices can he mentioned in the text in ahhreviaieJ form
for (lie convenience of perceiving information

Catekteae number

('REfPn

M I) ciassificatioit

}E% Au)lioriiy. Cia»

Woinies of Health
Russian feilrralina
lhc hisopean K«llanunl | i
ji*J ol me Counsil

ItocuBieni
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Ntctimll DcskC kepublai) fUI) idITrtt' \iaies
Vm thupk-i L Ruk-I

INTENDED USE MEDIC AL DEVIC F.

L.\temal Reference Paidies are indicated for use with the Biosense Webster
navigation catlieiers and the CARTO Systems in order to convey catheter
location



MOK'NMYNHNA n TIPOTUBONOKN{NTHUA k W>UMEHT.WLWIN) MH n
BO1MOXXHMTI MONOUYMbIE 39 PEKTbI

lloKu kanHm

' >nekup«gb*mo», 40KH CnWo 3 Kel'ertiice Patthes upepgHa™lauyeHbl ans
ncML)/ ™ 1HamHa ¢ clH.'remoii CJTKTO ?. OHM nato! MUMOXHOCTb NOAK;1KIYarg
Karn(MH CEHCOPHbIX AaTUMKOB XTA Nepefaunt ,Li<ubIX O .KYEXTUTAUUH KaTeTepa.
') >ckTpol-Ha«.lafika RelNtar Plus npciHBTHaYeH .M MOK>IbinBalrng c
MaHUranHnHHbIYH KTretepamu BeMnse n cucicmayH CJIKTO Xia
OWPC/NCNIEHHA  YECTOMOMIOXKCKUA KUTETK” OTHOCUTENbHO — PacrofvXenHs
[laHHOro YlcKTpona-lak.1a.1km

LpunTus(NWKaTBHUA
|]poTHBI>NOKaNHUA K IPHMCUCHUH> “NlempoJOR-HaK.io.TOK He BbiSiBNEHbI

Hexe.laTrnbHMe peakuuu

SIn* >pckIpodrdHo. Mn<yocKHX  npoue.tvp
Hifikenaie iMHJX peakuwii, 8 rny uucne:
6.t0Ka;la cep.uma. CTCHON NEKOYHOI BEHbI, NTLEBOHbIA CBULL 1 (M.K | TpUAYa.
MHCYNbT (HapylweHne 4oTIOBI>ro Kpoeoobpalienns). gpyrne aputmum (BHe
paMoK AualHOnak apHrMUH. NpeAcTaBisowme yrpTy AN XU3HU, WHDapKT
unokapna. >lcpd<uwing cepgua. ncpHkapauva.lbHelll  BLINOT, TamnoHaga
cepaua, TPouboT. uMBONHA. NerovyHas tmitoihi. ACMIYWH3A  *y«<wls.
NoBpeX/ieHne K-TanoHa cepAua, MNOOPEeX.KHHC fAHadp3lma.|bul»o Hepsa,
nospexnenHe O.|yxnalowew HEPBX NepHKap.TU«. CTENO3 KOPOHapHbIX
apTepwii, nepdopauus cocynos {nepucdepnuycckuy n (unwn) tieirrpa.ibHMXK

(>bll  MperncTpHpoBaH  psg

nospexpaeHune MALKNX TKaHen, cToiikas nepepava KpoBu mexay
npepcep.Tusbin. nHhekuns, cAaanHnan C urne TKkem, IMNO.TU3awra
KOMMOHEHTOB, UCTPEeBaHHC WAAC-THA.  XuUp\pruyeck<«e amellate.lbcTBO

(no'o.IHUTenbH(Y'). 0XO0ru KoXH u noka.IHmBaHHas KoXHas peakuus.

Kpome Toro, B nutepatype Obls onHeanm cne.|\l0)ue OCNOXHEHUS,
CBSIMHHbIe C MPOHC.|eM1eH kaTeTep«l3anHn cepaua.

06KNbHOE KPOBOTEYEHUE, reMaToma, peakuust Ha .H.-kapcnla. antepTmueckas
peakLys. 0CNO>bl«CHHE COCYNNCTOro A0CTy Na. 1H0lhex.K'HHe cwy AneToll eeTs.
BMMMONEACTBMS MIL|L.MHTUPOBaHHbLIX YCTPOICTa CTEHO3 NOYEYHOI apTepun.

NMeBMOropakc. WMEHEHH cermMeHTa ST. Heperpytka O KWIKY»CTbiO.
OCIOKMOXA H CLUMN ¢ moveBbIBOAALMM KaTeTePOM. 1MNOTEH3UA. cencuc.
paHeBas WHl|lekuus. .JbixaTeNbHas HENOCTarc'yHOCTb. MOBPEXAeHWe cepaus,
nopaxeHue nouek, cepneunnn Henoctaroulwelb. (4TamuBKa cepaua
neTanbHblii UCXOA.

NWHPOPMALNA O MOTKHUUN.TbHbIY nOSFKbHIF.mX mu n
ykntanung No

Yka WA 1n> mcl110.1bi<iBanunto
XK NelHsa npe;y|»1HaveHbl
TapalLuto.upaHenns.

ONS UCMOMbIOXKHLIA YUPCXK.|eHN*X

WN']ae.lna pekomeH;|yelxa ucno.lb'w)narb Npu yCNOMHAY, YKanaHHbI.X HIKE.

Vc-TOBHB 3KCM/Y BTUneU

leviiicDJTvpa oT 16”Cpo *2747
B.iXKHOcib or 3at'ofo 80%
[NaBneHnC ot 700.10 1060 rila ]

lotesanne.bHme iioipcftHie.iH MH
Micnonb3oBaTh .bIMHOE MC HWHHCKOC W3fe/Me YOXKEer COOTBETCIBYIOLWHM
(HipaiiTM  (a'nuemHbIN HepcoHa.l B naTHOCTbIO  06GOPYAOBaHHOI
TNCKTpOdU3NoNoruyeekoii aab<ipeivipHn
Ue.iefMB ipylilili nausentns

AaHHoe 113Ac;|ve npc.gHa3HavyeHo A.TH
Avarlix;rmposawilii — apuTMHCS|  cepAw
ynekTTX1h|11Ww>nnTHe«CcMX npouenyp.
OllIff THN1 oc HOBHbIX ®>UUKIIMOH.AIbHMX UFMFIITOB
MW N MPUHUAMbI IEV( rBHA

Ob6wec unueaHuc Gyukanuus lbusix T.lcmeuros MU a

| psafct—

npuMeHeHus y
W Bpems

nauueHToB ¢
NPOX0XAEHNs

NPUHLMNbI
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INRU ATIONS TM X ONTRAINDIC ATIONS FOR >l | SF TM>
14iSSIBLE AI)VFRSF FFFFC TS

ladtcations

litc Carlo .2 E.xlemal Reterence Palehex are indicated l'or use miih the CAR 10 3
Svdem to provide a means ol altachment of the patch sensor cable to llw p.Ttient
Hl order to convey catheter location

The RefSiar Plus F.vtemal Kelerctke Patch i» indicated lor use with Biosense
UebsisY novig”ion catheters and the (".ARTO Systems to provide a relerenee
point for catheter lip locMion.

Conlraindkalioes
There are no known contraindicoiions lor the use of the pauhes.

Adverse reactions
<A number of adverse reacnuns have been Jueumented I'm elevTtv>physioh>gy
pnicedures including

heart block, (wifm'nary vein slenosiv. esoptiagcal fistula and’or injury, stroke
IccrelHT'vascular accidentk other arrhythmias (outside diagnosis), life threatening
arrhythmias, myocardial infarction, cardiac pertoralion. pencordiai enksion.
cardiac tamponade. lhrombosts. entbt*lism. pulmonary emNvh.sm, air embrdism. ;
valvular damage, phrenic nerve injury. vagal nerve injury. pericarditis, ainmary *
luTery stenosis, vessel perforarion (peripheral attd'm ccniral). soft tissue iniury. |
persistent atrial ctvmmuiiKation. itevicc related infection, emboli/aiion of*
ctmtponenis. device entrapinvmt. surgical intervention lodditionali. skin fHirrrs.
and liKalired skin reaction.

Fhe following compitcaions ossociatevi with cardiac cathclenration Itave also
been reponed in the literature;

major Need, hematorrva. reaction to medications, allergic reaction, vascular
access compikatioii. damage to vasculature, implanted dev u e interactions, renal

artery stenosis, pneurrurthorax. ST segment changes, fluid overload, iirirury
calheter complications, hypotension, sepsis, wound infection, respiratory tailure.
heart injury. rems3linjury, heart failure, cardiac arre-g and death

INFORMAITOb ON POTtM IAk I'SERSOF MI» T1M) f>IRKCHON S
FOR | SF.

DireciHins for use
IXivtces are inicnded for use in healthcare facilities.

Devices are recommended for use under operation conditions indicated below

' FnvirtMuacBlal ciMiditions
lentDefalure  ( *i6X to+:rc
Humidity 30A, to
Pressure 700 to H)60 hPA

Poleatial users of MI)
The interkled users of ibis medical device arc appmpriaidy irained personnel in
Rfully equipped elcclruphysiological laboratory

Pulienl target eronp
Ihis device is targeted at patients who have been diagnosed with cardiac
arrythmias and arc undergoing an etecirophysiology j>rov.edurc.

DFSCRIPTIO.N «)F MAIN U N<TIONAL ELKMFNIS OF MI) \M)
PRINCIPLE OF OPERATION
(=cncrul descriptioii of fonctioaei dements of M1) and pnaeiple of o|K-riittun



>.'le«npon-Haknanka Carlo 3 Reference Patch aBnsetca HeoTbemnemoii yacteto | The Cano 3 Eslemal Rclerencf Patch is an mie”~ai pan of nrat-tluoniscopic
CHCTeMbtCARTO 3pans Hehnoopockonuyeckon Hasurayun mectonaloxelws | navigaiion kxalion and clecirouTam caplunr on the CARTO 3 S>siem. Tiw

Katerepa H 3nektporpaduyeckoil peiTicrpaiutH. ‘~nekTponbl-Haknaaku
Kpyrnble, ¢ o6wum pasmepom 100 my B guameTpe u H.S4 um B Bbicenn
{cxendar1lveclcoe M306paxeHNe yKarsHoO Ha puc>Hke I).

| patches are round, with an overali diniL'nsion of 100 mm in diameter and 8.X4
I mm in height (refer lo figure i lor aschematic rcprescntaiiim).

Release lin «

Foam A

Sensor
Connector

Pigital
Connector

AnHok It (.rrya >n(np<ifi»-«ak.1Bakm FarTe3 Krrrrmrr PairV
F>eurv t: Srhraiilic «fthr ("»do J tlilcraal Kcfermer Pilch

Fecfli A

Scroor l.onnccuir
PitUil cmweclof

Kaxpablii  >nckrpo;l-liwuk.lanka umeetr ase Touku UonkI>l4emmH K cucteme
CARTO 3:

= Pasbem gatumka

Kax/blii  T.TeKTpcTA'Haknanku biK.TloyaeT B Ce6f  PacrofNoXeHHbId B
uenTpa|TuHWiA YacTn p;ubem AaTyuka (abllio.lHenHblil lu natnkap6oHans).
a6ealeulwaiolll11/1 BO3MOXHOCTb 110MK.TIOUCUHS MarHUTHOTO faTuyuka Ais
onpejeneHns MecTONONOXeHNA KaTeTaM. ManunHblii aTunk yeraHoBneH
Ha MHOropasoBOM COeJWHTBAMIOM Kabene, KOWPpbIi nonkawurcn K
cucteme C.ARTO 3.

-« Kabenb

Kaxablii «nekTpof-Hakaafka HMeUT !U-KunbHblii MefHblii kabens AW G-
26. Mnopblii  coefnHse! NPUBOASALINC CNOWM  >NEKTPOAa-HaKN4iKH ¢
Ka6ensimu, OT.YOASWHMU OT MHOTOPa3oBOK COEAMHWUTENbHOro K36c:1A
[laHHOe coefjMHeHWe nepeAaeT 3NEKTPUYECKW A TOK, MON3'KHHbINA
anekTpogoM'Haknagknii. B cuctemy CARTO 3 pana  onpegenexus
MECTOMNOMOXEHNA  KaTerepa C >K-107b30Baknem TexHonorun J1C1
(Advanced Catheter Locaii/ation TEeXHONOrMa  onpefeneHus
MeCTONOMOXEHNA KaTeTepa).

WecTb (6) anekTpopomn-Haknagok Cano 3 Rcfenrnec Paiches HcnonbuytoT
coBMecTHO ¢ cuctemoit CARTO 3(cM. pucyHok 2). Tpu »nekrpona-Haknanku
pasMeLLaloT Ha rpyau nawTeuTa U TpU 3NeKTpofa-Haknajkn pasmellaioT Ha
CMUHEe nauneHTa. Bo Bpems 3neKTpoguU3nMonornieckoii npovesy’pbl Ny cHatne
HC [>CKOMUHAOBaHO (Ha PUCYHKe 2 npencTaB-3eHO W306paxeHne Habopa
Haxna.30K u3 wectn (6) eAnHUL N Ha PUCYHKe 4 nokasaHa cxema paryeLeHHs
wecTm (6) aneKTPo0B-HaK. LW A0K).
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Hema J1
bLUMHELW H.XHKa

KRR

F;ach patch has two poinus of connection lo the I*atch Unit of the f*.ARTO 3
System:

= SensTH" ConnecttTT

Eacli patch incorporates a centrally located sensor connector (made of
polycorbutnate) which prov ides a mearts for csvnitection ofa Uxation sciisor
mounted on a (Silch cable that extends from the Patch Unit ofthe CAR I() 5
Svslem.

Pigtail Cdvle

Each patch has an AW (i-26 | <strand copper pigtail cable that connect.' the
conductive layers ofeach patch to the patch cables that extend from the
Patch Unit. This coruteciion sends current collected by the patches to the
C.ARTO 3system for Al I. (Active Current Utcali/aiion) visualization oi
eaiheiefS-

Six (6) tkihesive Catto 3 Kxtemal Reference Patclies are used in conjunction with
the CARTf) 3 System. Refer to Figure 2. Three of tire jaiches are placed on the
puliem's clicbl and three patches are placed on the patient's back and are intended
for limited removal during an EP pox-ediire (Refer to Figure 3 for a schemtitic
refwesenuuiott of Set of Six (6> patches and refer lo Figure 4 for a schematic of
the placemeni of the si.x (6) patches).
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"JvieKTpoa-Haiua.lKuKiMSLir Mu» sBnseTcs Heurbcunc«aoH4yacrbH)CIKMCm a.19 ' The RctStar Plus F.xiemst Reference Patch is also an Imegral pan ot a non-
i He(hIKTpOCKOMNMYeckoln — onipe.leneHHs  Meenwmnoxenus  knerepa n  Huon™4'Opic caiheler tip location and ciectrx“itram capture (echitoiog> called

Texiiaioniu InefrporpacHueckli perncTpauum, Hawsaenbix CARTO Tpu , CARTL). NMien used with the CARTO systems, the tocaiion of the rtavitaiii>nal

nomowy cuctem ('ARTO  .YokamuauHs — HaBMrayHOHMUro  kar*l« (™ | cailieier np is compared to the location of this a'Tererke patch,

onpefe.useka oniocHie.ibHO mecTopaenonoxeuns fAaHHOW  3.TekTpoga- |

Haknagkm.

Ma pucyHke 3 ponee npeJicTaHneHo nulbpaxeune elek|pc>pa-Hak.'lagkm Figure 3 below shows a photograph of ReiStar Plus nxtental RefetctKc Patch.
KdStarPlus.

Pno—« i: ~>ac»laxaHllbivwa Veddar Mio>Y|auu J :1U<5wr PAEMtrual R« fcffet fawfc

").lektpo.I>Haknanka Rel*ar Plus ~ no  HenHBanHBHOC' iiecicpH.ibHoe
YCTPOWCTBO, ObecrneurBatollee BO3MOXHOCTb MPTOCPC/UTL AaTyumK K Teny
nauveHTa C Lenblo Onpc.TeNcuMs MCCTOTKTIOKeHHA Karctepa BO Bpems
iipoue.typ k“"guorpad<vueckoro KapTMpoBaHus. [JavHble  3.3eKrpo.bl
HaK.N1aJKyi pa3MeLLiatoT Ha CMIMHE HaLHeHTa. YT06bl KOMVICHCHPL>aarb IMHXenmnc
NWHEHTB BO  BpeMsa  KaTeTepHol  rTeklpodmanonolvsicckon> 1
KTEKrprnaHatoMH4eCKoro KapTHpoBLUUSA cepfLa

Ha pucynke S noKu;taHO passHMitaiHC —bleKTpo.ua-Haknankm Ha CrnviHe
raLvieHTa.

[aHHbIA 3.1eKTPO.TH«aKNa.LKa COCTOUT UT .TaTuMKa. PBCTUO'«EHIKHO MeXay

Refttar Plus External Reference Patch is non-invasive. non-sterilc acces-sory
device that (ax>vides a means for attBchnumt of the patch sensor cables to the
patient in order to convey catheter location during cardiac mapping procedures.
These patches are placed externally on the patient's hack in order to compensate
for patient movement during catheter-hosed electrophysiological artd
electroaiiatomical mapping of the hean

’{I'Igure Sshows the patch placement on the hack of the patient

; 1he adhesive patch consists o fa tocaiion sensor in-between m n hypoallergenic

[IBYMs MpoCnia.TBaMu 13 rmnoa.r.'KpreHTH 1 MeHNCToro K-Teesoro c.toa. Kobe.mb !adhesive foatn pads /1 cable nmntng throu” the shaR connects the k>calkui

COeAMHAET .AaTuMK C 33-KOHrakTHbIM pB3beMOY ¢ FEPROM (3nekrpHYeckH
CT/paemoe NPorpaMMHPYCMI>e MOCTOAHHOE LUMOMUHatOLLEe YCTPOACTBO).

EUPROM XpaHWUT HH(«|pMAMMIO 06 YCTPONCTBE O b3eKTPOHUNM «{topmMare. 33-
Kolrrakrublii pBTbEM MoAKMOYaeTcs K kabento RelStar Plus, koTopblii
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sensor to the connector plug at the proximal end of the shat) The connector plug
hiHises an FEPROM (Electrically Erasable Pmt"wTHnablc Read Only Memory)
and a 33-pin connector.

The FEPROM stores device relaicil inTtHTnatimi in an electronic fonnat. The 33-
tun cofwtectof cOTnccts totheR et tar Plus Cable, which functions as an imerfaev

10



G>MKUHOHIpUY!]l  Kak- UUTEPH«MCLL  Kabenb. COCMMUSAMNN  ONCKIPOA-
HaKJiiUKy KcOmgr Plus ¢ moaynem WHTepdeicHbIi MHO10K:IHa.1bHbIM
wTrcTepHbiM (Pl 1)cuctemCAK10

NWHCTPYKUWWN TKIMPHMT.HLHN10 MK
WHCTP>KIHH no npuyeHeHHH) McirrpojOH-naiwisaoK Carlo 3 Reference
Patches

Mpy ncnonbToBaHWH 3nekTponos-naknanok Cano 3 Kefei'cncc Patches ¢

cuctemoin e/1IKKO 3  pykoBogcwyiiTeCb  NaoHOM  MHCTP>K-WUC/  HO
iipHMCHCiHiw 1 pykoBoacTrnom HonbloMmTcg» cuctembl CARIO V.

1 Y6enHTeCb. 4TO MOBEPUMOCTb KOXMW TLLATE/IbHO BbIGPMIUS H CYUHS.

2. WTB.TEKUIC KaXAbli NneKTpod' Makn.XTKy WY NakoBKW.

3. OcmoTpute lnektpon'Hak,lank>. 4n'6bl  yb6enuTbca B OTCYTCTbIT

(h||<HUCCKH.Y T>HpeX.|enHiA. Mp« BCKPbITUM YNaKoBKU 6Yy/nble OCTUPOXKM.
YTO6bl He HMBPETHTb X XaH WL FC[>MCTHAaNHN.

4. Pacnonoxute >neKTpl>nbl-Hak.1alkH »»Kpyr ccpatra B npe.Tenan KHua
KapTupoBaHuss CAPTO 3. Pckoyek/lyeMasi cyema p/iMeLllenHs T.TEKTPOJIOB-
HaK-TafjoK NPUBOANTCA HIKE Ha PUCYHKeE 4.

5. PakMmelMenHe NNCKroJoB-HLIULLIOK HaCMHHE.

e Mnaknountc Tpn  (3) Sekrpuga*aktaskH K MHOropayliMmm
COE/IMMHTE. TbHbIM KabensiM, a TaTeM K CMWHe HallleHTIL HavonsleTocs B
MONOXEeHUN cnas

¢ 1leHTp cepnna peKoMeHNyeTcs onpene.larb HpMaTH >Hre.lbi<o Ha yp«IBHe
w?-ro [p) fHOL>HONBOHKA (17) HECKOMbKO .JleBee TMTTHOUHUKA

* PacnonoxuTte LeHTp NepBoro T.eKTpc>Aa>Mak.fa ki Npub. I>NHTENKLWS Ha
12 cm (4.725%| BblLLe LeHTpa cepaua.

* Pacnono-Hre LeHTP TTTOPOTO 1neKTpl'na-Hak.UiKH HPMBAW LWTENbIHT Ha
12 cm (4.725™) HMXXe 1 NpaBee LigHT pa cepaua.

* Pacnonoxwure TKIHTP TPeTbEro /ILCKITPOa-HaK LKW NPHG. TMTUTB/LIIO Ha
12 cm (4.725” 1HuKe 1 .NneBee LieHTpa cepaua.

*  ').IeKTPOAbI-HAK;LWKH.  Pacrno™MOXeHHble  HB  CMWHE,  .HO/DKHbI
06panoBbiBaTb TPEYrosbHUK, Kak MOKaflaHo Ha PpUCYHKe 4 Huxe 1loc.Te
NPUKPENeHNs N.TEKTPONOB-HAK.LIOK K C/IMHC MaHHEHT NaTXXeH Jieyb.

6. MMepefaHHble TbIUITepP ML MHIUOTO UO.TS NOJ ONepaLoHHbIM CrONIOM Tak.
uro6bl TpU NNeKTpofa-HakAaAKH. PacroNoXeHHble Ha CMUHEe, Ha4yo.T.TCb B
ycurpe ymunepa. MposepbTe MOMNOXKEHUE J.1eKTPOAOB-HaK.la:11>K. ncmonblys
‘Location Set Up Phase" Oiati HacTpoiiku encleMbl TOKa.'lMbILHW) CUCTEMBI
CAR IO 3. Mpu He06.40AIMMOCTN UTMEHHTe iiu.io-aiciiHC >mMuTTepa M31HHTHOW>
nons.
7. PanyelweHHe N.JICKTPONOB-HAKNanoOK Ha TPYyAH '>.TCKTPO.|bl-H3KNANKH.
pacnonoXeHHole  Ha  (PyAH. [AamKHbl  PaNMElWbCs  »FTKHTETbHO
BMATOMMW'H.XbII4 CTPYKTYp @ COOTBETCTBUW C HWKE NpUBEAEHHbIMM
YKUTaHHAMH <cM. puc. 4).

= Tpu |.3] blekTpclaa-HaK.TankH cneAyeT No>KOeANHHTb K MHOTIPalBbIM
COefJHHHTenbilWM  kabenam, KrmMaa nauWeHT HOXUAHTCA B .JieXayem
LIMOXKEHHMU.

= Plkcllnnoxutc nepsbill XTeKTPO./T'Maknaaky B HWXHeN yucT r{N41>i
KneTkn cnpasa (5-e/ 6-e mexpebepbCi N0 WMBOI cpefHeK.IK>YUYHOK NUHUK.
Yto6bl ynoctoBepunx's. 4TO XTCKrpON-Haksaska pacnonargerca B -umt
TOYMNM) KapTUPOBAHUS, BOCUOMBIYATCCh (YHKLUMEed HaClpOWKH cucTeMbl
HIKXIH MyHH

« PacHO.TOXHTe BTOPO#i ).>ekTpon>ualaanky B HWXHel yacTu rpy~roii
K.Tcrku cicsd (5*c/ 6-e me-kpebepbe) No nek'il HepenHeil HOAMBbILWEYHOH
NHWX (HOA )nclnponou| '3KI V 5). Hlo6M ynOCTOBEPHTLCS, YTO YNEKTPON-
HakKnxyka prcTnalaercsd B TOHE WYHWYT KaprHpliB3HHA. BTXrnarbny/T'eo.
(YHKLUMe# HaCTPOKN CUCTEMbI NTIOKLLIN'bILVH.

« Pacnonoxus Tpetuit >neklpof-»WK,TAKY nof Knouuue»! c.teBa W.TH

cnpaHa oOT  rpyum»lel  (H  TaBMolMIKIM  oi  nonoxenus  anekrpog:l
fedubpunnatopa W Hanuuna  (akux YCTPOICTB Kak umnnaHTupyemsil!
KapAHOBepK-p-geubpunnarop. kapnnoclUuynalop H T. j.i. UTOOHI

yn(4TOBEPHIbCU. 4YTO TNEKTPOoA-HabnagK|| [KkTcno.Taractcs H TOME TOYTKHO
K HPObaHWUSA. MTCHONbIYATECH Py UKNHEI HACTPOIKM CUCTEMM .iokilih (ounH,
8. VcnonbTysa iKpaii HacTpoiiku cuctemsl JOKX'iHTaiimi. y6u.AHTECH. 4TO BCe
TNEKTPONM-HUK.TXKW. PACTTO.IOXKEHHbIE Ha i Py.AH. HAY0AATCA B NPe.KYMY TUHbI
TOYHOTO KaplHpuHaHus-
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cahie that connects the KetStar Plus I'xtcTna! Reference Patch to the Patient
liiietluec 1Jmt (P1U) of CAR IO Systems.

INSTRIJC TIONS FOR APPUC ATION OF MI)

InsiructHinx fur use t arto 3 K.\(ernBl Reference Patches

Plea.se rvlerio this Instructithis lor (.'se and the CARIO 3System's 1-ser Manual
when using the Cwto 3 Cxiemal Reference Patches in coniunctioii with the
CARTO 3 System.

1 Fiisure that the skin surlace is completely- shaved and dry.
2 Remose each 1xtemal Reference Patch from the package.
3 Inspect tite f.Memal ReVerfm;e Patch to ensure ilui it is in ginnl f*ysicat
condition. Care dwuld be taken when opening the packaging to casua- that ilte
sc.Tling mechanism is not damaged
4. The patches should be placed surrounding the heart and within theC ARTO 3
mapping 2i>ne. The following is the recommended scheme (refer lo (igure 4» for
patch placement.
< [I3.Kk Patch Placement.

« Attach three (3) patches to the patch seiLsor cables, artil then attach to the
patient's hack while the patient is sitting.

e It is recemmended to identify the center of the heart, slightly left of the
spine, appmjumaiely at the level o f the "*"ththoracic sonebrafT?),

« Place the center of the first I:\iemaJ RefereiKe Patch approximately i2 cm
(4.725") supenor TOthe ceiMer of the heart

« Place the center of the second t xtemal Reference Patch approximately 12
cm (4.725") intenor and to the right o f the center of the lieart

* Place the center of the third f.xtemal Rctirrencc Patch appruximaiely 12 cm
1'1.725") inferior and to the left trfthe center o f the hesin.

* The back patches should he positioned in a triangle as demonstrated in the
I'igure 4 After the patches have been attached to the patient's back, the patient
slkHjldlic down.

il

A Slide the locution pad (iirder lire patient's table, such that the three bock
patches arc in the center of the location pad Verify the position of the patches
using the "Location Set | p Phase on the CARTO 3 Sy.stcm. Adjust the location
pud location if required.

7, Cltcsl Piilch Placement - The chest patelles simuld he positioned anatoim-ally
iKCOfding to the instruetion-s below. Refer to figure 4.

« VKliilcthe patient is is ing dow it. attach three (31patches to the patch senssH
cables.

« Place the first paich on the right lower rib cage (5ih « (iih iniercunials space)
at the right mid-clavicular line, tlsc tlie LiKJition Setup phase to verify the patch
is wiihin the accurate mopping /one

* Place second patch on the left lower rib cage (5lh 6th iniercosUls space)
at llieoiilcrior axillary lineunder V5 FCG patch). Use ihel.ocalion Setup pliave
to verify the patch is within the accurate ntapping n»nc.

* Place the third patch under the clavicle, left or right to the sternum
(depending of the Defibrillation Pad position and presence ofa device such as
R'D or pace maker, etc.). Use the l.octuion Setup phase to verify tlie patch is
within the accurate mapping /one.

X Using tlk' Location Setup scrcuH. venfy that all chest patches arc located
within the boundaries ot the accurate mapping /one



Ons jiiibHcAuietv obyyeHns H MAPU<‘HH> uatcpulb)c>B iki panmewwbTuk!
>Thponus-maknagnk o6pBArren. K PernoHanbHOMy —npeneranutento |
KoMiiaHMH Biosense Websler, j

A4:C st paywnsenmemecra (b)x-M

Furddditional education <ind inaierials fewpacch pl.-wemcnt. pleas™* contact V'Our
local Bi<Keii.sc Websterrepnriciitulivc.

I >omsowk.as okcne) Refereaer Patchey/

rtta 4:5rtwMic 8fam PUccbmM rftt» 5h t>f« ff 3ginw rt Maiirava f alrtMi

WNHcTpykoHM BO npH»icnviiHiu >.lebTp<>.nl'HBk.19nkH RefStar Plus
O6parHIccb K MHCTPYKWHH NO NpuMeHeHWto kateTepoB Diosense Webster un
p>u)lKlgasy iiaiibWMitMii cuctem (,"ARTO npu COBMECTHOM WMCMOMbTOBAMUN
KareigKiB ¢ nnel/l'poaom-nak.lankofl RefSur Phb.

< ATBnekuTe u4.TEKTpON-Maacnanky in ynakosku. Mpukpenute Hak.lagky K |
CNMVHe nauueHra (Kak »to NOKaTaHO Ha pUCYHKe 5» MpucoenuTnc p.rssem
'>.terrpo:ia-iiaK.ia,TKH K cooTBeTclBytoLweMy 060pyA0BaHuio.

« ).icifrpi>a HaknaTka Ao/KHa O6biTb HafeXHO MpUKpenseHa K CnuHe
flaMHeHTa. [JaTumk parunuaek's HUXKe NoNaToK Ha ypPOBHe CefibMLLX) |[p)AHOTO
MOTBOHKT Ocb  HAMC;IMA [OMIXMB pacno.TaraTbCAd napa.rne.lbHo ocu Tena
naymemra HampaB/ieHHIO K CTOMOM wnu ro-iotte. MleKTpoA-Hak.uara

tiis(ruc(H>Bs for use RefSlar 1"us Exteraiil KrferrBce Patch
Please refer to these Instructions for Uw; tire Biosensc Webster Catheter's
InstnictuHts for lise. and the CARTO System's User Manual »hen usiiii the
RcfStarPlits Fxternal Reference Patch in conjunction with the Biosense Webster
f'athetcfs and the CARTO Systems.

= Renusve Jle exlemat relerencc patch from its package. Affix the patch to the
patient's back (as shown Figure 5). Connect the pn>\iinal handle or connector ol
tltc patch to the appropriate esjuipment

« The external reference patch should be .securely posttioned on the patient's
back. The p»ch should he placed hdow the scapula in the area ot the seventh
thtwacte vertebra. Thehody (shaRjoftlyercfcrenccdeviceshould follow the It>ng
axis of the patient towards the feet or IkoJ Both the patch and the body of tlie

M

[omkHa 6b1Tb Makcuma. 1bl10 ma.fickHO W THrionacHo npukpenneHa, MK 4To6biTre lerence device should be securely positioned and taped in such u manner as not

BO Bpems npoueypbl He nofaeprarb UNENHE HEeXenaTe. ToMM MIMeicrBHAM.
KoTOpble Mciryr NpMBeCTN K €ro CMEUULLIHIO C HCXONHOA TKULHM PaTtbem
Ineknpofa-Hakaaakn [JOmKeH Gbirb CYUKAMHCU € COOTBCrCreytoTell cxemoit
npucoeauHenns, Beaylweidi K uHXppeOcmomy 670Ky NAUUCHTA CUCTEM i
CARIO. llpotpaMMH« o6ecneuenne cuctem CARTO cHaGXeHo dyHKuuei
oHpefc.TeHuss  blecTolio.loxxennl  2.TekTpoga-Hak.'lagku. ‘'Fra  dyHKUuA
ucnatbTyeTcs A8 MNOATBEPXAEHUS pacnonoxeHus xrteklpon8‘Hak;la.lkH b
npeAe.>ax TOHbl KApTHPOHaHHS.

ICNH HOTHHKAKT KaKHC'MTMT BOMP™MObl OTHOCUTENbHO WPHMEUEHUS unu
i paboumx yYapakTepuclHK [daHHOro HT,TC.TUA. c.Tegyer oopaiHibci «k
pernonagbMomy AUCTPHOBLKAOPY H.TM MPOMTBOAHTENO.

10 subject the device to any abnormal stresses during the pnicedure which may
dislodge the reicrence device from its localnwi.

Ihc handle or connector of tt*e referetree device should he connected to ilte
appruprble connection scheme leading to lhc | TK10 System patient interface
unit. Thc CARIO System soRware program is cv|tipped with a positional
referciK'c location feature. I'his isMlure is used to easure tliai the reference
device's tip is within tltc boundaries ofthe mapping field.

M'there any (|uestioi»> re~"diiig the use sw performance of this product, please
consult wiih the toed «hstnbuiui or the manufacturer.

PHVMKS: rs««u npsam.TbIkAT [MIMCLUTHaA ).y TbIPBK.«aK.nak« Ha cninTk nauaCHi»

fifw &
B>IMOXH»ITK H MeToAbl HuTerpaous c .ipyiHViM MeTKUUHCKUHW i
rabmaBui !
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ilwrrt t rasrerl pll«<UB<«4>a«H|sB >4 BerBBCNe Batiwt

The prusiNlity and ways of intcgratinK with other medical devices
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MefHUNACKHC n3henna WUCNoNb3ylTcs COBMeCTO C cHcTemaum CJTHKOO. i Medical devices 3re used in conjundim with C/IKLU systenis. navi
HaBUI3LUHOHHbIMM  KaTeTepamMu ¥ Ka/lefaMm  CeMCOPHbIY  [BTUMKOA j ciutwters and the patch sensor caWcev Biosensc Wehiter

npom3ssogcTBa Bii»sense Webster. i B
KTK'YTBTAUNKO o CWMECTUMBbIX wuszgeanax VHIAHOIIONSLLTTHELOCAI DISTRIBI'TORORMANUFACriiRERHORTMt

nonyynmtb Yy  PhJ UOHANIbHO! O AWCYPHbbIOWPA WAL  APPROS>RIATE COMPJ/IMB1.E DEVICES.
NMPOV3BOANTENS '3NEKTP<.>AA-HAKATKN
Tew «"«ole KpBCTep«CT»|c» MU TcdiBicBI ctorac«erMtcs of M1>
Ocuosiible TMBMYeckBe lapaieiepHciukH cTekrpaloll-Bakna.lok Carlo 5 Reference Patches
Tie naie lecbnical characteriuics of Carlo 3 I'.niersal Keferi'tice Patebev/\

>
'€
KoMnueeiri / fNem  Hanmenosssne DcaeHstioB - -
1 lioia B(Ben\HuI c.toii neHbl) 1riMtn B (Ton Foam) = mmmem—eeeeeees
> P3TbeM patumka Sensor C'oimectcif —_
lleHa  (HWXKHMIA C.KIMNeEHbI) l'oain  (Bottom Foam) —
i ,»  YInepo;!, NOKpbITLIA X.KU>HANM eencbna _ ACarHnii silver ijitondtj.aver e e — :
N ' . MpommAwwmi I'nnpl>rens mltvdrneel Sensing Laver
6 Kabenb Cable S ——
7 SawmTHas nTifuka
X CTspKKa 6e3 natekcn Latex five band -
15
\Y,
PrryxveT: iaiuHiHaii ii.irmca;
Fifar*s 0, Kakasr linrr
N 4 - ke ))-T =
Horywok §:Ka6r|o/ Fifurc8 [ able
16
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rHi'tiMB9: ).Mfc'ii>oi-HaK.i»4Ka | anu >Refprcarc Patch i
f-iettr* 4: ( ano 3 Kitrmal Kafcrrarr Patch

vaWw  t jMiiiTp KGiH r .LMvt MfintiitvA JwaaTp e.aaipo.ia- Vutht «mrrpe»*  tttafWVM  UHHTMVA .
nd ptMACTIMH  «Tiipr>uw>navin. M¢a — aifMivH < Hatciaik» " r r n,ttMK[1|1_| IVM( lli/lbla(c_s_( LMtcipoM-
mM Mt Mv* tWpNHNOONIVH «M * aMNPJJI\/M:taMVl mm«  norpruH>CTOMM t iaj(cn
MM Mh tOftmuMociawM r* i

CaMa la~b «itfe Cahfc «aaMcr »tih Ralraar Kret Wegib Patch diamrur «dith Patch  haifi»  «kh  RaMM mm< ahUh
latrraace. «a + ma l«trnar«.aa i aa »itk faleraiwe. am * latcraacc.amt ma  lotaraacc.aa t aa with [elfCMC*. aa = Pathoﬁ?;(ragetc |t<a<?)(>;»)

1 Kaikab
iUr<MK

33Kmrrsimii'<M ivttwM ¢ *I.I'ROM

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ik-teriiKitm

Cable

Sensor

3.1-pin connevior «ritli I--hPROM

18

mm mm
QI4%1X7 4.5aK).12? 318-5*3.8 I(XkE2.54 8.84f1,27 liU3+.3.8 )¥,40.5 * 0.047
17
(>CHO8Hhic Te*H*M«KMe sapaKirpHciHKii i.ieKtprt,i»-Hai:-ia.ikH RclStar iMtii
The main Iwhnical eharacierialics of HelSlar Pl«» External Reference Patch
/“®
as i
!
PHctwA.” 10: ").inctpDJ~HaK aaJKa RefStar Pl«« a rén|iv -
Fi(arr Hh RelStar Pli» Ettcrnal Kcfrrrace Patch aa®emhh
------------------- m 1



ParyHOK 11 ).MKTpei-MtKmiKi s 1ar Pl tjac npok vkt v i iHiioaviMpreHH»i o »cHHCTRMK drcuoro civk?

(- (itre 22 K fiStar Plut fuirenal Refroenct Pateh (lwn hviraalkigaiic adhnlve loam pade)

AaHHa >rabr.ta r | Jeari*ip Kaftc.ta < jinMu» ticicrpo.ii-MaK’iaii-H r llinpaHa iieKT|>0aa-iiaK.iadh’H ¢ Macca uieicipuja-MHK.iniKii ¢
im il 1Pl » ~ aiHM laorscttiHariamm eeee< MU 110rDMUHOCnIMM, MM * MM iioiiMmHociaMH. mm * mm noTMiUHarraMH. i * t
CaMr (cnflb with loteraixr. mm  f able diamrtar »>lh totmaic. Patch Icnsih with lolciancc. nun  Ptrcli width williioktnnct, mm + Patch  Mciglif ~ (mBM)  with
1BB Rial * mm * mm mm luirraitcei. P * «
143.26i0.7ft
2370*3.2 2*0.25 12.7%0.25 7(1.612*0.76 25.675 +0.(KH
70.87*0.25

NnCPEHEHb H OHHCAfIHE MATCPIUJIOB Mli

hfantpeaa MH
llaMMCHuaaHMt

‘AMVTiHuha.«M£jn.mir*rlo 3 Rcfemce hitclics

PaiwM .uiHOkU (.t'X AN 940 l)i>»ucA*ViHai

MaicpMai nposo.uiHKa' AW (i-26. 19-)oi:iuikicii:i(‘atiiMiJi»
Kaftcrih

Mc.iHinh KASc<'ik <niM"uiHCM

MaiccHH.1 mmAo.wtkM -«cnHwh 1W X It tc<DE.III"
2 MU nfiacHMHuS luTpini

VlarcpHai. i).K>«c> ia.ibBaHHtciKai ucab

I*u”M tkermold Marei>«;i. hctmuB IfBV. 00(>cil)i HP ilHX

(iMfirlh
MBX

tlircaCfiiuH pan.du
«adc.ia

. AMC.n A<a.25
iMMrc.rv

1,12.6VA Xjiopiia ccpcftpii.

IIMWiirc iKikixbriHi: iiobpuiHi' N.iDfH.u bCpeCipii i 6-52
BcnxHCc iHianuiMc ( cnc6oailoc ikmpuiw; 11(-)(2B
F ichbaa "leHraM UM 1SOl)

VMCpi).!. fKUpIiJIUH
«.HipKtoM cepeftpa

Kcill A

liCiMfl VIH ;VRA imii a ¢ MbptjiuuH asciiKauH iai.iHUH.'K>i
HomiM.iiKi (ciuniuH) iT-12 1? 2li<>b«H>itna« iM-iK.iHa* icHia.SB

lleiia B

').icKTpo.i-HaiciaaKa KelSuir Plus

Me,lb iubin6|'*43't. no.iHjpcTiH iicli.iOH. cP I t'l'. PI-A (iiDpuBaa
Tcdruinotuu Mcwé6oatUL ucnAioMnbOki'H w> ihmcdi imit<n.'r<Hbiii
‘iNea.KiinaJ lacpBaa .lyaccHua vc'ik. I'uuina I.CP. 1.1tOi. Mcpiioa..
naiH6> raicHtcpcAuii-kii 357. «u'ptfkOt. y.ihicu, 'vpiibiA.
iHv»iA\iiaaonvDeATa;Hi 420 SfO. «msimH

KafuMk

jI-MiuiuKiHuA
pam'M c 1.LPROM

ATH K HcrniM*  iiiokcH.MMa bxic.iHHHrc.ikiiMe Kouiiayii.i x.iePbHii
McicwM.i DP 2%~
JUHHMF O MAPICHPOBKE MM H KI'O >IIAKOBKF
TafijiHIUt | - CHMNO.INR, VKiiM HHU X HB MaptCHPIWKC
REF 111) KUrodoiy
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LIST AND DESCRIPTION OF MD MATERJALS

MaurlalurM D

Name Trar/CiHamaa Naw«/iaaaB6Mnan>r a( malarial
Carlo 3 Eitm tai Reference Palchts

SCOMH ( n>inco<)r 11.XAN 94flPo(>Kurtxm4ic

t DndiKiof Maiertai. -W M cJA I0OMiand I'in

( ivawd t.'oppcr

Jiitkci Matcriaf: Black PVt. ki Ohl1IP Free I'V f

2mm Crimp isn sexeket
Mjlonal' 1m piaicd Cct<pei
S.*.kri Oxcrmokl Matcrud Black PVCVO UI-HP1 ;cc PVi

Pi)p3il ( oiincchir

JKiRi>pel SenIN: A wi( 1 A<i625

l.a>cr

CtUtwn Silver t'hkiride 1.i2-W A .Silver rhktfhlc.

()cr. Botutm CVaims't.6-53 Silver t hloride C.oaiini!
lontoatirui MO-82B Siherroaoey

KIAMA ScnMliw .Xdhesoe laneMIR'IASOtI
\khilc VCM.ARA I'ypeAtloicdcullpuKeihvlefte

I(HM D ItvuTi ((‘'mcslinke<b f 1-1(217 DotMe-C uaied SB \..n-Vkoven
175:

RelSlor Plus I-'’xtcmal Ri'lcrcnce falth

t'ahtc 1 (liirc voi'fier AW n 42.-1, pulxurclbaoc n>lon. eP1) 1. I'PA dear
tt.pin t'oiiiievlor Vfilh
I'd'KoM

Aiiiwnlcd solid tin ptiUeJ n>t)|x:r.'(ittnu 1t‘P. KIL.HIi lilacl. vulox

557. Mack, iihetn. black. »ali)X42ti SHI. hlaek

ScB-or Hincfc 1 puxy fatinB Oivmpoufld AittieMve DP-278

DATA ABOUT LABF,LIN<; OF MD AND ITS FAt KAOINIi

Tabk- I-IRtcrpr«tatiun orKymbols us«il on (hr luhet
REF L'aiaJoguo immhcr



Kngnaprum iDdIch cod?

3uHMaHue’ CornacHo ®de,1epa;1bHNM\ KX Only Symbol
faKimo.iaTCHVCTBy CHIM. aro n«enve MOXen 6biTb
iiHi.MHo To/IbKo BrMUC 1 Mo en> ia<tiv.

I I | Llata M310roif.1CHMSt Jatcof Manufacture fYYYY-MM-DD)
1CM/T>)B3150 Use-By daie(YYYY-MM-DD)
M3rotosntens vlanuiacturer
ilecie]JH. TbHO Non-sterilc
LkrupoAHo!  «XipaTHTCCb K MHCTPyKyun  no Caution
TPUYEHEHNK>
¢ laiifvi Ha noBTOpHOE MpUMeHeHNe Do not re-use
We uncrlonb»o»atb. ecnn ynakoeka OTKA ira Do not iKC if package is opened
iMe MCMONBIOBATH. N(MK MUHPEXIEHN >NaKOBKN Do not use if package is damaged
21
<0.
Keep dry
|'k nonyckaTb oo3geiicTBus cnuiesnof o ceeTa Keepawaj from siinliglil
rcMnepaTypHblii Ananas3oH lemperaoifc limit
rcure r
Klen*1LIHHCKoe n3genve vjedical device
KO/MN4ecTBo yuanliiy
0 1
YIMNN33LWLIA no ncy:TaHOBNCHUH> KuTas "lima RUHS
S'nonHOMOMeHHbifi npeicTaBnTeNb B €BPONEicKOM F.c rfp

1EC |REP1 ‘006wecrtse

06paTMTECh K HHCTPYKLMM NO NPUMEHEHNK) Consuh instructions I'or use

O s
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O/INYYXT »0 PA3bEMOB

©
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<'|MMc C.]yxAbI il e." ks

Mne.lHe AL XHO HCMO/bIBAATLCA N AaTbl OKOHYaX !« CPOKa LLNHOCTM.
yKaTaHHOI Ha ynakoBKe.

YcTa>H>a. TCHHbIA CPOK FOAHOCTU TNeKTpogoB-iaknagok Cano } Rdcnnicc
Patches cocTwnBeT BoceMHaauaTh <I8) mecALeB C AaTbl U3OTOXTEHHa Ha
MapKvpoBKe MPoAyKTa yKaTaHbl CPOK FO/MOCTH W PeKOMeHAyeMble YC-TOBHS
Xpall

FiifVHi«AcMbe c4tO1BeTcT«nc

YCTaHOBMEHHbIA CPOK TONTKTW  McK<popa-Haknagku RefStar  Plus
cocTaBnfeT Tpu (3) roga ¢ AaTbl UTIMOK.ICHHA. Ha MapkupoBke npogykTa
>KBTBHbI CPOK FOJHOCTU U PEKOMEH/YEMbIe YCTOBHS YpaHEHB

®opma ncTcTaBkm

'3.TCKTpafibl-HaKNaK1 MOCTaB-TAOTCA a HECTepPH.TbHOM BUAE W He uog,lexiir
CTEPHANT3UNKM Mepeq IH.TWAb3NBauneM. [lOCTaB.TAK>TCA C PYyCCKOATbIYHON
MapKMPOBKOIA 1 MHCTPY KLHeli N0 MPMMC'VEHMIO.

YnakoBKa KKKTpNIoH>Hakna.ToK (Fano 3 KeCeanke Patchesco.TepxuTt nea(2)
naketa Kaxgablli nakeT cofepxuT Tpu (3| >seKTpo.Ta-Hak.Ta.lkH. O6Luee
KONMYEeCTBO HTAENMIA B yNakoBKe LWeCTb (6) LT

Ynak<»Ka f.TeKTpoff-Haknagkm Relatar Plus cogepxut 1 HTacn«yY
MCrEYKHk MNITIPNA.10B XXWUBOTHOro ' 11
YE/TOBIYECKOTI O MPOHC XOXNMKNHA

Me npHMenHMO.

[laHHOE HTAeNHe He COCTOMT HT BELeCTB uan KoMMH3I1LLIA BelijecT», KOTopble
npenvatHadyeHbl A BBEJEHUS B Teno ue.ToBeka H abcc'pnumpytotes wam
.FOKa.ublL}) paccacblBalOTCA B Te/le YC.KTBCKa

Vh .TH)

(K HOBHbIE
M3JENNA
tpenHs cootserctsytor TpeltoaHnsm EN 1SO 13485 U 14e-11a MeMKLIHCKUT
CucTeMbl Meve[pKMeHra KadecTa. TpeboBaHusA [f,TA veneii peiy.MpoNe«HNA.
KN ISO 14971 NtgenHa meguumuckre. MNMprMeHeHne MeHed>KMeHTa pucka K
MeAVUMHCKHM uTne.lHay n EN 1SO 10V43-1 (INie.nifl mcTuumHckme. OueHka
6rogo!ny(.u;koro acHcteks MCIiHIiIHHCMix 11jac.iull. Yserb 1. OueHka u
Hcene.rogalws. TONMHBIA CNMCOK NPUMEHUMBIX CcTaHAgapToB JIK'Tyneu no
«anpocy.

rPreOKNNMA BE3ONACHOC TU n 3®PEKTUBHeUTU mu
Mpeg>npevKTen s

'>.lekTpogM-nak.TBnkll Cario 3 Referenrr Paichen:

|-|pl/l NOABNEHNN THNEPYYBCTBUTENIbHOCIH KOXW NpekpaTtnTe HCTITbTOHAaHHC
N3[e.THA.
T.ieirrpoj-nak.TBaka RefSlar Us«:

«He norpyxaiTe LWTEKEPHbIH PUTTM'M U XWAKOCTU, [NK Kak no Moxe!
NPUBECTW K HapYLEHNI0 NOAAaYH )NeKTpl>TiraHus.

= V36elaiite BOTNencTBUA Ma  TNeKTpoj-Hak.TaAKy
pacTBopuTeneil, Hanpumep, cnupTa

-ABTOKﬂaBMpoBaHV]e 3neKTpo,qa-HHKA'1a,qu| TanpuimeHo.
Mepbl pefonUPHXHOMH

).|«kTpogbl-Hak-Ta.l KA Carlo 3 Keferencr Patches

- 3ﬂeKTp0ﬂbI-HaKﬂa,qKH A.TA CUCTEMBbI Cano 3He [0.TXXHbl HaK.Ta.TbiBaTbCA na
[pyYue  XTeKrpo/bl-HaKNafjku Ha Te.Te ueK»BCKM. BKAKYas. ih> e
orpaHuynBasch <nekrp«>gam|l-maknaglcamll T.TCKlpokaplTH'pada.
nedubpun.latopx UHAUDGEPEHTHbIX 3NEeKTPOJOB-HBK.|a.TOK, a Takke ¢
NO6LIMN 4PYTUMU 3.TEKTPO;|aMH-Hakna.lkamu.

< He cnepyeT nomewarb TAeKTPONbl-HaKNafKn Ha ;tpyiHC wnenHsa. Takue,

CTAHOAPTbI. KOKTPbIM <(>OTBf.T< TBX WU

OopraHnyecknx

KaK tohavnoentmynatop unm VKA {HMN.TaHrMpoHaumble Kap.TUOHepTepbl- '

netHOpn.1natch).

= [lpu pa3meLLeHnmn ANCKrPo30B-HalTaNoK He06x0AMMO 136el1aTl.(KunmpHbi\ fe

KOCTHBbIX N«y|*epxHoC)eli. rakmy kak nonatka H rpy aHas o6;iacib .
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IWc ice sere ice life
I'se the device prior to the "l ’se By' Jaieon the packo{tc lahel.

Fiiroftcai) Conihnnily

The established shelf life of the Carlo 3 T-xierTval Reference Patches is
Ei~rieen (1S) nxmihs from date of manufactwe. Fhtxiuct labels contain the
expiration dale and recivmmended sn”vge conditions.

Thecsiablishcd shelf life of the RefSur Plus External Rererence Pmeh is three
<3iyears fn>m date of manufacture. Product labels contain tl»c cxpiraiion date
and recommended storage conditions.

Him supplied

The F.stenul Reld”~cc Patches are supplied rton-sterile and are not sterilized
before using. The Russian-language label and insiructkKMt for use are supplied
Mith desice.

Packaging of the (ano 3 pKtemai Kefmncc Patches contains Imo (2>
pouches fcach pouch includo three (3) patches Total ({uantiiy of Paichcs in
the package; si.\ (6>.

Packajinj*of the RctSur Plus External Rcterence Patch coniains | patch.
idST 0> MNTEK|Xb.4'0F .XNiSTAl. AND (OR) HI MAN ORHdN ........
.Not appUcable.

The subject device is not composed of substaiKes nr combiitaiions of
substances thtu are intended Ne be imriKluced into the human body and are
absofhed by or locally dispersed in the humtm body.

23

»\M i STANDARDS TO NVIlini THE PROm t TS MI KT

Devices meet renuircments EN IS(3 13485 Medical device - Otutlity
managemem sysicm - Requirements tor rcgulati*ry purposes. EN 1SO 14d7|
Medical devices - Applicaiiun of risk management to medical ileviccs and HN
1SO I0W3-I Hiolugical evaluation of medical devices - Part 1; Evaluation aini
testing within a risk inaivagcmenl process. .Afull list of applicable standards U
avaiinbic upon reilnesi.

MD SAFETY AND EFFECTIVENESS REQI TREMF.NTS
\>arnings

Carto 3 Esternal Kelerener Palches:

Dtsconlimie use of this product if skin sensitivity is observed.

RefSiar Plus FsicrBsi Kefereoc« Patch:

* Do not immerse ihe pnTximal handle or cable connettfw in lluid.«: eiecincal
pcrfortnance could he affccled

« Do not expose the externid reference patdi to orgisiic solvents such s
alcohol.

« fh>itgi auUxlavc the cxtcnwl reference patch.
Precaulion.s

Cart»3 Ktlemal Reference Patches;

« Do not overlap the Fxiemal Reference Patches with any other pulchcs on
the b(HIs including but nut limited to EKG patches, detlhrillator patches.
indilTercni cleelriHIc patches, etc. or any t>tiver External Reference Patch

Do not place llte External Reference Patches over devices such as
pacemakers or ICD’s.

Avoid large bony area-s such as the scapula iiml sternum when plncmg live
External Reference Patches.
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= C.'tonyct Hi6eraib Boueiictmsa Ha «lCcrpogb*HaknankH i>piaHH4ci;Kii4
pn:t>purenciti. Hanpu”p. cnHprx EoH ko«a nauKCMia o6p«Oartbil.lacsk
opiaHH'<ecKHUH pacTtsoputensmu. Hcob\n.numo.{albe (1 BbICOXHY b e TeueHve
| MUHYTbI Nepca HcnonkroHanmcm )neklpo. | (>s-HalClagok.
"Yncklp»abl*kaknankm MOXHO NoacOoCaHusrb Tnabko keHctemMeC-AK O 1.
3a(ipcutaeicii npumeHaT». ‘mekrpunbl'Hatonaaku. npenHaputensHo K
WNYYUB  MO.LLIOCTHIO VIHCTPYKLMIO MO npuyeHemnio. [laHHoe MrkaHC
' NpefHa3s’HaYeHo TOIMO XTS HAPY>KHOTO NPUMEHEHUS

PekoMeHAOBaHHbIE YC/IOBUS XpPaHEHWs yu3aHbl Ha NTUKETKe nue.tus
Mepea UCnonbloBaHNEX* HeOBXOANXH» MPOBEPUTL COXPAHHOCTb YNAKOBKU K
«NeKTpoAoB'H3knagok.

Hclm Bo Bpems llpx>ue.;pbl ncnartbixwitcs He Bce xleklpogbl'Mak.lalku.
c.TegycTy6eAnTbC, YTO HEMCNONLIO | laHHBIC CTEKTPObI-HAK.;afKVN XPaHATCS B

OpUrMHaNbHOW  repmeTnyHblT  ynakoske. tW  c.TenyeT UCTIIbloBaTbh
«TCKTPOAbI-H3KNAKN. KOTOPbLIE XPAHATCS HE K OPHrHHATLMO» lepMeTHUHOI
y NakoBke

= XTekTpofbl-Haknatku npeavatHayeHbl 10.TbKO  XT  CMHOpP3M>BOl0
NCMO/Nb30BAHWS.

= ToswpHas crepHan'wiws v nokopume 110 b<oB3HME LUNPELLEns.

= [laHHOe ux'le.lne ynakoBaHO KXTbKN A.TH OA4HOPA30BOr0 WCMMUJIbIOHAHHSA.
3anpewaeTtca noslO(koe wcnonb3osallve. rH»BTOPUbIE O06pPaboTKa  W;)H
crepunHsauns MoBTPHOe UCl10;<b<O«bl)HHC, 06paboTKa MAU Crepu.TUMNMS
MOTYT HapyWuUTb CTPYKTYPHYI LEN0AaHOCTb M3.HMUA h'h.ih itpuHcciH K
NONOMKe H4.aenns W. B CBOW» ouvepeAb, K [|pPHYLWCHHIO HPC.1N MOPOSbHY.
6oneTHn unu  cMepTu  nauHei«ia. Takxe NOBTOpPHas O6pPrk'ioTha  U.K
cteptt.ntr.iauiiH n3genuii oAHOPa3oNOro MpUMeneMnMss MOXeT COLW Tb PUCK
WNPHXENHA  W.MAH  NPUBECTM K HUDHUMPTTMUHIO  NilnHewa .T6N
nepekpecTHoOMY HU(UUUPOBAHHIO. H TOM YWCAe K nepegade UNPEKNMOHNO
3aboneBaHns (3a0onc8aH»HO OT onHorx» nawk'ldla .[cyroxsy 3apanewuc
MYAC. LS MOXKET CTaTh NPWUYMHON NPUYMHEHUs Bpe3a 340p0BbKL. 6>xne»l h.ik
CMep3un nanuenra.

Lc.m <nckrpog*Hak.lagka HC HPUBLNEH.TCH M.IOTHO K KOXe nauueHTa,
HCOGMWHMO 3aMEHWTb €70 Ha HOBBIN.

<.lelrrpoa*nsk.1B.1kTl KefSlar Plu.s

< 3anpewjaeTca NPUMEHATb 3.3€KTPOAbI-H MAKN.
1 «y4nB NOMHOCTbH» VIHCTPY KUMH» MO NPUMEHEHMIO.

e «latiHoc H3ge-nve NpeAHasHayveHo TONbKO L TA HaPYXKHOM0 MpUMCHIenns
PekomeH0BaHHbIE YC.30IMa XPEHeKWsi yKa3aHbl Ha YTUKETKe HY.K'nus
Mepes 1CNO.3b40SAHNEM »KTGXONMMO MPOBEPHIb coXpaMNe<crb YNakoBKW U
€amMoro ryekrpona-naknagku.

Anektpog-Halclagka RefStar Pius npepHasHauyeH XT* HCNONbYOBaHHA
To.ibKoy ofHOro nauuneHTa

' | M>n|MpHas cTepunM3aLms 1 NOBTOPHOE UCMO/b30BaHNE 3anpeLLeHbl.
/iotiHoc 1r<neTue ynakosaHO TO/bKO AT OJHOPA30BOro UCMO/b30BaHNA
Tanpewjaercs noBTOpHOe Wcno.lbloBaHWC. NOBN3pHble 06pa6oTio3  unn
CTepHNH3auHsA. MoHTopMm1X' ncnonb3oBaHue, o6paboTka unu ctu.luszawmms
XA0ryT M AyWwunTh crpxKTXfwyh« ULeNocTHTIOTL M3genns WM. NpUBECTU K
MO.TNMKE H3NMeNMA U. B CBOK Ouepefb, K MPUYMHEHWUIO Bpe3a UN0PUBbLIO.
60nesHn wuAM  cmMepTM nauueHta. Takxke noBTopHas o6pabenka uan
cTepunusauna u3fenus OAHOPa30BOr0 NPUMEHEHWA MOXET C€03[aTb PUCK
WpaXeHWs  TUNW  NPUBECTM K  WHAULHPONAHHK» nawHeHra nu6o
nepekpecTHOMY MU HUHPOHanHI0. Hiclioyw. HO He orpaHnymBasch. vepegaver!
VH(EKLMOHHOTO 3a60.3eBaHMA OT OAHOTrO nauueHTa Apyrom), ‘~apax'evHe
n3genns MoXeT cTaTb MPUYMHOWN NPUUMHEHUS Bpeda 340PO0BbLI0. 6o.ieiiiH N.TH
CMepTMW nauueHTa.

npeABapuTTULNO  He

NH®OP.M.NUUNA () NEK.AIFCTBE.1111MX MPEMAPAT.AX U (W)
®. APMAMEBTUYEX KNX< YBITAHUNAX BCIK TaBE MH
M3genve He copepuT .itmapcTiicHHMX BCUKCTH N He uclu>nbiyetcs B
COU<ITaHLLL C NIEKAPCTBEHMbIMI BEUHX rBaMM.

011M< AHUE  VIETO;*OB  MOBTOPHOW  ObPJIbOTKN n
CTEPUN N3ALNN
HE CTEPWU/IbBHO
Miw.iHc noctas.1setca  HecTe{K/bHbIM npegnacnadcHo  .tia

| cTepmnH 0 UMM Nepes, HCMONL30B>H1lebl.
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« Do npi expoxe ihe exieroat refeferwe paich lo »»rganic s4»Neni-> cuch as
akohi»l. ifan organic xolvetu is used on patient. bllom to dry for 1minute prior
to apply inf; patches

« The i xiemal Rctcrence Patches should only be connected to the CARTO
i System

* [)o mu aitempi to use the F-xtemal Reference Patches prior to completely
reading and unJerstondini' these Instruciiwrs for Use. This device i> tor
e.xtemal u><only

« Rclerto the puodoci I"xel lor recommended storafecT«r»diiKM« insptxi i
p;wkafinf and exlerrtal reference patches prior b»i»sc.

If all txtemal Reference Patches are not used during a procedure, ensure
that unused patches are stored in the original, sealed pitckagmg. if an F.Kiemal
Reference Patch ha» not been stored in its onginal. sealed packaging, the
patclk*l« should mu he used

« |Tk External RctererKe Patches are intended h»r single paliem use only.

* (>onot sierilirc or reuse.

« This device is piu;li.aged for sirrglc use only fX» not reuse, repfskess or
resterili/e. Reuse. rcfM'ocessing. or rcsieriliraiion may compromise the
siructiiral integrity of the device and or lead lo ds’xicc failure iKai in turn may
result in paiicni injury, ilinessordeaih. Also, reprocessing orresieriliMiion of
single use devices may create a risk of contamination arkt-br cause patient
infection or crns.s-infection. including. biH ibst limited to. the transmission of
infectious diseascts) from one patient to another Contaminatior. ofthe device
may lead loiniury. illness, or death ofibc patient

* |fthe l.xiemal Reference Patch does not adhere well ic>the patient's skin,
replace with a new i»aich.

KefSiar Pius External RtTerctire Patch

m Do not attempt to use the external reterence patch prite to compl<rtel>
reading and understanding these Insiniciiim' fc4 Use.

« This device is for cxtenxal use only.

* Relcs to the product label for recommended su»n«gc condition». Inspect the
packaging and external reference paich pnor to use

« fheexternal reference patch is inieitded for single f»tient use only

. not resieriiize aiuj reuse

e Thb device is packageil forsingle use only. f>0 m>t reus<. rcproceu» or ;
resterilizc. Reuse, reprocessing, or resierih/aiii>n max crmipromise ihe \
»truciurod itiiegrily oftile device and or lead to dev ice faikirelhai in turn may |
riisult inpatient miury. illness«» death. .Also, reprocessing or resteriliattion of |
single use devices may create a risk of contaminatiem anJ or cause patient
infection or cross-infection, including, but niH limited to. the iraresmission of
inltfclioiisdiscascts) fmin ortc patient lo another. Contamination ofthedevice
may lead w» injury, illness, or death ol tlte patient.

JNFOKMAHON \BOIT MFDICT.NES AND
PUARMACEI TK ALSi;BS1.ANNfFSINCLIIDED IN MI>
De\ ices «io noi contain iturdiemal suhstaiices and are noi iiscx) in combinaiion
with medicinal vubsiancev

(OR)

DESf RIITIOM OF kF-PROCESSINfi AND STERILIZ ATION

I NON-STERM.f
| The dexicc is pr«»vided iion-sterile and js not intended to tre sU4ilized pri«4 ki
' use.
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TPEBOBAHWA Kk TCXHUUYTC:KOM> OBCNYXWNBIMUK) N
PKMOHI'Y MU

NaHHMc*  UCAMUHHCEMC — uucaHs NNHOp/oBble.  TeXHUYeCcKoM)
06cn\*nBaHNI0 1 PeMOHTY He nox'ieKat
X .10BMA TPAHCMNOPTUPOBKWN n XPAHKHUA
Ta<Tlumna 2 - Y CIOKHA TPaHCNOPTUPOAKH

NeAMMOVBUAT
'l cMiiLjo') pa 4CI'C go * 54*1'
«>TM«MLeNbHX! a.;0XH(Krb «onee JOO*.
AlwkhcpHoe AaBneHve |01 TOOgo 106(MMMa
Talgnua 3 - Y CKTUA XpaHeHue

HaumeHoBaHse NuesaMill
Temnepatypa L5 +54: go + 254"

Te6o.Tec 100*«
oT 700 o HO60TrMa

[>I'IMC!/IF8.TbMaﬂ B.T&XXHOCTb

ATMocdepHoe ;iaa.ienHC

RF-QILIREMFNTS FOR TEC HNICAL SI ppORT AND REPAIR OF
Mi)

These medical products - disposable. Maintenance and repair are nm vubieci

COSDITIONS OKTRANSPORT.ATION AND MOR ACE

Tabic 2- TnuporlalHm ctindilKiHS

__ Uesigaatiun _ NSE-
Temperature *404°to + -
Relative humidit) rk« morel 00*i
Arometric pressure irOOto 1060 hF»A
Table 3 - Storage coadilions

DesigBaliua RaBRv
NeTpcrature V5*Cto+ 254

lot morelOO*»
UlOto 1060 hPA

beialive humidit)
barometric pressure

HOPANOK n YCNOBUA YTHNHIAUMW nnaun YHUYTOXXEHWA j MD DISPOSAL RI LES AND CONDITIONS

Mil

YTH-WW "X pyiire HageaHe B ero ociaBUiHeca nn6o Tpalr HMauHbIe «O«N<»HCHTbl

HcoOTHeiciHMH ¢ MeCTHbIMU MKOHaMu U HOPMATHBaWH

HiaeilHX, MMeBLUME KOWIMKI C KPOHbIO H/MAW APYrMMU 6UO0.TOTHUYCCKUMMN
Xu.u«>clamu, nognexat\T W NiriauHH tiAi.in XHTnnxeHuMto coi.tacnoCaul WM
2.1.7.2790-10 (taitac B).

Wcucnons'M'BaHHMC HANC.WA (He WMEBLUME KOMTHKra € KPOBbK h h.iii ¢
6UN.KMUYCCKHMU XXH.IKIKTVMW ). H KOM uyucne ¢ HCreKWHM CPOKOM TFOoIMOCTH.
rlo.rilexatyrnnn'MuTl MH.TM yHHUToXeuntocununnoCankH 2.17.2790-1W
(knacc A}

( (FOBWEHHA Ob MHUHAEH FAX

CuwnacHo pernameHty 2017/74VEU 0 MEANLMUCKUX UNENNSA.X. ECAIN NaUNOC
yci”xriiCTHo ncll0/b<yCICsa B cTpaHax 1'HpoMe6eKo(o COHT (M.IMB CTpaHe ¢
WOCH VMHHVM npaHoBbIM PEXMMOM) UM H MpOLiecCe H.L B pe3ynbTaTe ero
HOI0.Tb30BaHHS HO LUMKHET COPbETAMA MHLMNEMT. Ne»6X01MMOCIXIOWNTL 06
'LLIIM NpoMTBOAHTE.THO W/HAH ero y1o.IHOMOHCH®LM npenoasurensim. a
TaKkke B KOMMCTeHTHbIN opraH eaiiiefi cTpaHbl

I APIHTHI W P1 K.AIMALIH11

Ma onuncaHHble 5 HAacTOALLEM NOKY MEHTE OfPK> WAWN HECKO.TbKO UTTEeNHV He
.TaeTCA HNKaKNX ABHbIX WM WOLLTATY MeBaeyublX LMpaHruii, B 10 4 YHCTC. 61
orpaHNyeHuii, T 60ii noapaTyMeBacM<IrapBbIriH I0IHOCTB K MPOTaXe Wi
LUPHIOAHOCTH K KOHKPEeTHOW uenn. Hu npu kakux obcrosTe.lbl:lBa.\
komnaHma Bkbensc Wehucr. Inc. n ee gunnanbl He HeCcyT aTBOICTBCHH(X:Mb
U KakHO'.TU&T hakTnyeckue, npsmble. K<KNeHHble. noboynmc H.TM jtpyiTte
yBbITKW, KDOME SIBHO YKaTaHHbIX B MPUMEHUMOM TaK(XKON3TC.TbCIK.
BeToC|MHH'«.'HUIA yKa3aHHOIO BbiLle, KOMNaHWa Biosense Webster, inc. u ee
(n.THabl He 6yAyT HecTM OTBETCTBEHHOCTM Ta KakHe-THCHL peanbHble,
npsAMble, KOCHEMHbIe. MO60YHbIE H ApYLUe YObITKN, BbITBAHMblE MOBTOPHbLIM
HCMOMb'tOBaHNChl .THGbIX HTAENUA C MAWPOBKOW «Ans onliopaToBolo
ucnatblonaMnM«.  LWTH  eCAW  MOBTOPHOE — WCMO.1bX>BAaHHC —TamnpeLueno
NeACTBbIOWHM TaKOHOMTENbCTBOM
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Dispose of the product and its residual elements or waste items in accordance
with local laws and rcttulations.
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The piTKiucts have come into contad with bkl and or 1wly tigidv. disposal
and wor deslniclioii «ccorilinji to SanFiK 2.1.7.2790-10 (H class>

l.nused pftHincis {which lud no conlaci with blood and : or
including expired, disposal and '
2.17, 79<I-10(Class ).

fluids),
or destruction, accordin®i to SanPiN

REKORTINC; IM IDEMS

Per regulation 2U17/745/r.U on medical devices, iflhis device is itsed in the
European Union (or in a country with an identical regime) and u serious
incident occun during the use of this device ik as a result of use of this
device, report tle incident to the manulaciurcr and-or its auihsirized
reiMcsenialivc and to your national aurhoniy.

WARRANTS AM) RE< LA.MATION

There is no express or implied w”ranty. including without limitation any
implied warranty of merchantability or fitness lor a particular purpose, on
the product(s) described liereni. t.-nder no circumstances .shall Hiosense
Wc'bsier. Inc . or Us alfiliAed companies, he liable for any special. direcL
incidental, omsvqucntial. or other damages other than as cxpnssly provided
by applicable law.

Without limiting the foregoing. Biosense Webster. Inc or its alTiliaied
companies, shall not be liable for any special, direct, incidental,
consequential, nr other damages, arising out of ihc reuse of any producUs)
labeled for single use or where reuse is prtvhibiied by applicable taw.
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bPAN>«:HOBAlIMK n IOPUANYECKMNA napp( XAME AM> bEOAb ADDRESS OE MAXLFACTIRER /IM» ;
MPOHI1BONHTENA MU n YllonHomoulHllolo Al IHIORIZEO REPRESENTATIVE IS RI.SSIAN EEMEK/ITHOX
MPTACTABHTI na MPOVNNBONUTENA B MK cuun

PANPAbOTYUK: 1)F\ELOPER:

Biosensc Webster. lik (balloceHc Be6erep MHk.. CLLA). 31 Teelinologv Bio4:nse Webster. lik’.. .31 lecbnolol>y !>tve. Suite 200. Irvinc, Caltlomia

Drive. Suite 200. Irvine,Calirorttia92hlH USA 426i8i;SA

MPO NLWIO.INTE.1b; MANI FAt TURER:

Bioiitfim' Webster. Inc. (BaiioccHc McbeTel« 11Hk. CLUA). 31 lechnoloe> Bio'.ense Webster, Inc.. 31 iechivilogv Dri'c. Suite 200. Irvine. California

Drive. Suite 200. Irs ine. Calit'omia 92618 USA 92618 | SA

-MECTA nponsgone MBA: MANI FACTI RISC SITE.S:

1, Diosense Webster. Inc.. Circuito Interior Norte 1820. Partjuc Intiusirial | Biosen-se Webster. lik,. Circuito Interior Norte 1820. Parque Industrial
Salvarear 32574. Juarez. Chihuahua. 32574, Mexico (Mekcwka) Satvarcar 32574. Juarez, (.‘hihualiua. 32574. Mexico

2. l.eed-Lok. Inc.. 814 Airport Way. Sandpoint. Idaho 83864. 1 SA (CLUA) 2. l.eod-loL-Inc . 814 Airport Way. Saidpoim. Idafks 83864. | SA

YNONHOMOYEHHOW NPEACTABUTENDb fIPt>HIIMUHIE.IH B Al THORI7.ED REPRESENTATIVE OF THE MaNLEAI Tl RER IN

P(K'CHW: RCSSIA:

00O UMHOHOOH /T [IKOHCOH». 121614 T. Mix icaa, Johnsivn A Jolmson LI.C,

yn. Kpwarckaa.a. |7.kopn,2. 121614. Mosco», KrvlatskavB sir.. P- building 2.
Ten. m~7(495)580.7777. dakc m»m7(4951580.78-78 Tel  (495)580-7777. Fav +7(495) 58(V78.79

RA-JNJRI, -R/N ,/ lis INJ cwn

29

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



